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GOOD PHARMACOVIGILANCE PRACTICE (GVP)

1. TEPMUHBI U ONTPEJAEJEHUSA

1.1.Baxnasi orcyrcrBywmasi uHdopmanmsa (Important missing
information) — 3HaumMble TPOOCTBI B HUMEIONUXCS 3HAHUAX IO
OIpeCICHHBIM acleKTaM Oe30IacHOCTH JICKAPCTBEHHOIO IIperaparta HiId

IpyNI MAalMEHTOB, KOTOPBIM Ha3HAYAETCs JIEKAPCTBEHHBIN Mpenapar.

1.2.Ba:kHbId UIeHTU(PUUUPOBAHHBIN pHUCK U BaKHbII
norennuaabHblii puck (Important identified risk and important
potential risk) — naeHTHHUIIMPOBAHHBIA PUCK WM MMOTCHIMAIBHBIA PHUCK,
KOTOPBbII MOJKET OKa3aTh BJIUSHUE HAa COOTHOIIEHUE MOJIb3a-PUCK
JIEKApCTBEHHOr'0 Mpernapara WIM UMETh MOCIEACTBUS Il OOIECTBEHHOTO

3JIPaBOOXPAHCHUSI.

1.3.BanmuaupoBannbiii curnan (Validated signal) — curnan, mus
KOTOPOT'O B IPOIIECCE BBHIMOIHEHMS BAIUAANNN U OLIEHKE TOATBEPIKIAFOIINX
JAHHBIX YCTAHOBJIEHO, YTO MMEIOMIAsCS JIOKYMEHTAaIlMs OCTaTO4YHa JIjIs
OPEANOIOKEHHSI O  HaJMYMHd  HOBOM  IMOTCHUMAJIBHOH  NPUYMHHO-
CIICJICTBEHHOM CBSI3UW WJIM HOBOT'O aCIeKTa M3BECTHOW B3aMMOCBSI3U MEXKITY

IPUEMOM TOJIO3PEBAEMOr0 JIEKAPCTBEHHOI'O Mpernapata W Pa3BUTHEM



H€6HaPOHpI/I$ITHOFO IIOCJIICACTBUA Hu, CJICOOBATCIIBHO, OIIpCaCIICHA

HEOOXOIMMOCTh KOMIUJIEKCA JAIbHEUIINX NEHCTBUU MO OLICHKE CUTHAJIA.

1.4.Bo3neiictBue, cBsizanHoe ¢ poaom 3ansaTuii (Occupational
exposure) — Bo3zeicTBrE JIEKAPCTBEHHOTO IIperapara, KOTOpOMY IOABEPICs
YeJI0BEK B PE3yJIbTATE BBITOJHEHHUS JEATEIBHOCTH KakK MpO(GECCHOHAIBHOTO

XapakTepa, TaK ¥ He CBA3aHHOTO ¢ PO(ECCHOHATBHOMN IEATEIEHOCTHIO.

15.J]latra oxoHuyanusi coopa manmubix (Data lock point) — nara
3aBepiieHus cOOpa JaHHBIX I BKIIOYEHHS B NEPHOJAUYCCKHUI

OOHOBJISIEMBII OTYET 110 OE30MACHOCTH.

1.6.leaTeabHOCTh Mo MuHMMH3anuu pucka (Risk minimization
activity); cunonum: Mepbl mo muHuMu3anmuu pucka (Risk minimization
measure) — KOMIUIEKC MEPOINPHUATHIA, HAIpPaBICHHBIX Ha MPEIOTBPAICHUC
WIA YMEHBIICHUE BEPOSITHOCTH BO3HUKHOBCHHS HEXKEJIATEIbHOW peakiuw,
CBSI3aHHOW C BO3JCHCTBHEM JICKAPCTBCHHOI'O Tpermapara, JuOO Ha

YMCHBLIICHUC CTCIICHU TAXKCCTHU HEXKEJIaTCJIbHOU p€aknmu B ClIydac ¢ccC

pa3BUTHSI.

1.7.3aBepiieHHOE KJIHMHHYECKOe HccJeI0BaHNe/uCnbITaAaHHe
(Completed clinical trial) — wucneiTanue/uccienoBanue, Mo KOTOPOMY
IIOITOTOBJICH 3aKIIOYNTEIIHHBIN OTYET 0 KIMHUYECKOM

HCIIBITAaHUHU/ HCCIIEAOBAaHUM.

1.8.3akpoiThiii curnaa (Closed signal) — curnan, orneHka KOTOpPOro
ObUla 3aBepICHa B OTYCTHBIH TIEPUOJ COCTABJICHUS IEPHOIMYCCKOTO

0OHOBJIIEMOI'0 OTYETA IO OE30IIACHOCTH.

1.9. Mnenrupuuuponannsiii puck (ldentified risk) — nexxenarenpHoe
nocjencTsue (GapMakoTepanud, A8 KOTOPOTO TOJYYEeHO aJIeKBaTHOE
JI0Ka3aTebCTBO HAJIMYUS B3aWMOCBSI3H C IOJI03PEBACMBIM JICKAPCTBEHHBIM

penapaTom.
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1.10. AuAMBHAyaJIbHOE COOOIEHHE O HeKeJaTeJIbHOH peaKIuu
(Individual case safety report (ICSR)); cuHOHMM: OTYeT 0
HeKeJaTeJIbHOW peaknmum (Ha JekapcTBeHHBI mpenapar)(Adverse
(drug) reaction report) — dopma m comepxkaHue OT4YeTa OO0 OJHOW WJIH
HECKOJIBKHMX TOJ03PEBAEMBIX HEKEIATEIBHBIX PEAKIMIX Ha JICKApCTBCHHBIM
npenapar, BOSHUKAIOMIMX Yy OTACILHOTO MAIMCHTA B OMPEACICHHBI MOMEHT

BPEMEHU.

1.11. ACTOYHHUKH MOJIYYE€HUSA HHAUBUAYAJIbHBIX COOﬁlHeHI/Iﬁ 0
HEXKCJIATCJIbHBIX PEAKIUAX JICKAPCTBCHHOI'0 IIpenapartra 1o 3aipocy
(Solicited sources of individual case safety reports) — opranu3oBaHHBIC
CUCTCMBI 110 C60py JaHHBIX, KOTOpBIC BKJIFOHAKOT KIIMHUYCCKHUC
UCIIBITAaHUS/UCCIIEIOBAHUSA, PEECTPhl, MOCTPETUCTPAIIMOHHBIC MPOTPAMMBI
MNCPCOHAIMU3UPOBAHHOI'O UCIIOJb30BAHUA JICKAPCTBCHHOI'O IIPCIIapaTra, APpyruc
nporpaMMbl 1O TOAJEPKKE TMAIMEHTOB W MOHHUTOPUHTY 3a00JIeBaHUM,
ONMpOCY MAIMEHTOB WJM JedYallux Bpayed wuiaum cOop uHPopMauuu 00

3 PEKTUBHOCTH TEPANUU U TPUBEP>KECHHOCTHU MAIIUEHTOB JICUCHUIO.

1.12.KauectBo cucrembl ¢apmakoHagzopa (Quality of a
pharmacovigilance  system) — Bce  XapakTEpUCTHKH  CHUCTEMBI
dbapmakoHa30pa, KOTOpPBIC, B COOTBETCTBHU C OIICHKOW BEPOSTHOCTH,
IIPUBOIAT K pe3ylibTaTam, COOTBCTCTBYIOIINM neirsMm CUCTCMBI

dbapmakoHaa3opa.

1.13. Kimanueckoe ucciaenosanue/mcnbiTanne (Clinical trial/study)
— mo0oe HCCIe0OBaHNE/UCTIBITAHNE, MPOBOJUMOE C Y4acTHEM YeJIOBEeKa B
KauecTBe CyOBEKTa JUIsl BBISIBJICHUS WM TOJITBEPKIACHUS KIMHUYECKHUX
u/unu  papmakosorudeckux SPGeKToB HcCIeayeMbIX MpenapaToB HW/WIH
BBISIBJICHUS HEXKEJATEJbHBIX PEaKIMM Ha HCCleayeMble Mpenaparhl, U/Wiu

HU3YUCHUA HX BCACbIBAHHWA, PACIHPCACICHUA, MeTadoJim3Ma U BBIBCICHHA C
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IIETIbI0 BBITIOJTHEHUS OLIEHKH 0€301acHOCTU U/WiH 3G ()EKTUBHOCTH.

1.14 KoHTpPOJIb | o0ecrneyenue KayecTBa CHCTEMbI
dapmakonanzopa (Quality control and assurance) — MOHUTOPHUHT, OIICHKA,
obecieueHne  A(MGEKTUBHOCTM M COOTBETCTBHS  yCTAaHOBJICHHBIM
TpeOOBaHUSM  CTPYKTYPHBIX  DJIEMEHTOB H  MPOIECCOB  CHCTEMBI

dbapmakoHa3opa.

1.15.JlekapcTBennoe cpeactBo (Medicinal product) — cpencrso,
NPEACTABIISIIONIEE COOOM WM COJepKalllee BEUIECTBO WM KOMOWHAILIMIO
BEIIECTB, NpPEIHA3HAUYCHHYIO JUIsl JICUEHHUs, MNPOPUIAKTUKU 3a00seBaHUIA
YelloBeKa  WJIM  BOCCTAHOBJICHUS,  KOPPEKUMM  WIU  M3MEHEHUS
dbusznomornueckux  (QyHKIUH,  MOCPEACTBOM  (PapMaKoJIOTrHYECKOTO,
MMMYHOJIOTHYECKOT0 JIMOO METa0OJIMYECKOTO0 BO3JICUCTBUS, WIH IS
JTMArHOCTUKY 3a00JI€BaHUI U COCTOSIHUI YellOBeKa.

1.16.JIekapCTBeHHBbIN Npenapar - JEKapCTBEHHOE CPEICTBO, B BUJE

JIEKapCTBEHHOU (DOPMBI, BCTyMArOIIee B KOHTAKT C OPraHU3MOM YEJIOBEKA.

1.17.0muodKa NpUMeHeHHSsI JIEKAapCTBEHHOT0 npenapara
(Medication error) — mobas HempeaHaMepeHHas omMOka pabOTHHKA
CHCTEMbI 3JIPABOOXPAHCHHUS, MAIMEHTA WU IMOTPEOUTENs B Ha3HAYCHHH,

OTITyCKE, TO3UPOBKE WIIM BBEACHUU/TIPUEME JIEKAPCTBEHHOTO TIpernapara.

1.18.Me:xayHapoaHass  jara  oJo0peHusi  pa3padarbIBaeMoro
JexkapcrBenHoro mnpemnapara (MIAOPJIC) (Development international
birth date (DIBD)) — nata mepBoro omoOpeHus (WM aBTOPHU3ALMM) IS
IIPOBEICHUS MHTEPBEHIMOHHOTO KIMHUYSCKOTO MCCICI0BAHMS/MCIIBITAHUS B

10001 U3 CTpaH MUpa.

1.19.Mexaynapoanass nara peructpanuu (MJP) (International

birth date (IBD)) — nara nepBoii peructpanuu (0100peHHs K IPUMEHEHHUIO)
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B JII000M cTpaHe MuUpa JIEKapCTBEHHOTO TIpernapara, CoOJAEpPKaIIEro

OIIpENICIICHHOE JICHCTBYIOIIEE BEIIECTRO.

1.20.Hapnesxkamasa mnpaktuka ¢Qapmaxkonaaszopa (HII®P) EAIC
(Good Pharmacovigilance practices (GVP)) - pykoBoacTBO 11O
ocyllecTBiIeHU0 (papmakoHaazopa B crpaHax EADC, paspaboTaHHOE
pEryJIsTOPHBIMU Opra"HaMu roCcy1apCTB-4JICHOB EADC U

3aMHTCPCCOBAHHBIMU CTOPOHAMMU.

1.21.HexenareabHas peakuus (Adverse reaction) -
HEeMpeHaMepeHHass HeOJaronmpusiTHas Peakius OpraHu3Ma, CBS3aHHAs C
MIPUMEHECHUEM JICKapCTBECHHOTO/UCCIIeIyEMOr0 npemnapara u
MpeJrnoJaramnias Hajidyde, Kak MHUHUMYM, BO3MO>XHOMW B3aMMOCBSI3U C

IPUMEHEHHEM I10I03PEBACMOT0 JIKAPCTBEHHOTO/UCCIIeyEeMOTO TIpenapara.

HexenarenbHple peakiud MOTYT BO3HUKATh IIpU NPUMCHCHHUH
JIEKapCTBEHHOTO Tperapara B COOTBETCTBUU C OJOOPEHHON MHCTPYKITUEH 110
MEIUIIMHCKOMY  TPUMEHEHHWIO, ¢  HapyImICHWEM  HMHCTPYKIHH 10
METUITMHCKOMY ITPUMEHEHHUIO JINOO0 B pe3yabTaTe BO3ICHCTBHS, CBI3aHHOTO C
poaom 3aHsaTui. Cilydan MpUMEHEHHS HE B COOTBETCTBHH C MHCTPYKIIMEH IO
MEIUIIMHCKOMY TIPUMCHEHHUIO BKJIIOYAIOT NPUMEHCHHE BHE HWHCTPYKIIHH,
MIePE03UPOBKY,  3J0YMOTpeOIeHNE, HEMpPaBUILHOE YyIHOTpeOJIICHHE W

MEIULIMHCKHAE OIINOKH.

1.22.HexkenatenbHoe  siBjenue (Adverse event) -  moboe
HEOJAronpusATHOE HW3MEHCHHE B COCTOSHHM 3I0POBBS IallME€HTa HJIH
CyObeKTa KIIMHUYECKOTO HCCIIEOBAHMS/MCIIBITAHNS, KOTOPOMY Ha3HAYajICs
JIeKapCTBEHHBINA/UCCIIEyEMbIM IIpemapar, HE3aBUCHMO OT  IPHYUHHO-

CJ'IGI[CTBGHHOfI CBsA3H C CI'0 IIPUMCHCHHUCM.

HexenarenpbHoe  SIBIGHHE  MOJXKET NpCaACTABIIATD coboii  Jroboe

He6HaPOHpI/I$ITHOC N HCIIPCAHAMCPCHHOC M3MCHCHHC (HaHpI/IMep, OTKJIOHCHUC
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ﬂa60paT0pH0r0 IIOKa3aTciIsd OT HOpMBI), CHUMIITOM HJIN SaGOHCBaHI/IC, BpCM:A
BO3HHMKHOBCHHMA KOTOPBIX HC HMCKIIHOYACT HpH‘-IHHHO-CJ'ICI[CTBCHHOI‘/JI CBA3HU C
IMPUMCHCHUCM JICKAPCTBCHHOI'O IIPCIIaparad, BHC 3aBUCUMOCTH OT HAJIMYHA WJIN

OTCYTCTBHA B3aUMOCBS3U C IIPUMCHCHHECM JICKAPCTBCHHOI'O IIpCIIapaTa.

1.23. HemHTEpBEHUMOHHOE HCCIeA0BAHNE/ MCTIBITAHUE (Non-
interventional studies) -  wucciemoBaHUC/UCHBITAHHE,  KOTOPOEC

COOTBETCTBYET CIEIYIOIIUM TPEOOBAHUSIM:

a) JICKApCTBEHHBIN Tpernapar Ha3HA4yaeTcsi B  COOTBETCTBUM C

WHCTPYKIIUEN 110 MEIULIMHCKOMY IPUMEHEHUIO;

0) peuieHue O Ha3HAUYEHUM NALUMEHTY OINPEACIICHHOIO JIEYEHUs He
OPUHUMAETCS ~ 3apaHee  COrJacHO  IMPOTOKOJy — MCCIEOBaHMs,  HO
COOTBETCTBYET NPHUHATOM MPAKTUKE, W HA3HAYEHUE JIEKAPCTBEHHOIO
npernapaTa 4YeTKO OTAEJNEHO OT pEeLIeHUus O BKJIIOYEHUH NalUeHTa B

HCCIICAOBAHUC,

B) K IIaluCHTaM HC IIPHUMCHAIOTCA KaKue-In0o JOIIOJIHUTCIIBHBIC
JUArHOCTUYICCKUC HJIM  KOHTPOJIBHBIC IIpOOCAYypbI, a I  aHallk3a

MOJYYCHHBIX JaHHBIX HUCIIOJIb3YIOT SITMACMHUOJIOTNYCCKUC MCTOAbI.

HenHTepBeHIIMOHHBIE  WCCICAOBAHUS/UCIIBITAHUS  OMPEACIISIOTCS
MIPUMEHAEMBIM METOJO0JOTUYECKUM MOAXOJ0M, a4 HE HAyYHBIMHU LEISAMU.
HeuHTepBEeHIIMOHHBIE HMCCIIEAOBAHUS/UCTIBITAHUS BKJIFOYAIOT HUCCIICAOBAHUS
0a3bl TaHHBIX WU MEPECMOTP MEAUIIMHCKUX KapT, B KOTOPHIX YK€ OMUCAHbI
BCE paccMaTpuBaeMble SBICHHS (HampUMEpP, HCCIENOBaHUA Clyyad -
KOHTPOJIb, MIEPEKPECTHBIC 151 KOTOPTHBIE UCCIIEIOBAHMS).
HenHTepBEHIMOHHBIE UCCIIENOBAaHUS TAKXKE BKJIIOYAKOT HCCIEAOBAHUSA,
nojpazyMeBaromue cOOp TMEepPBUYHBIX JaHHBIX (HAMp., MPOCIEKTUBHBIC

HCUHTCPBCHIMOHHBIC HCCICAOBAHUA U PCCCTPBI, B KOTOPBIX (I)I/II(CI/IPYIOTCH
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IMOJIYUYCHHBIC OAHHBIC PYTHUHHOI'O JIEYECOHOTO npouecca), npu YyCJIOBHUH

BBITIOJIHEHHN A BBIINICU3I0KCHHBIX YCHOBHﬁ.

B 1gaHHOM KOHTEKCTE MOTYT HPOBOAUTHCA HMHTEPBBIO, ONPOCHl M

OoTOMPATHCS MTPOOBI KPOBU B paMKax OOBIYHON KIIMHUYECKOU MPAKTHKH.

1.24. HempenBuaenHasi HexxesjareidbHass peakmus (Unexpected
adverse reaction) — HexxenaTelbHas PeaKIUs, XapaKTep, CTENCHb TAKCCTH
WM HCXOJ, KOTOPOM HE COOTBETCTBYET HWH(OpMAIMU B JICUCTBYIOIIEH
WHCTPYKIIMM IO MEIMIMHCKOMY INPUMEHEHHIO JIEKAPCTBEHHOI'O IIpenapara
ambo B Opourtope  uccieaoBarels A HEe3aperuCTPUPOBAHHOIO

JICKApCTBCHHOTIO IIPCIIapara.

1.25. HempaBusiibHoe unpumenenue (Misuse) — HaMmepeHHOE U
HEHAUIe)KAIllee IPUMEHEHHUE JIEKapCTBEHHOI'O Ipernapara, KOTOpoe He
COOTBETCTBYET  OJOOPEHHOMY B  HHCTPYKIMM IO  MEIULUHCKOMY

IIPUMEHECHUIO.

1.26. 3;10ynoTpeodJieHne JiekapcTBeHHbIM npenapatom (Abuse of a
medicinal products) — nocrosiHHOE HIIK Pa30BOE YPE3MEPHOE YIIOTPEOICHHE
JIEKapCTBEHHOTO IIpernapara, KOTOPOE COIMPOBOKIACTCS HEOIaronpusTHHIMU

(U3HOTOTHUECKUMHU WM MICUXOJIOTUYECKUMHU 3P deKTamu.

1.27. HoBbiii unentudumupoBannbiii curnaa (Newly identified
signal) — curnan, BrmepBbie WIACHTHU(DUIMPOBAHHBIM B TEUYCHUE OTYCTHOTO
nepuoja MEPUOTUYECKOT0 OOHOBISIEMOTO OT4YeTa MO Oe30MacHOCTH, C

YKa3aHUSIMU JAIBHEUIINX NEHCTBUM JJIs €TO OLICHKH.

1.28. Macrep-¢paiin CUCTEMBbI ¢papmaxkonaazopa MDCD)
(Pharmacovigilance system master file (PSMF)) — noapoOHoe onucanue
cucTeMbl (papMakoHaI30pa, MPUMEHSIEMOM JepikaTeeM PEerucTPaliOHHOTO
yIOCTOBEPEHUS IO OTHOIICHHWIO K JaHHBIM OO0 OJHOM HJIM HECKOJbKHX

3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpPenapaTax.
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1.29. OrcyrerByromass  uHpopmanusa (Missing information) -
HEJOCTATOK CBEACHUHN MO O€30MaCHOCTH WK 00 OCOOCHHOCTAX MPUMEHEHUS
JIEKapCTBEHHOT'O Tpernapara y OMNPEACIICHHBIX TPYIN MNalUeHTOB, KOTOPBIC

MOT'YT ABJIATHCA KIIMHUYCCKHU 3HAYUMbBIMMU.

1.30. OT4éT MO 0e30mMaCHOCTH pPa3padaTbIBAEMOro JIEKAPCTBEHHOI 0
npenapata (POOB) (Development safety update report (DSUR)) -
dopmaTr UM cojaepkaHUE MEPUOJAMYECKOTO OOHOBIISIEMOTO OT4YETa IO

0€30MacHOCTH JIEKapCTBEHHOTO Ipernapara, HaXoAsAIIerocs Ha pa3paboTke.

1.31. [lepeno3upoBka (Overdose) — mnpuMeHEHHE JIEKAPCTBEHHOTO
mpernapara 3a OJWH TIpUEM JU0O0 B TEUYEHHE JIHS B KOJHUYECTBE, KOTOPOE
MPEBBIIIAET  PEKOMEHIYEMYK)  MAaKCUMaJIbHYI0  CYTOYHYH /103y B
COOTBETCTBHUU C 0JI0OPEHHON UHCTPYKIMEH 110 MEAUIMHCKOMY TTPUMEHEHHUIO.
YuuTeIBacTCs TaKXKe KYMYJIATUBHBIN ahdexr, CBSI3aHHBIN C
MEPENO3UPOBKON.

1.32. Ilepyonnyeckuii O0OHOBJIAEMBbId OTYeT MO 0€30MACHOCTH
(ITOOB) (Periodic safety update report (PSUR)) — dbopma u coneprkanue
oT4eTa i1  MOPEACTABJICHUS  OIEHKU  COOTHOIIEHUS  IOJIb3a-pUCK
JIEKapCTBEHHOTO Mpenapara AepKaTeyieM perucTpallMOHHOIO YA0CTOBEPEHUS
B OIIPEJICJICHHbIE TEPHUOJIbl BPEMEHHW B TEUEHHE ITOCTPETUCTPAIMOHHOTO

oTaria.

1.33. [lman ynpasaenusi puckamm (Risk management plan) -

N0oJAPOOHOE ONMCAHNE CUCTEMbI YIPABJICHUS PUCKAMHU.

1.34. IlocTperucTpanuoOHHOE HCCIe10BaHue 0e30macHOCTH
(ITPUB)(Post-authorisation safety study(PASS)) — m000¢
I/ICCJ'IGJIOBaHI/IC/I/ICHBITaHI/IC, HMCIOIICC OTHOICHHUC K 3apCrUCTPUPOBAHHOMY
JICKAPCTBCHHOMY  IIpCliapary, MNOpPOBCACHHOC C NOCJIbIKO  OIPCACIICHUA,

XAPAKTCPUCTUKHU HIIA KOJIMUECTBCHHOU OLOCHKHN YI'PO3bI 6G3OHaCHOCTI/I,
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MMOATBCPIKIACHUA HpO(bHHSI 0e30IMacHOCTH JICKApCTBCHHOTI'O IIpCliapara HIH

OLICHKU 3()PEKTUBHOCTHU MEP IO YIPABICHUIO PUCKAMHU.

[TocTperucTpalluOHHOE HCCIIeIOBaHUE OE30MacHOCTH MOXET OBITh
WHTEPBEHIITMOHHBIM KJIMHUYECKUM HUCCIIEOBAHUEM WIN MOKET
NPUJEPKUBATHCA  HAOMIOJATEIBHOTO  HEUMHTEPBEHIIMOHHOTO  JM3aiiHa

HCCICOAOBaHMA.

1.35. [lorenmuanabublii  puck (Potential risk) — HexenarenbHOE
HOCACACTBUE  (papMaKOTepaluid, B  OTHOIIEHHH KOTOPOI'O  HUMECIOTCS
OCHOBAHMS JUIS TMOJO3PEHUI 10 HAJIMYHIO B3aMMOCBS3U C JEKapCTBEHHBIM
IpernapaToM, OJHAKO JaHHAs B3aHMOCBS3b HAJUICKAIIMM 00pa3oM He Oblia

MOATBEPKICHA.

1.36. [ToTpeduTens (COoNSUuMer) — uio, He SBISAIONICECS PAOOTHUKOM
CHUCTEMBI 3/IpAaBOOXPAHCHMsI, HANpUMEp, NaIlMeHT, aJBOKaT, IPYr WU

POACTBEHHUK/POJIUTEIIH/PEOCHOK MAIMEHTA.

1.37. Ipumenenue «BHe wuHcTpykmum» (Off-label) — wamepennoe
NpUMEHEHHE JICKApCTBEHHOrO Ipernapara ¢ MEIUIMHCKOW IIeJIbI0 HE B

COOTBETCTBHU C HHCTPYKHHGIZ o MCIUIUHCKOMY ITPUMCHCHHIO.

1.38. [Ipodsiema mo 0Oe3omacHocTm (Safety concern) — BaxHBIN
UACHTUDUIIMPYEMBIN PUCK, BAXHBIM TOTCHIIMATBHBIM PHUCK WM BaKHAS
OTCYTCTBYIOIIAst HH(DOPMAIIHSL.

1.39. [TpomoJokaroneecss KJIMHMYecKoe wucciaenoBanue (Ongoing
clinical trail) — uccnenoBanue/ucnpITaHUE, B KOTOPOS HAYAIOCh BKIIOYCHHUE
NAIMCHTOB, JIMOO WCCIICIOBAHUEC/UCIIBITAHUE TIPOBOAMTCS Ha TEKYIIH
MOMEHT BpPEMEHH, JHOO 3aBEpIICH aHajlu3, HO (UHAIBHOIO OTYeTa O

KIIMHNYCCKOM I/ICCJICI[OBaHI/II/I/I/ICHI)ITaHI/II/I HE UMCCTCHI.

1.40. Pucku, cBsi3aHHbIE ¢ IPUMEHEHHEM JIEKAPCTBEHHOT'0 Npenapara

(Risks related to use of a medicinal product) — ir000# puCK, CBSI3aHHBIH C
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KaueCTBOM, 0€301MacHOCThIO WK A(h(PEKTUBHOCTHIO JIEKAPCTBEHHOTO TIperapara
M0 OTHOILIECHUIO K 3JI0POBbIO0 MAI[UEHTOB WJIM HACEJEHUsS WIMA JI0OOW PHUCK,

BEAYLIHMI K HEXENaTeIbHOMY BO3JICHCTBHUIO HA OKPYKAIOIIYIO CPELy.

1.41. Cepbe3nas HexkeJaTeJbHasi peaknuss (Serious adverse
reaction) — HexenmaTenmpHash pEaKIHs, KOTOpas MPUBOJUT K CMEPTH,
NPEJICTABIISET YIPO3y IS KHU3HU, TPeOyeT TOCIHUTATH3AINHA TAIlMeHTa WK
€ee  MOPOJICHMUS, NPUBOJUT K  CTOMKOM  JH0O BBIPAKEHHOU
HETPYIOCIOCOOHOCTH WIIM WHBAIMAHOCTH, K BPOXKICHHBIM aHOMAJIHSIM HITU
opoKaM  pas3BHUTHsA, TpeOyeT MEAWIMHCKOTO  BMEIIATENbCTBA IS
NPEOTBPAICHUS Pa3BUTHS NIEPESUNCICHHBIX COCTOSTHUH.

Jlrobass ~ HempeaHaMepeHHass — ToJ03peBaeMas  mepeiada  4yepes
JeKapCTBEHHBIA Tpenapar WHQPEKIMOHHOTO areHTa TaKXe CUYHTAeTCs

CEpPbE3HOU HEKEIIATEIIbHON PEaKIIUEH.

1.42. Curnaxa (Signal) — nndopmarus, mocrynaroiias OT OJHOTO N
HECKOJBKMX HWCTOYHHKOB, KOTOpas TMpEAIojiaraeT HaJIuuue HOBOU
MOTEHIIMATBHON MPUYMHHO-CICACTBEHHON CBS3M WJIM HOBOTO AacleKTa
W3BECTHOM B3aMMOCBSI3HM MEXKy BO3JICHCTBUEM JICKAPCTBEHHOTO TIperapara u
HEXENAaTeIbHBIM  SBJICHMEM WM  COBOKYITHOCTBIO  B3aMMOCBSI3aHHBIX
HEXXEaTeNIbHBIX SBJICHWH, OIlCHUBaeMas KaK JOCTaTOYHAs TSl MallbHEUIIINX
nevctBuii mo Bepudukanuu curHana. Kak mpaBuiio, aiisi TeHEpUPOBAHUS
curHana tpebdyercss 0ojee OJTHOTO €IMHUYHOTO COOOIIECHHS] B 3aBHCUMOCTHU

OT CEPHE3HOCTHU HCKECIATCIBHOTI'O SABJICHUA U KaUCCTBA I/IH(I)OpMaI_II/IH

1.43. CurHaj, 1o KoTopoMy BbInotHsieTcsi padora (Ongoing signal)
— CHTHAJI, KOTOPBIH OBbLI BBISBIEH 0 OTYETHOIO MEPHOA MEPUOIHUECKOIO
OOHOBIIIEMOr0 OTYEeTa 10 O€30IaCHOCTH W Ha JaTy OKOHYaHHs cOopa

JAaHHBIX HaAXOOUJICA B ITPOLECCCC OLICHKHU.

1.44. CucTeMa KadecTBa cucremMbl ¢Gapmakonamxszopa (Quality
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system of a pharmacovigilance system) — opraHu3aiyioHHas CTPYKTYpa,
00sI3aHHOCTH, TIPOIEAYPHI, MMPOIIECCHl U PECYPChl CUCTEMBI (hapMaKOHA130pa,
BKJIIOYAsl HAJJIe)Kallee VYIPABICHUE pecypcaMH, JOKYMEHTAaUUEh U

COOTBETCTBUE HOPMAM PEryJIMPOBAHUS.

1.45. Cucrema ynpasienns puckamu (Risk management system) —
KOMIUIEKC JEUCTBUM M MEpONpUATUH MO (hapMaKOHAI30py, HaIpaBICHHBIX
Ha BBIABJIICHUE, XAPAKTEPUCTHUKY, MPEAOTBPALICHUE HWIM MUHHUMHU3ALUIO
PUCKOB, CBSI3aHHBIX C JICKAPCTBEHHBIMM IIpenapaTaMy, BKJIOYas OLICHKY

3¢ (PEKTUBHOCTU JAHHBIX MEPONIPUATUHN U IESITEIBHOCTH.

1.46. Cucrema ¢apmakonaazopa (Pharmacovigilance system) -
CUCTEMA, OpraHu3yemMas JIepKaTeIs MU PETUCTPALMOHHBIX YIOCTOBEPEHUUN U
HallMOHAJIbHBIMH PCryJIATOPHBIMH OpraHaMu IJis BBIIIOJHCHHUSA 3adad H
oOsi3aHHOCTEN MO (apMakoOHAI30py, NpeAHA3HAUYCHHas Uil  KOHTPOJS
0€301acHOCTH JICKapCTBEHHBIX IPENapaToB, CBOCBPEMEHHOTO BBISBICHUS
BCEX M3MCHCHUU B OIOCHKC COOTHOIICHHA II0JIb3a-PUCK JICKAPCTBCHHBIX
mpenaparoB, pa3pabOTKA W BHEAPEHUS MEp MO OOECIeYeHUI0 MPUMECHEHUS

JICKAPCTBCHHLIX MMPCIIapaTOB IIPHU HNPCBLIIICHUH ITOJb3bLI HAA PUCKOM.

1.47. CooTrHomienue puck-moJn3a (Risk-benefit balance) — onenka
MOJIOXKUTEIIBHBIX TEpaneBTUYCCKUX 3((HEKTOB JCKapCTBEHHOrO Mperapara
110 OTHOIIIEHHIO K PHCKaM, CBSA3aHHBIM C €ro MPUMEHEHHEM (IIOHSITHE PHCKa
BKJIFOYACT JII0OOW PHUCK, CBSI3aHHBIH C KA4yeCTBOM, OE30MACHOCTHIO HJIH
3 PEKTUBHOCTHIO JIGKAPCTBEHHOIO Tpenapara 1Mo OTHOIICHUIO K 370POBBIO

narueHTa 1ujin HaCGJ'IeHI/IH).

1.48. IlepedeHb OCHOBHBIX JJAHHBIX 10 JIEKAPCTBEHHOMY Mpenapary
aep:xareyss perucrpamuonHoro ynaocropepenuss (IIOJJIC) (Company
Core Data Sheet (CCDS)) — nokyMeHT, pa3paOOTaHHBIN JepikareiaeM

PETUCTPALlMOHHOTO  YJOCTOBEpPEHHUs, Hapsay C  uHdopMauumedn o
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0€30MaCHOCTH, COJIEP)KUT MaTeprail, UMEIOLINI OTHOLIEHUE K YKa3aHUAM 10
IPUMEHEHUIO, JI03UPOBKE, (HapMaKOJOTMYECKHUM CBOMCTBAM W JIpyrou

uH(pOpMalny, Kacarouleiics JeKapCTBEHHOIO Mpernapara.

1.49. OcHoBHasi uHpoOpMAaUMsA 1O 0€30MACHOCTH JIepKATeA
perucrpannonnoro yaocrosepennss (OUBK) (Company core safety
information (CCSl)) - Bca wuHbpopManus, HMEIONIas OTHOIICHHUE K
0€30MacHOCTH JIEKAPCTBEHHOTO TMperapara W CoJepKallascsi B IepeyHe
OCHOBHBIX  JJaHHBIX IO  JIEKAPCTBEHHOMY  IIperapary  JepKaTelis
PETUCTPALUOHHOTO YAOCTOBEPEHUA, pa3zpaboTaHHas JepKaTENEM
PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS, U KOTOpas, MO 3asBJICHUIO JIepyKaTeNs
PETUCTPAIMOHHOTO  YJIOCTOBEPEHHSI TMPEACTABISIETCS B PErYJISTOPHBIC
OpraHbl CTpaH, Ha PbIHKaX KOTOPBIX PEANTU3YyETCsl JaHHBIA JIEKAPCTBEHHBIM
mpenapar, 3a HCKIIOYEHHEM CIIy4yaeB, KOTJa W3MEHEHUs B HH(POPMAIIHIO
BHOCATCA MO0 TpeboBaHUIO perynstopHbix opraHoB. OMBK mpeacrarisier
co0oi mH(pOpPMaAUIO CIIPABOYHOIO XapakTepa, KOTOopas ONpENessieT CTaTyc
MEPEUNCIICHHBIX W HENEPEUYUCICHHBIX HEXEIATENbHBIX PEaKUUM C LETbI0
COCTABJICHHSI TEPUOAMYECKOTO OOHOBIISIEMOTO OTYeTa MO OE30MacHOCTH
JIEKapCTBEHHOT'O MpErnapara, HO KOTOpas HE OIPEHCISIET OXKUAAEMbIE U
HEOXKH/IaHHBIC HEXKENATeIbHBIC PEAKIUU NJIs BBIMOJHEHUS TPEeOOBAaHUMU IO
HE3aMEJIUTEILHOMY  MPEACTaBICHUIO COOOUIEHUH O HEeXKeIaTelbHBIX

peaKkuusx.

1.50. CnonTanHoe coo0meHue (Spontaneous report), cUHOHUM:
CnonranHoe wusBemenue (Spontaneous notification) — agoOGpoBosbHAas
nepesaya JaHHbIX paOOTHUKOM c(epbl 3paBOOXPAHECHUS WUJTU MOTPeOUTEIeM
PETYISATOPHOMY OpraHy, IE€PKATEI0 PETUCTPALMOHHOTO YIOCTOBEPEHUS WIIH
Ipyrod  ymoJIHOMOYEHHOW  opranusauuu  (Hanpumep, BcemuphHoit

OpraHu3alMK 3PaBOOXPAHEHUS, PETHOHAILHBIM IIeHTpaM (apMaKoOHaI30pa,



13

TOKCHUKOJIOTHYCCKUM I_ICHTpaM), KOTOPBIC COACPIKAT OIIMCAHUC OI[HOfI 01041
HCCKOJIbKHX HECXKCIAaTCIBbHBIX peaKuHﬁ Yy nanucHTa, IMPpUHUMAaBIICTO OJJHWH
HJIN HCCKOJIBKO JICKAPCTBCHHBIX IIPCIIapaToOB, 1 KOTOPLIC HE OBLIH IMOJIYYCHBI
B XO0AC INPOBCIACHHA KIMHHUYCCKOIO MCCICAOBAHUA WIIN JFO00Tr0 HMHOTO

METOJIa OPTaHM30BAaHHOTO cOOpa JaHHBIX.

1.51. CnpaBo4Hasi ”H(pOpMaHA 10 0e30MACHOCTH JIEKAPCTBEHHOT 0
npenapara (Reference safety information) — urgopmarius, BKIOUYCHHAS B
OCHOBHYIO HMH(OpMalnio 1Mo 0e30MacHOCTH JepKaTelis PEerucTparuoOHHOTO

ynocroBepenus (CBK).

1.52. CyliecTBeHHbIe HW3MEHEHUS IMOKA3aHMH K MeIUIUHCKOMY
npumenennto (Significant change in indication) — u3mMeHnenus nokasanui K
NPUMCHCHHIO, KOTOPbIC  BKIIIOYAIOT HM3MCHCHHE  pa3pelieHHOro(bIX)
noka3aHusi(ui) K NMPUMEHEHHIO JIEKApCTBEHHOTO Mpernapara, Npu KOTOPOM
HOBasd HCJCBad IONyJinusd CYIICCTBECHHO OTIHMYACTCA OT TOﬁ, JJISL KOTOpOfI
MEepPBOHAYAIBHO OBLIO pa3perieHo MPUMEHEHHE JICKaPCTBEHHOIO Mpernapara;
BKIIIOYCHHC HOBOI'O HO3OJIOIMYCCKOI'O IIOKa3aHHWs K IIPHUMCHCHHIO, HOBOM
BO3PACTHOM Tpynnbl (Hapumep, NeauaTpuyecKue MoKa3aHus), U3MEHEHUE
CTEHNEHU TSHKECTHU II0Ka3aHUsI OT OO0Jiee TSHKEIOro0 COCTOSHHUS K MeEHee
TSOKEJIOMY; TIE€peXOJ OT BTOPOM JMHHUM TEPAIUU K NEPBOM JUHUU U UHBIE
HU3MCHCHHU:, CYIICCTBCHHO BJIHAIOINHKMC Ha COOTHOIICHHC II0JIb3a-pPHUCK

JICKApCTBCHHOTI'O IIpCIiapara.

1.53. TpeooBanusi k ypoBHI0 KadectBa (Quality requirements) —
XapaKTePUCTUKA  CHCTEMBbl  KadyecTBa, KOTOpPbIE C  OMNpPEACICHHOM
BEPOSATHOCTHIO MPUBOAAT K JAOCTHIKEHHIO TpPeOYEMBbIX pE3yJIbTaTOB WM

eJIen.

1.54. @apmakonaasop (Pharmacovigilance) — Bunm nesTenpHOCTH,

HaHpaBHeHHBIﬁ Ha BbIABJICHHC, OLCHKY, INOHHMMAHHC M IPCAOTBPAILCHUC
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HEXKeJIaTEJIbHBIX MOCJIeACTBUMN IMPUMCHCHU JICKAPCTBCHHBIX IIPCIIAPATOB.

1.55. HeneBass  momyJasimusi  (ieuenume) (Target  population
(treatment)); cunonum: Jleuyenme mueneBoii momyJasimum (Treatment
population target) - mamMeHTBl, KOTOPBIM MOJKET Ha3HAYaThCs
JIEKapCTBEHHBIN IpernapaT B COOTBETCTBHH C OJOOPCHHBIMHU IOKa3aHHEM(-
AMH) K IPUMEHEHHIO M IPOTHBOIIOKA3aHUSMHU B JCHCTBYIOIICH peIaKIUH

MHCTPYKLHH 110 MEAULIUHCKOMY IPUMEHEHHUIO.
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2. TPEBOBAHUS K CUCTEME KAYECTBA

2.1. Cucrema kauecTBa

2.1.1 Cucrema KkauecTBa SBJIAETCSI HEOTHEMIIEMOU COCTaBIISIOIIEN
cucteMbl (apmakoHaazopa. Cucrema KadecTBa JIOJDKHA OXBaThIBaTh
OpPraHU3AlMOHHYIO CTPYKTYpy, OO0JIACTM OTBETCTBEHHOCTH, MIPOLIETYPHI,
MIPOIIECCHI U PECYPCHI CUCTEMBI (hapMakoHa3opa. Cucrema KauecTBa JOJKHA
BKJIIOUATh HaJJIeXkallee YMNpaBJICHUE pPECypcamMu, KOHTPOJIb COOTBETCTBUS
HOPMATHBHBIM TpEOOBaHUSM (HOpPMaM pETYJIMPOBAaHUSI) U YIIpaBICHUE
JTOKYMEHTALEH.

2.1.2 CucteMa KayecTBa NpeayCMaTpPUBAET:

a) CO3JJaHUE CTPYKTYpPbl CUCTEMbI U TUIAHUPOBAHUE MHTETPUPOBAHHBIX
Y COTJIACOBAHHBIX MPOIIECCOB (TJIAHUPOBAHKUE KaueCTBA);

0) BBIMOJHEHUE 3a7a4 U O0S3aHHOCTEW CHUCTEMBbI KadecTBa (KOHTPOJIb

Ka4yecTBa);

B) KOHTPOJIb U OIIEHKY 3(h(PEKTUBHOCTH paOOThI CTPYKTYP U MPOIIECCOB
CUCTEMbI KayecTBa (00ECIeUeHNE KaueCTBa);

I') KOPPEKTUPOBKY U YJIYUIIEHHWE CTPYKTYPhI M IMPOILIECCOB CHUCTEMBI
KadecTBa (yJIy4ylIEHUE KauyecTBa).

2.1.3. OOmmMmu 1easIMH  CHCTEMBI  KauecTBa B  CHCTEME
dbapmakoHa30pa SABISIOTCS:

a) BBIIIOJTHEHUE HOPMATHUBHBIX TPeOOBaHUU (HOPM pEryaupoBaHusl) U

o0si3aHHOCTEHN 110 (hapMaKOHA30DPY;

0) TmpemAoTBpaIllEeHWE HEXEIATeIbHBIX TOCIEACTBUN MPUMEHEHUS
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB,;

B) o0ecreueHrne TPUMEHEHUS JIEKapCTBEHHBIX IIPENapaTroB IMpH
MIPEBBIIIIEHUH TOJIb3bI HAJl PUCKOM;

I') COJEHCTBHE 3alllUTE€ 3J0POBbS MAIUEHTOB U OOIIECTBEHHOTO

3JI0POBBSL.
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2.2. lIpuHOMOBI HAAJIEKANEH NPAKTUKHA (papMakoHaa30pa

2.2.1. Jlag BBIIOJHEHUS OOIIMX IEJIeM KadecTBa, M3JIOKCHHBIX B
nyHkre 2.1.3., cimenyer NpUIEepKUBAThCA CHEAYIOIIMX IPUHIUIIOB IIPH
pa3pabOTKe CHUCTEM M IPOLECCOB, a TAaKXE BBIINOJHEHHS BCEX 3alad U
00s13aHHOCTEH:

a) oOecrieyeHuWe  yJIOBJETBOPEHHMs  TpPeOOBaHWM  MAIMEHTOB,
MEIUIMHCKUX pPaOOTHUKOB M oOOWECTBA B ILEJIOM B OTHOUICHUU
0€301acHOCTH JIEKapCTBEHHBIX MPENapaToB,;

0) oOecrnieueHne PHEKTUBHOTO PYKOBOJCTBA MO BHEAPEHUIO CUCTEMBI
Ka4yecTBa U MOTHUBALIUH MEPCOHAIIA;

B) BOBJICYEHHE BCEX COTPYJAHUKOB OpraHu3aluu (MpEanpusiTusi) B
IpolLiecC MOJIEPKKU CUCTEMBI (hapMaKOHA/130pa Ha YPOBHE BO3JI0KEHHBIX Ha
HHUX 00SI3aHHOCTEH;

I) BOBJICYEHHE BCEX COTPYIHHUKOB OpPraHU3alMd B [OCTOSHHBIM
MPOIIECC MOBBIIIEHUS KaueCTBa CUCTEMBI (hapMaKOHa30Da;

1) OpraHu3aiusi pecypcHoil 0a3bl U MOCTaBICHHBIX MEpe] CHUCTEMOM
dbapmakoHaa3opa 3a1ad B (HOpMy CTPYKTYp M IPOIECCOB TaKUM 00pa3zoM,
4yTOOBl OOecneYnBaTh aKTHUBHYIO, COOTBETCTBYIOUIYIO YPOBHIO PHCKA,
HETPEPBHIBHYIO paboTy 10 (hapMaKOHAI30DY;

€) HeoOXOOUMO YYUThIBaTh M  OICHUBaTh BCE HMEIOIIHECS
JI0OKa3aTeNbHbIE JAHHBIE MO COOTHOIICHUIO TOJIb3a-pUCK M BCE JaHHBIE,
KOTOpbIE MOTYT OKa3aTh BIUSHHME Ha JAHHOE COOTHOILIEHHWE W MPUMEHEHHE
JIEKapCTBEHHOIr'0 Mpernapara, JA0HKHbl pacCMaTpUBaThCS U OLICHUBATHCA IS
IIPUHATHS JATBHEUIINX PELICHUM;

&) CcoAeWcTBHE Pa3BUTHUIO 3(P(PEKTUBHOTO COTPYJHUUYECTBA MEKIY
pa3paboTyMKaMu,  JCp>KaTeNSIMH  PETUCTPALMOHHBIX  YAOCTOBEPEHUH,
PErYJISITOPHBIMU OpPraHaMU, YUPEKIACHUSIMU 3PaBOOXPAHCHUS, MAIMEHTAMU,

MCEANITUHCKNMU pa60THI/IKaMI/I, HAaYYHBIMHU OpraHu3alusaMu MU JPpYyIruMu



17

3dMHTCPCCOBAHHBIMU CTOPOHAMHU B COOTBCTCTBHUU C YCIOBUSAMHU

JEUCTBYIOIIETO 3aKOHOAATEIhCTBA.

2.3. OTBeTCTBEHHbIE 32 CHCTEMY KauyecTBa

2.3.1. OOecrnieueHue pabOTBl  CUCTEMBl  (papMakoHaa30pa B
COOTBETCTBUM C TpeOOBaHMSIMH K CHCTEME KayecTBa  SBJISIETCS
OTBETCTBEHHOCTHIO BCEX CIELUMAIMCTOB, BBIMOJHAIOIMNUX padoTy M0
OpraHu3alui CcUCTEeMbl KadecTBa. HeoOXxoauMo o00ecneyuTbh CHCTEMHBIN
NOAXO0J 1O BHEAPEHUIO U MOJEPKAHUIO CUCTEMbI KaUeCTBA HA HAJIEKAIIEM
ypoBHe. OpraHuzanusi JOJDKHA OOECHEYUTh JOCTAaTOYHOE KOJIMYECTBO
KOMITIETCHTHBIX U OOYYEHHBIX CIEIHUATHUCTOB, UMEIOIIUX COOTBETCTBYIOILYIO
npOPECCHOHANBHYIO TMOATOTOBKY, JJIsi BBIMOJHEHUS TpeOyeMoro oObema
paboT no apMakoHaA30PYy Ha HAAJIEKAIIEM YPOBHE.

2.3.2. PyxoBoguTensiMM OpraHU3alMU JIOJDKEH OBbITh olecrnedeH
CUCTEMHBIN MOAXO0J] K 00ECICUeHUI0 KauecTBa. PykoBoUTeIM OpraHu3aui
B paMKax BBIMOJHEHUSI (PYHKIUN MO 0OECIEUEeHUIO CHUCTEMHOIO IMOIX0/a
HECYT OTBETCTBEHHOCTb 3a:

a) oOecrieueHHEe JIOKYMEHTHPOBAHMS  CHUCTEMbl  KauecTBa B
COOTBETCTBUH C HACTOSIIMMHU TPeOOBaHUSIMU;

0) obecrieueHre HaAJIEKAUIETO KOHTPOJIA U JTOKYMEHTUPOBAHHUSA BCEX
U3MEHeHU B  cucremMe  (apMakoHaA3opa W CHCTEME  KadecTBa
dbapmakoHaa30pa;

B) oOecreueHne BO3MOXHOCTH O0yUEHHUS;

r) obecneyeHue TpeOyeMbIMU pecypcamM (B T.4. HEOOXOIUMBIMU
MOMENICHUSIMU, 000PYI0BAHUEM U T.11.);

)  BBIIOJHEHUE  PETYIAPHONW  OIEHKH  pabOThI  CHUCTEMBI
dbapmakoHan3opa, BKJIIOYash HWHTETPUPOBAHHYIO CHUCTEMY KadecTBa, C

noATBepKaeHHeM e¢  dddekTuBHOCTH. Ilpr HEOOXOIMMOCTH TOJKHBI
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pean30BBIBATECS TPeOyeMble KOPPEKTHPOBOYHBIE WU TPEIyNpPEIUTEIbHBIE
MEPOTIPHSITHS;

€) oOecrieueHre Hanuuus S(PPEKTUBHOTO MeXaHU3Ma pealh3aluu
COOTBETCTBYIOIIMX MEp B CIIy4a€ BBIABICHUS W3MEHEHHH MPOPUIIS
0€30MacHOCTH pa3zpabaThIBa€MBbIX/BbITYCKAEMbIX JIEKapCTBEHHBIX
IIperapaTos;

X) o0OecredyeHre CBOEBPEMEHHOTO BBISBICHHUS W MPUHIATHS IpU
HEOOXOJIMMOCTH KOPPEKTUPOBOUHBIX M MPEAYyNPEIUTEIbHBIX MEpP B CiIydae
HECOOII0/ICHHS] TPEOOBAHUM K Ka4eCTBY CUCTEMbI (papMaKoHaA30pa;

3) obecreueHne MPOBEICHUS PETYISIPHBIX ayAUTOB CUCTEMBI.

2.4. O0yyeHnue nepcoHaja

2.4.1. Bo3MOXHOCTh 0OecriedeHus: TpeOyeMoro KauecTBa BbIIIOJIHEHUS
npoueccoB  1mo  (apMakoHaaA30py M TOJYYaeMbIX  PE3yJbTaTOB
HEMOCPEICTBEHHO CBSi3aHA C HAJIWYUEM JOCTaTOYHOTIO KOJUYECTBA
KOMIIETEHTHOT0, KBaJTU(UIIMPOBAHHOTO U 00YUYEHHOTO MepCoHaIa.

2.4.2. B opranuzanuu A0KeH ObITh pa3paO0OTaH M BBIIOTHATHCS TUTaH
oOyueHHUsI CeNUAIUCTOB 10 (hapmakoHa3opy. OOydeHre T0KHO BKIHOYATh
BBOJIHO€ OOyuY€HHE U TMOCeayloliee OOyUYeHHE Ha MPOTSIHKEHUU BCEro
nepuoga padbOTBl B COOTBETCTBUM C BBITIONHAEMBIMU (YHKIHSAMH U
MOCTaBJICHHBIMU 3amadamu. OOydeHHe JOKHO OBITh HaAMpaBiICHO Ha
MOBBIIICHHE COOTBETCTBYIONINX MPO(PECCHOHANBHBIX HABBIKOB, BHEIPEHUE
HAyYHBIX JOCTH)KCHHH B TPAKTHUKy W  BBINOJHICMBIC IPOICAYPHI,
o0OecrieueHne COOTBETCTBMS  BCEX  CHEUUAIUCTOB  TpeOOBaHUSIM K
KBaTM(pUKAMK, MPodhecCHOHATHLHBIM HaBBIKaM, 3HAHUSAM W ITOHUMaHHIO
BBIIIOJIHSIEMBIX TIPOLIEYp MO (apMakoHaa30py. Bee crennanucTbl T0IKHBI
OBITH OOYYECHBI BHITIOJIHEHHUIO MPOIEAYP, MPETyCMOTPEHHBIX MTPU BBISIBICHUN

u3MeHeHuH mpoduist 0€30MacHOCTH JIEKAPCTBEHHBIX MTPENapaToB.
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2.4.3. JleiicTByroniue B OpraHU3alMU MPOILECCHl IO MPOBEICHUIO
OoOy4eHHUs] JOJKHBI MpEeAyCMaTpUBaTh 3JIEMEHTBI KOHTPOJIS PE3yJbTaTOB
OOy4YeHHUs] 1O JIOCTHRKEHUIO TpeOyeMOro TMOHMMaHUS U BBIIOJIHEHUS
GyHKIMI 10 (hapMakoOHAA30DY.

2.44. B opranuzanuu TpeOyeTcs NPOBEIACHHUE COOTBETCTBYIOIIETO
oOy4eHUs OTpeIeNIEHHBIM acrekTaMm (hapMaKoHaA30pa CIEeIUATNCTOB APYTHUX
NO/Apa3ieNICHUN, AEATEIbHOCTh KOTOPBIX MOXET MOBIMATh Ha IOKa3aTeau
cucTeMbl (hapMaKOHA/A30pa W BBINOJHEHHE (YHKIMI MO (hapMakoHAA30py.
VYKa3zaHHasi I€ATE€bHOCTh BKJIKOYAET, HO HE OTPAHUYUBAETCS CIEAYIOLUMU
BUJIaMU: TIPOBEJCHHWE KIMHUYECKUX HCCIEIOBAHUN/MCIIBITAaHUM, padoTa ¢
*ano0aMu, MOATOTOBKA MEIUIIMHCKON MH(OpMannu, mpojaka U MapKETHHT,

IMOAroTOBKAa PEruCTpallMOHHBIX JOKYMCHTOB, IIPABOBBIC BOIIPOCHI U Ay IUT.

2.5. CpencrBa n oO6opynoBanue 1Jjs papMakoHaa3zopa

2.5.1. JoctuxeHue TpeOyeMoro ypoBHS KauecTBa B OCYIIIECTBICHUU
nmpoiieccoB (papMakoHaA30pa U MOMYyYaeMbIX Pe3yJIbTaTax CBA3aHO TAKXKE C
o0OecreueHneM CHUCTeMbl HEOOXOAMMBIMH CPEACTBAMU M O0OpYIOBaHUEM,
HCIIOJIb3YEMBbIMU B 3TUX MPOIIECCaX.

JocTtuxenue TpeOyeMOro ypoBHS KauecTBa B  OCYILECTBJICHUU
npoliieccoB (papMakoHaA30pa M MOJYHYAEMbIX Pe3yJIbTaTax CBSA3aHO TAKXKE C
o0OecreuyeHneM CHUCTeMbl HEOOXOIUMBIMHU CPEACTBAMU U O0OpYIOBaHUEM,
UCIIOJIb3YEMbIMU B 3THX MPOLECCAX.

2.5.2. CpenctBa u 00OpyAOBaHUE JOJDKHBI PpacroJiarathbCsi, OBITh
CKOHCTPYHPOBAHHBIMH, aJaNTUPOBAHHBIMHU M OOCIyKHBAECMBIMU TaKUM
o0pa3oM, 4TOObI COOTBETCTBOBATh IOCTABJIECHHOW WEIM COTJacHO LEJIsSM
KauecTBa B  (apmakonamzope. CpexnctBa, 000pynoBaHHE U HUX
(GyHKIIMOHAILHBIE CBOMCTBA, BYKHBIC TSI OCYIIECTBIICHUS (apMaKOHaI30pa,

MOJ/JIEKAT COOTBETCTBYIOIICH MPOBEPKE, KBATU(DUKAIIMK W/WIN BaWIAIlAN
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IUId  TOATBEPXKIECHUS  COOTBETCTBHUS  IpE€AHA3HA4YeHHOM  uenu. s
omnpeiesIeHUs] MacilTada MPOBEPKH, KBAUTU(PUKAIIMY WU BallWJAlUK CIIETyET
MCIIO0JI30BaTh JIOKYMEHTUPOBAHHYIO OIIEHKY PUCKA. DTOT METOJ YIPABJICHUS
pUcCKaMUd HEOOXOJAUMO MPUMEHSTh B TEYEHUE BCErOo CpOKa IKCILTyaTaluu
CpeACTB U OOOpYyJOBaHHUSA, C y4ETOM Takux (HaKTOpPOB, KaK BIIMSHHUE Ha
0e30IMacHOCTh IallMeHTa M KadeCcTBO JAHHBIX, a TakKXKe CIOKHOCTD

COOTBETCTBYIOLIMX CPEJICTB U 000PYAOBAHHUS.

2.6. OOecneyeHHe COOTBETCTBMSI HOPMATHBHBIM TPeOOBAHMAM
(Hopmam peryJTMpOBaHUs) AepKaATeJIAMHU PerucTpanuoOHHbIX
YA0CTOBEpPEHU I

2.6.1. B mensx oOecreyeHuss COOTBETCTBHS  HOPMATUBHBIM
TpeOoBaHUSM (HOpPMaM PETYJUPOBAHUS) JEPKATEISIMU PETUCTPAIMOHHBIX
YAOCTOBEPEHUN JIOJDKHBI  BBIMIOJHATHCA — CIELMAbHBIE TPOLECCHl MO
00€CIEeUEHNIO KAaYECTBA CUCTEMBI, LIEIbI0 KOTOPBIX SIBJISETCS:

a)  BBIIOJHEHUWE  MOCTOSSHHONO  MOHUTOPHMHIA  J@HHBIX IO
dbapmakoHaa30py, pa3padOTKa M BHEAPECHHE MEpP MUHUMM3AIMU PHUCKA TIPH
ONMpEeJEJICHU HUX HEOOXOJUMOCTH, HaJUIeXKallas OILIEHKAa JIaHHBIX II0
0€301acHOCTH BHE 3aBUCUMOCTH OT MCTOYHUKA MX IMOJY4YEHHUS (CO CTOPOHBI
NAlMEHTOB,  MEIMULIMHCKUX U (papmaleBTUYECKUX  pabOTHUKOB,
OMyOJIMKOBAHHBIX B MEAUIIMHCKOW JIUTEPAType, BBIABICHHBIX B XOJ€
INOCTPETUCTPALMOHHBIX UCCIIEA0BAHUN);

0) BBINOJHEHWE HAYYHOM OLEHKM Bcell uHbopMauuu mno mnpoduiito
0€30MacHOCTH  JIEKapCTBEHHOr0 IIpenapara, BKIOYas HHPOpMALMIO O
HEXEJAaTeNIbHbIX PEaKIHUsAX, Pa3BUBIIUXCA B TOM YHCIIE€ MTPU IPUMEHEHUN HE
B COOTBETCTBUM C YTBEPKICHHOW HWHCTPYKUHMEH IO MEAULUHCKOMY

MIPUMEHECHUIO;
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B) BBIMOJIHEHUE TPeOOBAHMI 3aKOHOAATENILCTBA MO MPEICTABICHUIO B
peryisaTOpHBIA OpraH MHGPOpPMALMKM O HEXKENATEIbHBIX PEAKIHSIX U HHOU
uHpopmaruu 1o Oe3onacHocTh. C 1EIBI0 HAJIEKAIIETO BBITTOTHEHUS
JaHHOW (YHKIMH ¥ OOECHEeYeHHs KadyecTBa, LETOCTHOCTH U TOJHOTHI
npeacTaBIsieMoil HHPOpMaLINK, HAJIeKAIEH BaTUAAIMU CUTHATIOB, & TAKXKE
UCKJTFOUEHUs] JTyOJUpPOBaHMS COOOIICHHM, JOJKHBI OBITh pa3padOTaHbl U
BHEJIPEHBI COOTBETCTBYIOIINE CTAaHIAPTHBIE ONEPAIIIOHHBIE POIIEAYPHI;

r) ooOecneueHne 3(PPEKTUBHON B3aMMOCBSI3H C PETYISTOPHBIMU
opraHamu, BKJIo4Yas MHGOPMUPOBaHHE 00 U3MEHEHUSX MNpopuis
0€30MacHOCTH JIEKapCTBEHHBIX MPENapaToOB U HOBBIX pUCKaX, MacTep-daiie
cucTeMbl  (papmMakoHaA30pa, CHUCTEMBbl  YIpaBICHUS  PHUCKAMH, MEp
MUHUMU3AIUA ~ PHUCKA, MEPUOJUYECKOTO OOHOBISEMOTO OTYeTa IO
0€30MacCHOCTH, KOPPEKTUPOBOYHBIX U  MPEAYyNPEIUTEIbHBIX  Mepax,
MOCTPETUCTPAIMOHHBIX UCCIIEIOBAHUAX IO 0€30MaCHOCTH;

n) oOecreueHne COOTBETCTBUS MH(POPMAIMHU IO JIEKaPCTBEHHBIM
npenaparaM (MHCTPYKIHMHM 10 MEAUIIMHCKOMY TPUMEHEHHUI0, JIMCTKa-
BKJIAJIIIIIA) COBPEMEHHOMY YPOBHIO HAyYHBIX 3HAHHUI;

k) olecrieyeHUE  MEIUIIMHCKUMX  paOOTHUKOB U  TAIUEHTOB

COOTBETCTBYIOIIEH HHPOpMaIHe Mo 6€30MacHOCTH.

2.7. OOecneyeHue COOTBETCTBMSI HOPMATHBHBIM TpPe0OOBaHMAM
(HopMaM peryJIMpoBaHMs) PeryJsTOPHBIMH OPraHaAMM

2.7.1. PerynatropHble OpraHbl JOJKHbI MMETh COOTBETCTBYIONIYIO
cUCTEMY oOecIeyeHurs KauecTBa MPOLIECCOB C LETbI0 00eCIeYEHUS:

a) OLIEHKHU KayecTBa MPEJCTaBISEMbIX TaHHBIX IO PapMaKoHAI30PY;

0) orleHKH U 00paOOTKH MaHHBIX MO (hapMaKOHAI30pPy B COOTBETCTBHUH

C ICHCTBYIOIIUMH 3aKOHOIaTCIbHBIMU TPEOOBAHUSIMU;
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B) rapaHTUPOBAHHOW HE3aBUCUMOCTH B BBITIOJHEHUU JEATEIBHOCTH IO
dbapMakoHa130pYy;

r) 3¢dexktuBHOro  MHGOPMHUPOBAHUSI  MALMEHTOB,  MEIUIMHCKUX
paOOTHHKOB, AepKaTeiell perucTpalMoOHHbIX YAOCTOBEPEHUN M OOILIECTBA B
1EJI0M;

)  TPOBEICHUS  UHCIEKUWWA, BKJIOYas  JOPErHUCTPALIMOHHOE
WHCIIEKTUPOBAHUE.

2.7.2. He3aBucMMOCTL B  BBIIOJHEHUH  JEATEILHOCTH  IIO
dbapMakoHaI30py OMpEAEsIeTCS MPUHATHEM BCEX PETYJISATOPHBIX PEIICHUMU

TOJIBKO B HHTCPCCAX 3A0POBLA IIaIUCHTA U O6HI€CTBCHHOFO 3A0pPOBbA.

2.8. Yupasienue 10KyMeHTalMeH

2.8.1. Cucrema ynpaBlieHUS JOKYMEHTAllUEH SIBIAETCA YaCThIO
CUCTEMbl KauecTBa, pACHPOCTPAHSIETCS Ha BCE JOKYMEHTbl CHUCTEMBbI
dbapMmakoHag3opa U 00ECIEUMBAECT BO3MOXHOCTh TIOMCKAa J@HHBIX U
MPOCIICKUBAEMOCTh BBITIOJIHSIEMBIX TMPOIEAYpP, BKIIOYas MPOLETYPHl IO
OIICHKE HOBBIX JAaHHBIX TI0 ©O€30MacHOCTM B OTHOIIEHWUW BPEMEHH
BBITIOJTHCHHS OIICHKH Y TIPUHSATHIX PEIICHUH.

2.8.2. Cuctema yrpaBiieHHs] JOKyMEHTAIUEe! JOJKHA 00eCTIeYBaTh:

a) KayecTBO [JaHHbIX 10 (apMaKOHAI30py, BKIIOYAsl MOJIHOTY,
TOYHOCTH Y LIETIOCTHOCTb;

0) 3¢ dhexTHBHYIO0 BHYTPEHHIOIO M BHEIIIHIOKO TMIepeaavy JaHHbBIX;

B) COXpaHEHUE JOKYMEHTOB, HMEIOIIMX OTHOIICHUE K CHUCTEMam
dbapMakoHag30pa W OCYLIECTBICHHUS (apMaKoOHAI30pa M0 KaXKIOMY W3
JIEKaApCTBEHHBIX MIPEIAapaToB, COrIaCHO MPUMEHUMBIM CPOKaM XpPaHEHHUS.

2.8.3. Jlepxarenb PETHCTPAIMOHHOTO  yJAOCTOBEPCHHUS JOJDKCH
oOecreunTh HaJIekalee TOKYMEHTHPOBaHNE, OOpaIlieHue U XpaHCHHUE BCEH

uH(opMaIuy Mo GpapMaKoHAI30PY C HENbIO BRIMTOTHEHUS MPOIETYP TOYHOTO
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peTOpTUPOBAHUSI, WHTEPIPETAlMU W Bepudukanuu JaHHBIX. JlepkaTtenem
PErUCTPAIlMOHHOTO YJOCTOBEPEHUsI JOJDKHA OBbITh oOOecredeHa cucrema
MPOCJICKUBAEMOCTH U MOCIEAYIONIEH OLICHKH COOOIIEHUN O HEeXKeNnaTeIbHbIX
peaKIusX.

2.8.4. Cucrema ymnpaBjeHHUs JOKYMEHTAIlMEW JOJDKHA BKIIOYATh
KOMIUIEKC Mep M0 oOecnedeHHuI0 O€30MacHOCTH M KOH(DHACHIIMATbHOCTH
JAHHBIX B IEJSIX BBINOJHEHUS TPEOOBAHUN M0 3allUTe MEPCOHATBHBIX
JAHHBIX MAaIllMEHTOB B COOTBETCTBUU C JICUCTBYIOIIMMHU TpeOOBaHUAMU
3aKOHOJATEIhCTBA.  YKa3aHHbIE MEphl JOJDKHBI  BKJIIOYATh  CTPOTOE
OTpaHMYCHHE JOCTyHma K JOKYMEHTallud | 0a3aM JaHHBIX TOJBKO
YIOJTHOMOYEHHBIX JIHII.

2.8.5. CucremMa ymnpaBiaeHHS JOKYMEHTAIlMEW JOJDKHA BKJIIOYATh
nporecchl obecrnedeHus 3anuThl uHopManuu 1o ¢dapMakoHAI30py OT

MIOTEPHU U pa3pyLICHUS.

2.9. lokymMeHTAIMS CHCTEMbI Ka4eCcTBAa

2.9.1. Bce aneMeHThl, TpeOOBaHUSA M TIOJIOKEHUS CHUCTEMBbI KauecTBa
JOJKHBI OBITh IOKYMEHTUPOBAHBI U CUCTEMATU3UPOBAHBI COOTBETCTBYIOIINM
o0pazom B ¢hopMe MUCbMEHHBIX PYKOBOJICTB U MPOLIEAYP, TAKMX KaK IJIaH MO
Ka4eCTBY, PYKOBOJCTBO I10 Ka4€CTBY M OTUETHI I10 KAaYECTRY.

2.9.2. IlmaH 1O Ka4deCTBY ONPEAECISAECT OCHOBHBIC LEIU CUCTEMBI
KauecTBa M MPOIIECChI, KOTOPBIE JOJIKHBI OBITh BHEAPEHBI I TOCTHKEHUS
nocTaBlieHHbIX Tieiei. Ilponenypsl MO KauyecTBY MPEACTaBISIIOT COOOM
OMMCAaHUE YCTAaHOBJIECHHOTO MOPSIKA BBITTOJTHEHUS IPOIIECCOB U MOTYT UMETh
dbopMy cTaHAAPTHBIX OMEPAIMOHHBIX MpOLEAyp W JIpyrux (Gopm padoumx
UHCTPYKIIUH WU PYKOBOACTB. PYyKOBOJCTBO MO KadyeCTBY OMPEACISIET
00J1aCTh PaCIpPOCTPAHCHHS CHCTEMBI Ka4eCTBa, MPOIIECChI CUCTEMBI KaueCTBa

U HUX B3aUMOCBA3b. OTyeThl 1O Ka4CCTBY BKIIOYAKOT IIOJYYCHHBIC
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pe3yabTaThl  pabOThl CHCTEMBI JIMOO TOATBEPXKICHUS  BBIMOJIHAEMOU
NEeSATEIbHOCTH.

2.9.3. Cucrema KadecTBa JOJDKHA OBITh OTPAXKEHA B CIEAYIOIIHMX
JOKYMEHTaxX:

a) JOKyMEHTAIlMs MO OPTraHU3aIllMOHHOM CTPYKTYype M OOS3aHHOCTAM
NepcoHaa;

0) miaH o0y4eHUsl U OTYETHI IO MIPOBEACHHOMY 00YUYCHHUIO;

B) MHCTPYKIHUU [0 COOTBETCTBUIO MPOLIECCOB YIPABIICHHUS;

I) HUHCTPYKUMHM IO KPUTHUYECKUM IpoleccaMm (¢HapMaKkoHaI30pa,
BKJItOUasi 00ecreyeHue HeMpepbIBHOCTHU MPOLECCa;

1) MUHAMKATOPHI BBIIOJHEHHS MPOLECCOB, KOTOPBIE UCIIONB3YIOTCS IS
MOCTOSIHHOTO MOHMTOPUPOBAHUS HAAJICKALIErO BBIMOJHEHUS (QYyHKLIHUHA IO
dhapMakoHaa30py;

€) OTYETHI M0 ayJUTYy U MOCIEIYIOIIEMY ayJAuTy CUCTEMbl KauecTBa,
BKJIKOYAs [TOJyYEHHBIE TAHHBIE U PE3YJIbTATHI.

JlokymeHTanus 1o CUCTEME KauyecTBa JI0JHKHA TAKKE BKIIFOYATh!

a) METOJbl MOHUTOPUPOBAHUS 3PHEKTUBHOCTH (PYHKIIMOHUPOBAHUSA
CUCTEMbl KauyecTBa M, B YACTHOCTH, €€ CIOCOOHOCTh BBINOJIHEHHUSA 3aday
CUCTEMBbI Ka4eCTBA;

©0) oT4eTsl MO pe3yJbTaTaM BBINOJHEHHBIX MPOUEAYp IO
dbapmMakoHa 30py, NOATBEPKIAIOIINE BBIMOJHEHUE BCEX MPEAYyCMOTPEHHBIX
ATAIoOB U JCHUCTBUM;

B) JIOKYMEHTBl U OTYETHI MO CPEJCTBAM U OOOPYJAOBAHUIO, BKIIHOUAs
npoBepPKY (DYHKIHMOHAIBHBIX CBOWCTB, AESITEIBHOCTh MO KBaJu(UKALMKU U
BAJIUJALIMM, KOTOpbIE TMOJATBEPKIAIOT  BBIINOJHEHUWE BCEX  CTaguM

COOTBETCTBYIOIIUX TPEOOBAHUMN, MPOTOKOJIOB U MIPOLEAYD;
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F) OTYCTHI, MMOATBCPIKAAOIIUC KOHTPOJIb OTKJIOHECHUM oT
YCTaHOBJIeHHOfI CUCTCMbI KadC€CTBa, IPHHATHC MNPCAYIIPCAUTCIbHBIX U

KOPPEKTUPYIOIIMX MEPOINPUATHI, OLIEHKY 3(D(PEKTUBHOCTH MPUHSITHIX MEP.

2.10. JJomosHUTeNbHASA JOKYMEHTAIUS IO CHCTEMe KadecTBa
JepKaTesisi perucTPallMOHHOT0 YA0CTOBEPEHUs

B nomonnenue k TpeOyeMol MOKYMEHTAIlMW IO CHCTEME KauecTBa
JepKaTeIb PETUCTPAIMOHHOIO YIAOCTOBEPEHHUS OJKEH JTOKYMEHTHUPOBATH
OpraHu3alMOHHYIO CTPYKTYpY, OTIPEICIISIONLY O UEePaPXUUYECKYIO
B3aUMOCBSI3b YIIPABJISIONIETO M KOHTPOJHUPYIOMIETO IMEpCOHaa, a TaKkKe

00s13aHHOCTH ¥ (YHKIIUU TIepCOHala, CUCTEMY yIIPaBICHUS PECYpPCaMH.

2.11. JlonmosHUTeJbHASI JAOKYMEHTANUsl MO CHCTeMe KadyecTBa
PeryJsiTOpHbIX OPraHoOB

B nomonHenue k TpeOyemol MOKyMEHTAaIllUM IO CUCTEME KauecTBa,
pPEryJIITOPHBIA  OpraH JIOJKEH JIOKYMEHTHUPOBATh OpraHU3alMOHHYIO
CTPYKTYPY, pacipeieieHue 3ajlad U OTBETCTBEHHOCTH BCETO IEepcoHala, a
TaK)Ke ONPEACIUTh KOHTAKTHBIC JIUMA JJIT OOCCICUCHHUS B3aWMOJICHCTBUS
MEXJYy PEryJsITOPHBIMU OpraHaMH, JIEp>KATeIsIMH PETUCTPAIMOHHBIX
YIAOCTOBEPEHUN U JIUIIAMU, NPEACTABJISIOMMUMUA UHOOPMAIIUIO TIO PUCKaAM,

CBsA3aHHBIM C JICKAPCTBCHHBLIMU IIPCIIapaTaMHM.

2.12. Kputndeckue npoueccol B papMaxkoHaazope

2.12.1. Kputnueckue mporiecchl B (hapMaKkoHaI30pe BKIIOYAOT:

a) HENpPEepbIBHbIA  MOHUTOPUHT  mnpoduis  OE30MacCHOCTH U
COOTHOILIECHUSI  TOJb3a-PUCK  3aPETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX
penaparos;

0) BHEIpEHHE, PEATU3ALNIO0 U OLEHKY CUCTEMbI YIIPABJICHUS PUCKAMU

C O1leHKOU 2(PGHEeKTUBHOCTH MEP MUHUMH3AINHI PUCKA,
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B) Ipouenypbl paboThl € HWHAUBUAYAJIbHBIMH COOOLIEHUSMHU O
HEXeJaTeIbHbIX peakuusax: cOop, o0paboTka, ympaBi€HHUE, KOHTPOJb
KauecTBa, IMOJYYEHUE HEJOCTAIONINX JaHHBIX, MPUCBOCHUE HOMEDPA,
Kiaccu(ukanus, BBISIBJICHHE TOBTOPHBIX  COOOIIEGHWN, OLEHKa U
CBOEBPEMEHHOE MPEJICTABIICHUE;

I') BBISIBIICHHE, U3YUYEHUE U OLIEHKA CUTHAJIOB;

1) pa3paboTka, MOArOTOBKA (BKJIIOYAs OLEHKY JAHHBIX U KOHTPOJIb
KauecTBa), MPEJCTaBIEHWE | OIICHKAa MEePUOJAMYECKUX OOHOBIISIEMBIX
OTYETOB IO 0E€30ITaCHOCTH;

€) BBIIIOJIHEHHE 00s3aTEIbCTB MPU BbI30BE PETYJIATOPHBIMH OpraHaMu
U TIPEICTABICHHE OTBETOB Ha 3alPOCHl PETYISATOPHBIX OPraHOB, BKIIIOYAS
NPEACTABICHHE B PETYJISTOPHBIE OpTraHbl MPaBUIBHONW W  TOJHOU
uH(popMaIuu;

x) oOecreyeHue B3aUMOACHCTBUS MeEXAy (PapMaKoOHAA30pOM U
CUCTEMOI KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX MPENapaTos,;

3) “”HGOPMHUPOBAHUE PETYISITOPHBIX OPraHOB 000 BCEX U3MEHEHUSIX B
OILICHKE COOTHOIIEHUS TOJb3a-PUCK 3aPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX
Ipenaparos;

u)  uHQOpMHUpOBAHME  MEIUUMHCKUX U  (papMaleBTUUYECKUX
pabOTHUKOB, MAIMEHTOB 000 BCEX H3MEHEHUSX B OLEHKE COOTHOILIECHHUS
MOJIb3a-PUCK C TIedbl0 obecrmiedeHuss Oe30macHOCTH U 3(PGEeKTUBHOTO
IPUMEHEHUS JIEKAPCTBEHHBIX MTPENapaToB;

K) oOecrneyeHue nojjaepkaHus HHGOPMALUU IO JIEKAPCTBEHHOMY
npenapary, BKJIIOYash MHCTPYKIHMIO IO MEIUIIMHCKOMY INPHUMEHECHHIO, B
COOTBETCTBUHU C COBPEMEHHBIM YPOBHEM HAyYHBIX MEIUWLMUHCKUX 3HAHUM,
BKJIIOYAsl CJACJIaHHBbIE 3aKJIOYEHHUS TI0 OLEHKE U PpPEeKOMEHIAluu

PETYIATOPHBIX OPTAHOB;
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J) BBIMOJIHEHUE BCEX TPeOyeMbIX NEHUCTBUN B clydyae H3MEHEHUS
pPETUCTPAIlMOHHOTO  CTaTyca IO TPUYMHE T[epecMoTpa  Ipoduis
0€30I1acCHOCTH.

2.12.2. TInan oOecrieueHUsi HENPEPHIBHOCTU TIpolecca JOKEH

BKJIFOYATh:

a) ompeesieHre COOBITUM, KOTOPBIE MOTYT CYILIECTBEHHO MOBIUSThH Ha
MepcoHaj OpraHW3allud B I1EJIOM JUO0O0 Ha CTPYKTYPHI M IPOIIECCHI
dbapmakoHaa30pa B YaCTHOCTH;

0) pe3epBHBIC CHUCTEMBI Ha Cliydyail HEOOXOAUMOCTH SKCTPEHHOTO
oOMmeHa mH(MOpMalKell BHYTPU OpraHu3alliu, ¢ APYTUMH OpraHU3alUsIMH,
pacmpenensiouMy  BbIOTHEHHEe (YHKIUA 10  ¢dapMakoHaA30py, C
JPYTUMH pa3paboTIMKaMK/IepKaTeIIMH PETUCTPAIMOHHBIX YA0CTOBEPEHUN

Y PETYJISTOPHBIMHA OPTraHAMMU.

2.13. Konrpoyb GpyHKIUOHUPOBAHUSA U 3P(PEKTUBHOCTH CHCTEMbI
(papmakoHaa30pa M ee CHCTeMbI KayecTBa

2.13.1. MeToapl KOHTPOJIS ACSITEIBHOCTH U d(PPEKTUBHOCTH CHUCTEMBI
dbapMakoHa30pa JOJKHBI BKIIOYATh:

a) 0030p M aHAJIM3 CUCTEMBI JIMLIAMH, OTBETCTBEHHBIMU 32 yIPABJICHUE

CUCTEMOM;

0) ayauThI;

B) KOHTPOJIb COOTBETCTBUSI TPEOOBAHUSM;

I') UHCTICKITUY;

1) oreHka 3(PEKTUBHOCTU MPUHSATHIX MEp MO0 MUHUMM3AIMKU PUCKA U
oOecrieueHrs 0e30macHoro M 3¢G(HEKTUBHOTO MPUMEHEHHUS JEKapCTBEHHBIX
Ipenaparos.

2.13.2. B nensAx BBINOJHEHHWS MOHHUTOPUHTA B OPraHU3alUuU JOJKHBI

OBITH 3apaHCC OIIPCACIICHBI HHAMKATOPLI, I1I0 KOTOPBIM BBIIIOJIHACTCA OLICHKA
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3 PeKTUBHOCTH (PYHKIIMOHMPOBAHUSA CHUCTEMBI (papmMakoHaa30pa C TOYKH
3peHust TPEOOBAHUM KauecTBa.

2.13.3. Ayautr cucTeMbl KayecTBa, OCHOBAHHBIM Ha OIIEHKE pPUCKAa,
JIOJKEH BBIMOJHATHCSI PETYJISIPHO YEPE3 OMPEICICHHbIE HHTEPBAJIbI BPEMEHHU
C LEJbI0 TMOJITBEPXKIACHUS COOTBETCTBHS YCTAHOBJICHHBIM TpeOOBaHUSAM K
KadyecTBy U onpeaeneHus 3G(PeKTUBHOCTH. AYIWT CHUCTEMBbl KayecTBa
JOJDKEH  BKJIIOYaTh  ayJAUT  CUCTeMbl  (DapMakoOHI30pa,  HUMEIOIIEH
UHTETPUPOBAHHYID CHUCTEMY KauecTBa. AYJIUT JOJDKEH BBIIOJIHATHCS
CHEUAINCTaMU, HE BOBJICYECHHBIMU B BBITIOJHEHUE (YHKIUH U MPOLEIYD,
nojiexamux ayauty. Ilo pesynapTraraM KakJ10oro ayJauTa CUCTEMbl KauyecTBa
Y MOCJICAYIOLIETO ayIuTa JOJDKEH COCTABIATHCA OTUET, MOICKAIIUN OIEHKE
JIUIIaMH, OTBETCTBEHHBIMU 32 OPTaHU3AIUI0 COOTBETCTBYIOIIUX AYIUPYEMBIX
nporeccoB. B ciaydae HEOOXOAMMOCTHM TO pe3yJibTaTaM ayJauTa JOJKHBI
MpEANPUHUMATHCS KOPPEKTUPYIOIINUE U MPEAYIPEIUTEIbHBIC MEPHI.

2.13.4. PerynsTopHble OpraHbl JODKHBI OOECIEYUTh MOHHUTOPHUHT
BBITIOJTHCHUS JepKaTeIIsIMU PEruCTPaAIMOHHBIX YJ0CTOBEPEHUM
OMpENCNISIEMbIX  3aKOHOJATEILCTBOM  (PYHKIMI U 0O0sI3aHHOCTEH 1O
dbapmakonagzopy. B umncio mep mo oOecredyeHWr0 MOHUTOPUHTA BXOJUT
BBITIOJTHCHHUE WHCIICKTUPOBAHUS nepxarenei PErUCTpaIlMOHHBIX

YAOCTOBEPEHU CO CTOPOHBI PETYJIATOPHBIX OPTraHOB.

2.14. YnoaiHoMo4YeHHOe JUI0 10 GapMaKOHAA30Py

2.14.1. Jlepxarenb pErucTPallMOHHOIO YIOCTOBEPEHHUsI JIOJDKEH
Ha3HAYUTh ¥ UMETh B MOCTOSIHHOM PAaCMOPSHKEHUH YIOJTHOMOYEHHOE JIUIIO
no dapmakonaazopy (YJI®) B rocynapcrBax-uwienax EADC, obGnanatroiee
Tpebyemoni kBanudukaiuei. Jlepkareiab perucTpalmoOHHbIX yA0CTOBEPEHUN
coobmaer GamMminio U KOHTakTHYIO uMHpopMammio YJID B perynsTopHbie

opransl TocynapctB-uieHoB EADC. [lpu n3menennn manHOW MHGOpMAIUN
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JIepKaTeslb PErUCTPAIIMOHHBIX YAOCTOBEPEHUN NOHKEH MPOUH(POPMHUPOBATH
pPEryJNSTOPHBIE  OpraHbl  TOCYAapCTB-UJICHOB EADC B CPOK,
YCTaHABJIMBAEMbI HALIMOHAJIBHBIM 3aKOHOIATEICTBOM.

2.14.2. B xaxou cucteMe papMakoHaA30pa MOXKET ObITh TOJIBKO OJTHO
VI®. VYeayru VYJIO MoxkeT HCHOIb30BaTh 0ojiee OJHOTO JAepiKaTens
PErUCTPALIMOHHBIX YJIOCTOBEPEHUHN, B OONIMX WJIM OTIEIbHBIX CHCTEMax
dbapMakoHa30pa, WIM JUIO MOXET BBHIMOJHATH QPyHKIMU YJID Gonee yem
JUIsl OTHOW CHCTEMBI (papMakoHaA30pa OJHOIO JAE€pHKATENsl PETUCTPALMOHHBIX
YIOCTOBEPEHUM, IIPU YCIOBUHU, UTO YJID B COCTOSIHUM BBINOJHATH BCE CBOU
o0s3anHOCTH. B nmomonuenue k YJID, KkoMIIeTeHTHBIE OpPTaHbl TOCYIapCTB-
wieHoB EADC Ha 3aKOHHBIX OCHOBAHMSX MMEKT BO3MOYKHOCTH 3allPOCUTh
HA3HAUEHMS] KOHTAKTHOTO JMIA MO (apMakoHaA30py Ha HalHUOHAJIbHOM
ypoBHE, nogoryeTHoro YJI®. KoHTakTHOE JIMII0 HA HAMOHAJIBbHOM YPOBHE
MOKET TakKe JercTBOBaTh Kak Y JID.

2.14.3. O6s3anHocTH YJI® MOMKHBI ONPENENAThCS B JIOHKHOCTHOM
VHCTPYKLHH.

2.14.4. JlepxaTenb perucTpalMOHHOrO YJOCTOBEPEHUS MPETOCTABISET
YJI® pocraToyHble NOJIHOMOYHS II0 YIPABJICHUIO JESATEIBHOCTBIO 10
dbapMakoHaI30py M CUCTEMOW KadecTBa. JlepxarTenb perucTpaimoHHOIrO
yaocTOBepeHus mnpenocTaBisier YJID® poctym k mactep-¢aiiay CHCTEMbI
dbapmakoHag3opa, a Tak)Ke TMOJHOMOYMS 10 HeMy U oOecreduBaeT
noiyyeHue wuHdopManuMu O JHOOBIX HK3MEHEHUsX B  Macrtep-(aile.
[lonnomouuss mo cucreme (papmakoHaa3zopa U Mactep-(ailinly cucTemsl
dbapmakoHaa3opa 1mo3BoJisitoT YJID BHOCUTH U3MEHEHUS] B CUCTEMY, ILIaHbI
YIIPABJICHUSI PUCKAMH, a TAKXKE B IMOJATOTOBKY PETYJHUPYIOIIUX NECUCTBUM B
OTBET Ha YPE3BbIYANHBIC CUTYAIIMH 110 U3MEHEHUIO MPOPUIIS 6€30MaCHOCTH.

2.14.5. JlepxaTenb pEerHCTPAIMOHHOTO YJIOCTOBEPEHHS O0ECIeYnBaCT

HAJIMYUE BCEX CHUCTEM M MPOLECCOB, MO3BONAKOINUX YJID BBINOJHATH
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BO3JIO)KEHHbIE Ha Hero oo6Os3anHoctd. C  3TOM  1ENbl0  JepKaTelib
PErUCTPAllMOHHOTO  YJOCTOBEpPEHUs] pa3padaThiBa€T MEXaHU3MbI, MPHU
NOMOIIM KOTOphIX YJI® mnomyyaeT BCHO HEOOXOAMMYIO HH(OpMalnui0 u
UMEET JOCTyll KO BCEM JaHHBIM, KOTOpPbIE €My MOTYT MOTpeOOBaThCH,
HaIpuMep:

a) Ype3BbIYAWHbBIE CUTYAI[UU IO U3MEHEHUSIM PO uiisi 6€30MacHOCTH U
BCsl Jipyrasi uHpopmaius B OTHOIIEHUH OIEHKH COOTHOIIEHHUS TMOJIb3a/pUCK
JIEKapCTBEHHBIX MPENApaToB, HA KOTOPbIE PACIHPOCTPAHSIETCS CHUCTEMA
dbapmakoHaa30pa;

0) POIOTIKAIOIINECS U 3aKOHYMBIIHNECS KIIMHUYECKHE
WCCJICIOBAHUS/UCTIBITAHUSA M TIPOYNUE MCCIIEIOBAHMS/UCIIBITAHUSA, O KOTOPBIX
3HACT JIEP)KATEJIb PETUCTPAIMOHHBIX YIOCTOBEPEHUM U KOTOPHIE MOTYT
MMETh OTHOIIIEHUE K 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB,

B) MH(pOpMaIMs U3 UHBIX UCTOYHUKOB, KPOME MCTOYHUKOB JEprKaTes
PETUCTPALIMOHHOTO YIOCTOBEPEHUS, HAMPHUMEP, HUCTOYHUKH, C KOTOPBHIMHU
JepKaTeab  PETHUCTPALMOHHOIO  YIAOCTOBEPEHUS HUMEET KOHTPAKTHBIE
JIOTOBOPEHHOCTH;

r) npoueaypsl hapMakoHaa30pa, KOTOPhIE pa3padaThiBaeT ACpiKaTelb
PETUCTPAIMOHHOTO  YJIOCTOBEPEHHMSI Ha KaXJIOM YPOBHE C LEJIbIO
oOecreueHrs COTrIaCOBaHHOCTH M COOMoeHHus] TpeOOBaHM B Tpeaesiax
OpraHHU3alNH.

2.14.6. YJI® nonyyaer uHPOPMALIMIO OT PYKOBOSIIETO MEepcoHaa 1o
pe3yJbTaTaM TMOCTOSIHHBIX 0030pPOB CHCTEMBI KauyecTBa U MPEANPUHITHIM
MepaM, JIaHHbIE€ MO COOTBETCTBHIO TPEOOBAHHUSM, HAMEUYEHHBIM ayJIuTaMm
cucteMsl (papmakonamzopa. YJID umeeT MoITHOMOYNS WHUIMAPOBATH AYIUT
B cllydyae HE0OXOAMMOCTHU. PykoBoasimuii mepcoHan mnpenoctasiser YJID

KOMUIO IUIaHA KOPPEKTUPYIOIIUX W NPEAYNPEAUTEIBHBIX MEPONPUATHI
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nocjie Kaxaoro aynaura, Tak ytoObl YJID morio ybenutbcs B NPUHITHU
COOTBETCTBYIOIIUX KOPPEKTUPYIOIIUX MEPOTIPUSATHH.

2.14.7. [lepxaTenb PErucTPallMOHHOTO yJIOCTOBEPEHUS 00ECIeYrnBaCT
BO3MOKHOCTh  moiyyeHus uHpopmanmu YJI® wu3 0a3pl  AaHHBIX

HEXKEJATEJbHBIX PEAKIIAM, UMEIOIIEKUCS B €EM0 PACHIOPSIKCHUH.

2.15. Kpanupukauus JIM1a, YIIOJTHOMOYEHHOI'0 no
¢papmakonanzopy B EAJC

2.15.1 VJI® nomxHO HMETh COOTBETCTBYIOIIME TEOPETUYECKHE H
NPAKTUYECKUE  3HAHUA IO  OCYUIECTBICHHIO  JIESATEIBHOCTH IO
dbapmakonamzopy. YJID 0mKHO WMETh HABBIKM YIPABJICHHUS CHUCTEMaMu
(dapmakoHa30pa, a TakXKe MPOBEIEHUS SKCHEPTU3bl WIM UMETh JOCTYH K
OPOBEACHUIO  JKCIEPTHU3bl B  TaKUX  O0NacTsIX, Kak  MEIULUHA,
(apManeBTHUECKUE HAYKH, a TAKKE SIUJAEMHUOJIOTUS U OMOCTATUCTHKA.

2.15.2. ]JlepxaTenb PpErUCTPALMOHHOTO YAOCTOBEPEHHUSI MPOBOAUT
oOyuenue YJI® B o0nacTu cBoeil cuctemsl (hapMaKkoHaI30pa Mepea TeM Kak
VJI® 3aiiMeT MOKHOCTH YMOJMHOMOYEHHOTO nuia. OOydeHne ©u €ero

pPE3yJabTaThbl AOJIZKHBI HAAJIC)KAIITUM O6p&30M JOKYMCHTHUPOBATLCA.

2.16. ®yHKUMHU JHMIA, YIIOJHOMOYEHHOTr0 1Mo (apMakoHAA30py B
EAJC

2.16.1.  KpanudumnmpoBaHHOe  JUIO,  YINOJIHOMOYEHHOE  TIO
dapmakonamzopy B EADC, sBasieTcs PU3NUECKUM JIUIIOM.

2.16.2. VJI®, Ha3HAYEHHOE  JI€pXKATEIEM  PETMCTPALMOHHBIX
YAOCTOBEPEHUM, JTOJDKHO HMMETh COOTBETCTBYIOIIYIO KBAIM(HUKAIUIO (CM.
nyHKT 2.15) u ObITh B TOCTOSHHOM PAaCHOPSIKEHUU  JIepIKaTelis
PErUCTPAllMOHHBIX yAocTOBepeHU. YJID noiKHO MpokKUBATHL U pabOTaTh B
ogHoM wu3 rocyaapcTB-ujiecHoB EADC. VYJI® oTBewaer 3a coO3gaHUE U

GyHKIIMOHUPOBAHUE CUCTEMBI dbapMakoHa30pa JepKaTeIst
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PETUCTPAlMOHHBIX YJIOCTOBEPEHHIN H, CIIEIOBATEIbHO, MUMEET JTOCTATOYHO
MOJTHOMOYMI 10 OKa3aHUIO BIIMSIHUSA HA OCYIIECTBICHHUE ACATEIbHOCTHU IO
dbapMakoHaI30py W CHUCTEMY KaudecTBa CHCTEMbl (papmakoHaa30pa,
COJICICTBUE, COOIO/ICHUE U TOBBIINICHUE YPOBHS COOJIIOJICHUS TpEeOOBaHUIMA
3akoHoAaTenbcTBa. CienoBareiibHo, YJID noipkeH 001a1aTh MOJITHOMOYHUSIMH
U OTBETCTBEHHOCTHIO B  OTHONIEHMHM  MacTep-(aiiia  CHUCTEMbI
dbapMmakoHag3opa ¢ TeM, 4YTOObl o0OecnedyuBaTh W TOBBINIATH YPOBEHD
coOJiroicHUs TpeOOBaHUM 3aKOHOJATEIbCTRA.

2.16.3. B OTHOIIEHUM JEKAPCTBEHHBIX IIPENApPAaTOB, HAa KOTOPBIE
pacmpocTpansercs cuctema ¢apMakoHaa30pa AepsKaremss PerucTpalioHHbIX
yaoctoBepenuid, YJI® nmeet cneayromime 005S3aHHOCTH:

a) BBINOJHEHHE 0030pa mnpoduieit 0e30MacCHOCTH JIEKAPCTBEHHBIX
IpenaparoB M YPE3BbIYANHBIX CHUTyallMii MO HW3MEHEHUI0 mnpoduien
0e30ITaCHOCTH;

0) BiameTh MmojaHOW wHoOpMaleln 00 YCIOBUSX U OOS3aHHOCTSX,
YCTAHOBJICHHBIX MPHU BbIAAYE PETHMCTPALMOHHBIX YIOCTOBEPEHUN U APYrUX
00s13aTeNIbCTBAX, UMEIONIMX OTHOIIEHHWE K 0€30MacHOCTU WU 0€30MacHOMY
MPUMEHEHUIO JICKAPCTBEHHBIX MPENapaToB;

B) BJIaJIeTh MOJIHOW UHGOPMALIUE 0 MepaX MUHUMU3ALIUKN PUCKOB;

r) NPUHUMATh YyYacTUE€ B M3YYEHUH U YTBEPKICHUHU MPOTOKOJIOB
MOCTPETUCTPAIMOHHBIX UCCIEAOBaHUN O€30MaCHOCTH;

1) BJIaAeTh MOJHOW wuHPOpPMALME O MMOCTPErUCTPALIMOHHBIX
UCCIICIOBAHUSX 1O OE30MaCHOCTH, TMPOBEICHUE KOTOPHIX HA3HAUYCHO
PEryJISTOPHBIM OPraHOM, BKJIFOYAsl PE3YJIbTaThl TAKUX UCCIICIOBAHUIA;

€) OMOJHATH TUIaHbl YIIPABJICHUSI PUCKAMU;

k) oOecrmeunBaTh BBHITIOJHEHHE GYHKIUN MO ¢dapMaKkoHAI30py U

MIPEACTaBIATh BCE JOKYMEHTHI, HMCIOIIHNE OTHOIICHHE K (hapMaKoHAI30pYy,
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COrJacHO TpeOOBaHUSIM 3aKOHOJATENhCTBA W HAJUICKAIled MPaKTUKU
dbapmakoHa30pa;

3) oOecreunBaTh HEOOXOJMMOE KauyeCTBO, BKJIOYas TOYHOCTh U
MOJIHOTY, JTAHHBIX MO (DapMaKOHAA30py, MPEJICTABIIEMBIX B PETYISATOPHBIC
opransl B rocyapctax-uieHax EADC;

W) MPEJCTABIATh MOJIHBIE U CBOEBPEMEHHBIE OTBETHI HAa BCE 3aIPOCHI
PEryJNSATOPHBIX OpraHoB rocyaapctB-wieHoB EADC o mnpeacraBieHun
JOTIOJTHATEILHON MHGOPMAITIU, HEOOXOIUMON TSI OIEHKH TOJB3bl U PHCKA
JICKapCTBEHHBIX TPETapaToB;

K) MPEICTaBIATh JIO0YyI0 HHGPOPMAIMIO, WMEIONIYI0 OTHOIIECHHE K
OIICHKE COOTHOIICHMS TOJb3a/pUCK B  PETyISTOPHBIE OpraHbl B
rocyaapcrax-uieHax EADC;

J) OKa3bIBaTh IOMOIIb B MOATOTOBKE PETYJISATOPHBIX MEp B OTBET Ha
Ype3BbIYAHBIC CHUTyallud Oe30MacHOCTH (HampuMep, W3MCHEHHS B
PEKOMEHIAlMSIX 110 MEIUIIMHCKOMY MPUMEHEHHUIO, CPOUYHBIE OTPAHUYECHUS U
noBefieHue nH(OPMAIUHU 70 MAIIMEHTOB U MEAUIIMHCKUX PAOOTHUKOB);

M) (YHKIMOHHPOBAaTH B Ka4yeCTBE €IWHOTO KOHTAKTHOTO JHIA IIO
dbapMakoHaa30py ISl PETYISITOPHBIX OpPraHoB, a TakKXe B KadyeCcTBE
KOHTaKTHOTO JIMLIA JIJIs MHCIIEKIUHI 10 (papMaKkoHaa30py ¢ obecrieueHruem 24-
4acoBOI'0 JIOCTYIIA.

2.16.4. YJI® ocymecTBiaseT KOHTPOIb (YHKIIMOHHPOBAHMS BCEX
aCIeKTOB CHUCTeMbl (hapMaKOHaI30pa, BKIOYas €€ CHUCTeMYy KadecTBa
(HampuMep, CTaHAApTHBIC ONEPAIIMOHHBIC TMPOIEIYPhl, KOHTPAKTHBIC
JIOTOBOPEHHOCTH, Ofepanuyd 1o 0a3e JaHHBIX, BBINOJHEHHE TPEOOBAHUI
CHUCTEMBI Ka4eCTBa, COOII0JIeHNe TPeOOBAHMI K MPEICTABICHUIO JTAaHHBIX B
YaCTH TIOJHOTHI W CBOEBPEMEHHOCTH, TMPEACTaBICHUE MEPUOINMICCKUX
OOHOBJISIEMBIX OTYETOB O 0€30MAaCHOCTH, OTYCTOB OO0 ayaWTaX M OOYUCHHIO

nepcoHaina no ¢apmakonaazopy). YJID gomxHo pacnosarate nHGopmalmen
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O BaJUJAIMOHHOM cTaTyce 0a3bl JaHHBIX HEXKeNaTeJIbHBIX peakluuil Ha
JIEKapCTBEHHBIC MPENaparhl, BKJIKOYas BCE BBISBJICHHBIC B XOJI€ BallWIAIUU
HEIOYEThl W NPEAIPUHATBIE KOppeKkTupyrommue aeicrsud. YJID Taxxke
JIOJDKHO pacnojiarath MH(opMaimein 000 BCeX CYIIECTBEHHBIX W3MEHEHUSIX,
BHECEHHBIX B 0a3y JaHHBIX (HapuUMep, U3MEHEHHUsI, KOTOPbIe MOTYT OKa3aTh
BIIMSIHUE Ha JEATEIbHOCTh (DapMaKOHAI30pa).

VJI® MoxeT AenerupoBaTh BBINNOJHEHHUE CHEHUPUUECKUX 3aJaHUM, TOJ
CBOMM HAOJIIOJICHUEM, JIMI[AM C COOTBETCTBYIOIICH KBanudukamuen u
oOyueHUeM, HalpuMep, OCYIIECTBICHUE JCSATEIbHOCTH B  KadyeCTBE
IKCIIEPTOB MO OE30MacHOCTH OMNpPEEICHHBIX JEKAPCTBEHHBIX IPENaparos,
npu ycnoBud, 4yTo YJI® Oyner ocymecTBIsITh KOHTPOJIb (PYHKITMOHUPOBAHUS
BCell cuctembl U nipodusield 0€30MaCHOCTH BCEX JIEKAPCTBEHHBIX MPEnapaToB.
Takoe nenerupoBaHue BBHIMOTHAEMBIX (DYHKIIUM TOHKHO OBITH HaJJICKAITUM

00pa3oM JOKYMEHTUPOBAHO.

2.17. Cnenuguyeckue nmpouecchbl CHCTEMbI KA4eCTBa y AepKaTeseH
perucTpanuoHHbIX yaocrosepenuii B EAJ9C

2.17.1. Jlepxareiib perUCTPAIIMOHHBIX YJIOCTOBEPEHUI pa3padaThiBacT
JOTIOJIHUTENIbHBIE CHEeIUabHbIE MPOLECCHl CUCTEMbI KaUeCTBA C 1IEJbIO:

a) TMpENCTaBICHMUS JAaHHBIX O HEXEJIATeIbHbIX pEaKUHusX B
HallMOHAJbHBIE 0a3pl JaHHBIX TocynapcTB-wieHoB EADC B mpenenax
CPOKOB, TPEOYEMBIX 3aKOHOAATEIHCTBOM;

0) coXxpaHEHHUs BaXXHBIX JOKYMEHTOB, B KOTOPBIX ONHMCAaHA CUCTEMA
dbapmakoHaa3opa, 10 TE€X IMOp, MOKa CYIIECTBYEeT CHUCTEMa, OMUCAHHAas B
MacTtep-daitie cuctembl (hapMakoHaA30pa B TEUEHHE HE MEHEE S5 JIET Mocie
NpPEKpalIeHUs €€ CyIeCTBOBAHUS;

B) COXpaHEHUs JaHHBIX MO0 (apmMakoHaI30py U JOKYMEHTOB,

HNMCIOIINX OTHOIICHHUC K 3apCIruCTPUPOBAHHBIM JICKAPCTBCHHBIM



35

npenaparam B TedueHue He MeHee 10 yeT mocne npexkpameHust AeUCTBUS
YIOCTOBEPEHUN O TOCYJApCTBEHHOM PETUCTPALINY;

r) oOHOBIeHHMS HUHPOpPMALMUM O JIEKApCTBEHHBIX Mpenaparax
COIJIAaCHO TMOCJEJHUM Hay4YHbIM 3HAHUSM, BKJIOYas OIECHKY MpoQus
0€30MacHOCTH M COOTHOIIEHHE IMOJb3a-pPUCK, a TaKXKe PEKOMEHIAIUSIM,
pa3MeIlleHHBIM Ha BeO-MopTaliaXx pPeryjasTOPHbIX OpPraHOB TOCYAapCTB-
yaeHoB. C 3TOW LENpl JEp/KATENb PETUCTPALMOHHBIX YIOCTOBEPEHHM
MOCTOSIHHO MPOBEPSIET BEO-MOPTalbl PETYJISITOPHBIX OPraHOB Ha HAIUMYUE
COOTBETCTBYIOIIUX HM3MEHEHUN B oOlleHKe mpoduisi O€30MacHOCTH U
COOTHOIIEHUS TMOJb3a-pPHUCK, BKIIOYasg WU3MEHEHHS B PEKOMEHIAIUAX IO
MEIUIHUHCKOMY MMPUMEHEHHIO U UHBIE MEPBI PETYIATOPHOTO XapaKTepa.

2.17.2. B TeueHue mepuoja COXpaHEHUS NOKYMEHTALMU JAep>KaTelu
PErUCTPAlMOHHBIX YIOCTOBEpPEHUN 00eCIeunBalOT BOCCTaHABIMBAEMOCTD
JIOKYMEHTOB.

2.17.3. IokyMeHTBI MOKHO COXPaHSTh B AJIEKTPOHHOM (hopmate, mpu
YCIOBUM  HaJJeXalled  BalWJaUMU  BJIEKTPOHHOM  CUCTEMBI U
CYyLIECTBOBAHMSI JOTOBOPEHHOCTEM MO 3allUTE CUCTEMbI, JIOCTYIy U
pE3€pBHOMY KONMHUPOBAHHUIO JAaHHBIX. B cilydae mepeBoja HOKYMEHTOB U3
OymaxkHoro Qopmata B DSJIEKTPOHHBIM, TIpolleCC TMepeBoda JOJDKEH
rapaHTUpPOBaTh COXpaHEHHE Bce mH(GOpMAIUK B OpUTHHAIBHOM (dopMare
B UYWTa€MOM BHJE U OOCCIeUYeHHUE COXpPAHCHUS YWUTAEMOCTH Ha
MPOTSHKEHUU BCEr0 BPEMEHU XPaHEHUsI CPEJICTBAMU, UCIIOJIb3YEMbIMU IS
XpaHEHUS.

2.17.4. B cnyuyae moOTJOIIEHHUsT JPyrod opraHu3amnuer OuzHeca
JepKaTeNIsl PEruCTPAMOHHBIX YIAOCTOBEPEHUM, BCE JTOKYMEHTBI JOJIKHBI

OBITH MEPEJAaHbl U COXPAHEHBI B IOJTHOM OObEME.
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2.18. TpeOoBaHusI K cHCTeMe Ka4deCcTBAa IPH AeJIeTMPOBAHHUU
JAep:KaTresieM  PEernCTPAIMOHHBIX  YAOCTOBEPEHHIl  BBINMOJHSEMBbIX
Gyukuuii mo papmakoHaazopy

2.18.1. [epxarenb pErucTPallMOHHOTO YJOCTOBEPEHUS MOXKET
JIeTIETUPOBATh BCE MJIM 4YacTh CBOMX 3ajiad mo ¢apMakOHAaA30py, BKIIOYas
byuknuu YJIDO, npyroil opraHuzanuu WM JUIYy (€CIH K TaKOMY JIHILY
MOTYT OBITh IPUMEHEHBI OJMHAKOBBIE TPEOOBAHUS, KAK K OpPraHU3allUM).
[Ipyu »TOM aOCONIOTHYIO OTBETCTBEHHOCTH 3a BBINOJHEHHUE 3a1ad MU
ob0si3aHHOCTEM 1O  (apmMakoHaA30py, oOecrneyeHue  KadecTBa W
LEJOCTHOCTH CHUCTEeMbl (hapMakoHaZ30pa BCErja HECeT JepiKarelb
PErUCTPALMOHHOIO YAOCTOBEPEHHS.

2.18.2. B ciuydae [penerupoBaHUs ONPEACICHHBIX 3a7ad Mo
(dapMakoHaA30py JIepKATEeNEM PErUCTPALIMOHHOIO YIOCTOBEPEHUS APYro
OpraHu3alluu, JepXkKaTellb PEruCTPAlMOHHOTO YIAOCTOBEPEHUS COXPaHSET
32 CO0OW OTBETCTBEHHOCTh 3a MpUMEHEHHE dSPHEKTHUBHONU CHCTEMBI
KauecTBa MCIOJHEHUS JaHHBIX 3anad. TpeOoBaHMsS K cUCTEME
dbapmakoHanzopa, omnpeessieMble HaJJIeKaIIEn MIPAKTUKOM
(dbapmakoHan30pa, TakKe MPUMEHSIOTCS K APYrod opraHu3aluu, KOTOpOu
J€TIETUPOBAHBI 3a/1aUH.

2.18.3. Ilpu pmenerupoBaHuM 3a1a4 APYrod OpraHU3ALUU JEPKATEIb
PErUCTPALMOHHOIOX YJIOCTOBEPEHHSI 00eCleunBaeT noJpoOHOe, YEeTKOE U
NOCTOSSHHO OOHOBJSIEMO€ JOKYMEHTaldbHOE O(OpMIIEHHE KOHTPAKTHBIX
JIOTOBOPEHHOCTEN MEXAY JeprKaTelIeM PEerucTpalMOHHOTO YAOCTOBEPEHUS
W JIpyroi opraHuzainueid, C ONHCAaHUEM JIOTOBOPEHHOCTEH 1O
NEJIErMPOBAHHBIM 3a/Ja4yaM M OTBETCTBEHHOCTH KaXJOM W3 CTOPOH.
Onucanue neNerMpoOBaHHOW JEATENbHOCTH W/WIM YCIYT JOJKHO OBITh

BKJIIOUEHO B  Mmacrtep-daiin  cuctembl  ¢apmakoHam3opa. [pyras
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OpraHu3anus MOXET TOJBEPraTbCsi MPOBEpPKaM MO YCMOTPEHUIO
PETYJIATOPHOTO OpraHa B COOTBETCTBYIOIIEM rocyaapcree-uieHe EADC.
2.18.4. B wmemsax  KOHTPOJISI  BBINOJHEHHS  KOHTPAKTHBIX
JOTOBOPEHHOCTEH MO (apMaKOHAN30py PEKOMEHAYETCS BBIIIOJIHEHUE
JepKaTeleM pPErucTpaluoOHHOIO YJIOCTOBEPEHHS PEryJApHBIX ayauTOB
OpraHu3anuid,  KOTOpPbIM  OBUIM  JEJNETHUPOBAHbl  (QYHKIUU IO

dbapmakoHa30py.

2.19. OO0mme o0si3anHOCTH MO (apMaAKOHAA30PY B PpaMKax
HOPMATHBHO-IPaBoBOi cucteMbl EAJC

2.19.1 Perynstopuble opransl rocygapctB-wieHoB EADC HecyT
OTBETCTBEHHOCTH 32 BBIIIOJIHEHUE 3a/1ay M0 (papMaKOHA30PY, BO3JIAraeMbIX
Ha HUX COOTBETCTBYIOIIMM HAIlMOHAJIBHBIM 3aKoHOAaTelbcTBOM. C 3TOM
LENBI0  KaXIbIM PETYJIATOPHBIMA opraH rocygapcrBa-uieHa EADC
oOecrieunBaeT (yHKIIMOHUPOBAHUE CHCTEMBI (papMakoHaJI30pa, CO3HAeT MU
MPUMEHSIET HaJJIEKAITY IO 3¢ PeKTUBHYIO CUCTEMY Ka4yeCcTBa
OCYIIECTBIIIEMOM AESITENLHOCTH 10 (hapMaKoOHaA30pYy.

2.19.2. TocynapcrBa-unensl EADC cOTpyIHHYAIOT C  LEJbIO
NOCTOSIHHOTO ~ COBEPIICHCTBOBAaHUS  CUCTEM  (papMakoHaja3opa IO
JOCTHXKEHUIO BBICOKMX CTaHAAPTOB 3aIUThl 370POBbsI OOIECTBEHHOCTH,
BKJIIOUYAsl HCIIOJIb30BaHUE OOBEAMHEHHBIX PECYPCOB B LIENSAX ONTUMM3AIUU
WCIIOJI30BaHUS UMEIOIIecs pecypcHoi 6a3bl B pamkax EADC.

2.19.3. TocynapcTtBa-ujieHbl ONPEACISAIOT KOHTAKTHbIE IYHKTHI C
LEIbI0 YNPOUICHUSI B3aUMOJICUCTBUS PETYJATOPHBIX OPraHoB, AepKarenei
PErMCTPALIMOHHBIX YAOCTOBEPEHUN W JIMII, MPEACTABISIOMNUX UHPOPMAIUIO

o (papmakoHa30py.

2.20. DyHKOMM PEryJATOPHBIX OPraHOB TOCYIapCTB-YJICHOB

EAJC
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2.20.1. Kaxnoe rocynmapctBo-wieH EADC [0/KHO Ha3HAYUTH
KOMIIETEHTHBIA/PETYJIATOPHBIA OpPraH, OTBETCTBEHHBIM 3a OCYLIECTBICHUE
dbapmakoHa3opa.

2.20.2. Kaxnplii yHOJHOMOYEHHBIM KOMIETEHTHBIN/PEryIsTOPHbBIN
opran rocynapctBa-uieHa EADC jomkeH BHEOpPUTh M 00ECHEYUTHh
abdexkTuBHOC  (PYHKIIMOHUPOBAHWE CHCTEMbl (apMakoHaI30pa  MpH
BBINIOJIHEHUH CBOMX 33]1a4 U YYaCTHH B JCSITEIBHOCTH MO (papMaKOHAI30py B
EADC. B JaHHOM KOHTEKCTE KOMIETEHTHBIN/PETyISTOPHBIA OpraH
rocyJapcTBa-ujieHa OTBEYaeT 3a KOHTPOJIb O€30MacHOCTH  KaKI0TO
JIEKapCTBEHHOIO0  IIpenapara, 3aperucTpUpOBAaHHOIO HA  TEPPUTOPUHU
rocygapcrBa-usieHa EADC.

2.20.3. 3agaun 1 003aHHOCTH KOMIETEHTHBIX/PEryJIATOPHBIX OPraHOB
no QapmMakoHag30py BKIKOYAIOT COTPYJHUYECTBO NpU OOHAPYKEHUU
CUTHAJIOB M BHEJIPEHUWE MEp MHHUMHU3ALUM PUCKA MpH NPUHATUU
COOTBETCTBYIOILIUX PEIICHUMN.

2.20.4. KommeTeHTHbIC/PETyIATOPHBIE OPTaHbl TOCYAapCTB-UJICHOB
EADC  oTBewaroT 3a  OPOBEPKY  OCYUIECTBJICHUS  AEpKaTeIsIMU
PErMCTPALIMOHHBIX  YIAOCTOBEpEeHHM  (apmakoHaA3opa  JIEKapCTBEHHBIX
npenaparoB Ha CBOEM TEPPUTOPUHU, BKJIOYAs BBINOJHEHHE WHCIEKIUN
cucteM (papMakoHaa30pa AepriaTesied PerucTpalMoOHHbIX YJIOCTOBEPEHUI.
Perynaropusiii opran kaxmoro rocynapctBa-wieHa EADC obecneunBaer
IPEACTABICHUE BCEX JAHHBIX MO KaXIOM U3 MpoleaAyp Mo GpapMakoHAI30py
B PEryJsiTOPHBbIE OpPraHbl JAPYIMX TOCYJApPCTB-YIEHOB B COOTBETCTBUHU C
JNEUCTBYIOIIMM  3aKOHOAATEIIbCTBOM U TPEOOBaHUSIMU  HaJIexallen

MpakTUKu hapMaKoHaI30pa.

2.21. IlnanupoBaHMe TOTOBHOCTH K (apMakoHAA30py NpH

IKCTPECHHBIX CUTyalusixX B OﬁllleCTBeHHOM 3APpaBOOXpPaHCHUU
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2.21.1. Cucrembl ¢apMakoHaa3opa JepKaTeiaed perucTparioHHbIX
YAOCTOBEPEHUH M PETYIATOPHBIX OpraHoB rocyaapcrB-uieHoB EADC
JOJKHBI OBITh aIalTHPOBAHBl K AKCTPEHHBIM CUTYalHsIM B OOLIECTBEHHOM
3npaBooxpaHeHuu. [lo Mepe HEOOXOIUMOCTH JOJKHBI OBITH pa3padOTaHBI
IJIaHbl TOTOBHOCTH.

OKCTpeHHasi  cUTyalnuss B OOLIECTBEHHOM  3/IpAaBOOXPAaHECHUU
MPEJCTABISIET COOOM yrpo3y OOIIECTBEHHOMY 3/I0POBBIO, MPU3HAHHYIO
Bcemupnoit Opranuzanuei 31paBOOXpAHECHUS (BO3) 17 (e0)
YIOJITHOMOYEHHBIMU OpraHamu rocyaapcrs-wieHoB EADC.

TpeOoBanusi  ¢dapMakoHam30pa K OKCTPEHHBIM  CUTyalusiM B
OOIIECTBEHHOM  3[pPaBOOXPAHEHUH OLICHUBAIOT PETYJSITOPHBIE OPraHbl
rocyJapcTB-4JIECHOB Ha HHAMBUAYalbHOM oOcHOBe. O  TpeOoBaHHUSX
dbapmakoHa30pa COOOIIat0T nepKaTesaM PErUCTpalMOHHBIX
YJAOCTOBEPEHUN U OOIIECTBEHHOCTH. PeryistopHble OpraHbl MyOJHKYIOT

YBEJOMJICHHS 00 SKCTPEHHBIX CUTYallUsSIX Ha CBOEM BeO-caiiTe.
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3. MACTEP-®ANJI CUCTEMbI ®PAPMAKOHAJI30PA

3.1. CTpyKTYypBI U IPOLECCHI

3.1.1. Macrep-daitn cuctemsl (papmakoHaa3zopa MpeaHA3ZHAYEH IS
omWicaHUsl  cuUcTeMbl  (papmakoHaz30pa W JOKYMEHTHPOBAHHOTO
MOATBEPKJICHUS €€ COOTBETCTBUS TPEOOBaHUSIM 3aKOHOaTENbCTBA. Mactep-
daiin mo3BosiAeT HaAJIeKAIUM O00pa3oM OCYIIECTBUTH IUIAHUPOBAHHUE U
BBITIOJITHCHWE  ayJUTOB  CHUCTEMBl  ¢apMakoHag3opa  JepiKareiemM
PETHCTPAIMOHHOTO  YJIOCTOBEPEHHWS, a  TaKkKe  HMHCIEKTHUPOBAHUU
PETYJISATOPHBIMA oOpraHaMu. MacTep-daitn BKIIOYaeT 0030p CHCTEMBI
dbapmakoHam3opa JAepKaTens PEruCTPAlMOHHOTO YAOCTOBEPEHHUS, YTO
MO3BOJISIET CleNlaTh €€ OOIIyI0 OICHKY peryisTOPHbIMH OpraHaMHu Ha
PETHCTPAIIMOHHOM U TIOCTPETHUCTPAIMOHHOM 3Tarax.

3.1.2. CocraBnenue macrtep-(daitia U nojajuepxaHue HHPOpMALMHU B
HEM Ha aKTyaJbHOM YypPOBHE ITO3BOJISCT JEpPIKATEII0 PETUCTPAIMOHHOTO
YAOCTOBEPEHHUS U YIIOJIHOMOYEHHOMY JIUITY O (papMakoHaA30pY:

a) yOemuTbcs B TOM, UYTO cucTeMa ¢apMaKoHaa30pa BHEAPEHA
COTJIaCHO TPEOOBaHUSAM 3aKOHOJATENbLCTBA W HAJUICKAIICH MPaKTUKU
dbapmakoHaa30pa;

0) MOATBEPAUTH COOTBETCTBUE CUCTEMBI ICUCTBYIOIINM TPEOOBAHUSIM;

B) MOJy4YUTh HWH(POPMAIMIO O HEAOCTATKaX CHUCTEMBbl WU BBHISBUTH
HECOOII0/ICHIE TPeOOBaHNIA,

I) MOJy4YuTh HWH(DOpPMALMIO O PpPHUCKaX UM HEIPPEKTUBHOCTH
BBITIOJTHCHHSI OTIpe/ICTICHHBIX HaIpaBJICHUHN JCSATEITHLHOCTH 1o
dbapMakoHaa30py.

3.1.3. Hcnonp3oBanne uHpOpMauu Mactep-(daiina CrocoOCTByeT
ONTHMU3AIMK TIPOIlecca HAJJISKAIIETO YIPaBICHUS CHUCTEMOM, a TaKke

COBEpUIICHCTBOBAHUSI ~ CHUCTEMbl  (apmakoHaa3zopa.  IpebOoBaHust K
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IPEJICTaBICHUIO KPAaTKOr0 OMUCAHUSI CUCTEMBI (hapMaKkoOHaA30pa JAepiKaTes
pPErHCTPAallMOHHOIO YJIOCTOBEpeHUs: B (opMe mactep-(aitia, a Takxke
XPOHOJIOTUSI BHECEHUSI U3MEHEHU COOTBETCTBYIOIIUM(-UMU) OpraHoM(-aMu)
o0JeryaroT IJIaHHpoBaHWE U S(PQPEKTUBHOE MNPOBEICHUE HWHCIEKIUN
HAI[MOHAJIbHBIMU KOMIIETEHTHBIMU OpPraHaMHU HAa OCHOBAHWU METOJla OLICHKU

PHCKOB.

3.2. Perucrpanus u moaaepxxanue Mmacrep-gaiina

3. 2.1. MecToHaxox1eH1e

Macrep-daiin cucteMbl (¢dapMakoHaa30pa JOJKEH HAXOJAUThCA B
npeaenax EADC nubo B MeCTE BBINMOJHEHHS OCHOBHOM JIESITEIHHOCTH IO
dbapmakoHaa30py, JMO0 B MECTE, B KOTOPOM KBaIU(UIIUPOBAHHOE JIUIIO
OTBEYAET 3a OCYIIECTBICHHE (PapmMakoHaI30pa, HE3aBUCHUMO OT (opmara
(OyMaXxHbI1 MM 3IEKTPOHHBIN). PeryisTopHbIl OpraH rocynapcraa-ujieHa
EADC nomxeH ObITh NPOMH(GOPMHUPOBAH O MECTE PACIOJIOKEHHUS MacTep-
daiina, a TakxKe He3aMEUIUTEILHO HHHOPMUPOBATHCS O JIFOOBIX U3MEHEHUSIX
B €ro pacnojoxxeHuu. TpeOyemass uupopMaius mo pacnoyioKeHUI0 MacTep-
daiiia BkIOYAET YyKazaHue (¢U3MUECKoro aapeca oduca JaeprxKarens
PErMCTPALIMOHHOTO YAOCTOBEPEHUSI WIIM TPEThEW CTOPOHBI MO KOHTPAKTY.
OTOT aapec MOXKET OTJIWYaTbCd OT ajpeca  3asBUTEIs/AeprKaTess
PETUCTPAIMOHHOTO YJIOCTOBEPEHUs, Hampumep, Ipyroil oduc aepxarens
PErUCTPALIMOHHOTO YAOCTOBEPEHHSI WM B CIy4dae BBIIOJIHEHUS OCHOBHOMU
NEATEIbHOCTU TPETbEU CTOPOHOW 10 KOHTpakry. Ilpu omnpenenenuun
OCHOBHOTO Me€CTa OCYUIECTBJIEHUSI JAEATENbHOCTU 10 (hapMaKOHAI30py
JepKaTellb  PETUCTPALMOHHOTO  YJOCTOBEPEHMS] JOJDKEH  Y4YWUTHIBATH
HanboJee 3HAYMMOE MECTOHAXOXKJEHUE I CUCTEMBbI (papMakoHag30pa B
uenoM. Jlepkarenp pErucTpalMOHHBIX YIOCTOBEPEHHM JOJDKEH HWMETh

COOTBETCTBYIOIIeE OOOCHOBAHWE TMPHUHATHS PEIICHUS O PaCHOJIOKECHUN
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Mactep-daiina. B cutyanun, Korjia OCHOBHAs JI€AT€IbHOCTh OCYIIECTBISETCS
3a  npenenaMmu  EADC wiMm  HEBO3MOXKHO  ONPENEIIATH  OCHOBHOE
MECTOHAXOKJEHUE, MO0 YMOJIYAaHUIO MECTOHAXOXJICHHEM MacTep-(daiiia
ABJIIETCSI MECTO OCYILECTBIICHUS ACSATEIBHOCTH YIOJIHOMOUYEHHOIO JIUILA 10
dhapMakoHaa30py.

3.2.2. Ilepemaua oOs3aHHOCTEH 1O  MacTep-Gdaiily CHUCTEMBbI
dbapmakoHa30pa

3.2.2.1. Ilepenauy wiu JieierupoBaHre OOSA3aHHOCTEN U JIEITEIHbHOCTH
no Macrep-aiiiny cuctemsl (papmakoHaa3zopa HEOOXOAUMO O(GOPMIIATH
JOKYMEHTAJIbHO M KOHTPOJIMPOBATh C LEJNbIO MOJATBEPKICHUS BBIITOJTHEHUS
JepKaTesieM PErHCTPAIIMOHHBIX YIOCTOBEPEHUN CBOUX OO0S3aHHOCTEH.
YnonHomoueHHoe MO 100  (apMakoHAA30py  JAOJKHO  OBITh
nporuH()OPMHUPOBAHO 00 M3MEHEHMSIX, BHOCUMBIX B MacTep-(ailil cucTemsl
dbapMakoHag30pa B IEJISIX BBIMOJTHEHUS WM IOJTHOMOYMI IO BHECEHHIO
M3MEHEHUN C LEIbIK0 COBEPIICHCTBOBAHUS CHUCTEMbI. [HWIbI U3MEHEHUU, O
KOTOPBIX CJIEAyeT HE3aMeIIUTEIbHO HH(GOPMHUPOBATH YIIOTHOMOYEHHOE
U0 1o hapMaKoOHA30pPY:

a) U3MEHeHUs B mactep-¢ailiie cuctembl (papmMakoHaA30pa WU €ro
MECTOHAXOXJEHUSI,  KOTOpbIE JIOJKHBI COOOIIATHCSI B PETYISTOPHBIC
OpraHbl;

0) nmoOaBineHHWE KOPPEKTHPYIOMIUX W/WIW MPEIynpeauTeIbHBIX
MeponpusTUil B Mactep-¢paiiin cucremsl ¢dapMakoHaa30pa (Hampumep, 1o
pe3yabTaraM ayJIuTOB M MHCHEKIMWA) W YNPaBJICHUE OTKIOHECHUSIMU OT
MPOIECCOB, YKa3aHHBIX B CHUCTEME YIIPABJICHUS Kaye€CTBOM CHCTEMBI
dhapMakoHaI30pa;

B) HM3MEHEHHS B COJEpKallylocs B MacTep-daine WHPOpMaIHIO,
KOTOPBIE YJIOBJIIETBOPSIIOT KPUTEPHUSM HAJICKAIIETO KOHTPOJS CHUCTEMBI

dbapmakoHag3opa (B pamMKax MOIIHOCTH CHUCTEMbI, (YHKIIMOHUPOBAHUS U
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coOroieHNs TpeOOBaHUH );

I') U3MEHEHUS B YCTAHOBJICHHOW JOTOBOPEHHOCTH O MPEACTaBICHUU
Mactep-(paitna cucremsl papmMakoHaA30pa B PETYIATOPHBIC OPTaHBbI.

3.2.2.2. YOOJHOMOYEHHOE JHIO IO (apMakOHaA30py HJOJLKHO B
NUCbMEHHOM BHUJIE€ TOJATBEPAUTh €ro yBEJAOMIIEHHE B OTHOUICHUU
CIENYIOIIUX U3MECHEHHM:

a)  BKIIOYEHHUE  JIEKAPCTBEHHBIX  MpeErnapaToB B  CHCTEMY
(dapMakoHaa30pa, 3a KOTOPYK) OTBEYaeT YINOJHOMOYEHHOE JIMIO B
dbapMakoHaa30py;

0) nmepemaya oOsi3aHHOCTEM 1O  cucteme  (papmakoHaa30pa

YHOJHOMOYEHHOMY JIMILY 1O (hapMaKoHaA30py.

3.3. Onucanue cucrem apmakoHaa3zopa

B wmacrep-daitne cuctembl (apmakoHaa30pa J10KHA OBITH OINHMCaHA
cuctemMa (papMakoHaA30pa OJHOTO WU 0oJiee JIEKAPCTBEHHBIX IMPENapaToB
JepKaTeNss PErucTpallMOHHBIX yaocToBepeHui. K pa3HbIM KaTeropusim
JIEKapCTBEHHBIX TPEMAPATOB JEPKATeNs PETUCTPALMOHHBIX YAOCTOBEPEHUN
MOXET TPUMEHSITh pas3Hbie cucTeMbl (apmakoHam3opa. Kaxnmas Ttakas
cuctemMa JOJDKHa OBITh OMHCAaHa B OTICIBHOM MacTep-(aiiae CHUCTEMBI
dbapmakoHnanzopa. lanabie macTep-(dailyibl 10KHBI B 11€JIOM OXBaThIBATh BCE
JICKapCTBEHHBIC TpernapaThl AEpPKaTEeNsl PETUCTPAIMOHHBIX YIOCTOBEPECHU,
Ha KOTOPBIE BBIAAHO yJIOCTOBEPEHHUE O FOCYAAPCTBEHHOMN perucTpaiuu.

a) B ciywae ecnu y mepikarens PErMCTPAIlMOHHBIX YIOCTOBEPEHHIA
byHKIIMOHUpYET OoJiee OJHOW CUCTEMBI (hapMaKoOHAA30pa, HApUMED,
cnenupuIeckue CcUCTeMbl (apMaKoOHAA30pa JUIsl OINpPENeTCHHBIX BHUIOB
JICKapCTBEHHBIX  MpemapaToB  (BaKIWHBI, CAHUTAPHO-TUTHECHUYECKAS
OpoayKIuss W T.J.) WIM CcHCTeMa (papMaKoHAI30pa  OXBaThIBAET

JICKAPCTBCHHLIC IIPCIIapaThl 0omee OJHOI0 JAcCpiKarcisd PCruCrpanrOHHbIX
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yAOCTOBEPEHUN,  TpEACTaBIsieTCs  OAMH  macTep-gailn  cUCTeMbl
(bapMakOHa130pa, ONMHUCHIBAIOIINI KaKyIO0 CUCTEMY.

0) /[epxareneM perucTpallMuOHHOTO YJIOCTOBEPEHUSI JOJDKHO OBITh
HA3HAYEHO YIMOJIHOMOYEHHOE JIMLO MO (papMaKOHaI30py, OTBETCTBEHHOE 3a
CO37laHUE U BeJIeHUE CUCTEeMbI (hapMaKOHa130pa, OITMCAHHOM B MacTep-(aiine
CUCTEMBI (papMaKOHa30pa.

B) Ecniu ogHa cucrtema (papmakoHan3opa UCHOJIb3YETCS HECKOJIbKUMU
JepKATEISIMU  PETUCTPALIMOHHBIX  YJIOCTOBEPEHUHM, KaXIbI JepiKaTelb
PErUCTPAIMOHHBIX YJOCTOBEPEHHI HECET OTBETCTBEHHOCTh 3a HaJIMYME
Mactep-daiia cucteMbl ¢dapMakoHaI30pa, B KOTOPOM OIKMCaHa CHCTEMa
dbapmakoHaa3opa BBIITY CKaeMOM UM IPOAYKIUH. Jepxarenb
PErHCTPALIMOHHOTO YIOCTOBEPEHUSI MOXKET JIEJIETUPOBATh Yepe3 MUCbMEHHOE
corjlallieHue (HampuMmep, MapTHEPY MO0 JUIEH3UU W CYOIOIpSTUUKY) YaCTh
WIM BCIO JIESITENIBHOCTh MO (papMakoHAA30pYy, 32 HAAJEXKAIIEe BBINOJIHEHUE
KOTOPOMl ~ HECET  OTBETCTBEHHOCTh  JEpKaTelb  PETHCTPALMOHHBIX
yaocToBepeHuil. B atom cimyudae macrep-aitn cucremsl (hapmakoHama3opa
JepKaTelisl pEeruCTPAlMOHHOTO YJIOCTOBEPEHUSI MOKET UMETh MEPEKPECTHYIO
CCBUIKY Ha BeCh WJM 4YacTh MmacTep-(daitna cuctemsl (papmakoHaa3opa,
YOPABJISIEMOTO  CUCTEMOM  CTOPOHBI, KOTOpOM Oblla  Je’erupoBaHa
JESATEILHOCTh Ha OCHOBAHUH COTJIAIICHUS O JOCTYIIe K JaHHOUM nHpopMmauu
O CHUCTEME CO CTOPOHBI JEpPKATENS] PErUCTPALUOHHBIX YJIOCTOBEPEHUN H
PEryJsTOPHBIX OpraHoB. Jlep»aTeiab pPErucTpalMOHHOTO YAOCTOBEPEHUS
JIOJDKEH 00€CHeYUTh COOTBETCTBUE COJIEPKAHUSI CChUIOYHOTO(-bIX) (haiina(-
OB) cucrteMe (apMakoHaA30pa, NPUMEHUMON K JIEKAPCTBEHHOMY(-bIM)
npenapary(-am).

r) B coorBercTBylomux ciydasx B NPUIOKEHUM YKa3bIBa€TCS
NIEPEUYECHb BCEX Mactep-(aiion CUCTEMBI dbapmakoHamz3opa,

MNOAACPIKUBACMBIX OJHHUM JACPIKATCIICM PCTUCTPAIMOHHBIX YﬂOCTOBepeHHﬁ.
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B IPUIIaraeMyto uH(dOpMaIUIo BKJIFOYAIOTCSA JTAaHHBIE 1o
MECTOHAXOXKJECHUIO(-5IM) Mactep-paiina(-oB), uH(popmarus 00
YIOJHOMOYEHHOM(-bIX) 10 (hapMaKOHAA30py U COOTBETCTBYHOLIEM(-UX)
JIEKapCTBEHHOM(-bIX) TIpenapare(-ax).

n) B xparkoit wuHbOpManuMM, TMPEACTABISIEMON B PETYISATOPHBIE
OpraHbl, HE JIOJDKHO OBITh YKa3aHO HECKOJIBKUX MECTOHAXOXIACHUH OHOTO
Mactep-(paiina cucremsl papmakoHaazopa.

e) [Ipu nenerupoBaHum AESATENBHOCTH MO CUCTEME (papMaKOHaI30pa U
ee macTtep-(airy aep:kareiib PerucTPallMOHHOTO YOCTOBEPEHHUS COXPaHSIET
3a co0OW TOJHYI0 OTBETCTBEHHOCTh 3a cuUCTeMy (hapMaKoOHaA30pa,
npeacTaBieHrue HHGOPMAIMKM O PACIOJIOKEHUH MacTep-(ailia CUCTeMbI
dbapmakoHaa30pa, BeAeHUU MacTep-(daitina cucrembl hapMakoHaI30pa U €ro
MIPEACTABICHUHN B PETYJSATOPHBIC OpraHbl MO 3ampocy. B Haau4uu JOJKHBI
OBITh MUCHMEHHBIE COTJIALICHUS C OMUcaHueM (YHKIUA U 00S3aHHOCTEH MO
Mmactep-daiiny cuctembl (apMaKOHaI30pa, €ro MPEACTABICHUI0 U
MOJJICPKAHUIO, a TakXKe OCYIIECTBICHUIO (apMaKOHaI30pa COTIACHO
TpeOOBaHUSM 3aKOHOIATENIbCTBA.

k) Ilpu wucnonb30BaHUMM CHUCTEMBI (hapMaKOHAI30pa HECKOJIbKUMU
JEPKATENIMH PETUCTPALMOHHBIX YJIOCTOBEPEHUM PEKOMEHAYETCS, YTOObI
NapTHEPHI COIIACOBAIA COBMECTHOE BEJAEHUE COOTBETCTBYIOIIMX PA3/CIIOB B
paMKax CBOMX COOCTBEHHBIX MacTep-(¢aiiioB B cucreme. O IOCTyHMHOCTH
Mactep-(aitna cuctembl (apmakoHam3opa I BCEX COOTBETCTBYIOIIMX
JepKaTesiedl PerucTpallMOHHBIX YJIOCTOBEPEHU M €ro MpeACTaBICHUH B
PETYJISATOPHBIC OpraHbl JIOJDKHO OBITh YKa3aHO MHUCHhMEHHBIX COTJIAIICHHUSX.
BaxxHo, 4T0OBI JepKaTeNb PETUCTPAMOHHBIX YIOCTOBEPEHUN yOemHmicS B
TOM, YTO cucTeMa (papMakoHaI30pa, pacmpocTpaHseMas Ha UX MPOAYKIIHIO,

BBINOJIHSET BCE COOTBETCTBYIOIIKNE TPEOOBAHUS.
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3.4. OoOsi3areqbHass uHpopmauuss B Macrep-(ailjie CUCTEMBI
¢papmakonanzopa

Macrep-aiin  cuctembl  ¢dapMakoHaA30pa  JOJKEH  BKJIIOYATH
COOTBETCTBYIOIIME JOKYMEHTBHI C OMNHMCAaHUEM CHUCTEMBbI (hapMaKOHAI30pa.
Conepxxanne macrep-¢aiina cucrembl GapMaKkoHaI30pa JIOKHO OTpaxaTh
II00aJbHYI0 JOCTYHMHOCTh MHGOpMaMu O 0€30MacHOCTU JICKAPCTBEHHBIX
IIPENapaToB, 3apETUCTPUPOBAHHBIX B  rocynapcrBax-wieHax EADC.
CopepxaHue JOHDKHO HMMETh  OTJIABJIEHWE C  LENbl0  00ecredeHHs
BO3MO>KHOCTH OBICTPO OPUEHTUPOBATHCS B JJOKYMEHTE.

3.4.1. Paszmen wmacrtep-¢daiiia 00 yIOJIHOMOYEHHOM JIUIE IO
dbapmakoHaI30py.

Nudopmanyst mo ymoJIHOMOYEHHOMY JuIy 1O (hapMakoHaA30py B
Mactep-(paiine 10JKHA BKIOYATh:

a) omnucaHue  OO0S3aHHOCTEW, TrapaHTUPYIOUIMX  HalIU4ue Y
YHOOJHOMOYEHHOr0  Jida 1o  (apMakoHaa30py  COOTBETCTBYIOIIUX
MOJTHOMOYMM TI0 cucTeMe (apMakoHaa30pa C eI  oOecredueHus,
COJICUCTBUS M TIOBBIIICHUS YPOBHS COOTBETCTBHUS TPEOOBAHUSM;

0) KpaTkoe pe3loMe C KIH4eBoll wuHbopmaluedn 1o  poiH
YIOJIHOMOYEHHOT 0 JIULA 10 (hapMaKOHAA30pY;

B) KOHTaKTHYI0 HWH(}OpMAIMIO TIO YIOJHOMOYEHHOMY JIMIY TIO
dapmakonamzopy. IlpencraBneHHas KOHTakTHas WHGOpPMAIUs JOJKHA
BKJIIOUaTh (pamMuiavio, TMOYTOBBIA aapec, HoMmep Tenedona, dakca,
AJIEKTPOHHYIO MOYTY U pabouMii aipec yIoJTHOMOUYEHHOTO JINLA;

r) uHpoOpMaIMio O MPUMEHEHHHM PE3EPBHBIX COTJAIIeHU B cllydae
OTCYTCTBHS YIIOJTHOMOYEHHOTO JIMIIA, OTBETCTBEHHOTO 3a (papMaKOHAI30D.

B cnydae nmenmermpoBaHHS OMPENETICHHBIX 3a7ad YIOJHOMOYEHHBIM

auioM 1o gapMakoHAA30py ~ MHOMY — HWCIOJHHTENI0,  TEpEeYeHb
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JIEJIeTUPOBAHHBIX 33J1a4 JIOJKEH OBITh BKIIIOUEH B MPUIIOKEHUS C YKa3aHUEM
OTIMICaHMS JACJIETHPOBAHHOM JCSITCIIBHOCTA U KOMY OHa Oblja JIeJierupoBaHa.

) OnucaHue KBaNM(HUKAUMKA  YINOJHOMOYEHHOrO  JIMIA IO
dbapMakoHaI30py W OMBITa, WUMEIOIMUX OTHOIIEHUE K JACSITCIBHOCTH IIO
dhapMakoHaa30py.

3.4.2. Pazmen wmactep-daitia 00 OpraHU3aIllMOHHONM CTPYKTYpe
JepKaTels PErUCTPAIIMOHHOTO Y0CTOBEPEHUS

3.4.2.1. HeoOxoauMo MpeACTaBUTh ONKHCAHUE OpraHU3aIMOHHON
CTPYKTYPhl COOTBETCTBYIOIIEH CHCTeMBbl (apMaKoHaI30pa JaeprKaTess
PErUCTPAIIMOHHOTO yAocTOoBepeHus. OmnucaHue AOMKHO JaBaTh YETKOE
NPEACTABICHUE O 3aJCWCTBOBAHHOM(-bIX) KOMMAHUHU(-AX), OCHOBHBIX
otnenax (hapMaKoHaA30pa M B3aWMMOOTHOIICHHSIX MEXIY OpTaHU3aIUusIMHA U
CTPYKTYPHBIMH €IWHUIIAMH, HWMEIOIHUMH OTHOIICHWE K BBITIOJHECHUIO
JNeATeIbHOCTH 1Mo  (¢apMakoHaa3zopy. B macrep-daiine  cucTeMbl
dbapmakoHa30pa JOJKHA OBITH MPEJCTaBICHA CeaAyoIast HHGOpMAaITHs:

a) OpraHu3alliOHHasi CTPYKTypa JepKarelis PErucTpaluoOHHOTO
yJAOCTOBEPEHHS, BKIIFOYAs YKa3aHWE TOJIOKEHUS YITOJTHOMOUYCHHOTO JIUIA 110
dhapMakoHa30py B OpraHU3AINY.

0) Mecropacnosnioxkenue(-s1), B  KOTOPOM(-bIX) OCYIIECTBISETCS
NeATEIbHOCTh MO  (hapMakoOHAI30py, BKIOYas cOOp W OIEHKY
WHIUBUIYATbHBIX COOOIICHHWH O HEXKENaTeIbHBIX peakuusiX, BBOJI
coo0mieHuit B 0a3y AaHHBIX MO O€30MAaCHOCTH, MOJATOTOBKY MEPUOANYECKOTO
OOHOBJIIEMOI'0 OTYeTa O OE30MacCHOCTH, BBISIBICHUE W aHAJHW3 CHUTHAJIOB,
BeJICHWE TUTAHOB YIPaBJICHUS PHUCKaMU, YIIpaBJIeHHUE TMPOBEICHUEM IIped- U
MOCTPETUCTPAIMOHHBIMU  FICCJICIOBAHUSIMU/UCTIBITAHUSMA W YIIPaBJICHUE
W3MCHEHUSIMA, BHOCHMBIMH B HHpOpMANWiO O  OE30MacHOCTH
JIEKapCTBEHHOTO Tperapara.

3.4.2.2. JlenerupoBaHHas 1€STEIbHOCTb
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3.4.2.2.1. B COOTBEeTCTBYyIOIIUX ClIy4asx MacTep-(daili CucTeMbl
dbapMakoHag30pa  JIOJKEH  COJIepkaTh  OMHUCAHUE  JICJIETUPYEMOU
JNEATeIbHOCTH  W/WJIW  yCJIYr TO  BBINOJHEHUIO  00S3aTENbCTB 11O
dbapmakoHa30py.

3.4.2.2.2. Uudopmarus B pazjeie J0JDKHA BKIIOYATh MOJITBEPKICHUE
B3aMMOCBSI3U C JPYTMMHU OpPraHU3AIlMOHHBIMH CTPYKTYpamH, Takoe Kak
COTJIAIICHUSI O COBMECTHOM MAapKETHHIE W TPHUBJICYCHUH TOJAPSTINKOB K
JeATeNIbHOCTH 0 (hapMakoHaa30py. HeoOXoauMo mpenocTaBUTh OMUCAHUE
MECTOHAXOXKJIEHUSA M CTPYKTYpbl KOHTPAKTOB M  COTJAIICHUN 10
BBITIOJIHEHHIO JCSATEIBHOCTH MO (hapMakoHam3opy. Takoe omucaHue MOXKET
ObITh B (pOopMe MepedHs/TaONHIlbl: YYaCTBYIOIIUE CTOPOHBI, MPUHATHIC Ha
ceOs  00s3aTenbCcTBa,  COOTBETCTBYIOIIMMK(-ME)  JICKApPCTBEHHBIM (-bIC)
npemapat(-p1) U TeppuTopuu. IlepedeHb NOJDKEH OBITH CTPYKTYpHUPOBaH
COTJIACHO BHUJIOB OpraHu3alliii, OKa3bIBAIOIIMX YCIyrd (Hampumep,
MEIUIIMHCKasT nH(OpMaIKs, ayAUuTOPhI, MPOBAWIEPHl MPOTPAMM TOIEPKKU
MalMeHToB, O00paboTKa MaHHBIX OO0 WCCIEIOBAHUSIM), KOMMEPUYECKUM
COTJIAICHUSAM (JIUCTPUOBIOTOPBI, TAPTHEPHI IO JIUIEH3WH, COBMECTHBIN
MapKeTHHT W T.J.) W JPYTMM TEXHHYECKHM IMpoBakaepam (pa3MelieHne
KOMITHIOTEPHBIX CUCTEM Ha CepBepax IpoBaiiaepa u T.1.). IHANBUyaTbHBIS
KOHTPAKTHBIC COTJIAIICHUSI TMPEACTABISIOTCS MO 3ampocy HAIMOHAIBHBIX
KOMIIETCHTHBIX OPraHOB WJIM B XOJI€ WMHCIICKIIMU W ayJIuTa, UX IMepeyYeHb
MPUBOAUTCS B TIPUIIOKEHHUSX.

3.4.2.2.3. Macrep-daiin cucrtemsl papmakoHaa3zopa JOJKEH COJEPKaATh
KOIIMA  TIOANMHMCAHHBIX  COTJIAICHWH Ha  JCNeTHpOBaHWE  3HAYNMOU
JIEATEIIbHOCTH, TAKOM KaK:

a) OKazaHwWe ycIyr mo ¢apmMakoHaa30py (YIMOTHOMOYEHHOE JIHUI0 TIO
dbapmakoHam30py, BBOA  JAaHHBIX O  O€30MacHOCTH,  TMOJTOTOBKA

NEPpUOoaANICCKOTO OOHOBJIIEMOI'0 OTYETa IIO 6e3OHaCHOCTI/I, MMpEaACTaBJICHUC
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WHIUBUIYAIbHBIX COOOIEHUM O HEXKENaTEIbHBIX PEaKIUAX B DJIEKTPOHHOM
BHJIC, OIIEHKA JJAHHBIX O 0€30IMaCHOCTH U T.]1.);

0) JAelerupoBaHUE JEATEIBHOCTH MO MacTep-(paiily CHCTEMBI
dbapmakoHa3opa.

3.4.3. Pazgen macrep-daiina 00 MCTOYHMKAX TOJIYYCHHS JAaHHBIX O
0€30macHOCTH

3.4.3.1. Onucanre OCHOBHBIX OTIEIOB IO CcOOPY MHAMBUIYAIbHBIX
COOOIIEHUI O HEeXeNaTelbHbIX pEeakUMsX JOHKHO BKIIOYATh BCE B
IJI00JIBHOM CMBICIIE OTBETCTBEHHBIE CTOPOHBI 3a CcOOp COOOLIEHUH,
[OJIy4aeMbIX IO 3alpocy, W CIHOHTAaHHBIX COOOILIEHUN O HEXKENaTEeIbHbIX
peakuMsaX Ha JIEKapCTBEHHBbIE IIpenaparbl, 3aperMCTPUPOBAHHBIE HA
tepputopuu rocynapcte-wieHoB EADC. Croga M0KHBI OBITh BKJIFOYEHBI
MeCTa HaXOXKJEHUS MEIUIMHCKON MH(pOpMaIUK, a TaKXKe J0YepHUE O(UCHL.
Orta uHdopmanusg MoxeT ObITh B (OpME CIHUCKA C YKa3aHUEM CTpPAHBI,
XapakTepa JACATEIbHOCTH W JIEKApCTBEHHOTO(-bIX) mpemnapata(-oB) (eciu
JaHHAsl JICATCNILHOCTh 3aBUCHT OT BHJA JICKAPCTBEHHOIO TMpernapara).
Nudopmanuio o TpeTbUx CTOPOHAX (MapTHEPHI MO JMUIEH3UM UM MECTHbIE
JUCTPUOBIOTOPCKME/MAPKETUHIOBBIE ~ COTJIAIIEHUSI) Takke HeoOXOoAUMO
BKJIIOYUTH B Pa3fiei, B KOTOPOM OMUCAHbl KOHTPAKTHI U COTJIALIECHUS.

3.4.3.2. Uctounnku wuHGOpPMAIIUK O OE30MACHOCTH TaKXKE JOJKHBI
BKJIFOYATh TEKYIIMH CHOUCOK  HWCCIEAOBAaHUN/UCTIBITAHUNM, PETHCTPOB,
nporpaMM TMOAJACPKKH WM HaOMIOJEHUN, CIOHCUPYEMBIX JAepKareieM
PErMCTPALIMOHHOTO YJIOCTOBEpeHUs. B cnucke aomkeH ObITh OMMCaH, Ha
MUPOBOM  ypOBHE,  CTaTyC  KaXJIOTO  HCCIEIOBaHUS/TPOrPaMMBbI,
COOTBETCTBYIOIIAs(-ue) crpaHa(-bl), JCKapCTBEHHBIN(-bIe) mpemnapar(-bl) U
OCHOBHBIE LETH. HNHTEepBEHIIMOHHBIE U HEMHTEPBEHLIMOHHBIE
UCCIICTIOBAHUS/UCTIBITAHUST  TOJDKHBI  OBITh  yKa3aHbl 10 OTIEIBbHOCTHU

COrJIaCHO )ICI\/'ICTBYIOHIGMY BCHIICCTBY JICKAPCTBCHHLIX IIPCIapaTOB. Crmcok
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JOJIKEH COJIepkKaTh BCE UCCJIeIOBAHUS/TIPOTPAMMBI, TEKyIlre
UCCIIEIOBAHUS/TIPOTPAMMBI, a TaKXKe MCCIIEIOBAHUS/TIPOTPAMMBI,
3aBEPIICHHBIC B TCUCHHUE MOCICIHUX JIBYX JIET.

3.4.4. Paznen mactep-daitia 0 KOMIIBIOTEPHBIX CHCTeMax M 0a3ax
JTAHHBIX

3.4.4.1. B mactep-daiine cucrembl (apMakoHaa30pa TOKHO OBITh
OMHUCaHO PacCIOJI0XKECHUE, (yHKIMOHAIbHbBIC BO3MO>XHOCTH u
AKCIUTYaTallMOHHAS OTBETCTBEHHOCTh 32 KOMIIBIOTEPHBIE CHUCTEMBbI U 0a3bl
JAHHBIX, WCIOJIb3yEeMblC ISl TOJy4YeHUs, BepuUKaIluu, MNpeacTaBICHUS
uHdopMaluu 0 OE30MaCHOCTH U OICHKU €€ COOTBETCTBUSI IMOCTaBICHHBIM
3a/1adam.

3.4.4.2. B cnydae HMCHOJIb30BaHUSI Psifla KOMIIBIOTEPHBIX CcHCTEM/0a3
JAHHBIX JOJDKHA OBbITh ONHMCaHA UX MPUMEHUMOCTb K JEATEIbHOCTH IIO
dbapMakoHaa30py TakuM  00pa3oM, UTOObI OBLI  MOHSATEH OO0BEM
KOMITBIOTEPU3AlIMM B paMKaxX CHUCTEMBbI (hapMakoHam3opa. Takke HTOJKEH
OBITh ONMHUCAaH CTaTyC BAJIMJIAIMK OCHOBHBIX AaCHEKTOB (DYHKIIMOHAIBHBIX
BO3MOXHOCTEH KOMITBIOTEPHON CHUCTEMBI; a TaKXXe CMEHa KOHTpPOJIs,
CTPYKTypa HCIBITAHHM, PE3epPBHBIC MPONLEAYPhl U aAPXUBBHI DJICKTPOHHBIX
JAHHBIX, BAXKHBIC JUIs1 COOTIO/ICHHS] TpeOoBaHui (papmMakoHaa30pa, OMUCAHUE
UMEIOIIecsT oKyMeHTanuu. YTo Kacaercss OyMaXHBIX CHCTEM (KOTaa
ANEKTPOHHYIO CUCTEMY HCIMOJB3YIOT TOJBKO JJISI CPOYHOI'O MHPEACTaBICHUS
WHJIUBUyAIbHBIX COOOIIEHUN O HEXEeJaTeJIbHBIX PEaKIUsiX), HEOOXOAUMO
omucaTh yMOpaBJ€HWE JaHHBIMU, MEXaHWU3MBI, HCIOJb3yeMble IS
obOecrieyeHus 1eJIOCTHOCTH U JIOCTYIIA K JTaHHBIM.

3.4.5. Paznen mactep-daiina o mporeccax

3.4.5.1. BaxxHBIM KOMIIOHCHTOM 000N cHCTeMBbI (hapMaKOHAI30pa
ABJISIETCA HAJIMYME HA MECTE OCYIIECTBICHHS JEATEIbHOCTH MUCbMEHHBIX

CTaHAAPTHBIX Mpolenyp. B paszaene 2 HacTosIiero pyKoBOJACTBa OMUCAH
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TpeOyeMblii MUHUMAJIbHBIN Ha00p MUCBMEHHBIX Mpoleayp hapMakoHaa3opa.
B wMacrtep-daiine cucteMbl (¢papmakoHag3opa JIOKHA OBITH  OMNHUCaHA
UMEIOIIAsIC  MpoleaypHass JOKyMEHTauus (CCbUIKM Ha KOHKpPETHbIE
CTaHAAPTHBIE ONEPALMOHHBIE NPOLENYpPbl, PYKOBOJACTBA M T.H.), THUIIbI
JAHHBIX (HampuMmep, THUI JAaHHBIX 00 WHIUBUIYAIbHBIX CIydasx
HEXKENaTeNbHBIX PpEaKIMi) M yKa3aHHE Ha CII0CO0 BEJACHUS 3alucel
(Hanpumep, 0Oa3a AaHHBIX MO O€30MACHOCTH, OyMaxkHble (hailJibl B MECTE
HOJIyYEHUS).

3.4.5.2. B macrep-¢daiin cucrembl (hapMakoHaA30pa JOHKHO ObITh
BKJIFOUEHO OIMCAaHUE MPOIECCOB, MIpOLEAYp OOpaOOTKM M pErucTparuu
JaHHBIX MPU BBINOJHEHUH JEATENbHOCTH MO (papMakoHaA30py, KOTOpPbIE
JOJIKHBI BKJIFOYATh CIEAYIOUIUE aCIIEKThI:

a)  TOCTOSHHBII ~ MOHMTOPUHI  COOTHOIIEHMS  MOJb3a-pUCK
JIEKapCTBEHHOr'0 TIpenapara, pe3yJbTaT OLICHKA M MPOLEecC NPUHATHUSA
peuieHuss O  COOTBETCTBYIOUIMX  MEpax; IPOLECC T'€HEPUPOBAHMS,
BepU(pUKALUA U OICHKH CUTHAJIOB; TMOJYyYEHUE BBIXOJHBIX JAaHHBIX W3 0a3
JAHHBIX O 0OE€30MacHOCTH, OOMEH JAHHBIMH C KJIMHUYECKUMHU OTAECNAMHU U
T.1.;

0) cucrema(-bl) YINpaBIEHUS PUCKAMU U MOHUTOPUHI PE3YJbTATOB
BHEJPEHUS] MEp MHHMMH3AIMU PHUCKOB; B CIy4yae €ClIM B 3TOM IpOIEecce
3aIEICTBOBAHO  HECKOJIBKO OTAEJNOB, MOPANOK HX B3aUMOJIEUCTBUS
OTNpeeseTcs MMCbMEHHBIMU MPOLEYPaMH WK COTJIAIEHUSAMH,

B) cOop, Bepudwukanus, MOJy4YEHUE TMOCIeayIome uHdopMaIuy,
OLICHKAa W TMpejicTaBieHue HHPoOpMalMu 00 HHIUBUAYAJbHBIX CIIy4asx
HEXKEJATEIbHBIX PEaKIHii; B IpoleAypax Mo JAHHOMY pa3/iely JOJIKHO ObITh
YETKOE pa3rpaHUuEHUE JIOKATBHBIX U MEXITYHAPOAHBIX BUAOB JEATEIbHOCTH;

I) IUJIJAHUPOBAHUE, COCTABIICHHE W IPEACTABICHUE NEPHOINYECKHUX

OOHOBJIIEMBIX OTYETOB I10 6630HaCHOCTI/I;
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1) TpeacraBieHue HWHPopmanuu o TMpobiemMax Mo 0e30MacHOCTH
OTpeOUTEIISAM, METUITMHCKUM PaOOTHHUKAM U B PETYJISTOPHBIEC OPTaHbI;

€) BHECECHHWE U3MCHEHHMH TI0 OE30MaCHOCTH B WHCTPYKIHIO TIO
MEIUITMHCKOMY MPUMEHEHUIO W WH()OPMAIUIO JIJIs TAIMEHTOB; MPOIECIYPHI
JIOJIKHBI OXBATHIBATh BHYTPEHHU U BHEITHUI OOMEH JTaHHBIMH.

3.453. Ilo xaxmoMy HalpaBJICHUIO JEATECIBHOCTH JIep)KaTelb
PETHCTPALIMOHHOTO YIOCTOBEPEHUS TOJDKEH OBITh B COCTOSIHHH MPEACTaBUTH
MOATBEPKICHNE (HYHKIIMOHUPOBAHMSI CHCTEMBl CBOCBPEMEHHOTO TPHHSATHUS
HAJJIEKAIUX PELICHUs U JCUCTBUU.

3.4.5.4. JlomxHBI OBITH IPEACTABJICHBI JAHHBIE IO PYHKIIMOHUPOBAHUIO
JIpPYTUX  HalpaBleHWW  NESITENbHOCTHU,  MOJATBEP)KIAIONIME  HAJIUYWE
HaJUIeKAIEH CHCTeMBbI 00eCIiedeHUsT KauecTBa B cucTeMe (hapMaKoHaa30pa.
Croma, B 9aCTHOCTH, OTHOCATCS (DYHKIIMHM U OO0S3aHHOCTH YIIOJJHOMOYEHHOTO
aua 1o (apmMakoHAI30py, pearupoBaHWE HaA 3alpPOCHl  PETYJISTOPHBIX
OpraHoOB MO MPEACTABICHUIO HHGOPMAIUH, TUTEPATypPHBIN MOUCK, KOHTPOJIb
M3MEHEHUH B 0a3ax JaHHBIX II0 O0€30IacCHOCTH, COIJIAllleHHs 00 oOMeHe
JAHHBIMU 10 0€30MaCHOCTH, apXUBHUPOBAHUE JaHHBIX 0 OC30MTACHOCTH, ayIUT
dbapmMakoHaI30pa, KOHTPOJIL CUCTEMBI KadecTBa u o0ydeHue. B xone o630pa
MOXXHO HCIIOJIb30BaTh TAOJWIy CO BCEMH IMPOICAYPHBIMH JOKYMEHTaMHU
dbapmakoHaa3opa (Ha3BaHUE U HOMED).

3.4.6. Pazgen mactep-(aiina o mpuMeHEHUN CUCTEMBI (hapMaKOHaI30pa

Macrep-aiin  cuctembl  (papmakoHaa3zopa  JIOJDKEH  COJIEPXKATh
MOATBEPIKICHUE HEMPEPHIBHOI'O MOHUTOPUHTA (DYHKITMOHUPOBAHKS CHCTEMBI
dapmMakoHa130pa, BKIIFOYAsk KOHTPOJb OCHOBHBIX pe3yJbTaToB. MacTtep-aii
cUCTeMbl  (papmMakoHaA30pa JOJDKEH COJIEpX aTh ONHCAHHUE METOJI0B
MOHUTOPHUHTA U KaK MUHUMYM COJICPKaTh:

a) ONMHCaHWE TMPOIEAYPHl OIEHKH MPABWIBHOCTH TPEICTABICHUS

HHAWBUAYAJIbHBIX COO6H.ICHI/II>1 O HCXKCJIATCIIBHBIX PCAKIUAX. I[OJI)KHBI OBITH
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NpEACTaBICHbl PUCYHKU/TpaduKH, TOATBEPKAAIOUIUE CBOEBPEMEHHOCTh
npeacTaBieHus  WHGOpPMAIMMd B COOTBETCTBUH C  TpeOOBaHHMSIMHU
JICHCTBYIOIIETO 3aKOHO/IaTEIbCTBA;

0) omMcaHWe KOHTPOJBHBIX TIOKa3aTeleld, HCIOIb3YEeMbIX IS
KOHTPOJII KadecTBa MPEJCTaBICHHOW HWHMOpMalMU W ACSATEIBHOCTH IO
dapmakonamzopy. Croma oTHOCUTCA UHPOpMAIMs, TOJy4eHHass OT
PETYISTOPHBIX OPTraHOB, B OTHOIIICHUHU KadyeCcTBa MPEACTABICHUS COOOIEeHN
0 HexkenaTenbHBIX peakuusix, [IOOb nnu aApyrux npeacTaBiasieMbIX TaHHBIX;

B) aHayiU3 cBoeBpeMeHHOCTH mnpeactaBieHus [10Ob B perynstopHble
opranbl B EADC (momkHbl OBITh OTPaXEHBI IOCIETHHUE JaHHBIC,
UCIIOJIb3yEMBIE JIepyKaTelieM PETUCTPAlMOHHOTO yIOCTOBEPEHUS I OLICHKU
coOiroieHus TpeOOBaHU );

I') aHaJM3 CBOCBPEMEHHOCTH BHECEHHS W3MCHEHHUH IO 0€30MacHOCTH
110 CPAaBHEHHIO C YCTaHABJIMBAEMBIMU KOHEYHBIMH CPOKAMHM, a TaKXKe JaTy U
OMKCaHUE HEOOXOIMMBIX HM3MEHEHHMM IO O€30MacHOCTH, KOTOpbIe ObLIU
BBISIBJICHBI, HO €I1le He OBLIIN TO/IaHbI;

J1) B COOTBETCTBYIOIINX CIydYasx aHaJIN3 BHITIOJHEHUS 00sI3aTEILCTB 110
IJIaHy YTOpPaBJICHUS PUCKAMU WM JAPYTUX 0053aTelbCTB WM TPeOOBaHMUIA,
UMEIOIIUX OTHOIIICHUE K (hapMaKOHAI30PYy.

Heob6xomumo omucaTth W OOBSICHUTH LETHW TNPUMEHEHHUS CHCTEMbI
dapmakonamzopa. B mpunoxenme Kk macrep-daidimy  CHCTEMBI
dbapMakoHag30pa  HEOOXOJMMO  BKJIIOUUTH  CIOUCOK  [OKa3arelsieu
NEeSATEeTLHOCTH.

€) B COOTBETCTBYIOIIMX CJIydasx HEOOXOIUMO BKIIOYUTH CITHCOK
MoKazaTesIel NeATeIbHOCTH 10 (hapMaKOHAI30Py.

3.4.7. Paznen mactep-daiina 1mo apMKOHAI30py O CUCTEME KauyecTBa
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B pasnene npeacraBisieTcss ONUCaHUE CUCTEMbI YIIPABJICHUS KaueCTBOM
B paMKax CTPYKTYpbl OpraHM3allid W TPUMEHEHHUS CHCTEMbI KadecTBa B
dapmakonaazope. Croga OTHOCUTCS CIEAYIOIIEE:

a) [IporiegypHbie TOKYMEHTHI

Cnucok JOKYMEHTaIbHO O(OPMIIEHHBIX MPOLEAYpP U MPOIECCOB,
UMEIOIINX OTHOIICHHE K JIEATENLHOCTH 10 (hapMaKOHAA30py C YKa3aHUEM UX
B3aMMOCBSI3U C JPYTUMH (PYHKIIUSAMH H TOJXOJaMHU K OIIEHKE TPOLEIyP.
Cnucok JTOJDKEeH coAepKaTh HOMEp TOKYMEHTa, Ha3BaHUE, 1aTy BCTYIUICHHS
B cwiy (Mg BCeX CTaHAAPTHBIX ONEPAIMOHHBIX TIPOLEIyp, pabdoumx
WHCTPYKIMNA, PYKOBOACTB M T.J.) M OMNHCAHUE JOCTYNMa K JOKYMEHTaM.
JlomkHbl  OBITH  yKa3aHbl CTAHJAPTHBIE OMEpaAIlMOHHBIE MPOILEAYPHI,
pUHAJIeKAIMEe TpoBaiiiepaM yCIyT U APYTUM TPETHUM CTOPOHAM.

0) O0yueHue

[IpencraBnsieTcss ommWcaHWe yIOpaBICHUS  pecypcaMd B XOJe
OCYIIECTBIEHUS JEATEILHOCTH MO (papMaKoHAA30PY:

—OpraHU3aIMOHHAs CTPYKTYpa ¢ KOJTUISCTBOM JIFOJICH, YUaCTBYIOIINX B
OCYIIECTBICHUU ACATEIHHOCTH MO (hapMaKOHAI30py, BKIIOYAs CCHUIKY Ha
HAXOXJeHNE KBATN(UKAITMOHHBIX JOKYMEHTOB,;

—CIIMCOK MECT HaXOXCHUS MIEPCOHAIIA;

—KpaTKOe ONHMCaHWe KOHTEKCTa OOyYeHMS, BKIIOYas CCBHUIKY Ha
HaxO0JCHUE JTOKYMEHTOB 00 O0y4YeHUU; U

—HWHCTPYKIIMH 110 KPUTHYECKUM TIPOIIECCaM.

[Tepconan momkeH OBITH COOTBETCTBYIONIUM 00pa3oM OOy4YeH IO
OCYIIECTBJICHUIO JIESITEIIBHOCTH 10 (papMakoHamA30py. ODTO KacaeTcs He
TOJIBKO TEepCOoHaNa B oTnenax (hapMakoHaA30pa, HO U JIUI, KOTOPHIE MOTYT
MOJIy9aTh COOOIICHHUS O 0€30MMaCHOCTH.

B) AyauT
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Nudopmanust 06 ayaure cucTeMbl oOeclieueHUs KauecTBa B CHUCTEME
dbapMakoHag30pa JOJKHA OBbITh BKJIOYEHA B MacTep-pailial CcUCTeMBI
dbapmakoHa3opa. B mpunoxxenne HeoOX0UMO BKJIFOYUTh OMMCAHUE METO/]1a
IUTAHUPOBAHUS  ayJIUTOB CHUCTEMBI (papMakoHag30pa ¥  MEXaHU3MOB
pEenoOpTUPOBAHUS, a TaKXKe TEKYIIUHA CIHUCOK 3allJIAHUPOBAHHBIX U
3aBEPILCHHBIX AayJUTOB CHUCTEMbl (hapMaKOHa/30pa. DTOT CHHUCOK JOJIKEH
colepxkarb Jary(-bl), 0OJacThb TMPOBEJACHUS U COCTOSIHUE 3aBEPIICHUS
ayJIMTOB TpOBalepaMu yCIyT, CHEU(UUECKUEe BHUILI JCSITCIBHOCTH 10
dbapMakoHa30py WM MecTa BbINOJHEHUs GyHKIUN 1Mo papmakoHaa3opy, a
TaK)K€ OIEpalMOHHbIE 00JIACTU B3aMMOJCUCTBUS, WMEIOIINE OTHOIICHUE K
BBITIOJIHEHHUIO 00513aTEIHCTB.

Mactep-¢aiin cucrembl (papMakoHag30pa TakKe JOKEH COJNEp)KaThb
KOMMCHTApHUH TI0 ayJWTaM, B XOJE KOTOPBIX OBUIM IOJTy4YeHBI 3HAYUMBIC
pe3ynbTaThl. DTO O3HAYAET, YTO PE3YIbTaThl, KOTOPHIC OBLIN OIICHEHBI KaK
CYILIECTBCHHBIC WJIM KPUTHYECKUE, MOJDKHBI OBITh yKa3aHbl B TIEPEYHE
MIPOBEACHHBIX ayJAUTOB, a TAK)KE KPaTKOE OMUCAHUE TUTaHA KOPPEKTUPYIOIIHNX
WM TPEIyNPEeIUTEIbHBIX JTEUCTBUH C KOHECYHBIMH CPOKAMH HCITOJTHEHUS.
JlomkHa OBITH yKa3aHa CChIIKA Ha TOJHBIA OTYET O MPOBEICHHOM ayJINTe,
JOKYMEHT(-bI) C IUIAHOM KOPPEKTHUPYIOIIMX W TPEIyNPEAUTEIBHBIX Mep.
KoMMmeHTapun, KOppeKTHpYIOIIMEe U MPeayNpeauTebHbBIE MEPhI, a TaKKe
yKa3aHue O HAXOXKJACHUM OTYETa O MPOBEACHHOM ayAWTE JOJKHBI OBITH
BKJIIOUEHBI B MacTep-(aiisl cucteMbl apMakoHaa3opa A0 TeX Mop, MoKa He
OyayT B TIOJHOM Mepe OCYIIECTBICHB KOPPEKTHPYIOMINE  W/WIN
peayNpeauTebHbIC TEUCTBUS, T.€. KOMMEHTAPUHU YAAJSIOT TOJIBKO TIOCTIE
TOTO, Kak OyAyT TMPOAEMOHCTPHPOBAHBI JOCTUTHYTHIE PE3yIbTaThI
OCYIIECTBIICHUS  KOPPEKTUPYIOMMX  JCUCTBUH  W/WIM  TPEJICTABICHO
MOATBEPKICHUE WIIM TIOJITBEPIKICHO HE3aBUCUMOUN CTOPOHON 3HAYHMTEIIHLHOE

YIIYHIICHUC CUCTCMBI.
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B kauectBe cpenctBa ympaBieHHs cUCTeMOW ¢apmakoHaa3opa U
oOecrieyeHus: OCHOBAHUS JJIsl IPOBEJICHUSI ay/IuTa WM UHCIEKIIMU, MacTep-
¢daiin cucrtembl (apMakoHag30pa TaKXKe JOJDKEH COAEPKAThb OIMCAHUE
mpolecca perucTpanuu, oopabOTKU M YCTPAHEHUS! BBISBICHHBIX B CHUCTEME
yIpaBJICHUS] Ka4€CTBOM OTKJIOHEHUH.

3.4.8. Ilpunoxxenne Kk Mactep-danmy

[Ipunoxenue k Mactep-aiiny cuctembl (papmakoHaa30pa JOJKHO
CoJIepKaTh CIEAYIOIINE JOKYMEHTHI:

a) TepeyYeHb JICKAPCTBEHHBIX IIPENapaToB, 3aperuCTPUPOBAHHBIX
JEpKATEIEM PETUCTPALMOHHBIX YAOCTOBEPEHUN B TrOCyAapCTBax-4yJI€HAX
EADC u B Apyrux crpaHax, Ha KOTOpBIE pacIpOCTpaHseTcsi MacTep-daiin
CUCTEMBI (hapMaKOHa30pa, BKIIIOYAsl Ha3BaHUE JIEKAPCTBEHHOrO Ipenapara,
MEXIyHapoJaHOe HemnateHToBaHHOe Ha3zBanue (MHH) neiictByromero(-ux)
BelllecTBA(-) U HA3BAHUE CTPaHbI, B KOTOPOH JEUCTBYET YJOCTOBEPEHUE O
roCyJJapCTBEHHOM pErucTpaIuu, HoMep(-a) YJIOCTOBEPEHUM 0
roCcyJIJapCTBEHHOM PEruCTpalUu.

IlepeueHbp nOMKEH OBITH CTPYKTYPUPOBAH COTJIACHO JCHCTBYIOIIUM
BEIIECTBAM, M B COOTBETCTBYIOIIMX CiIydasX HEOOXOIUMO YyKa3zaTh O
CYILIECTBOBAaHUM CHEUUPUUECKUX TPEOOBAaHUN K KOHTPOIIIO OE€30MacCHOCTH
JIEKApCTBEHHOr0 TIpernapara (HampuMep, BBEICHHE MEp  MUHUMH3ALNU
PHCKOB, ONTMCAHHBIX B IJIAHE YIPABJICHUS PUCKAMH).

B ciywyae coBMecTHbIX cucTeM (apmakoHaa30pa, JAOHKEH ObITh
BKJIIOUEH  TIEPEUCHb  JICKAPCTBEHHBIX  TIPENaparoB W  JIepKarelie
PETUCTPAIMOHHBIX  YAOCTOBEPEHUM, KOTOPHIC MPUMEHSIOT  CHUCTEMY
dbapmakoHa30pa, ONMHUCAHHYIO B MacTep-(daiine cuctembl (papMakoHaI30pa
TakuM 00pa3oM, 4TOOBI B HAIMYMU OBUT TIOJIHBIN MEpPEUYEHBb JIEKAPCTBEHHBIX
nmpernaparoB, Ha KOTOPBIE PAaCIpPOCTpaHsIeTCs wmacTep-Gaiia CHUCTEMbI

dhapmakoHazopa.
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0) IlepeyeHb  KOHTPAKTHBIX JOTOBOPEHHOCTEW,  KacCarOLIUXCS
JENEerupoBaHHOM 1o (apMakOHAJI30py  JEATENIbHOCTH,  BKJIIOYas
COOTBETCTBYIOIIUE JIEKAPCTBEHHBIE TPENapaTsl U TEPPUTOPHUIO(-1).

B) Ilepedenn 3amay, NENErMPOBAHHBIX YIOJHOMOYEHHBIM JIMIIOM IIO
dhapMakoHaa30py.

r) Coucok Bcex 3aBeplIeHHbIX 3a 10-71€eTHUN Tnepuoj ayauToB M
CIIMCOK 3aIJIAHUPOBAHHBIX ayJIUTOB.

n) Ilepeyenr mnokazarenedl nOEATENBHOCTH 1O (AapMaKOHAA30py B
clly4asix, Korja 3T0 IPUMEHHUMO.

e) IlepeueHp HaXOAIMXCS B BEICHHUM JEp>KaTellsl PErMCTPAallMOHHBIX
yIOCTOBEPEHUN NIpyrux mactep-(aijaoB CUCTEMBbI (papMaKoHaI30pa, KOrna

9TO ITPUMCHUMO.

3.5. KoHTpOJIb MI3MEHEeHUI1, BEPCUN U aPXUBHPOBAHHUE

3.5.1. PerynstopHble opraHbl MOTYT 3alpOCUTh HH(OPMALUIO O
BOKHBIX M3MEHEHMSIX B cHcCTeMe (apMaKOHaI30pa, KOTOPbIE MOTYT
BKJIIOYATh, HO HE OrPAaHUYMBATHCS CIAEAYIOLINMU:

a) HM3MEHEHHs B 0Oasze(-ax) JaHHBIX MO 0€30IaCHOCTH CHCTEMBbI
(dapmakoHaa30pa, KOTOpPbIE MOTYT BKJIIOYaTh HM3MEHEHHS B caMoil 0ase
JAHHBIX WJIM B3aUMOCBSI3aHHBIX 0a3ax JaHHBIX, HW3MEHEHHUSI B CTaTyce
Banuganuu 0a3bl JaHHBIX, a TakKXKe U3MEHEHUs B HHPOPMAIMU O
NepeaBacMbIX WM NEPEHOCUMBIX TaHHBIX;

0) WU3MEHEHUsS B OKa3aHWM 3HAYUMBIX YyCJIyr 10 ¢dapMakoHaI30py,
OCOOCHHO €CJIM pedb WJIET O BAXKHBIX KOHTPAKTHBIX JIOTOBOPEHHOCTSX IO
MPEACTABICHUIO JAHHBIX O O€30MaCHOCTH;

B) OPraHU3AIMOHHBIX M3MEHEHUSX, TAKUX KaK IOTJIONIEHUE OJHOM
KOMIAHWEW  JpYyrou, CHuWsSHUE, W3MEHEHUE MeCTa  OCYIIECTBICHUS

NEATETLHOCTH MO  (apMakoHAI30py WM  JIeJISTHpOBaHME/TIepenayda
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yIpaBiieHus: MacTep-GhaiaomM cCUCTEMBI (hapMaKoHaI30pa.

3.5.2. Tlockonbky MacTep-Qaii cuctemsl (papMaKoHaI30pa BKIHOYAET
MEPEYHU JICKAPCTBEHHBIX MPENapaTtoB M BHUJOB JIEATEIBHOCTU, KOTOpPbHIE
MOTYT  TIEPHUOJWYECKH  MEHSThCSA,  JACp)KaTelu  PETUCTPAIlMOHHBIX
YAOCTOBEPEHUN OJDKHBI MPUMEHSATh CHCTEMbl KOHTPOJIS HU3MEHEHUW U
pa3paboTaTh HAJEKHBIE CIOCOOBI TMOCTOSHHOW OCBEIOMJIEHHOCTH O
COOTBETCTBYIOIIMX U3MEHEHMSIX C LEIbI0 HAISKAIIEro IepecMoTpa MacTep-
¢aiina cucremsl papmakoHaa3zopa. [loMuMo 3TOTO, UBMEHEHUS, BHOCUMBIE B
MmacTep-(haia cucteMbl (hapMaKOHAA30pa, JOJKHBI PETUCTPUPOBATHCS TAKUM
oOpa3oM, 4YTOObI B HAJWYUU TOCTOSIHHO ObLIa HCTOpHsS HM3MEHEHHH (C
yKa3aHUEM JlaTbl W KOHTEKCTa wu3MeHeHui). [locTosHHO OOHOBIsIEMYIO
uHPOPMAIIMIO, TaKyl0 KaKk T[EepPEYHH JIEKAPCTBEHHBIX TNpernapaToB U
CTaHJIapTHBIC OMNEPALMOHHBIE TPOIEAYPHl WU JaHHBIE MO COOTBETCTBHIO
TpeOOBaHUSIM, MOKHO PETUCTPUPOBATH Yepe3 UCTOPUIO U3MEHEHHM, KOTOPHIE
MOTYT  BKJIIOYaTh JAHHBIE KOHTPOJIHUPYEMBIX CHCTEM  (Hampumep,
AJIEKTPOHHBIC CHCTEMBI YIPABIEHUS NaHHBIMU WJIM HOPMATUBHO-TIPABOBBIC
0a3bl 1aHHbIX). TakuM 00pa3oM, MOKHO YIPABIIATH 3aMEHEHHBIMH BEPCUSIMHU
JOKYMEHTOB 3a TpeJieJaMi TEKCTOBOTO HANOJHEHHUsI MacTep-(aiia CHCTEMbI
dapmakoHam3opa, TpU YCIOBUM YyY€Ta HCTOPHUM W3MEHEHUH U UX
MPEACTABICHUS PETrYJIATOPHBIM opraHaM mo 3arpocy. CyIIecTBEHHbIE WU
BaKHBIE OMKMCATENbHbIE M3MEHEHMsI TEKCTOBOTO HAMOJHEHUsS MacTep-(aiina
MOTYT TOTpeOOBaTh CO3JaHMsI HOBOW BepCHUM MacTep-(daiaa CHCTEMbI
dhapmakoHa3opa.

3.5.3. JlepxaTenu perucCTPaIMOHHBIX YAOCTOBEPEHHHA  JOJIKHBI
00OCHOBaTh BBIOPAHHBIN METOJN U pa3paldoTaTh MPOIEIYPbl KOHTPOJI
JOKYMEHTAllUM C  IIeJIbI0  HAQJJIekKAIIer0  YMpaBJIEHUS  MPOLIECCOM
nojyepxkanus  mactep-paitiia  cuctemsl  dapmakoHanzopa. OCHOBHOU

IMPpUHOUIT 3aKJIH04Y9acTCiA B TOM, 4YTO, HPCACTABIIAA co0OM OCHOBaHHE JJIA
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ayJTUTOB W MHCHEKUUH, MacTep-(aill cucreMbl (papMakoHaa30pa COAEPKUT
ONKMCAHUE CUCTEMBI (PapMaKOHAA30pa B TEKYLIMH MOMEHT BPEMEHH, HO
OllcHKa ()YyHKIIMOHUPOBAHUS W HAIPABICHHOCTH CHUCTEMBI (papMaKOHaI30pa
Ha [MPEAIIECTBYIOUIMX JTalmax MOXKET MOTpedOBaTh JOMOJHUTEIBLHOTO
O3HAKOMJIEHUSI C CUCTEMOM.

3.54. Ilpm BHeceHMM U3MEHEHMM B MacTep-(ailm  CuUcCTeMbl
(dapMakoHaI30pa TaKKe€ HEOOXOJUMO YUYUTHIBATH COBMECTHBIE CHUCTEMBI
(dapMakoHaI30pa U JENETHPOBAHHYIO NIEATEIBHOCTh MO (papMakoHaA30py.
Hamiexxamui KOHTPOJIb U3MEHEHUN IIPEeyCMaTpUBAET PETUCTPALIMIO 1aThl U
KOHTEKCTAa YBEAOMIICHUM PEryJIATOPHBIX OPraHOB, YIIOJHOMOYEHHOIO JIAIA
1o (papMakoHaI30py U TPETHUX CTOPOH O BHOCUMBIX U3MEHEHHUSX.

3.5.6. Mactep-daitn cuctembl (apMakoHaI30pa JIOHKEH OBITh B
yuTaeMoll u JoctynHod ¢(opme. HeoOxonumo mpeAcTaBUTh ONUCAHUE
IpoLIeIypbl APXUBUPOBAHUSA HA DJIEKTPOHHBIX W/WJIM TMEYATHBIX HOCHUTEISAX

Mactep-daiina cucteMsl papMakoHaI30pa.

3.6. IlpeacraBienue macrep-daiijia cucremMbl (papMaKoOHaA30pPa

Y  ymoJHOMOYEHHOTO Juia 1Mo ¢apMaKOHAI30pPy JOJKEH OBITh
MOCTOSIHHBIM ~ AoCTynm K  Mactep-daiiny cucrteMbl  (dapmMakoHaa30pa.
PerynstopHbiM opraHam JOJKEH OBITH 00€CledeH MOCTOSHHBIN TOCTYI K
Mmactep-daiiny cucrembl (papmakoHamzopa mo 3ampocy. Wuabpopmamus B
Mactep-daiiae cucteMbl (hapMakoHaAA30pa ODKHA OBITh MCUEPIBIBAIOIICH,
NpPaBWIBHOM W OTpaxkaTh JEUCTBYIONIYIO CHUCTeMy (apMakoHaa30pa B
TEKYIIMA MOMEHT BpPEMEHHM, 4YTO O3HayaeT oO0s3aTeIbHOe OOHOBIICHUE
uHpopmanuu Mactep-daiina, u, B ciaydyae HEOOXOJUMOCTH, BBHITIOJHEHHUE
NEPECMOTPA C YYETOM [OJIYYEHHOTO OINbITAa, TEXHUYECKOTO U HAYYHOTO
mporpecca W MONPAaBOK B HOpPMaTUBHbIE  TpeOOBaHUS  (HOPMBI

perynupoBaHus). [lepkateneM perucTpaldOHHBIX YJIOCTOBEPEHUM J1OJIKEH
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ObITH OOecreyeH JOCTYIl PEryJsATOPHBIX OPraHoB K MacTep-(dailily CuCTEeMbI
dbapMmakoHag30pa B TeueHUE He Oosiee 7 JHEW TMocie MOJy4YeHUs
COOTBETCTBYIOIIETO 3aMpoca.

3.6.1. ®opMmar u cTpykKTypa

Macrep-daiin cuctemsl hapmMakoHaI30pa MOXKET OBITH B JIEKTPOHHOU
dbopme, IpU yCIOBUU MPEJICTABICHUS] YETKO CTPYKTYPUPOBAHHOM MEYaTHON
KOIIHH T10 3aIpOCy PEryJsITOPHBIX opraHoB. B mo0oMm popmate mactep-daiin
cucteMbl (hapMaKoOHa30pa JOJKEH ObITh B YUTAEMOM, MOJIHOW U JOCTYIHOM
dbopme, obecrneunBaroIieii BO3MOXKHOCTb OIIEHKHM BCEX JOKYMEHTOB W
MPOCIEKUBAEMOCTh HM3MEHEHHH. MOXKeT MOTpeOOoBaThCsl OTrpaHUUYCHUE
JocTynma K  mactep-(aitmy  cuctembl  (papmakoHag3zopa € IEJbIO
OCYIIECTBIICHUSI HAAJIEKAIIETO KOHTPOJIS €r0 COJCP>KaHUs U Pacpe/IeICHHUsI
OTIpeCNIEHHBIX OOS3aHHOCTEH IO YMNPaBICHUIO MacTep-(ailioM CHCTEMBI

dbapmakoHa30pa (B KOHTEKCTE KOHTPOJISI U3MEHEHUI U apXUBUPOBAHUS).

3.7. O6s13aHHOCTH

3.7.1. [lep>katenu perucTpaliMOHHbBIX YIOCTOBEPECHHI

3.7.1.1. [lepxarenu perucTpalMOHHBIX YJOCTOBEPEHHM JIOJHKHBI
pa3paboTarb W BHEAPUTH CUCTEMY (hapMaKOHAA30pa C LENbI0 KOHTPOJIS U
HaAOJIIOAEHUS 33 OJJHUM WM O0Jiee JIEKapCTBEHHBIM TpernapatoM. OHM Takxke
OTBEUAIOT 3a CO3JaHWE W TMOAJIEp)KaHHe MacTep-Qailia  CUCTEMBI
dbapmakoHa30pa, B KOTOPOM OCYIIECTBIISETCS PEruCTpalus AesTeIbHOCTH
1o (papMakoHaA30py B OTHOIIEHUH OJHOTO UK O0Jiee 3aperucTpUpPOBaHHBIX
JIEKapCTBEHHbBIX penaparos. Hepxarento PEruCTpallMOHHOTO
yAOCTOBEPEHUS HEOOXOJMMO HA3HAYUTh OJIHO YMOJHOMOYEHHOE JHIO IO
dbapmakoHa30py, OTBEHaroIiee 3a Co3JaHue U (QyHKIIMOHUPOBAHUE CUCTEMBI

dbapmakoHaa30pa, OMMCAHHOUW B MacTep-daiiie cuctemsl (papmMaxkoHaA30pAa.
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3.7.1.2. Ilpu nonaye 3asBIECHHUS] HAa TOCYJAPCTBEHHYIO PETUCTPAIUIO
3afBUTENb JIOJDKEH HMMETh B CBOEM pACHOPSHKEHUM OMUCAHUE CHCTEMBI
(dapmakoHaa3opa, KoTopasg Oyner (YHKIMOHUPOBATbH HAa TEPPUTOPUU
rOCyIapCTBEHHOM PETUCTPAIMU JICKAPCTBEHHOTO TpernapaTa. B xojie oneHku
3asBJICHUS Ha MOJYYEHHUE pa3pelIeHUs] Ha TOCYAAPCTBEHHYIO PETUCTPALIMIO
OT 3asiBUTEJISI MOXKET MOTPEOOBATHCS MPEICTABICHHUE C 1IEJIbI0 O3HAKOMIICHHUSI
KOMuu MacTep-(aiiia cucteMsl papMaKoHaa30pa.

3.7.1.3. [lepxarenb perucTpalliOHHOTO YJOCTOBEPEHHUS OTBEYaeT 3a
co3anue mactep-(aiina cucremsl papMaKoHaA30pa B rOCyJapCcTBax-wieHax
EADC u 3a peructpaiuio MeCTOHaXO0XKIeHUs MacTep-(aiiia B peryIaTOpHBIX
OpraHax NIpH IMOJaye 3asBJIECHUS HA TOCYJIApPCTBEHHYIO peructpauuio. B
Mactep-(paitne  cucrembl  ¢dapMakoHaa30pa  HEOOXOAMMO  OIHUCATH
JNCHCTBYIOIIYI0O Ha TEKYUIMH MOMEHT BPEMEHHM Ha TEPPUTOPUHM TOJaYu
3asBJIEHUs cUCTeMy ¢apMakoHaa30pa. MOXHO BKIIOYHTh WH(OPMAIHIO O
KOMITOHEHTAaX CHUCTEMbI, KOTOpble OYyIyT BHEAPSTHCS B OyAyLIEM, HO OHH
JOJKHBI OBITh yKa3aHbl KaK 3allJTAHUPOBAHHBIE, a HE BHEAPEHHBIC WIIU
JIEUCTBYIOIIME.

3.7.1.4. PaGora mno co3gaHuio, MNOAJEPKAHUIO U MPEICTABICHUIO
Mactep-(aitna cuctembl (hapMaKOHAI30pa B KOMIIETCHTHBIE OpPraHbl MOXKET
ObITh mMepeaHa TPEThEl CTOpPOHE, HO JepkKaTellb PETUCTPALUOHHOTO
YIOCTOBEPEHHUs COXpaHseT 3a Cco0Oil TMOJIHYI0O OTBETCTBEHHOCTh 3a
coOmro/ieHne TpeboBaHui 3akoHoAarenbcTBa. [lonnep:xanue macrep-gaiina
cuctembl (apMakoHaA30pa B JICUCTBYIONMIEM M JOCTYITHOM COCTOSTHUH
(TTOCTOSIHHBIN JTOCTYII JJIsi ayJuTa W WHCIEKIIMU) MOXKHO JIeJIeTUPOBATh, HO
HAa TOCTOSHHOM OCHOBE COXpAaHSETCS OTBETCTBEHHOCTb JEp KaTels
PETUCTPAIIMOHHOTO YAOCTOBEPEHUs 3a OOecriedeHHe BBIMOTHEHUS AaHHOU

GbyHKIIMHM Ha YPOBHE, COOTBETCTBYIOIIEM TPeOOBaHUSIM 3aKOHOIATEIHCTBA.
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3.7.1.5. B cimydae cMeHBI YIIOJTHOMOYEHHOTO JiMlia 1Mo (papMakoHaaA30py
1581051 COOTBETCTBYIOIIEHI ~ KOHTAaKTHOM  HMH(pOpMALINH, a  TaKkxe
MECTOHAXOXJEHUsI MacTep-(aiiina cuctembl (apMakoHaa30pa, JACP:KATEIb
PErHCTPALIMOHHOTO  yAOCTOBEPEHUs MPEACTaBIseT  3asdBJICHHE(-s) HA
COOTBETCTBYIOIIME HM3MEHEHUS B HAIMOHAIBHBIE PETYJISTOPHBIE OPTaHBI.
Hepxarenu PETUCTPALMOHHBIX YIOCTOBEPEHUM TAKKE HECYT
OTBETCTBEHHOCTh 3a OOHOBJIEHME MH(OpMaUUU 00 YNMOJTHOMOYEHHOM JIUIE
no (¢apMakoHaa30py M aJpece HaXOXKIEHUd Macrep-(ailia cHucTembl
dbapmakoHa3opa.

3.7.2. HaumoHanbHbIE PETYJISITOPHBIE OPTaHbI

3.7.2.1. HaunoHa/ibHbIE PETYJIATOPHBIE OPraHbl OTBEYAIOT 32 KOHTPOJIb
cucteM (papmakoHaa3opa AeprKareiell PerucTPallMOHHBIX YJIOCTOBEPEHUM.
[Tonublii MacTep-¢aiin cucteMsl papMaKOHAI30pa MOKET ObITh 3alpOUIEH B
a000e BpeMs, HalpuMep, MpU BO3HMKHOBEHHHM BOMNPOCOB IO CHUCTEME
dbapmakoHaa3opa u/unu npoduiie 6€30MacHOCTH JEKAPCTBEHHOTO IIpenapara,
WIM TpU TOATOTOBKE K wWHcHekuuu. MHdopmarnuio 00 HU3MEHEHHUSX B
KpaTkoi uHpoOpMalMu MO cucreMe (papmakoHaa30pa WM COAEpKAHUU
Macrtep-gaiina cucteMbl (apMaKoHAA30pa TaKXKe MCHOJNb3YIOT B XOJ€
MJIAHUPOBAHUS U TIPOBEICHUS MHCIICKIIUH.

3.7.2.2. HauumoHanbHBIE PETYJSTOPHBIE OPraHbl TOCYAAPCTB-WICHOB
EADC oOmenuBatorcs wuHbpopmarein o cucremax ¢dapMakoHaa3opa u
UCIIONB3YIOT HHQOpMALMIO Uil TEepeAauyd JIaHHbIX B HAIMOHAJIbHbIE
NporpaMMbl MHCIEKIIMHA, OCHOBAHHBIE Ha OILIEHKE PHUCKOB. HHCIEKTOPHI
HAIlMOHAIBHBIX PETYJISITOPHBIX OpPraHOB COOOIIAIOT O HECOONI0EHUU
TpeOOBaHMN 3aKOHOJATEIbCTBA WJIM PYKOBOJICTB, BKJIIOYAs HECOOIIOJECHUE
TpeboBaHUil 1O MacTep-paiay CcucteMbl (apMakoHAA30pa W CHUCTEME

dbapmakoHaa3opa.
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3.8. loctynHocTh MacTep-daiiia cucrembl apMakoHaa3opa

3.8.1. Macrep-aitn cucremnl ¢hapMakoHaI30pa MOAJIEPKUBAIOT B
JEUCTBYIOIIEM M JIOCTYIIHOM COCTOSIHMHU JUIsl YIOJHOMOYEHHOIrO JIMIa 1O
dbapmakoHagzopy OH TakKe JOKEH OBITh MOCTOSHHO JOCTYINEH s
WHCIIEKI[MU, HE3aBUCUMO OT TOT0, OBLJIO JIM CIEJIAHO 3apaHee YBEIOMJICHUE
WA He OBLIO CJIIEJIaHO BOOOIIIE.

3.8.2. [lepxarenb perucTpalioOHHbIX yJIOCTOBEPEHUN MOICPKUBACT U
IPEACTABIISIET 10 3alPOCy KOMUIO MacTep-(dailina cucteMsl (hapMakoHaA30pa.
JlepkaTeab PErucTpalMOHHOrO YJIOCTOBEPEHMSI TMPEJCTABISIET  KOIUIO
Mactep-(aiina B TEUEGHHME CpoOKa HE IO3JHee 7 JHEH TOoCie MOJydCHUS
3ampoca U3 HaIMOHAIBHOTO PEryJsATOPHOro opraHa. Mactep-daiin cuctemsl
(dapMakoHa130pa MPEICTABISIOT B YI000UUTAaEMOM 3JIEKTPOHHOM (hopmate
WJIM YE€TKO CTPYKTYPUPOBAHHOM II€YAaTHON KOIUU.

3.8.3. Ecinu oguH u TOT )€ Mactep-(daii cucreMsl (hapMaKoHaA30pa
UCIIOJIB3YIOT 00Jiee OAHOTO JAepIKATENS PETUCTPAIMOHHOTO yI0CTOBEpEHNs (B
ciyyae MCIIOJIb30BaHUS oOmen CUCTEMBI dbapmakoHaazopa),
COOTBETCTBYIOIIUN MacTep-(haill cucrembl hapMakoHAI30pa JTOJKEH ObITh
JOCTYNEH JJI1 KaXJIOro WX HHX TakuM 00pa3oM, 4YTOObI KaxIblil U3
JIep/KaTeJIe  PErMCTPAllMOHHBIX  YJIOCTOBEPEHHM HWMEI  BO3MOKHOCTh
MPEACTaBUTh MacTep-Gaia B PErylaTOpPHBIE OpPTaHbl B TEYCHHE CpPOKA HE
OoJree 7 gHEH MOCIIE TOTYYSHHUs 3arpoca.

3.8.4. Mactep-daiin cucrtembl (apmMakoHaa30pa, Kak IPaBWIO, HE
3ampaiivBaeTcsl B XOJ€ TMPOBEJCHUSI OLIEHKU HOBBIX 3asBICHUNA Ha
MOJIyYeHHE TOCYJApCTBEHHOW  perucrpanuu (T.€. 10  perucrpaiuu
JIEKapCTBEHHOT'O IIperapara), HO MOXKET OBITh 3alpOIIEH B OCOOBIX ClIydasx,
B YaCTHOCTH, B CiIydae BHEAPCHHsS HOBOW CHCTEMBI (papMaKOHAI30pa WU

BBISBJICHUU TIPOOJIEeM MO OE€30MMacHOCTH JICKAPCTBEHHOTO IIpermapara, Ju0o
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BBIABJICHUHW BOIIPOCOB 110 COOTBCTCTBHIO HOPMATHBHBIM Tp€6OBaHI/IHM

(HOpMaMm peryaupoBaHusi) o (papMaKoHaA30Py.
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4. ”IHCIIEKTUPOBAHHUE CUCTEMbI ®PAPMAKOHA/I3OPA

4.1. BBenenue

4.1.1. B mensx TOATBEPXKICHUS COOJIOACHUS  JIepKaTeIsIMU
PErUCTPAllMOHHBIX  YJAOCTOBEpPEHUU  TpeOOBaHUW U BBIMIOJTHEHUS
00s3aTeNbCTB MO (hapMaKOHAI30py PETYJSTOPHBIE OPraHbl TOCYIapPCTB-
yieHoB EADC 00s3aHbl OpOBOAUTH HMHCHEKIMH 10 (hapMakoHaA30py
JepKaTeae pPEerucTpPalMOHHBIX YJIOCTOBEPEHUN WM HWHBIX OpTraHU3allui,
MPUBJICUCHHBIX  JIEp)KATEJIEM PETUCTPALMOHHBIX  YAOCTOBEPEHUM IS
BBITIOJTHEHUSI  00s3aTenbcTB 1o (papmakoHam3opy. MHcnmekuuu 1o
dbapmMakoHaI30py AOJKHBI TPOBOJIUTHCS HWHCIEKTOPaMHU, Ha3HAYaEeMbIMU
HAIlMOHAJIBHBIMU  PETYJIATOPHBIMU opraHamu, YIOJHOMOYEHHBIMU
MPOBOJAUTH  OCMOTpP  IOMEIICHUN, 3HAKOMHUThCA C  Marepuajiami,
JOKYMEHTaMU U MacTtep-(aiiiom cuctembl (hapMakoHaI30pa y JAepKaTelis
PErUCTPAIMOHHOTO YJOCTOBEPEHUS UJIM UHBIX OpraHu3alui, TPUBICYECHHbBIX
JIEpKATEJIEM  PErMCTPAMOHHOTO  YJOCTOBEPEHHSI I  BBINOJHEHHS
o0s3aTenbCcTB 1O (dapMakoHam3opy. JlepxkaTenw  perucTparmoHHOTO
YAOCTOBEpEHUs 00s3aHbl MO TPEOOBAHUIO  PETYJISITOPHOIO  OpraHa
NpEACTaBIATh MacTep-(daitn cucrembl (apMakoHaA30pa, KOTOPBIM OyaAeT
UCIIOJI30BaThCS 111 UHGOPMHUPOBAHUS O MPOBEACHUN UHCTICKITUH.

4.1.2. llenu nHCTIeKIMH 110 (hapMaKOHAI30py BKIIIOYAIOT:

a) TONTBEPXKIEHWE HaIWUYUs Yy Jep)KaTeias PEerucTpaluoOHHOTO
YAOCTOBEpPEHHUS TMEpPCOHANIa, CHUCTEM, a TaKXe TMOMEIICHUs, CPEJCTB H
000pyOBaHUSI HEOOXOAMMOIO ISl BBITIOJHEHUS CBOMX O0053aTEIbCTB IO
dbapmakoHaa30py;

0) BBIABJICHHWE, OIlEHKA, perucrpanus ©  UHPpOpMHUpPOBaHUE
WHCIIEKTUPYEMOW  CTOPOHBI O  HECOOTBETCTBUSAX, KOTOPbIE  MOTYT

NpeaACTaBJIATh OIIACHOCTD JJIA 3A0POBbA HACCIICHU A,
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B) HCIIOJB30BaHUE PE3YyJIbTATOB MHCHEKIMA B KAaYeCTBE OCHOBBI IS
00sI3aTeNbHBIX  JJISI  JIepXkKaTeasi  PErHCTPAllMOHHOTO  YIAOCTOBEPEHUS
JNIEMCTBUI, €CIIM B 9TOM BO3HHKAET HEOOXOIUMOCTb.

4.1.3. PerynsiTOpHbIA OpraH UMEET IMPABO MPOBOJUTH HHCIECKIHUU I10
dbapmMakoHaa30py TMEped PErucTpalueil JeKapCTBEHHBIX MPENnapaToB s
NPOBEPKM  COOTBETCTBUSL  JCHCTBYIOIIEH cHUCTeMbl (apMaKoHaI30pa
neprKaTens PErUCTPALMOHHOTO YIAOCTOBEPEHUS TpeOOBaHUSIM
3aKOHOJATENbCTBA M HaJIeXKalmed  NpakTUKM  (papMakoHaa30pa.
Perynaropusie  opransl  rocygapctB-wieHoB EADC  ocyliecTBIgOT
B3aMMOJICHCTBUE 1O 0OMeHy uH(pOpMaIueld B 4acTH WHCIEKIUH, KOTOpPbIC
IUIAHUPYIOTCS, U PE3YJIBTATOB UHCIIEKIIUM, KOTOPBIE YK€ MPOBEICHBI.

4.1.4. IlporpamMmbl HHCHEKUHMA 1O (HapMaKOHAA30py BKIIOYAIOT
IJIAHOBBIE MHCIIEKIIMU B COOTBETCTBUM C OCHOBAHHBIM Ha PHUCKAX MOJXOAE, a
TAK)K€ BHEIUIAHOBBIC WHCIEKIUH, OCYIIECTBIAEMBIE C UEIbI0 OLECHKHU
IIPEIIOJIAraéMbIX HECOOTBETCTBUUA WJIM NMOTCHIMAJIBHBIX PUCKOB, KOTOPBIC
MOTYT OKa3aTh BIIMSHHE HA BBHITIOJHEHUE (PYHKIUNA TO (PapMakoHAI30PY
KOHKPETHOTO JICKAPCTBEHHOTO Mpenapara.

4.1.5. Pe3ynbTaThl WHCHEKUMH JOJDKHBI OBITH  MPEIOCTABIICHBI
WHCIIEKTUPYEMOMY CYOBEKTY, KOTOPBIM TMOJy4aeT BO3MOXKHOCTh BBICKA3aTh
CBOM KOMMEHTapHH IO BBIABJICHHOMY HECOOIIOJEHUIO TpeOoBaHMUI
3aKOHOJIATeNIbCTBA W HAJUICXKAIleW TMPaKkTHKA 10  (papMakoHAI30Dy.
Jlepkatenb PErucTpalliOHHOTO yIOCTOBEpEHUsi 00s3aH CBOEBPEMEHHO
YCTPaHUTh BBIABICHHOE HECOOTBETCTBUE, pa3pabOTaB M BHEAPUB IUIAH
KOPPEKTUPYIOIIUX U MPEAYNPEAUTEIbHBIX MEPOTIPUSITUH.

4.1.6. B ciyuae BbIsIBJICHUSI B PE3yIbTAaT€ MHCHEKIIMU HECOOJIOJCHUS
JepKaTesieM  PErUCTPAIMOHHOTO  YIAOCTOBEPEHMsSI  O0S3aTeNbCTB IO
dapmakoHnamzopy, rocyaapctBo-uieH EADC o00s3aH0 uH)OpMUpOBATH

npyrue rocyaapcrBa-uieHbl EADC o BBIABICHHOM HapyllieHuu. B ciyyae
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HE00X0IUMOCTH rocyaapcTBo-wieH EADC nomkHO NpUHATH HEOOXOIUMBIC
Mepbl Il O00EClEeUeHUs] TOro, 4ToObl K JIEpXKATEN0 PErucTPalliOHHOTO
YAOCTOBEPEHUS MIPUMEHSITUCH (b PekTuBHbIC, COpa3MepHbIE "
cAepXKuBame HakazaHus. MHopmanus o TpoBEJEHUM U pe3yJbTarax
WHCIICKIIMKM B paMKax (apMaKoOHAI30pa, a TaKXKe MOCICAYIOIIEM KOHTPOJIEC U
OIICHKE TTOCJIEACTBUM, pa3Melaercs rocynapcreamMmu-uieHamu EADC Ha BeO-

CalTax COOTBETCTBYIOIIUX PETYIATOPHBIX OPraHOB.
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4.2.CTpPYKTYpBI H NIPOLeCCHI

4.2.1. Tunel nHCOEKITUN

4.2.1.1. HNucnekiuu cuctembl ¢GapMakoHaI30pa B IEJIOM U IO
OTJZIEJIBHBIM JIEKAPCTBEHHBIM ITperapaTam

4.2.1.1.1. HWucmekuuum B pamMKax CHUCTeMBbl apMaKoOHaI30pa
HallpaBJICHbl HA OLEHKY U AaHaJIu3 MMEIOIIMXCSA IPOLENyp, CHUCTEM,
NepCcoHaNla, MOMEUICHUH U O0O0OpYyHOBaHMS, a TaKXKEe ONpPENeNICHUus HX
COOTBETCTBUSI 00fA3aTeNbCTBAM 1O (papMaKOHAA30pPY, YCTAHOBJIEHHBIM
3aKOHOJATEILCTBOM U HaJjIexkKallel MpakTUKoi mo ¢papMakoHaa3opy. B xoze
BBIIIOJIHEHHSI JTAHHOTO AaHAJIW3a MOTYT MCIIOJIb30BaTbCA KOHKPETHBIC
IIPUMEPBI JICKAPCTBEHHBIX IIPENapaToB Ui JAEMOHCTPALlMM U IIPOBEPKHU
paboOTHI CUCTEMBI (hapMaKOHA30pa.

4.2.1.1.2. HMHcnekuuu, HampaBJIEHHbIE HAa OLEHKY BBIIOJHEHUS
byHkuMii  1mo  QgapmakoHag30py B OTHOILUEHUU  ONPEIEICHHOTO
JIEKAPCTBEHHOI'O IIperapara, HalpaBJIeHbl HA OLICHKY U aHAJIN3 MEPOIIPUATUI
U JOKYMEHTAlMH, CBS3aHHOM C KOHKPETHBIM JICKAPCTBEHHBIM IIPENapaTOM.
OmnpeneneHHble acleKThl 00UIel cucTeMbl (hapMakoHaA30pa, UCIIOIb3YEMbIE
Opyd  BBINOJHEHUM ~ (QPYHKUMA B OTHOIIEHUM  MHCHEKTHPYEMOTO
JIEKAPCTBEHHOI'0 Mpenapara, TakKe€ MOTYT MOJJIEKAaThb OLEHKE B pPaMKax
MHCIEKUUHU N0 papMaKOHaI30pPYy, CBA3AHHOM C JIEKAPCTBEHHBIM IPETIapaTOM.

4.2.1.2. [InaHoBBIC ¥ BHEIIAHOBBIE MHCTIEKIIUH 11O (DapMaKOHAA30PY

4.2.1.2.1. [InaHoBbIE MHCHEKLMH 1O (papMaKOHAI30PY BHITIOIHSIIOTCS B
COOTBETCTBUU C NPEABAPUTEIILHO COCTABIIEHHOM IPOIPaMMON MHCIIEKLHN. B
LHENsAX  ONTHUMHU3AUMH  IUIAHUPOBAHUS  MEPONPUSATUA 1O  KOHTPOJIO
(GYHKIIMOHUPOBAHUS CUCTEMBI (hapMaKOHAA30pa PEKOMEHAYETCS TPUMEHSTh
IIOAXOJ, OCHOBAaHHBIM HA OLICHKE IOTEHIIMAJIBHBIX PUCKOB HEBBIITOIHEHUS
COOTBETCTBYIOIIMX 00s3aTenabCTB. [lmaHOBBIE HMHCHIEKIUU MPEACTABISAIOT

co00lf CUCTEMHEIE HHCIICKIIMHU, HO MOZKHO BBI6paTB OJUH HNIJIIN HECKOJIBKO
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KOHKPETHBIX JIEKAPCTBEHHBIX IIpENapaToB B KayeCTBE IIPUMEPOB A
IpPOBEPKU (YHKIIMOHUPOBAHUS CHUCTEMBI (PapMakoOHaJA30pa MU MOIYYEHUs
IPaKTUYECKOro JOoKa3zarelbcTBa €€ 3(P(HEKTUBHOrO (DYHKIIMOHUPOBAHUS U
COOTBETCTBUS TpeOOBaHUAM. B nmporpamMmy cTaH1apTHON MHCIEKIIMU MOKHO,
HallpuMep, BKJIKOYUTb OLEHKY COCTOSIHHMSI CHUCTEMBI [0 KOHKPETHBIM
npo0GsieMaM, BBISIBIEHHBIM SKCIIEPTaMHU.

4.2.1.2.2. BHemnnaHoBble MHCHEKLIHH CHCTEMBI (DapMaKoHaA30pa
IPOBOJATCS B CIIy4yae BBISBICHUS HHUIMUPYIOMIEro (akTopa (CUCTEMHON
npoOjeMbl) M MpU OSTOM HHCIEKIUS pacCcMaTpuBaeTcCs Kak HauoOoJsiee
ONTHUMAJIBHBIM CNOCO0 W3Y4YEHUS] M OLEHKH BBISIBICHHOM MNPOOJIEMBI.
BHem1aHOBbIE MHCIIEKIIMM HAIIPABJIEHbI HA OLIEHKY KOHKPETHBIX MPOLECCOB
dbapMakoHa 30pa WIM BKJIIOYAOT B c€0sl M3yUYEHUE BBISIBICHHOW MPOOJIeMbl
(BOIPOCOB) M WX BJIMSHUSA HAa KOHKPETHBIM JIEKapCTBEHHBIA MpemnapaTr. B
ONPEJEICHHBIX CIy4YasiX, COTJIACHO BBISIBIICHHON MHULIMUPYIOLIEH MPOOIJIEMBI,
MOTYT  BBINOJHATBCA  HMHCHEKIMM C  TIOJHOM  OLEHKOW  CHCTEMBI
dapmakonan3opa. BHenjgaHOBblE MHCIEKIIMM BBIMOJIHSIOTCA B Cilydae
BBISIBJICHUSI OJTHOTO WJIM HECKOJBKUX M3 HWKEYKA3aHHBIX HHUIIUUPYIOMIMX
(bhakTopoB:

1) B OTHOUIEHUWM COOTHOLIEHHUS TMOJb3a-PUCK JIEKAPCTBEHHOIO
npenapara:

a) W3MEHEHUE COOTHOILUEHHUS TMOJb3a-pUCK, €CIU IPEACTaBISAETCS
HEOOXOAMMBIM  JajbHEWINas OIEHKAa CHCTEMbl IyTE€M MPOBEACHUS
WHCIIEKIUY;

0) 3amepKka B BBINOJHEHUM, JIMOO HEHAJICKAIIEE BBHITTOJTHEHUE
OpOLEAYpPhl BBISBICHHUS pHUCKAa WM HMHPOPMUPOBAHUS OO0 H3MEHEHUU

COOTHOIICHUS TI0JIb3a-PUCK, JTHOO HEBHITIOTHECHUE JTAHHOU MPOIEAYPHI;
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B) mpeacraBieHue uHbopManuu 1o mpobdiiemam (apmakoHaa30pa B
cpeacTBa  maccoBo  mHpopMaruu  0e3  MPEIBAPUTENBHOTO  WIIH
OJTHOBPEMEHHOT'O YBEIOMJICHUS HAIIMOHAIBHBIX PETYJISTOPHBIX OPTaHOB,;

r) HecoOJIoJeHue TPEeOOBaHMI 3aKOHOMATENHCTBA WM 0053aTEIbCTB
o oOecreyeHn o 0e30MacHOCTH JIEKAPCTBEHHOTO Ipernapara, BhIsSIBICHHbBIE B
X0JIe MOHUTOPHMHIa JEATEIBHOCTH MO (PapMakoOHAA30py HaIMOHAIBLHBIMU
PETYISATOPHBIMUA OpPTaHaAMH,

1) TPHUOCTAHOBJICHHWE WM H3BSATHE JIEKAPCTBEHHOTO Mpemnapara 0e3
IPEABAPUTEIIHBHOTO YBEIOMJICHUS PETYIATOPHBIX OPTaHOB,;

2) o0si3aTenbCTBA MO TPEACTaBICHUIO HHGOpMAMU (CpOYHBIE U
MEPUOJUYECKUE):

a) 3ajlepkka JUOO YOyIIeHWs B NPEACTABICHUM HHMOpMALUHU IO
0€30macCHOCT B COOTBETCTBHM C  TpPeOOBaHUSAMU  JICHCTBYIOIICTO
3aKOHOJATENIbCTBA;

0) HU3KOE KaueCcTBO JJMOO HEMOJIHOTA MPECTaBIsIeMOr HH(pOopManu;

B) HECOOTBETCTBHS MEXKy MPEACTaBIsIeMON HHPOPMAIINEH U IPYyTUMH
WUCTOYHHKAMH WH(POPMAIIHH;

3) 3ampockl OT PETryIASATOPHBIX OPTaHOB:

a) OTKa3 OT TPEACTABJICHHS 3alpaimBacMoil HWH(pOpMauu WM
JTAHHBIX B CPOKH, YKa3aHHBIE PETyJIATOPHBIMHU OpraHaAMU;

0) HM3KOE Ka4eCTBO WJIM HEHAJJIeXalllee MPEACTABICHUE AAHHBIX 10
3armpocaM OT PeryJATOPHBIX OPTaHOB O MPEJCTaBICHUN HHPOPMAIIHH;

4) BBITIOJIHEHUE 00513aTENIHCTB:

a) 03a004YCHHOCTh I10 TIOBOJY COCTOSHHUS WJIH  BBITIOJHCHHUS
00s13aTENHCTB B paMKax IJIaHa MO YIPABICHUIO PUCKAMU;

0) 3agepXKW WM HEBBINOJHEHUE KOHKPETHBIX 00s3aTEIbCTB,
KaCaroNIMXCsl MOHUTOPWUHTA O€30MaCHOCTH TPOIYKIIMH, BBISBICHHBIX BO

BpEM:A BblIa4M YIOCTOBEPCHUS O FOCYI[apCTBeHHOﬁ perucTpanmnm;
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B) HM3KOE KaueCTBO OTYETOB, 3alPOIIEHHBIX B Kau€CTBE KOHKPETHBIX
0053aTeIIbCTB;

5) UHCTIEKIINU:

a) 3aJepXKKU BO BHEIPEHUM WM HEHAJUIEKAIEE BBINOJIHEHUE
KOPPEKTUPYIOLINUX U TPEAYNPEAUTEIBHBIX ICHCTBUM;

0) uadopmals 0 HeCOOII0ICHNH TpeOOBaHU 3aKOHOATEILCTBA HIIH
0043aTeNbCTB MO O0ECNEYEHU0 O€30MACHOCTH JIEKAPCTBEHHOTO Mpenapara,
MOJIy4YCHHAsi TP BBINIOJHEHUM JAPYruX BUJA0B uHcnekiui (Hamnmexamias
kiuHuueckas npaktuka (GCP), Haanmexamnias nmpou3BOACTBEHHAs MPaKTHKA
(GMP), Hanmnexamas naboparopHas mnpaktuka (GLP) u Hanpnexamias
aucTpuoObroTopckas npaktuka (GDP);

B) IpoBepKa HMHPOPMALMH, IMOIYYEHHOHM OT JPYrHUX PEryJsATOPHBIX
OpraHoB, KOTOPHIE MOT'YT BBISIBUTh HECOOTBETCTBUSI CUCTEMBI;

6) pouee:

a) TpoOJeMbl, BBISBICHHBIE TIPH PACCMOTPEHHH MacTep-daiina
CUCTEMBI (papMaKOHA30Pa;

0) Ipyrue UCTOUHUKU MH(OPMALIMU WUITH HKAJIOOBI.

4.2.1.3. lopeructpaiimoOHHbIC HHCIICKIINU

4.2.1.3.1. lopeructpaiiiOHHbIE UHCTIEKIIUU CUCTEMbI (hapMaKOHa[30pa
BBIIIOJIHSIFOTCSA 10 BBIIAYM  PETUCTPALMOHHOrO yaocToBepeHus. lLlenbro
JAHHBIX  WHCIEKIUN  SBISETCA M3ydeHue (PyHKIMOHUPYIOUIEH WA
IUIAaHUPYEMOM CHUCTEMbI  (papMakoHaA30pa, COTJACHO MPEACTABIECHHOTO
3asiBUTEJIEM OMHUCAHUsl CUCTEMBbI. JlOperucTpalioOHHble MHCIIEKIIUU CUCTEMBbI
dbapmMakoHaa30pa HE SIBISAIOTCS 00S3aTENbHBIMU, HO MOTYT MOTpPeOOBaThCs
IpU OMpEeNIeHHbIX oOcTosTeNnbcTBax. [IpuHIMIBI 3ampoca O MpPOBEACHUU
MHCIEKUMU JO PErucTpauu JODKHBI OBITh OMNpENEICHbl 3apaHee U He
JOJDKHBI SIBJISITHCSI IPUYUHON HEOOOCHOBAHHBIX WHCIIEKTUPOBAHUM, KOTOPHIC

MOT'YT 3aACpiKaTh BblAa4y YAOCTOBCPCHUA O FOCYI[apCTBeHHOﬁ perucTpaimm.
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[Ipu paccMoTpeHHH 11€7€CO00Pa3HOCTH U OOOCHOBAHHOCTH BBITIOJIHEHUS
JOPETUCTPAITMOHHBIX WHCIICKITUH CIIeyeT YUUTHIBATh CIEAyIoIie (haKTOPHI:

1) 3asBUTENh paHee He paldoTal C HUMEIIICHCS CUCTEeMO
dbapmakoHa30pa Ha TeppUTOpUU rocyaapcts-uieHoB EADC unu Haxoautes
Ha CTaJ1H CO3JaHMUsI HOBOM CUCTEMBI (papMaKOHa30Da;

2) wanumuve uHpopMauuu (HaAmpUMeEp, UCTOPUM MPEANIECTBYIOIMIMX
WHCIICKIIMK  7ub0  yBelOMJICHHMs/MH(pOpMAlUsi O  HECOOTBETCTBUH,
MOJIydeHHasi OT APYTHX PETYISATOPHBIX OPraHOB) B OTHOIICHUH TOTO, YTO
JepKaTellb PETHCTPAIMOHHOTO YIAOCTOBEPCHHMsSI HMMEET HapeKaHUus 10
BBHITIOJIHEHHUIO TpeOoBaHUU K cucteme (papmakoHaazopa. Eciu y mepskarens
PErUCTPAIIMIOHHOTO YAOCTOBEPEHUSI MMEETCS HCTOPUS CEPhE3HBIX U /WM
MOCTOSIHHBIX HECOOTBETCTBHM CHCTEMBI (apMakoHaI30pa JACHCTBYIOMINM
TpeOOBaHUM, TO JIOpETUCTpAIIMOHHAS WHCITCKITUS CHUCTEMBI
dbapmMakoHaI30pa MOXKET OBITH OJHUM W3 MEXaHW3MOB MOATBEPKICHHS TOTO,
yTo cucteMa (¢apMakoHaa3opa Oblla COOTBETCTBYIOIIMM  00pa3om
UCITpaBJICHA/yCOBEPIICHCTBOBAHA JO BBIJAYM HOBOTO YIOCTOBEPEHUS O
roCy1apCTBEHHOU PETrUCTpaLH;

3) B CBSI3U C KOHKPETHBIMU MPOOJIEeMaMHU, KaCarolMMUCS 0€30aCHOCTH
OTpEJICTICHHBIX JICKAPCTBEHHBIX IMpPENapaToB, MOXET OBITh IPU3HAHO
HEOOXOAMMBIM  OIIEHUTh  BO3MOXXHOCTH  CO  CTOPOHBI  JIeprKaTess
PErUCTPAIIMOHHBIX YIOCTOBEPECHHUIA:

a) peasr3anuyd MEPONPHUATHS M0 MUHUMHU3AIUN PUCKOB, CBS3aHHBIX C
KOHKPETHBIM JICKapCTBEHHBIM IIpEIapaTom,

0) HaaJIekKaIero BBIMOJHEHUSI 0COOBIX TpeOoBaHUA MO 00ECTICUCHUIO
0€30macHOCTH TPUMEHEHHUs JIEKapCTBEHHBIX MPENapaToB, KOTOPHIE MOTYT

OBITH YCTAHOBJICHBI; UJIN
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B) HaJICKAIEro BBIOJIHEHUS TNPOLEIYp B paMKax pPYTHHHOTO
(apMakoHaI30pa JEKapCTBEHHOI'O MpEnapara, BbI3bIBAIOLIEIO ONACEHHUS B
OTHOLIEHUU MPoQuiist 0€30MaACHOCTH.

[IpuHsATHE pelIeHns 1O BBHITTOJHCHHUIO TOPETHCTPAIIMOHHON WHCTICKITUN
BKJIFOYAET OIEHKY PHCKOB C KOMIUIEKCHOM OLIEHKOUW BOMPOCOB, KacaroluXcs
KOHKPETHBIX JICKAPCTBEHHBIX MPENapaToB U CUCTEMBI.

42.1.3.2. B cnywae ecim B pe3yabTare JOPETUCTPALMOHHOU
UHCIIEKIIMM CHUCTEMBI (papMaKOHaJI30pa BO3HHUKAET OOECIIOKOEHHOCTh 10
MOBOJAY CIOCOOHOCTH JeprKaTeisi PErucTpPallMOHHOTO  yIOCTOBEPEHUs
BBITIOJIHATH TpeOoBaHUs K cucTeMe (apMaKoHAA30pa, YCTAHOBIICHHBIC
3aKOHOJIAaTeTCTBOM W HaJJIeXKaled  mpakTukod  (apmakoHaa30pa,
PEryISTOPHBINA OpraH MOKET PEKOMEH/I0BATh CJIETYIOLIUE MEPHI:

a) OTKa3 B BbIJJa4y€ YJIOCTOBEPEHUS O TOCYIapCTBEHHOW PErUCTPALINH;

0) BBINOJHEHUE MOBTOPHOM MHCHEKIIMU IO BBIJAYU YJIOCTOBEPEHHS O
rOCYJJapCTBEHHOM PpETUCTPALIMM C LEIbI0 MOJATBEPXKACHUS YCTPAHEHUS
KPUTUYECKUX HECOOTBETCTBHUM M BBIMIOJHEHUS PEKOMEH/IAIINI;

B) BblJauya YAOCTOBEPEHUS O TOCYIJAapCTBEHHOM pErucTrpauud ¢
pEeKOMEHJlallue MPOBEJICHUsS] MHCHEKIMU CUCTEMbI (hapMaKoHa/a30pa Ha
paHHEM MOCTPETUCTPALMOHHOM JTarle.

4.2.1.4. TlocTperucTpanimOHHbIE UHCTICKIIUN

[TocTperucTpaiiioOHHbIE  WHCIEKIIMM  CHUCTEMBI  (hapMaKoHaa30pa
IPOBOJIATCS MOCTIE BbIIAUN YAOCTOBEPEHHUS O TOCYAAPCTBEHHOM perucTpanuu
U Mpe/IHa3HAYEHBI JIJIs1 OLICHKU BBITIOJIHEHUS JIepIKATEIIeM PErUCTPAIMOHHOTO
yA0CTOBEPEHUS CBOUX 00s3aTeNbCTBA 1o dbapMakoHa130py.
[TocTperucTpalluOHHbIE WHCIEKIMK MOTYT OBbITh JIOOOro THIIA W3 YHUCIIA
ykazaHHbeiX B4.2.1.1 nu4.2.1.2.

4.2.1.5. O0ObsABIECHHBIE U BHE3AaIHBIE UHCIIEKIIN
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BonpmmHcTBO  MHCHEKIMM — cucTeMbl  dapMakoHaa3opa  OyayT
OOBSABIICHHBIMU, YTO MPEIIOIaraeT NoJiy4eHUEe UHCIEKTUPYEMOIl CTOPOHOM
YBEIIOMJICHUS 0 HE0OXOAUMOCTH oOecrieueHus MPUCYTCTBUS
COOTBETCTBYIOIIMX JIMLl BO BpEMs IIPOBEACHUS MHCIIEKIMU. B psne ciaydaes
1[eJ1eCO00pa3HbIM  SIBIIAETCSI TMPOBEICHME BHE3AMHBIX WHCIEKIUN 100
BBIIIOJTHEHHE  YBEJOMJIEHUS  HMHCIEKTUPYEMOM  CTOPOHBI  HAKAHYHE
IPOBEACHUS MHCIEKIUU (HAampuMmep, e€ciii OOBSIBICHUE MOXKET IOCTABUTH
1O/ yrpo3y LeNH MHCHEKUWHU WU €CJIM WHCIEKUHS MPOBOAMTCS B CHKATHIC
CPOKM 1O Oe30TjararelibHbIM MPUYMHAM, CBS3aHHBIM C  yIPO30H
0€30MacHOCTH).

4.2.1.6. IloBTOpHBIE HHCTIEKIIUU

[ToBTOpHas MHCIIEKIUSI MOXKET IMPOBOJIUTHCS HA PETYJISIPHOU OCHOBE B
paMKax NporpamMMmbl IUJJAHOBBIX HMHCIEKIMH CcHCTEMBbl (DapMaKoHaA30pa.
HeobxoaumMo oLeHUTh (PaKTOPhI PUCKA C LETBIO ONMPEACICHHUS TPUOPUTETOB
NOBTOPHBIX HMHCHEKIMHA. [loBTOpHAs MHCIEKIMS HAa paHHEM 3Tale MOXKET
IPOBOJUTBCS B TOM CIly4ae, €CJIM BBISIBICHO 3HAYMUTEIBHOE YHUCIIO
HECOOTBETCTBUU M TpeOyeTcsl MOATBEPKICHHE HAJJICKAILIETO BbITOJTHEHUS
JNEUCTBUM U MEPONPHUATUN, HANPABICHHBIX HA YCTPAHEHHUE 3aMEYaHUU WU
OLICHKM TIOCTOSHHOTO  BBIIIOJHEHUS  00sA3aTeNbCTB UM COOJIIOACHUS
TpeOoBaHul K cucteme papMaKoHaA30pa, B TOM YUCIIE OLIEHKH U3MEHEHHUH B
cucreme ¢papmakoHaazopa. [loBTopHas MHCIEKIMS HAa PaHHEM 3Tale TaKXkKe
Henecoodpa3Ha BCKOpPE IOCHE BBIMOJHEHUS MNPEIbIAYIIEeH HWHCIEKIUU B
clly4ae HaJu4usl MHQOpPMaLMKU O HEBBITIOJHEHUH MHCIEKTUPYEMOI CTOPOHOM
HAJUISKAIIUX KOPPEKTUPYIOIIMX U MPEayNpeIUTENbHbIX MEPONPHUATHI 1O
IpeanucaHuio 0oJiee paHHEeH WHCIIEKIINH.

4.2.1.7 . JluctaHIIMOHHBIC UHCTICKIINHU

OTO  UWHCHEKUMHM  CHUCTEeMbl  (apMakoHaA30pa,  MPOBOAUMbBIC

HHCIICKTOpaMH, HC HaXOIsICb Ha TCPPUTOPUHA HOMCH_IGHI/Iﬁ ACPIKATCIIA
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PErUCTPAIIMOHHOTO YJIOCTOBEpEHHsS] JIMOO WHON OpraHu3aluM, KOTOPO
JEJETUPOBAHO  BBIMOJHEHUH  GyHKUMA 10  papmakoHaazopy. s
MPOBEACHUS JTAHHOM WHCIEKIIMU MOTYT HCHOJIb30BaThCSl CPEACTBA CBS3H,
takue kak MurepHer win tenedoH. [1og00HBIN TUN WHCHEKIUNA MOXKET
TaK)X€ MCIIOJb30BAaThCS B  CIy4ae BO3HUKHOBEHUS  JIOTHCTUYECKUX
TPYAHOCTEN B IPOBEACHUN UHCIIEKIIMU HA MECTE BO BPEMSI MUCKIFOUUTEIbHBIX
0o0CTOSITENLCTB. PellieHre O MpOBENCHUM JTUCTAHIIMOHHOW HWHCIEKIHMH T10
YCMOTPEHUIO HMHCIIEKTOPOB TMOJJICKUT  COTJIACOBAHUIO C PETYJISITOPHBIM
OpPraHoM,  BBIJAIOIIMM  MOPYYEHHUE HA  MPOBEJACHUE  HMHCIICKIIHH.
Jloructnueckue aCIeKThl  JHWCTAHIMOHHOM  MWHCHEKUUH  CIHEAYET
COTJIACOBBIBaTh C JEpKaTelIeM pPETUCTPAlMOHHOTO YAOCTOBEpeHus. B
CJIy4dae, €CJIU B XOJI€ BBINOJHEHUS NUCTAHIIMOHHOW WHCIIEKIIUU BBISIBISIOTCS
BOIIPOCKI, TPEOYIOIIME BBIMOJIHEHUS OIIEHKU CHUCTEMBI (DapMakoHaa30pa
HETOCPEACTBEHHO Ha MECTE MX OCYIIECTBIICHUS, TPUHUMAETCS PEUICHUE O
IIPOBEJACHNUH UHCIIEKIIMHU C BBIE3IOM HA MECTO MHCIIEKTUPOBAHUSL.

4.2.2. IInanupoBaHue MHCIICKIUH

4.2.2.1. IlnanupoBanue MHCHEKIMI cucteM (hapMaKOHAI30pa JOHKHO
OCHOBBIBAaTHCSI HAa CHUCTEMHOM TMOJXOJI€, OPUCHTUPOBAHHOM Ha OICHKY
PUCKOB, C LEIbI0 ONTUMAJIBLHOTO MCIIOJb30BaHUSA PECYPCOB B paMKax
OCYIIECTBISIEMON ACSITEIBHOCTH IO KOHTPOJIO W OOECIEUEHUIO BBICOKOTO
YPOBHS  3alMTBl  3I0pOBbsl HaceneHus. llogxonm K TIJTaHMPOBAHUIO
MHCIEKIMI, OCHOBAaHHBIM Ha PHUCKAX, IMO3BOJSAET OINPEACIUTh YacTOTY,
HAlpaBJICHHOCTh U O0BEM  MHCIEKTUPOBAHMS  HWHCICKIMM  TIO
dbapMakoHaa30py.

42.2.2. Ilpu coCTaBI€HHMM MNOPOrpaMM  HMHCHEKIUHA  CHCTEM
dbapmMakoHam30pa PEryJATOPHBIMH OpPTaHAMH MOTYT TPUHUMATHCS BO
BHUMaHHE ClIeTyIonre (akTopHI:

1) dbaxTopsl, CBA3aHHBIE C MHCTICKIIUEH:
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a) UCTOPUSI BBISIBIIEHUS HECOOTBETCTBUH IO pe3yibTaTaM MPEIbIAyIINX
UHCIIEKIMN (hapMakoHaa3opa uinu apyrux tunoB uHcneknuit (GCP, GMP,
GLP u GDP);

0) 1aTta NOBTOPHOM MHCIEKIWU, PEKOMEH/I0BAHHASI MHCIIEKTOPaMH WIH
IKCIIEPTaMHU B pe3yJIbTaTe MPeAblIyIIe HHCTICKIINU;

2) akTophl, CBA3aHHBIC C JIEKAPCTBCHHBIMU ITpEIiapaTaMu.

a) perucTpaunus JEKapCTBEHHOI0 Ipenapara, i KOTOpOro Ha3HayeHbI
JOTIOJIHUTEIbHBIE MEPONPUATHS 1O (apMaKOHAI30py WIH MEPOIPHUSTHS,
HaIpaBJE€HHbIE HA MUHUMU3AIUIO PUCKOB;

0) perucTpanus JIEKapCTBEHHOIO IpernapaTta, 1jii KOTOPOTo Ha3HAuYEHO
IPOBEJIEHUE TOCTPETUCTPALIMOHHBIX HCCIEI0BaHUN MO 0€30HMacHOCTU WM
HA3HAYEH JONOJIHUTEIbHBI MOHUTOPUHT;

B) pErucTpanuss M TIOCTaBKa JIEKAPCTBEHHOro(-bIX) Ipemapara c
O0JIbIIUM O0BEMOM TPOJAXK, T.€. MOTECHIIMATBLHO 3HAYMMBIM BO3JEHCTBUEM
Ha OOJIBIIYIO NOMYJISUIO NAUEHTOB;

r') JIeKapCTBEHHBIH(-bIe) mpemapaT(-bl), HE HMEIOIIMKA JTOCTATOYHOTO
KOJINYECTBA albTEPHATUB Ha PbIHKE rocynapcrBa-wieHa EADC;

3) daxTopsl, CBsi3aHHBIE C JIEPXKATEIIEM  PETUCTPAIMOHHOIO
YAOCTOBEPEHUS

a) JepXareiab PErHCTPAlMOHHOIO YAOCTOBEPEHHUsI, KOTOPBIA HUKOrJa
HE MOJBEPTajcs MHCIEKIUN CUCTEMBI (PapMaKOHAA30pa;

0) JepkaTenb PETrUCTPAIMOHHOTO YJIOCTOBEPEHMs, HMEIOIIUA B
oOpalleHud MHOTO JIEKAPCTBEHHBIX NPEnapaTroB Ha pPbIHKE TOCYJIapCTB-
ysenoB EADC;

B) JeprKaTeb PEruCTPAMOHHOTO YJIOCTOBEPEHUS, paHEE HE MMEBILHIA
YAOCTOBEPEHUI O TOCYJApCTBEHHOM pErucTpallud Ha TEPPUTOPUHU

rocynapcTe-wieHoB EADC;
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r) HeraTuBHas MH(GOpMalUs B OTHOUIEHUU BBITIOJHEHUS TPeOOBaHMIA
3aKOHOJIaTENIbCTBA W/WIM TMpoOJieM 10 OE€30MaCHOCTU JIEKapCTBEHHBIX
penaparoB, NOJyYeHHAas: CO CTOPOHBI PETYJSITOPHBIX OPraHOB IOCYJapPCTB-
qieHOB EADC M HMHBIX CTpaH, a TaKKe PETYJIATOPHBIX OPraHOB B JIPYTHX
00JIacTsSIX peryJMpoBaHUs OOpalleHus JIGKapCTBEHHBIX ImpemnapaToB (T.e.
GCP, GMP, GLP u GDP);

1) W3MEHEHHd B  OpPraHU3alMOHHON  CTPYKType  JAepKarens
PErHCTPALIMOHHOTO YAOCTOBEPEHHUSI, TAKUE KaK CIMSHUS U NOTJIOIICHMUS;

4) dakTopsl, CBSI3aHHBIE C cCUCTEMOM (papmakoHaa30pa:

a) Jep)karelb PETrUCTPAlMOHHOTO  YAOCTOBEPEHHMsS, HWMEIOIIHIA
CyOnoOJpSAHYIO OpraHu3alMi0 1O OCYIIECTBICHUIO JIEATEIbHOCTU IO
dbapmakonazopy (B yactu ¢pynkuuit YJI® B EADC, npeacraBieHus 0TYETOB
1o 0€30MacHOCTH U T.JI.) U/WUJIM HECKOJBKO OpPTaHU3alU/, IPUBICYEHHBIX IS
OCYUIECTBJIEHUS MEPONPUATUH IO PapMaKOHAA30PY;

0) 3amena YJI® ¢ MmomMeHTa MmocieIHe HHCTICKITUH;

B) U3MEHEHHS B 0a3e(-ax) JaHHBIX MO OE30MACHOCTU JIEKAPCTBEHHBIX
npenaparoB, KOTOpPble MOTYT BKJIOYaThb B ce0sl M3MEHEHHE caMmoul 0a3bl
JAHHBIX WJIA B3aUMOCBSI3aHHBIX 0a3 JaHHBIX, CTATyC BaJlujgauuud 0a3bl
JAHHBIX, & TAaK)Ke MHPOPMALIMK O IEpEAaHHBIX WU EPEHECEHHBIX JaHHBIX;

I') U3MEHEHHUS B JIOTOBOPHBIX OTHOILIEHUSX C IMOCTAaBIIMKAMHU YCIYT I10
dbapMakoOHaI30py WM MECT BBITTOTHEHUS (DYHKINI TI0 PapMaKkoHAA30PY;

1) JeJerupoBaHuE WIM Tiepefada yIpaBlIeHUs: MacTep-(aitiiom
CUCTEMBI (papMaKOHa130pa.

4.2.2.3. HauuoHanbHble PEryJsSTOPHbIE OpPraHbl HUMEIOT MPABO
3ampaimBath TpeOyemyro HH(pOpMaIMIo y AepxaTeleld perucTpalvuOHHBIX
YAOCTOBEPEHUI B LIESAX ITUIAHUPOBAHUS MHCIEKIMI HA OCHOBAHUM MOJX0/1a
[0 OLICHKE PHUCKOB, B Clly4a€ €CJIM Ha MOMEHT IUIaHUPOBaHUS OHAa HE

ABJIACTCA I[OCTYHHOﬁ.
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4.2.3. IHCTIeKTUpYyEeMble 0OBEKTHI

JIto0ast cTopoHa, OCYIIECTBIIAIONIAs MEPONIPUATHS IO (PapMaKOHAI30py
MOJHOCThIO WJM YaCTUYHO, OT HUMEHM JIepXkaTels PErucTpardoHHOrO
yAOCTOBEPEHUS JIMOO COBMECTHO C HUM, MOKET MOJIBEPTaThCs MHCIIEKIIMU Ha
MOATBEPKJICHUE CMOCOOHOCTH HAJJIC)KAILETO BBITIOJIHEHHUSI 0053aTENbCTB U
cobmoaeHrus  TpeOoOBaHWUW  3aKOHOJATENbCTBA IO  (papMaKoHAI30Py
JepKaTeass — PEruCTPalMOHHOIO  YOCTOBEPEHUS. OOBekThl  JJIst
WHCIIEKTUPOBAHUSI MOTYT OBITh PACHOJIONKEHBI HAa TEPPUTOPUU TOCYIAPCTB-
wieHoB EADC nubo ux npenenamu. MHcnekuun oOBEKTOB 3a MpeneiaMu
rocyaapctB-usiecHoB EADC MoOryT ObITh YMECTHBIMU, €CIU TJIABHBIA LIEHTP
dapmakoHan3opa, 0a3bl JAaHHBIX W/WIW BBIMOJHAEMAs JESITEIBHOCTH IIO
dbapmakonagzopy Haxonarcs 3a npenenamu EADC. Tunm U KOIWYeCTBO
UHCIIEKTUPYEMbIX OOBEKTOB JOJKHBI BBIOMPAThCA COOTBETCTBYIOIIUM
00pa3oMm, 4TOObI TAPAHTUPOBATH JOCTUKEHUE KITIOUEBBIX 11€JIe MHCIICKITUU.

4.2.4. O0bEM HHCIIEKIIUN

OO0beM WHCIEKIIMU 3aBUCUT OT IeJiel WMHCHEKIMH, OT OXBaTa
OPEAbIAYIIUMH  WHCIICKIUSIMU  PETYJIATOPHBIMU OpraHaMu TOCYJIapCTB-
yieHoB EADC, a Ttaxxe or Tuma uHcnekiuu. [lpu moaroroBke oOnema
WHCTICKIIMY HEOOXOIUMO YUUTHIBATH:

a) wuHbOpMAIMIO, TIPEACTABICHHYI0O B Mactep-(ailie cucTemsl
dbapmakoHaa30pa;

0) undopmaruo o GYHKIIMOHUPOBAHUM CHUCTEMBI (hapMaKOHAI30pa,
HalpUMep UMEIOIIUECS Y PETYJIATOPHOIO OpraHa JaHHBIE O COOTBETCTBUU
CUCTEMBI;

B) KOHKpETHbIE (haKTOPbI HHUITMUPOBAHUS WHCTIeKIuY (1 2.1.2);

4.2.4.1 . CranmapTHble HHCTIEKIINH (papMaKOHaI30pa

B mpomecce craHmapTHBIX WHCIEKIMNA CHUCTEMBI (hapMaKOHaa30pa

IIPOBEPSIETCS coOJtoiIeHne HOPMAaTHBHBIX TpeboBaHUI (HOpM
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perynupoBaHusi) 1o  (apMakoHaI30py W HaJUIeKalled  MpPaKTHUKU
(dapmakoHag3opa. B cioydasx eciaum 3TO NPUMEHMMO, WHCIIEKTUPOBAHUE
JOJIKHO BKJIFOYATh OLIEHKY CIEIYIOUIUX 3JIEMEHTOB CUCTEMBI:

1) mnpouenypsl paboTbl C HWHAWBUAYAJIbHBIMH COOOILICHUSIMHU O
HEXEJaTeNbHBIX peakuax Ha JekapcTBeHHbid npenapat (MCHP):

a) cbop, moigydeHHe W OOMEH COOOIIEHUSIMHU, TOJYYEHHBIMH OT
UCTOYHHKOB BCEX BHUJOB, OOBEKTOB M OpraHU3aluil B paMKaxX CHUCTEMBI
(dapmMakoHaa30pa, B TOM 4YHCJIE€ OT TE€X OpraHu3aluil, KOTOpble Ha
KOHTPAKTHOM OCHOBE BBIMOJIHSIOT 00s3aTeIbCTBA MO (hapMaKOHAI30Py IS
JEpKATeNsl  PETHCTPAlMOHHOTO  YJIOCTOBEPEHMS, a  TaKK€  HMHBIX
NOJApAa3CICHUNA  OpraHM3aluy, HE  OTHOCSIIMXCA K  CHCTEME
dbapmakoHaa30pa;

0) OIleHKa, B TOM YHUCJIE€ MEXaHWU3Mbl MOJYYEHUS U MpPoLEeaypa
pEruCTpallii OLIEHKW JIML, MPEJCTABUBIIMX COOOILIECHUS; HCIOJb3yeMas
TEPMUHOJIOTUS; OLIEHKA CEpPbE3HOCTH, OXHMIAEMOCTH M  IPUYUHHO-
CJICJICTBEHHOH CBSI3H;

B) perucTpaius pe3yJbTaToB MOCIEAYIOIIEr0 HAOII0IEHUS] U UCXOJIOB,
HalpuMep, MCXOJ B CllydasX BO3JCHCTBUA JIEKAPCTBEHHOIO Ipenapara Ha
IJI0J1 B IEPHOJT OEPEMEHHOCTH U MEAUIIMHCKOE MOATBEPKACHUE COOOLIEHUH,
MOJIyYEHHBIX CO CTOPOHBI MTAlIUEHTOB;

I') BBINOJHEHUE TPEOOBAHMI 3aKOHOJATENHLCTBA MO MPEACTABICHUIO
pazinunbix TUIIOB MCHP B cOOTBETCTBYIOIINE KOMIIETEHTHBIE OPTaHBbIL;

1) BeieHUe JoKyMeHTaluu u apxusupoBanue MCHP;

2) mepuoauveckue oOHOBJsieMble OT4eThl Mo Oe3omacHocTH (ITOOB)
(eciu NPUMEHUMO):

a) TIOJIHOTA U TOCTOBEPHOCTh BKJIFOUEHHBIX JAHHBIX, 00OCHOBAaHHOCTb

pemeHI/Iﬁ, OTHOCAINUXCA K JaHHBIM, KOTOPbLIC HC BKJIFOUYCHBI,
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0) pemieHue BOMPOCOB II0 M3MEHEHHUI0 Tpoduiis OE30MacHOCTH,
IPEACTABICHUE COOTBETCTBYIOIINX AaHAJIU30B U MED;

B) 0(pOpMJIEHHE B COOTBETCTBUH C TPEOOBAHUSAMM 3aKOHOAATEIbCTBA;

') CBOEBPEMEHHOCTh MPEJICTABIICHHUS;

3) HenpepbIBHAS OIeHKA MPOQuUIs 0€30MacCHOCTH:

a) WCTOJIb30BaHME BCEX MCTOYHUKOB MH(OOpMAIMU I OOHAPYKCHUS
CUTHAJIA;

0) npaBWJIbHOE MPUMEHEHNE METOJ0JIOTMH aHAJIN3a UH(OpMaLUK;

B) COOTBETCTBUE MPOLETYP PACCICIOBAHUS U MOCIEYIOMNUX TCUCTBUMI,
HaIMpuMep, BHEAPECHUE PEKOMEHIAINI MOCIIe aHaIn3a JaHHBIX;

T') peanu3anus MiaHa yupaBieHUs: pUCKaMH WA IPYTUX 00s3aTEIbCTB,;

1) CBOEBPEMEHHOE BBISIBICHUE W TPEJCTABICHUE MOJHBIX U TOYHBIX
JAHHBIX PETYJISATOPHBIM OpraHaM, B YaCTHOCTH B OTBET HAa KOHKPETHBIC
3aIlpOCHI IaHHBIX;

€) BKJIIOUEHUE YTBEPKACHHBIX U3MEHEHHI B COOOIICHHUS, Kacaloluecs
0€30MacHOCTH, U MH(OPMAIIHIIO O JIEKAPCTBEHHOM Ipenapare;

4) MHTEpPBEHIIUOHHbBIC (MPU HEOOXOJAMMOCTH) U HEUHTEPBEHIIMOHHbIC
KJIIMHUYECKHUE UCCIIEI0BAHMS/UCTIBITAHUS:

a) TMpEACTaBlI€HUWE COOOLIEHMH O TMOJO03PEBAEMBIX CEPbE3HBIX
HEOXKHIAHHBIX HEXKEIATeIbHBIX PEAKIMIX B COOTBETCTBUU C TPeOOBAHUSIMU
3aKOHOJATEIhCTBA rocygapcTe-uieHoB EADC;

0) moJiydyeHue, pErucTpanus U OlEHKa CIydacB HEeXeJaTeIbHbIX
peaKkiuii, BBISIBJICHHBIX B XOJI¢ WHTCPBCHIIMOHHBIX W HEHMHTEPBEHIIMOHHBIX
KJIMHUYECKUX HUCCIIeI0BAHNN/UCTIBITAaHH;

B) IMPEACTaBICHUE  PE3YJbTaTOB  MCCICAOBAHUS/MCIBITAHUS U
COOTBETCTBYIOIIEH WH(OpMauu 1O  OE30MacHOCTH  JICKAPCTBEHHBIX
npernapaTtoB B (OpME OTYETOB COTJIACHO TPEOOBAHUAM 3aKOHOJIATEIbCTBA

rocynapctB-wiieHoB EADC;
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I) COOTBETCTBYIOIIMH BBIOOp CHpaBOYHOW HWHMOpPMAIUK  TIO
0€30MacHOCTH, TOJJEP)KaHUE aKTyaJbHOTO ypPOBHA HH(pOpMAIlMU B
Opoltopax wucciegoBareliss wWid HHPOpMAUM O OE30MaCHOCTH s
MaIMeHTa;

1) BKJIFOUCHHE JAHHBIX WCCIICIOBAHUS/UCIIBITAHNS B TEKYIIYIO OIICHKY
npoduiia 6€30MacHOCTH JIEKApCTBEHHOTO Ipernapara,;

5) mpoueaypsl cucTeMbl (papMakoHaI30pa:

a) posii u o0a3aHHOCTH YJID, Hampumep, JOCTYI K CUCTEME KauecTBa
dbapmakoHaa3opa, Mactep-(paitiny cuctembl (apMakoHaA30pa, MOKa3aTeIsIM
3¢ (PEKTUBHOCTHY H HMHAMKATOpPAM CHUCTEMBI, OTYeTaM IO ayAuTamM |
WHCIIEKITUSM, a TaKK€ MX CHOCOOHOCTh MPUHUMATH MEPHI MO YIYYIICHHUIO
COOTBETCTBHUS;

0) posnu ¥ 00SI3aHHOCTH JEPKATEI PETUCTPALMOHHOTO YAOCTOBEPEHUS
B OTHOIIEHUU CUCTEMBI (DapMaKOHAa130pa;

B) TOYHOCTh, TIIOJHOTAa U TOJJEpPNKAHUE AaKTyalbHOTO YPOBHSA
uHdopmaiuu B Mactep-(daiisie cucremsl (hapMakoHAA30pPa;

I') Ka4eCTBO W COOTBETCTBHE YPOBHS IOATOTOBKH, KBaTH(UKAIIUU H
OTIbITa TMIEPCOHATIA;

1) OXBaT U COOTBETCTBHE CHUCTEMbI Ka4eCTBA B OTHOIICHHH CHCTEMBI
dbapmakoHaa30pa, B TOM YHCIIE BBITIOJHEHHUE MPOIECCOB KOHTPOJIS KauecTBa
1 o0ecrieueHrs KauecTBa;

€) IPHUTOJHOCTh MCIOJIB3YEMbIX KOMIIBIOTEPHU3UPOBAHHBIX CUCTEM JIJIs
BBITIOJTHCHHS] KOHKPETHBIX (PYHKITHI;

) JIOTOBOPBI M COTJIAIICHUS CO BCEMHU YYACTBYIOIIUMH CTOPOHAMH,
COOTBETCTBYIOIITUM O0pa3oM OTpakaromre 0OS3aHHOCTH M MEPOTPHUATHS T10

BBITIOJIHCHH IO c])apMaKOHazBopa, a TAK)KC MX HAJICKAIICC BBIIIOJTHCHHC.
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WNHcnekiuss MOXeT BKIIOYaTh B ce0d  OLIEHKY COOTBETCTBHUS
OCYILIECTBJISIEMBIX ~ M€p  MHHUMH3AIUM  PUCKOB  YCTAHOBJIEHHBIM
TpeOOBaHUSIM.

4.2.4.2 BHen1aHOBBIE HHCIIEKIINU

OO0beM BHEIUIAHOBOM HWHCIEKIMKM OyAeT 3aBUCETh OT MPUYUH €€
Ha3HaueHMUs. B 4YHCIO OllEHHBAaeMBIX aCMEKTOB CHUCTEMBI MOTYT BOWTHU
nepeyucieHnsle B 1.4.2.4.1, a Takxke:

a) BOBJIeueHHE U MHPOopMupoBaHHOCTh YJID no BompocaM, CBSI3aHHBIM
C KOHKPETHBIM JIEKAPCTBEHHBIM MpPENapaTom;

0) yriyOJieHHOE M3y4YeHHe MPOIIECCOB, MPOLEAYp MPUHATUS PEUICHUH,
BBITIOJIHEHUST HMH(MOPMUPOBAHUS U  peaju3alui Mep, CBSI3aHHBIX C
KOHKPETHBIM (PaKTOPOM MHUIIMUPOBAHUS UHCIICKIIMU W/UJIU JIEKapCTBEHHBIM
penapaToM.

4.2.4.3 IloBTOpHBIEC UHCIICKIINHU

4.2.4.3.1. Onpenensst o0beMbl PadOT MO BBHIMOJHEHUIO MOBTOPHOU
WHCIIEKIINH, HY’)KHO YYUTHIBATH CIICAYIOIIUE ACTIEKTHI:

a) aHaJIM3 COCTOSIHUS CHUCTEMbl W/WIU IJJaHA KOPPEKTUPYIOLIUX U
NpeaynpeaUuTeIbHbIX  MEPONPUITUN, pa3pabOTaHHBIA IO pe3yjbTaTaMm
npeablaylled HHCTIEKIUU (papMakoHaA30pa;

0) aHanM3 3HAYUTEIBHBIX M3MEHEHHH, KOTOPHIE BHECEHBI B CHCTEMY
dbapmakoHam30pa CO BPEMEHH TMOCIEAHEH WHCIEKIUK ¢apMaKkoHaa30pa
(Hanpumep, MU3MEHEHHE O0a3bl JAHHBIX (apMaKoOHAI30pa, CIUSHUS WU
MOTJIONIEHUSI KOMITAHWH, 3HAUYUTEJIbHBIX M3MEHEHUS B JIOTOBOPHBIX BHAAX
JeSITEILHOCTH, 3aMeHa Y JID);

B) aHalM3 TPOIIECCOB W/WIW BOMPOCOB B OTHOIIEHWHW KOHKPETHOTO
JIEKQpCTBEHHOTO  Mperapara, BbIABICHHBIX B PE3yJbTare  OIEHKHU

uH(popManuu, MIPEICTABICHHON JiepKaTenemM PETUCTPALUOHHOTO
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yAOCTOBEPEHUS WJIM HE BKJIIOYEHHBIX B O00BEM HHCIEKTUPOBAHUSA
MPEABbIAYIIEN UHCIIEKIIUEH.

4.2.4.3.2. O0beM MOBTOPHOUN MHCIEKIUU ONpPEAEISIETCS pe3yabTaTaMu
NPEAIECTBYIOIIMX HMHCIEKIUNA W MOXKET ObITh PacIIMPEeH C Y4eTOM psja
dbakTopoB (HampuMep, BPEMEHU OT JAaThl MPOBEACHUS MPEIIIECTBYIOIIEH
WHCIIEKIMHU, 00beMa MPEANIECTBYIONICH NHCIEKIINH, €CIIA ATO MPUMEHHUMO).

4.2.5 Tlpouecc UHCTIEKIINU

4.2.5.1. Hucnexkuuun ¢dapMakoHaa30pa HEOOXOAMMO IUIAHHPOBAT,
KOOPJMHHUPOBATH, POBOAUTH, IPEJICTABIIATH OTYETHI O HUX, KOHTPOJIUPOBAThH
BBIIIOJIHEHWE 3aMEYaHWM W  JIOKYMEHTHPOBAaTb B  COOTBETCTBUM C
NpPOLEAYPAMU HWHCIEKIHMI, BBIMOJHIEMbIX Ha TEPPUTOPUU TOCYIAPCTB-
ywieHoB EADC. CoBEpIIEHCTBOBAHMIO M TapMOHU3AlUMUA NPOBEIACHUS
MHCIIEKIUN Oy1yT CrIoCOOCTBOBATh COTJIACOBAHHBIE MPOIIECCHI U TIPOLIETYPHI,
COBMECTHBIE TIPOBEPKH, OOMEH OINBITOM M OOy4YeHHME HWHCIEKTOPaTOB
HallMOHAJIBHBIX PETYJIATOPHBIX OPTraHOB.

4.2.5.2. Tlpomemypsl mo uHCHEKIUSIM ¢dapMaKOHaI30pa CHUCTEM
(dapmakoHa130pa JOJKHBI BKIFOUATh CIAEAYIONIUE MPOLECCHI:

a) oOMeH uHpopmarue;

0) MIaHUPOBAHUE UHCIIEKIIUH;

B) JOPErUCTPALMOHHBIEC UHCIIEKIINH;

') KOOpAWHAIMS WHCTIeKIi cucteM (papmakoHaazopa B EADC;

1) KOOpAUHALIUS UHCTICKIIMM TPEThel CTpaHbl (B TOM YUCIIC MHCIICKITUN
MOAPSAYMKOB B TPEThUX CTpPaHaX);

€) MOJr0oTOBKAa MHCIEKINI cucTeM (hapMaKoHaA30pa;

) MIPOBEICHUE MHCIIEKIINI cucTeM (hapMaKoHaA30pa;

3) OTYETHOCTh IO HWHCHEKIMSIM CUCTEM (apMakoHaa3opa H

MOCJICAYIOIIUIA KOHTPOJIb;
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1) UHGOPMUPOBAHUE U MPUOPUTETHOCTh MHCIEKIHNHI (apMaKoHaI30pa
Y TIOJTYYCHHBIX PE3yJIbTaTOB;

K) BEJCHHE ydYeTa W apXWBHPOBAHMS JOKYMEHTOB, TOJYYCHHBIX B
pe3ynbTaTe MHCIEKINI cUCTeM (hapMaKOHAI30Pa;

JI)BHE3AIHbIE UHCTICKIIUU;

M) CaHKIMM U PEryJISITOPHBIC/TIPUHYAUTEIIbHBIE MEpPbl B Ciydae
CEPhE3HOTO HECOONIOZICHUST TPEOOBAaHUHN 3aKOHOMATENLCTBA M HaJJIe)KaIeh
NpakTUKU (apMaKoHaI30pa;

H) pEKOMEHJAIMM II0 IIOATOTOBKE WHCIIEKTOPOB, BBITOJHSIOIINX
WHCIIEKITUU CUCTEM (hapMaKoHaa30pa, U 0OMEHY OIBITOM PaOOTHI.

4.2.5.3. Ilpn HE0OOXOAUMOCTH BO3MOKHA pa3pabOoTKa HOBBIX MPOIIEAYD.

4.2.6 KOHTpOJIb UCIIOTHEHUS 3aMEUYaHU UHCIICKIIUU

B crmydae BBISIBJICHUS B XOJ/€ BBIMOJHEHUS WHCIICKIIUA HECOOTIOACHUS
00s13aTeNIbCTB o dhapmakoHa30py, TpeOyeTcs YCTaHOBJICHUE
MOCJIEYIOMEr0  KOHTPOJS 1O  TOJHOTO  BBINOJHEHUS  IIJIaHa
KOPPEKTUPYIOIINX U TPEeAYNpeauTeabHbIX AchcTBU. CleayeT Y4YUTHIBATh
TIEPEUYHCIICHHBIC HUKE METOABI KOHTPOJIS:

a) aHAJIU3 IUIaHa KOPPEKTUPYIOIIUX U MPeaynpeauTeIbHbIX TeUCTBUN
JepKaTels PETUCTPAIMOHHBIX YI0CTOBEPCHHIA;

0) aHaNM3 TEPUOAMYECKUX OOHOBIISIEMBIX OTUETOB O XO0j€ padoT B
ciydae HEOOXOAUMOCTH;

B) TIOBTOPHAs HWHCIICKIUS IS OIICHKH HAJIC)KAIIETO BBIMOTHEHUS
TJIaHa KOPPEKTUPYIOIINUX U IPEAYIIPEAUTEIBHBIX CHCTBUM;

r)3alpoc O TPEJICTABICHWH paHee HE IMPEACTABICHHBIX JaHHBIX;
MPEACTABICHUN M3MEHEHHI (Hampumep, B MHPOPMAIUIO O JICKAPCTBEHHOM
npenapare); MPEACTABICHWN aHalu3a BIMSHUSA (Hampumep, pe3yabTarT
aHaNM3a paHee HE BKIIOYCHHBIX B aHAJIM3 JIAHHBIX MPU BBIOJTHCHUHU

npoucaypbl BbIABICHUA CHFHaHa);
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1)3alipoCc O BBIMOJHEHUM HaJJIeXallero UHGOPMHUPOBAHMS, BKIIIOYAs
BHECEHHE M3MEHEHUH B MHQPOPMAIMIO, MPEACTaBIIEMYI0O B paMKax
MapKETHUHIOBOM AESATENbHOCTH, /WA PEKIIAMHYIO HH(POPMALIHIO;

€)3aIpoc 0 BCTPEUYE C JAEPKATEJIEM PErHMCTPALMOHHOIO yI0CTOBEPEHUS
C LENbI0 OOCYXKJEHHS BBISBICHHBIX HEIOCTATKOB/HECOOTBETCTBUN M HUX
BIIMSIHUS HA [UIaH MEPONPUSITUI;

k) Tepedadya pe3ysbTaTOB HWHCICKIMU JPYTUM  PErYJISTOPHBIM
OpraHam;

3) JOpyrue JIeWCTBUs, CBSI3aHHBIE C JICKAPCTBEHHBIM IMpemnapaToM, B
3aBUCUMOCTH OT BIIMSHHS HEJOCTAaTKOB/HECOOTBETCTBUI U pE3yJIbTAaTOB
MOCTCAYIONUMX JEUCTBUM (ClOla MOTYT BXOJUTH OT3BIBBI WJIU JICHCTBUS,
CBSI3aHHBIC C BbIIAYEH PETUCTPALMOHHBIX YAOCTOBEPEHUN WIM pa3pelieHUI
Ha MPOBEJICHUE KIIMHUYECKUX UCTIHITAaHU ).

4.2."7 JIeicTBUS U CAaHKLIUM PETYISATOPHBIX OPTaHOB

4.2.7.1. CornacHo 3aKOHOJATENbCTBY TrocynaapcTtB-wieHoB EADC, B
IEIsIX OXpaHbl 3J0POBbS HACEICHHUS PETyJIATOPHBIE OpTraHbl O0O0s3aHbBI
00eCreYnTh BBIMOJHEHHUE JACPKATEISIMA PETUCTPALIMOHHBIX YAOCTOBEPEHUN
00s13aTenbCcTB 110 (hapMakoHa30py. B ciiyuae oOHapykeHUsI HECOOJIIOCHUS
TpeOOBaHMII WM HEBBITIOJTHEHUsS] 00s3aTeIbcTB 10  (hapMaKOHAI30pY,
JNEUCTBUSA, KOTOPBIE HYXHO NPEANPHUHATH, JOJDKHBI OMNPEACNSThCA IO
KOKJIOMY KOHKPETHOMY CiIy4aro OoTAenbHO. Kakue nelicTBust mpuHSATHI, OyaeT
3aBUCETH OT NOTEHIUATBHOTO HEraTUBHOTO BIIASTHUS
HECOOTBETCTBUI/HECOOIIO/ICHUS HA 3]I0POBbE HACEJICHUS, HO 000 ciydaii
HECOOTBETCTBUIM/HECOOIIOIEHUSI MOXET YUYWUTHIBATHCA TIPU TMPUMEHEHUU
NPUHYIUTENbHBIX ~ Mep. [lpy  HEOOXOIMMOCTH,  COOTBETCTBYIOIIEE
rocyaapctBo-uieH EADC 00s3aH0 TPUHATE HEOOXOIUMBIE MEPHI ISl TOTO,
9TOOBl K JIEpKATENI0 PETUCTPAIIMOHHOTO YIOCTOBEPCHUS MPUMEHSIINCH

B(b(l)eKTI/IBHBIe, COPasSMCPHBIC U CACPKUBAOIINC CAHKIIUU.
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4.2.7.2. B cOOTBETCTBUM C PYKOBOACTBOM U, MpU HEOOXOJAUMOCTH,
NpaBWJIaMH,  yCTAHOBJICHHBIMM  HAIlMOHAJIBHBIM  3aKOHOAATEIHCTBOM
rocynapctB-usiecHoB EADC, B ciiyyae HECOOJIIOIeHNSI, BO3MOYKHBIE BAPUAHTHI
pEryJIMpOBaHUS BKIIOUAIOT B ce€0s CIIEYIOIICE:

1) oOydenune u coAeHCTBUE: HAIMOHAIBHBIE PETYJISITOPHBIE OPraHbI
UMEIOT TIPaBO OOIIATHCA C MPEICTABUTEISIMU JepKaTeNield perucTpalmOHHbIX
YAOCTOBEpEHU (Hampumep, Ha cOOpaHuM), YTOOBI OOOOIIUTH BBISIBIICHHBIC
HECOOTBETCTBUSI, Pa3bICHUTh 3aKOHOAATEJbHBIE TPEOOBAHUS U OXKHUIAHUS
pPEryJIATOPHOIO OpraHa, a TakXXe pPAcCMOTPETh KOPPEKTUPYIOIIUE U
npeaynpeanuTebHbIC NEUCTBUS, npeiaracéMole Jep KaTeaeM
PErUCTPAlMOHHBIX YIOCTOBEPEHUMN;

2) mpejacTaBlieHHE WH(OpMAIMU JPYTUM PEryJsITOPHBIM OpraHaMm B
paMKax JIOTOBOPEHHOCTEH MO 00ecreueHn0 KOHPUICHIINATbHOCTH;

3) UHCHOEKUMS: WHCIEKTUPOBAHUE JIEp)KATENIE PErucTpaliMOHHBIX
YAOCTOBEPEHUM, KOTOpPBIE HE COOIIOMAOT 00s3aTEIbCTBA/HE BBIOIHSIIOT
TpeOOBaHUSI, MOXKET TPOBOJIUTHCS C IEIBI0 OMNpPENeNeHUs CTEeNeHU
HECOOJIIO/ICHHS/HEBBITIOJIHEHUSI 3aKOHOJATEIhCTBA W B MOCIEIYIONIEM C
HEIbI0  TOATBEPXKIEHUSI  COOJIFOJCHUS/BBITIOHEHUS  3aKOHOJATEIbHBIX
TpeOOBaHUM;

4) MACHMO-TIPENYNPEKACHHUE, 3as1BJICHUE 0
HECOOJIIOICHUY/HEBBITIONTHEHUN I  YBEIOMJICHUE O HApyIICHUU: OTHU
JOKYMEHTBI MOTYT BBIJIaBaThCSl PETYJISATOPHBIM OpPraHOM C YyKa3aHHEM
3aKOHOJATEILHOTO JIOKYMEHTA WM PYKOBOJICTBA, KOTOPOE OBLIO HAPYIIEHO,
HallOMHWHAsl JepKaTeasiM  PETrUCTPAllMOHHBIX  YAOCTOBEPEHUU 00 HX
o0s3aTeNnbCTBAX 10 (AapMaKOHAA30Py WU Mepax, KOTOpPhIE TOJDKHBI
OPEANPUHATh JIEPKATEIN PETUCTPAIMOHHBIX YIOCTOBEPEHUN, a TaKkKe
CPOKH, YCTaHOBJICHHBIC [JI1 YCTpaHEHHS HECOOTBETCTBHI/HAPYIICHUH,

YTOOBI npeaoTBpaTUThb ﬂaHBHCﬁMHC HECOOTBETCTBUSA/ HapyHICHU,
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5) peryasTopHble OpraHbl MOTYT PacCMOTpPETh BOIpoC 00
OIMyOJIMKOBAaHUM CIIMCKa Jep)KaTelied pPEerucTpalvOHHBIX YJIOCTOBEPEHUH,
KOTOpbIE  CEPbE3HO WM  [OCTOSHHO  HapylwawT  TpeOoBaHUs
3aKOHOJIaTEIbCTBA 10 (hapMaKOHAA30pY;

6) HOEeUCTBUS B OTHOIICHUH YIOCTOBEPEHUM O TOCYIApCTBEHHOM
perucTpauvy WJIM 3asBJICHUS Ha TOCYJAPCTBEHHYK) PErUCTPALUIO,
HaIpuMep:

a) OSKCTPEHHOE BBEJICHHE OIPAaHUYEHUMW, CBSA3aHHBIX C MpoduieM
0€30MacHOCTH JIEKAPCTBEHHOTO IIpenapara;

0) TNpUOCTAaHOBKA WM  AHHYJMPOBAHHE  YyJIOCTOBEPEHUS O
rOCyJJapCTBEHHOM PETUCTPaLy;

B) IMPUOCTAHOBKA PACCMOTPEHUN HOBBIX 3asBJICHUN Ha MOJy4YEHUE
YIOCTOBEPEHUM O TOCYJAPCTBEHHOW PErMCcTpauvu [0 peanu3aluuu
KOPPEKTUPYIOIIUX U MPEAYNPEANUTEIbHBIX T1ENCTBUM;

)  HAa3HAYEHWE  JOPETUCTPALMOHHBIX  WHCHEKIUHA  CUCTEMBI
dbapmakoHaa30pa;

7) OT3bIBBI JIEKAPCTBEHHBIX NpPENapaToB, HAIpUMEp, B clydae, €clid B
uH(pOpMaLIMIO O JIEKAPCTBEHHOM IpernapaTe He BKJIIOYEHbI OYEHb Ba)KHbIC
npeaynpexaeHus no 6€30MacHOCTH;

8) [meilcTBHs, CBSI3aHHBIE C MAapPKETUHIOBOM WJIM PEKIAMHOMN
uH(dOopMaInei;

9) BHECcEeHHE OMPABOK B MPOTOKOJIBI UM MPUOCTAHOBKA KIMHUYECKUX
UCCJIEIOBAaHUI/UCIIBITAHUM B Clydae BBISIBICHUM H3MEHEHHN Mpoduis
0€30MacHOCTH KOHKPETHOTO JIEKAPCTBEHHOTI'O Mpernapara;

10) agmMuHHCTpaTUBHBIC MTpadbl, KaK MpaBuiio, GUKCUPOBAHHBIC WA
OCHOBaHHbIE HA MPUOBUIA KOMIIAHUY IITPa(]bl, WIK B3UMAEMbIE €KETHEBHO.

4.2.8. Kanuduxaius u 00yueHrne HHCIIEKTOPOB
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WNHcnekTopa, KOTOpbIE YYaCTBYIOT B MPOBEIECHUM HWHCIEKIUNA CHUCTEM
dbapMakoHa30pa, JOKHBI OBITh CHENHATUCTAMU PETYISATOPHBIX OPraHoOB
rocynapct-wieHoB EADC wnm ImnaMu, Ha3HAYEHHBIMU B COOTBETCTBUHU C
HallUOHAJIbHBIMU TMpPAaBUJIAMHU, a TAKXKE JOJDKHBI COOJIOAATh MOJIOKEHUS
HAIMOHAIBHOTO PETYJISTOPHOrO opraHa. PekomeHayercs, 4ToObl Ha3HAYEHUE
WHCIIEKTOPOB OCHOBBIBAJIOCH HA WX OMNbBITE U MUHUMAIbHBIX TPEOOBaHMSIX,
ONPE/ICICHHBIX HAIMOHAJIbHBIM KOMIIETEHTHBIM oOpraHom. HWHcnekTopa
JOJDKHBI TPOUTH OOyuyeHHEe B TOM OOBEME, KOTOPBIM HEOOXOIUM IS
oOecrieyeHUsT UX KOMIIETEHTHOCTU B T€X 00JaCTAX, KOTOPhIE HEOOXOUMBI
JUIsl TIOITOTOBKU WM TPOBEJCHUSI MHCHEKIMH, a Takxke oTdyeta o Hux. OHuM
JOJDKHBI ~ TakXe TNPOWTH oOydeHue TpoleccaM U TpeOOBaHUSIM
dbapMakoHa30pa TaKUM 00pa3oM, YTOObI OBITH CIIOCOOHBIMHU, B CIy4Yae €Ciiu
HE pacrojaraloT COOTBETCTBYIOIIUM OIBITOM, OIIEHUTh PA3JIMYHBIC aCHEKThI
CUCTEMBI (papMaKOHa130pa.

4.2.9. YnpaBreHue KauecTBOM Mpoliecca MHCTIEKIMU (papmMakoHaa30pa

KadectBo  mporecca  HMHCHEKIMM  CHUCTeMBbl  (hapMaKoHaa30pa
peryJiupyeTcs HallMOHAJIbHBIMU PETYISATOPHBIMU OpraHaMu, BXOJUT B YHCIIO
BOIIPOCOB, Ha KOTOPBIE pPACIPOCTPAHSAETCS CHUCTEMa KayeCcTBa CHCTEMBI

(apMakoHa130pa PETyJIATOPHOTO OpraHa, MOJJICKUT ayIAuTy.

4.3. Corpyaun4ectBo B pamkax EAJC

4.3.1. KonnekTuBHOE MCTIOIBb30BaHUE HH(OPMAITUN

Perynsitopusie  opransl  rocynapctB-wieHoB EADC  00s3aHbI
COTPYJIHUYATh, YTOOBI OOJErduTh OOMEH HWHQOpMAIMEeW MO HHCHEKIUSIM
cucteMbl (papmMakoHaA30pa, B YaCTHOCTH:

a) wuwHbopMmanmenr 00 WHCIEKIUAX, KOTOpPhIE 3alIAHUPOBAHBI U

MPOBEACHBI C IEJbI0 YCTPAHCHHS HEHYXHBIX IMMOBTOPOB W IyOIupoBaHUS
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pabot B EADC, a Takke 11 ONTUMU3AIMN UCTIOJIb30BaHUSI MHCTIEKIIMOHHBIX
pECYPCOB;

0) undopmanueit o0 00beMe HHCHEKIMU C TEM, 4YTOObl HAMETHUTh
Oylylue NHCTIEKIINY;

B) uH(popManueir o pe3yiabTaTax HWHCHEKIMH, B YaCTHOCTH B TOM
cilly4ae, KOTJa pe3yJjbTaTOM SBISETCS BBISIBICHUE (DaKTa HEBBITTOJIHEHUS
JiepKaTesieM PETUCTPALIMOHHBIX YIAOCTOBEPEHUM TpeOoBaHUI
3aKOHOJIATEeNbCTBA 1O  (apMaKOHAA30py U  HAAJeXalledl MpaKkTUKU
dbapmakoHaa3opa. PerynstopHbie OopraHbl 0OMEHUBAIOTCS MHMOpMAIUEH O
KPUTUYECKUX W/UIW CYIIECTBEHHBIX BBISBICHHBIX HENOCTATKaX, a TaKXKe
KPAaTKUM H3JI0KEHUEM KOPPEKTUPYIOUIUX M MPEIyNPEAUTEIbHBIX IEUCTBUIM

Y UX JAJIbHEUIINM KOHTPOJIEM.

4.4. Poab nep:xaresiedl perucTPANMOHHBIX YI0CTOBEPeHUH

Jepxarenu pPETUCTPALIMOHHBIX YIAOCTOBEPEHUN, VMEIOLIE
3apETUCTPUPOBAHHBIE  HA  TeppuTopuu  rocymapctB-uwieHoB  EADC
JIEKaApCTBEHHbIE npenaparsl, MOJJIeKAT MHCIEKIHSIM CUCTEMBI
dbapmakoHanazopa. JlepkaTeiaum pEerucTpallMOHHBIX YJIOCTOBEPEHUM HECYT
CJICAYIOIIYI0 OTBETCTBEHHOCTh 32 BBINOJHEHUE UHCIICKIINU:

1) SBasroTcs 00s3aHHBIMH BCerJga OBITh TOTOBBIMH K HWHCICKIIUU,
MOCKOJIbKY MHCIIEKIIMH MOTYT OBITh BHE3AITHBIMHU.

2) O6s3aHBl BECTU W MPENICTABIATH M0 TPEOOBAHUIO MHCTIIEKTOPOB HE
[037lHEE YeM uepe3 7 KaJeHIAapHbIX JHEM IIOCie IMOJYy4YEHHs 3ampoca,
Mactep-paiin cuctemsl papmakoHaazopa.

3) OOs3aHbl TrapaHTHPOBaTh TOJYYEHHUE COIVIACHsl JO Hauaja
WHCIICKIIMM Ha MPOBEJACHUE MHCIEKIMA OT OOBEKTOB, BBIOPAHHBIX JISI

HHCIICKIIMK, K KOTOPBIM MOI'YT OTHOCHTLCA OpraHM3allvy, BBIIIOJIHAIOIINWC
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byHkMM 10 ¢apMaKOHaI30py Ha KOHTPAKTHOW OCHOBE IO JOTOBOPY C
JiepKaTeJIeM PErUCTPAllMOHHBIX YI0CTOBEPEHUM.

4) IlpegoctaBUTh MHCIEKTOpaM JOOy0 HMHGOPMALMIO  W/WIH
JOKYMEHTAIMI0, KOTOpass HeoOxoauma Il MOJATOTOBKM K MHCIEKI[MU B
YCTAaHOBJICHHBIE CPOKH WJIM BO BpEMsI IPOBEACHUS HHCIIEKIUU.

5) I'apa"TUPOBaTH, YTO COOTBETCTBYIOIIUN MEPCOHAT, YIACTBYIOIIUHN B
JEATEeIbHOCTH 10 (hapMaKOHAJ30py WM B3aUMOCBSI3aHHOM JEATEIIBHOCTH,
OyJleT NMpUCYTCTBOBaTh BO BpPEMsI MHCIEKIHMU U JaBaTh Pa3bsICHEHUS 110
BO3HUKAIOIIIUM BOIIPOCAM.

6) [apaHThpoBaTh HaJJIeXkalmee KW CBOECBPEMEHHOE BBINOJIHEHUE
IJJAHOB KOPPEKTUPYIOUIUX H MNPEIyNPEAUTEIbHBIX MEPONPUATANA IS
yCTpaHEHHUS BBISIBJICHHBIX BO BpeMsi WHCTICKIINU
HEJIOCTaTKOB/HECOOTBETCTBUI €  YCTAHOBJIICHUEM  IPUOPUTETOB  TIO

KPUTHYCCKHUM 15007 8)0 1 CYmCCTBCHHBIM HGI[OCTaTKaM/ HECOOTBCTCTBHAM.

4.5. UHcnneKuuoOHHbIE COOPBI
COopel  3a  TIpOBEAEHHWE  MHCHEKIIMA  B3UMAIOTCS  COTJIACHO
pPEryJIMPOBAHUIO BOMPOCA B3UMaHUsI COOPOB 3a BBINOJHEHUE WHCICKIIUMA

HAIIMOHAJIbHBIM 3aKOHOIATENLCTBOM rocyaapcTs-wieHoB EADC.
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5. AYAUT CUCTEMbI ®PAPMAKOHA/I30PA

5.1. CTpyKTYpHI U POLECCHI

5.1.1. Aynut cuctemsl (papmMakoHaa30pa v €ro 1eiu

5.1.1.1. Lenvro mnpoBeaeHUs ayauTa CUCTEMbl (apMaKOHAI30pa
SBIIIETCSl TOATBEPXKICHHE COOTBETCTBUS U 3(G(DEKTUBHOCTU BHEAPEHUS U

(GYyHKIIMOHUPOBAHUS CUCTEMBI (papMaKOHaI30pa, MyTeM aHaiu3a U OLEHKHU

0OBEKTUBHBIX (bakToB, BKJIIOYas CUCTEMY  KauecTBa  CHCTEMBbI
dbapmakoHaj30pa.
5.1.1.2. Aynur MPECTABIISACT cooou CHUCTEMaTHYECKHH,

YIIOPSIOYCHHBIN, HE3aBUCUMBIN U JOKYMEHTUPOBAHHBIA IIPOLECC MOIYUYCHUS
U OOBEKTUBHON OIICHKHA (DAKTOB, XapaKTEpU3YIOIIMX pabdOTy CHUCTEMBI
dbapMakoHaa30pa, ¢ LEIbIO ONMPECIICHUS] CTEIICHU BBITIOJHEHUS KPUTEPUEB
ayuTa, CIOCOOCTBYIOIIUX YIIYUIICHHUIO MPOIECCOB YIPABJICHUS PUCKAMH,
KOHTPOJISI U YNpaBJeHUs IMpoleccamMu. AyAUTOpCcKUe (PakThl COCTOST U3
3aMuceil, JOKYMEHTAJIbHBIX TMOATBEPKACHUN WIM WHOM uH(pOpManuu,
KOTOpasi UMEET OTHOIIEHUE K KPUTEPHUSIM ayJIuTa U MOAAACTCS MPOBEPKE.
Kputepuu ayauta OTpakarOT CTaHAApPThl BBITIOJTHEHUS W KOHTPOJIS
NEATEIbHOCTH, 10 OTHOIIEHUIO K KOTOPHIM BBIMOJHSIETCS  OIICHKA
MIPOBEPSIEMON CTOPOHBI U €€ NESATENbHOCTU. [IpUMEHHUTENBLHO K CHUCTEME
dbapmakoHam30pa KpUTEpUHM ayauTa JOJDKHBI OTpaxaTb TpeOoBaHUS,
npeabsBIsieMble K cucTeMe (hapMaKOHaA30pa, B TOM YHCIE €ro CHUCTEME
KaueCTBa BBIMOJIHAEMBIX Tpoleayp 1o ¢dapMakoHAI30py, KOTOpPHIE
OTPECIISIFOTCS TPEOOBAHUSIMU 3aKOHOJATEILCTBA U HAJJICkKAIEeH MPAKTUKU
dhapmakoHazopa.

5.1.2. OcHoOBaHHBI Ha pHUCKAX TMOAXOJ K ayJdTaM CHCTEMBbI

dbapmakoHaa3opa
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OCHOBaHHBIM Ha PUCKE MOAXOJIOM SIBJISETCS TAKOM MOAXOJ, KOTOPBIN
UCIIOJIB3YET METO/IbI OmpeieieHus obnactu pucka. [1og puckoM moHumaercs
BEPOSATHOCTh HACTYIUICHUSI COOBITHUS, KOTOPOE OKaXeT BIUSHUE Ha
JIOCTUKEHUE MOCTABJICHHBIX LIEJIEH C YUETOM CEPbE3HOCTU €TI0 MOCIIEICTBUMI
W/WJIA BEPOSITHOCTH HE OOHApYKEHHS IpyruMHu MetojamMu. OCHOBaHHBIN Ha
pUCKE TOAXOJ K ayJuTaM OPHUEHTHPOBAH Ha OO0JACTH CaMOT0 BBICOKOTO
puCKa JJIsi CUCTEMBbI (papMaKoHaJ30pa OpraHu3allui, B TOM YKCJIE CUCTEMBI
KadyecTBa cucrtembl (apmakoHam3opa. B  koHTekcre (apmakoHamzopa,
MIEPBOCTEIICHHOE 3HAYCHUE HMEET PHUCK MPUYMHEHHS Bpena 310pPOBbIO
HacesieHusl. PUCK olleHUBaeTCs Ha CIASAYIONIMX dTaIax:

a) IJIAHUPOBAHME ayJuTa HA CTPATETMYECKOM YPOBHE, PE3yIbTaTOM
KOTOPOTO SBJISIETCS CTpaTervsi ayauTa (IOJATOCPOYHBIM MOJX0J), KOTOpas
JIOJKHA YTBEPXKAATHCS BBICIIIMM PYKOBOJICTBOM;

0) IUIaHUpPOBAaHHME ayJuTa Ha TaKTUYECKOM YpOBHE, pe3yJIbTaTOM
KOTOpPOIr'0 SIBJISIETCS NporpaMMa ayauTa, YCTaHOBJICHHME IeJied ayauTa, a
TaKke 00J1aCTH pacIpPOCTPAHCHUS ayanTa;

B) IUIAaHMPOBAHUE ayJuTa Ha OIEPATUBHOM YPOBHE, Ppe3yJIbTaTOM
KOTOPOr0 SIBJSICTCS IUIaH ayAuTa Ui OTACIBHBIX ayJIUTOPCKHUX 3ajad,
ONpPEAECICHNE MPUOPUTETOB 3aJay ayJuTa Ha OCHOBAHUU OLIEHKH PHCKOB,
WCIIOJIb30BAaHUE METOJOB BBIOOPOYHOTO HCCIICIOBAHUS WM TECTUPOBAHMS,
OCHOBAHHBIX Ha pPHUCKE, OTYETHOCTh MO pe3yiabTaraM ayJauTOB B
COOTBETCTBUU C OTHOCUTEJILHBIM YPOBHEM PHUCKA, a TAKKE PEKOMEHAAIMHU 110
ayauTy.

Ouenka pucka JOJDKHA JIOKYMEHTaJIbHO TOATBEPXKAAThCS IS
CTPAaTeTMYE€CKOr0,  TaKTHYECKOI0 U OINEPATUBHOTO  IJIAHUPOBAHMS
ayAUTOPCKOM JAEATEIHLHOCTU CUCTEMBI (hapMaKOHaA30pa B OpraHu3alliu.

5.1.2.1 [ImanupoBaHUE ayauTa HA CTPATETHYECKOM YPOBHE
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5.1.2.1.1. Crparerus ayauTa MpeaCTaBseT COOOM oIpejercHue Ha
BBICIIIEM YpPOBHE IUIAHUPOBAHUSA AYJUTOPCKUX MEPOIPUATUN, MPOBEIACHUE
KOTOPBIX 3allJJAHUPOBAHO Ha CPOK Oo0Jee OJHOro roja, Kak MNpaBWIO, Ha
nepuon 2-5 ner. Crparerust ayauTa BKIIOYAET B c€0s IepeUeHb ayIUTOPCKHUX
MPOBEPOK, BBIMOJHEHUE KOTOPBIX MOXKET OBbITh JocTaTouHbIM. CTparerus
ayJluTa WCIOJB3YEeTCS JJId OmpelneNeHus o0JacTh, HaMEYeHHOW st
IPOBEACHUS ayauTa, TEMbl ayJIWTa, a TaKKe METOJOB M JOMYLIECHUU
(BKJItOUasi, HalpuMeEp, OLIEHKY pHUCKAa), HA KOTOPBIX OCHOBaHa Mporpamma
ayJuTa.

5.1.2.1.2. Crparerust ayaura JOJKHAa OXBaTblBaTh OPTaHU3ALIUIO
YIPABJIECHUS MPOLECCOM, YIPAaBICHUE PHUCKAMU M CpPEIACTBA BHYTPEHHETO
KOHTPOJIA BCEX COCTABJISIOIIMX CHCTEMBI (papMakoHaA30pa, BKIKOYAs
CJIETyIOLIHE:

a) BCE MPOIECCHI U 3a/1a4M CUCTEMbI (DapMaKOHAa/130pa;

0) cuctema KauecTBa JIeATEeIbHOCTU B CUCTEME (hapMaKOHaA30pa;

B)  B3aUMOJCHCTBHA M  CBA3YIOUIME 3BEHbI C  JIPYTHUMHU
NO/pa3/ieNICHUsIMH, B Cilyyae HE0OOXOAMMOCTH;

r) MEponpuaTHs no QgapmMaxoHaA30py, MNPOBOAUMBIE MOAYMHEHHBIMU
OpraHu3alMsIMU WU JEJETHPOBAHHBIE APYroll OpraHu3auuu (Hampumep,
pErHMOHANBHBIM LIEHTpaM, MPEACTaBISAIOMUM HHpOpMaLKio; (uarnaiam
JepKaTelsl PErucCTPAlMOHHOrO yIOCTOBEPEHUS; TPETbUM JINLIAM, TAKUM Kak
NOJAPSA/IHBIE OpraHu3allMM M JApyrHe JIepkKaTeld  PEeruCTpalMOHHBIX
YAOCTOBEPEHU).

5.1.2.1.3. ®@akTopbl pHUCKA, KOTOPBIE CIEAYET YUYUTHIBaTh IpHU
BBIIIOJIHEHUH TTPOLIETYPbl OLIEHKU PUCKA, BKIIFOUAIOT, HO HE OTPaHUYMBAIOTCS
CJIETYOILIMH:

a) W3MEHEHUS B 3aKOHOJATEIbCTBE 1O (papMaKOHAI30PY WIIU

PYKOBOJICTBE MO HaJIJIEKAallle MpakTUKe 1Mo hapMaKkoHaI30py;
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0) KpymHasi peopraHuzainusi WM APYyrue MNpeoOpa3oBaHUs CUCTEMBI
dbapMakoHa30pa, CAUSHUS, TPUOOPETCHUS;

B) U3BMEHEHUE KIIFOUEBBIX YNPABICHUECKUX (PYHKIINNA;

') PUCK HEXBATKH HAJJIEKAIIMM 00pa30M IMOJArOTOBJIEHHBIX U OMBITHBIX
COTPYAHUKOB (hapMakoHa[30pa (HampuMep, BBUIY 3HAUUTEIbHOU TEKYYECTH
NepcoHalia, HEJOCTaTKOB B IIpolieccax OOy4YeHHs, peopraHu3aluy,
yBeJIM4eHUs1 00beMOB padoT);

1) CYLECTBEHHbIC M3MEHEHUA B cuUcTeMe (hapMaKOHa130pa C MOMEHTA
OpeablaylIero ayauTa (HampuMmep, BBEICHHE HOBOM 0a3bl JAaHHBIX 110
NESATENIbHOCTH 1O  (apMaKOHaa30py WM 3HAYUTENIbHOE OOHOBJIEHUE
CYUIECTBYIOIIEH 0a3bl JaHHBIX, M3MEHEHHUS TMPOIECCOB U  BHUJOB
JNEATEIbHOCTM C YYE€TOM HOBBIX WM M3MEHEHHBIX TpeOOBaHUU
3aKOHOJIaTEIbCTBA);

€) MEepBbI JIEKApCTBEHHBIM MpenapaT Ha pbIHKE (I JAepraTeneit
PErUCTPALMOHHBIX YIOCTOBEPEHU);

) JICKapCTBEHHBIM(-bIe) mpenapar(-bl) Ha PHIHKE C BBEIACHHBIMH
MepaMyd MHUHUMHU3ALUMU PHUCKOB WJIM APYTUMHU YCJIOBUSMH OOpalleHus,
CBA3aHHBIMU C TpoduieM O€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB
(Hanpumep, Ha3HAUYECHHE JIOMOJIHUTEIbHOIO MOHUTOPUHTA);

3) CTENEHb KPUTUYHOCTH ITPOLiecca, HallpuMep:

—JUIsl PETYJISITOPHBIX OPraHOB: HACKOJIbKO KPUTHYHA OOJACTh/MIPOIIECC
M0 OTHOIICHWIO K HaJjexameMy (YHKIMOHUPOBAHUIO HAIIMOHAIBHOU
cucteMbl hapMaKoHaA30pa U OOIIEH LeTH CUCTEMbI 3IPAaBOOXPAHEHUS;

—JUIsl  Iep)KaTelied  perucTPalMOHHBIX YJIOCTOBEPEHHUI: HACKOJIBKO
KpUTUYHA  OOJacTh/MpOIECC MO  OTHOLIGHUIO K  HaAJeXalemy
(GYHKIIMOHUPOBAHUIO CUCTEMbI (papMakoHaa3opa. [lpu npuHATHN perieHust o
POBEACHUU ayAuTa Kakoro-iubo guimana Wid TPEThero Jula, Aep>KaTeib

PETUCTPALIMOHHOTO YAOCTOBCPCHUA  HOJDKCH  YUYUTBIBATH XAPAKTCp H
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KPUTUYHOCTh MEPOIPHUATUMA MO (hapMaKOHAI30py, KOTOPHIE MPOBOMASTCS B
HacToslee BpeMs (PUIIMaIoM WM TPEThEW CTOPOHOM OT UMEHHU JeprKaTeis
PErUCTPAllMOHHOTO YJAOCTOBEPEHHUS, IOMUMO YueTa JApyrux (HaKTopos,
BKJIIOUEHHBIX B 3TOT CITUCOK;

M) pe3yJIbTaThbl MPEABIAYIINX ayJUTOB (IIPOBOJIUIUCH JU KOTAa-ir0do
ayJIMThI 3TOU 00JIacTH/mpoliecca, pe3yabTaThl MPEAbIIYIIETO ayIuTa);

K)  BBISIBJICHHBIE  MPOILEAYPHBIE  HEIOCTAaTKW/HECOOTBETCTBUS,
KACAOUIMECs KOHKPETHBIX 00J1acTel AesTEIbHOCTH/IIPOLIECCOB;

J) Ipyrue OpraHU3alMOHHbIC U3MEHEHHS, KOTOPbhI€ MOTYT HETaTHUBHO
OTpa3uThCS Ha 00JacTH  JICITEIBLHOCTH/MPOIIECCE, HampuMmep, eclu
IPOUCXOAUT W3MEHEHHWE  BCIOMOTaTeNbHOW  (yHKIMM  (TakoM  Kak
MH(POPMAIMOHHO-TEXHOJIOTUYECKasl TMOJJIEPKKa), ITO MOXKET HEraTUBHO
CKa3aThCs Ha JAEATEILHOCTH MO (papMaKkoHaA30py.

5.1.2.2. IlimanupoBaHue ayauTa Ha TAKTUYECKOM YPOBHE

5.1.2.2.1. Ilporpamma ayauTa NpeacTaBisieT coOOM MmepeyeHb ayuTOB,
COCTOSIIIMM M3 OAHOTO WJIM HECKOJbKUX AayJIUTOB, 3aIlJIJAaHMPOBAHHBIX HA
KOHKPETHBIH CPOK, OOBIYHO HA OJMH roj. [loaroroBka mporpaMmbl ayJUTOB
JOJKHA OCYIIECTBIIATHCSI B COOTBETCTBUU C JIOJATOCPOYHOM CTpareruen
aynuta. Ilporpamma aynura JomkHa  ObITh  OJ0OpEeHA  BBICHIUM
PYKOBOJCTBOM € oOOHIEl OTBETCTBEHHOCTHbIO 32 ONEPATUBHYIO U
YIPaBIECHYECKYIO CTPYKTYpY.

5.1.2.2.2. OcHOBaHHas Ha pUCKE NMPOTrpaMma ayJauTa OCHOBBIBAETCS Ha
HAJUIeKAIEH OLIEHKE PUCKOB M JOJKHA OBbITh OPUEHTHMPOBAHA HA OLICHKY
CJIETYIOIUX aCIEKTOB:

a) cUCTeMa KayecTBa CUCTEMbI (hapMaKoOHaA30pa;

0) KpUTHYECKHUE TIPOIIECCHI B cucTeMe (papMakoHAA30Pa;

B) KIIFOYEBBIE CHUCTEMbl KOHTPOJIA, ONMUPAIOIIMECS HA MEPOIPHUATHS

dhapmakoHaa30pa;
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r) 00JacTH BBICOKOTO pUCKa MOCIJIe BHEAPEHUS MPOLEAyp KOHTPOJA U
Mep MUHUMU3AIUU PUCKA;

5.1.2.2.3. OcHOBaHHas Ha PUCKE IporpaMma ayauTa JOJHKHA TaKKe
YUHUTBIBATh PE3YJbTAThl MPEAbIAYLIMX ayAUTOB B YAaCTH HEIOCTATOYHOIO
oxBara o0JyiacTeil NeATeNbHOCTH, HalpaBJICHUN BBICOKOTO PHUCKA, a TaKKe
HEIMOCPEICTBEHHOT0 YyKa3aHUsi PYKOBOJCTBAa W/WIM JIMI], KOTOpPbIE HECYT
OTBETCTBEHHOCTbH 3a CUCTEMY (papMakoHaA30pa.

5.1.2.2.4. JlokymeHTanusi OPOTrpaMMbl ayJHWTa JOJKHA BKJIIOYATh
KpaTKOoe ONHCAHME TUIaHa KaKJ0TO ayJAuTa, KOTOpbId OyAEeT IPOBEACH, B TOM
yucie o0beMm ayauta U ueiad. OO0OCHOBaHHE CpPOKOB, MEPUOJUYHOCTU U
o0beMa OTACIbHBIX ayJUTOB, KOTOPBIC SBJISIFOTCA YacThIO MPOTPaAMMBbI
ayJIUTOB, JOJKHBI OCHOBBIBATHCS HA JOKYMEHTAIbHO O(DOPMIIEHHON OLIEHKE
puckoB. OCHOBaHHBIE Ha OLICHKE pUCKa ayAUThl CUCTEMBI (hapMaKOHaA30pa
JOJKHBI  BBITIOJIHATBCSL  PErYJSIPHO B COOTBETCTBUM C TpeOOBaHUSIMU
3aKOHOJATeNbCTBA. BHeceHne 00OCHOBAaHHBIX H3MEHEHHMH B MpOrpaMMmy
ayJiiTa JOJDKHO OBITh HAIISKAIUM 00pa3oM JOKYMEHTHPOBAHO.

5.1.2.3. IlnaHupoBaHME W OTYETHOCTh MO AyAUTYy Ha OINEPATUBHOM
YpOBHE

5.1.2.3.1. [InanupoBanue u cOOp TaHHBIX HA MECTaX

Opranuzanus AOJDKHA BHEAPHUTH MUCBMEHHBIE MPOLEAYPhl C YUYETOM
MJJAHUPOBAHUS U MPOBEJICHUS OTIEIbHBIX ayIUTOB. CPOKH peaiu3allii BCEX
Mep, HEOOXOIUMBIX [JIsl BBIMOJHEHHUS OTAECIbHOTO ayJuTa, JTOJKHBI ObITH
YCTaHOBJIEHBI B COOTBETCTBYIOLIUX MPOLEAYPAX, CBI3AHHBIX C MPOBEACHUEM
aynuta. Opranuzanus JOO0DKHa OOECleyuTh MPOBEACHUE AayJuTOB B
COOTBETCTBUU C NUCBMEHHBIMHU IPOLIEAYypaMH, B COOTBETCTBUU C JAHHBIM
pa3zenoM Hajasexalie NpakTuku papMakoHaa30pa.

OTtaenpHbIE ayAUTHI CUCTEMbI (hapMaKOHaA30pa JOKHBI MPOBOIAUTHCA

B COOTBETCTBUH C YTBCp)K)ICHHOfI HpOPpaMMOﬁ ayaura, OCHOBAHHOMN Ha
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puckax (cM. 5.1.2.2.). [lpu nnaHupoBaHUM OTACIBHBIX AyJAUTOB aYyJIUTOP
ONpeNeNisieT W OIICHUBACT PUCKH, COMPSDKEHHBIE C paccMaTpuBaeMOM
00JIacThlO, TIPUMEHSISI CaMbleé TOAXOJAIIUE  METOJIbl  BBHIOOPOYHBIX
UCCIICIOBAHUI U TECTUPOBaHUsI. METOJl BBITIOJTHEHUS ayJIUTa HaJJIekKAIUM
00pa3oM JOKYMEHTHUPYETCS B IJIaHE ITPOBEICHUS ayauTa.

5.1.2.3.2. OT4eTHOCTH

BriBo/BI ayJUTOPOB JOKYMEHTAJIBHO OTPaXarTcsi B ayJUTOPCKOM
3aKJIIOUEHUU U CBOEBPEMEHHO JOKJAJbIBalOTCA pyKoBoJCcTBY. Ilporecc
ayuTa JOJDKEH BKJIFOYATh MEXaHU3MBI MEepeiayu BBIBOJIOB ayAuTa OOBEKTY
ayuTa, TOJYyYEHUS OOpaTHOW CBSI3M W TPEJACTABICHUS ayIUTOPCKOU
OTYETHOCTH PYKOBOJACTBY M 3aMHTEPECOBAHHBIM CTOPOHAM, B TOM YHCJIEC
JUIlaM, OTBETCTBEHHBIM 3a CHUCTEMY (apMaKkoHa/30pa, B COOTBETCTBUU C
TpeOOBaHUSIMU 3aKOHOJIATENIbCTBA M PEKOMEHJAIMN IO ayJIUTy CHUCTEMBI
dbapmakoHanzopa. Pe3ynbrarhl ayauTa  JIOJDKHBI  MIPEJCTABISATHCS B
COOTBETCTBHUHU C OTHOCHUTEIHLHBIM YPOBHEM PHUCKa M KJIACCH(DHUIIMPOBATHCS C
L[EJIbIO0 YKAa3aHUS UX KPUTUYHOCTH MO OTHOILICHUIO K PUCKaM, BIUSIOIINM Ha
cucrteMy (hapMakoHaI30pa, MPOIECChl U KOMIIOHEHTHI TporieccoB. Cucrema
KJIaccupuKaluy JOHKHA OMNPENeNsaThbCs B ONMHCAHUM CHUCTEMbl KadecTBa
dbapMakoHaa30pa U YUYHUTHIBATh OTMEUEHHBIE HUIXKE MOPOTOBBIC 3HAYCHUS,
KOTOPBIE CIIENYET UCTIOIb30BaTh B JAIbHEUIIIEH OTYETHOCTH:

a) KPUTUYECKUM SIBIISIETCS MPUHIATTHATbHBIN
HEJIOCTATOK/HECOOTBETCTBUE OJHOTO WM HECKOJIBKUX MPOIECCOB WU
BBITTOTHSIEMBIX poEeayp CUCTEMBI dbapmakoHaa30pa, KOTOPBIiA
OTpUIIATEILHO BJIMSIET HAa BCHO CHCTEMY (apmakoHaa30pa W/ WM TIpaBa,
0e30MmacHOCTh M OJIaromojydde  MaIlieHTOB, W/HWIM  TPEACTaBIISCT
MOTEHIIMAIBHYIO YIPO3y 3J0POBBIO HACEICHHUS HW/WIW TPEACTABISCT COOOM

CephEe3HOE HAPYIICHUE JEHCTBYIOMNX TPEOOBAHMI 3aKOHOIATEIHCTBA;
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0) CYILIECTBEHHBIM SABJISIETCSA 3HAYUTEIbHBIN
HEJIOCTATOK/HECOOTBETCTBUE OJHOTO WJIM HECKOJBKHX TMPOIECCOB WIH
BBITIOJTHSEMBIX MPOLIEAYP CUCTEMBI (papMaKOHaA30pa, WU MPUHITUTTAATIbHBINA
HEJIOCTATOK KaKOW-TMO0O YacTh OJHOTO WJIM HECKOJIbKUX MPOIIECCOB WIIH
BBITIOJIHSIEMBIX TIpoLieyp (papMakoHaA30pa, YTO OTPULIATENILHO CKa3bIBACTCS
HAa BCEM IMpOIECCe W/WIM TOTCHIMAIbHO MOXET CKa3aTbCs Ha IMpaBax,
0€30IacCHOCTH M OJaronoJy4yud NAluUMEHTOB, W/WIM MOKET MpPEACTaBIATh
MOTEHIMAIBHYIO OMACHOCTh JJIS 3JI0POBbSI HACEJIICHUSI W/WIM NPEACTaBIsET
co00if HapylIeHUE NEUCTBYIOMMX TPeOOBAHUMN 3aKOHOJATEILCTBA, KOTOPHIE,
OJIHAKO, HE CYUTAKOTCS CEPbE3HBIMU.

B) HECYIIECTBCHHBIM SIBIIACTCS HEIOCTAaTOK/HECOOTBETCTBUE KaKOTO-
00 KOMITIOHEHTA OJHOTO WM HECKOJBKUX MPOILIECCOB WM BBIMOJHIEMBIX
nporeayp cuctemMbl GhapMakoHAJI30pa, KOTOPhIE, KaK OXKHUJIAETCS, HE MOTYT
OTPUIIATEILHO CKa3aThCsS Ha BCEU cucteme (papMakoHaJ30pa WIM MPoIecce
W/Wu TIpaBax, 0€30MacHOCTH 1 OJIArOMOIyYHH MaI[UEHTOB.

[Io Bompocam, KOTOphIE HEOOXOAMMO peIiaTh B CPOYHOM TMOPSIAKE,
HEOOXOJIUMO HE3aMEIJIUTEIbHO HH(POPMUPOBATH PYKOBOJCTBO OOBEKTA
ayauTa U BBICIIEE PYKOBOJICTBO.

5.1.2.4. JleiicTBUs, OCHOBaHHbIE Ha pe3yJibTaTax ayaura |
MOCIICIYIOIIEr0 KOHTPOJIA Ay IUTOB

5.1.2.4.1. ]JleiicTBus, yka3aHHbIE B JIaHHOM pa3feie pPYKOBOJCTBA,
TAKUE KaK HE3aMEJIUTEIbHBIE JEUCTBUSA, ONIEPATUBHBIE JCUCTBUS, NCHUCTBUS
B Pa3yMHbIE CPOKH, a TaK»e€ BOIPOCHI, 10 KOTOPHIM HEOOXOJIUMO CPOYHOE
MPUHATHE PEIICHUsT MO0 CpoyHOE MH(POPMHUPOBAHUE, MPETHAZHAYEHBI IS
BBITIOJTHEHUE B CPOKH, KOTOPBIC SBISIOTCS HAJJIEKAUUMH, YMECTHBIMU H
COOTBETCTBYIOIIUMU OTHOCHUTEJIIbHOMY PHUCKY U1t CUCTEMBI
dapmakonagzopa. HeoOxonumo yCTaHOBUTH MIPUOPUTETHI KOPPEKTHPYIOIINAX

u npeaynpCauTCIbHbIX I[GﬁCTBHﬁ JJIA YCTPAHCHUA BBIABJIICHHBIX
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KPUTUYECKUX U CYIIECTBEHHBIX HEJOCTATKOB/HECOOTBETCTBUM. TouHbBIE
CPOKM  JICUCTBUH, CBSI3aHHBIX ~ C  BBISIBJICHHBIM  KPUTHYECKUM
HEJIOCTaTKOM/HECOOTBETCTBUEM, MOTYT BapbHPOBAThCA B 3aBUCUMOCTU OT
XapakTepa BHIBOJOB U 3aMIAHUPOBAHHOTO JICHCTBUSL.

5.1.2.4.2. PyKkoBOACTBO OpraHM3allMd HECET OTBETCTBEHHOCTHh 3a
oOeclieueHWe OpraHu3allid MEXaHU3MOM, IMO3BOJISIONIMM HAAJEKAITIM
o0pa3oM pemniaTh BOMNPOCHI, CBSI3AHHBIE C pe3yJibTaTaMU ayJIUuTa CUCTEMBbI
dbapmakoHaazopa. KoMiuiekc MeponpusiTUi JOMKEH BKIOYATh aHaIU3
W3HAYaJIbHOM TPUYUHBI  BBIABICHHOTO HEJOCTaTKa, aHAJIW3 BIIMUSHUSA
BBIBJICHHBIX  PE3YJbTAaTOB ayAuTa, a TakKXKe IMOArOTOBKY IUIaHA
KOPPEKTUPYIOIIUX U IPEAYTPEIUTEIBHBIX MEPONIPUSITHH.

5.1.2.4.3. Beiciiee pyKOBOJICTBO U JIUIIA, HAJICIICHHBIE PYKOBOISAIINMU
MOJTHOMOYMSIMU, JTOJKHBI M03a00TUTHCS O TOM, UTOOBI TMPEANPUHSITH BCE
HeoOXxoaumble  3(G(EKTUBHBIE MEpbl 1O YCTPAHEHHMIO HEIOCTaTKOB,
BBISIBJICHHBIX B IPOLECCE ayauTa. BBINOJHEHNWE COrIaCOBAHHBIX JIEHMCTBUU
JOJDKHO CHUCTEMaTH4YeCKH KOHTpohupoBaThecs. Hudopmanus o xome
peanu3alui  KOPPEKTUPOBOYHBIX U MPEayNpeAUTEIbHBIX MEpPOIPUITHIA
JOJDKHA TEPUOJIMYECKU JIOBOJUTHCS JO CBEICHHUS BBICHIEIO PYKOBOJICTBA
coo0Opa3HO 3aIlJIaHUPOBAaHHBIM JelcTBUSAM. lloaTBepkieHHE 3aBeplICHUS
KOMIUIEKCA KOPPEKTUPOBOUHBIX M MNPEAYNPEAUTENbHBIX MEPONPUATHIA
JOJDKHO HaJIeXamuM oO0pa3oM JOKYMEHTHpoBaThes. IIporpamma aymuta
JOJDKHA TIpeycMaTpuBaTh MMOTEHIIMAIBHYIO BO3MOXKHOCTH TPOBEJICHUS
KOHTPOJIbHBIX ayJIUTOB, KOTOPHIC BBIMOJIHSIIOTCS M0 MEpe HEOOXOIUMOCTH, C
IEIbI0  TOJTBEPXKJICHUS  3aBEPIICHUS  BBIMIOJIHEHUS  COTJIACOBAaHHBIX
JCVCTBHM.

5.1.3 Cucrema kauecTBa U JOKyMEHTUPOBAHUS

5.1.3.1. KOMNETeHTHOCTh ayJIUTOPOB M YNPABICHUS KayeCTBOM

ayIUTOPCKOU AEATEIBHOCTH
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5.1.3.1.1. HeszaBucumocTb U OOBEKTUBHOCTh ayauTa U PpabOTHI
ayJIuTOPOB

Opranuszanus AO0JKHA HA3HAYUTh KOHKPETHOE JIMIO, KOTOpOoe OyIer
OTBEYaTh 3a JEATEIbHOCTh MO ayJauTy B oOnactu (apmakoHaa30pa.
JlesiTeIbHOCTH 10 BBITIOJTHEHUIO ayJJUTOB CUCTEMBI (hapMaKOHAa/130pa JTOJKHA
ObITh HE3aBUCHUMOW. PyKOBOACTBO OpraHu3aludud JOJDKHO OOECIeyuTh U
JTOKYMEHTHUPOBATh HE3ABUCUMOCTh U OO BbEKTUBHOCTD ayAUTOPOB.

AyauTopbl  JOJKHBI  OBITH  CBOOOJHBI OT BMEIIATENIbCTBA B
ompeneireHue  o0ObeMa  ayAuTa,  [POBEJACHUE  ayJIuTa  CUCTEMBI
dbapmakonamzopa U uUHGOPMHUPOBAHHE O pe3yabrarax ayauTta. OCHOBHas
OTYETHOCTH JIOJDKHA HANPABIIATHCS BBICIIEMY PYKOBOJCTBY, KOTOPOE HECET
MOJIHYI0O OTBETCTBEHHOCTHIO 3a HCIIOJHUTENIBCKYI0 M YIPABICHUYECKYIO
CTPYKTYpPY, UTO MO3BOJIAECT ayJUTOPY(-aM) BBIIIOJHATh CBOU OOS3aHHOCTH U
IPEACTAaBUTh HE3aBUCUMOE M OOBEKTUBHOE ayJUTOPCKOE 3aKIHOYEHUE.
AyauTopbel MOTYT KOHCYJBTUPOBAaTbCA C OJKCIEPTAaMHU, IEPCOHAJIOM,
yYacTBYIOIIUM B IIpolieccax Mo (apMaKoHAI30py, a TaKXKe C JIHIIOM,
YIOJHOMOYEHHBIM MO (papMakoHAA30py, MPU COXPAHEHUU HENPEB3ATOTO
OTHOLIEHUSI W OTCYTCTBUU BIIUSIHUSI Ha OOBEKTUBHOCTh M KAYECTBO
BBITIOJTHSIEMBIX PadoT.

5.1.3.1.2. Kpanmudukanus, npodeccruoHaIn3M, OMbIT U HEMPEPHIBHOE
MOBBIIICHUE KBATM(PUKAIINK ayJUTOPOB

AyauTopbl  JTIOJDKHBI  00Jajath W NOAJEPKUBATH  TPeOyeMylo
KBAIM(PUKALMIO C TOYKM 3pEHUST 3HAHUM, HABBIKOB U CIIOCOOHOCTEH,
HEOOXOAUMBIX 1Jis1 3P(HEKTUBHOTO MPOBEACHUS ayJIUTOPCKUX MEPONPUSTUI
cucTeMbl (apMaKoOHAI30pa, a TAKKE y4acTUs B HUX. AYAUTOPHI JTOJKHBI
o0nanaTh HaBbIKAMU, YMEHHUSIMHU U 3HAHUSIMU TI0 pa3JiesiaMm:

a) NPUHIUIIOB, MPOLEYP U METOAOB ayUTa;



101

0) CyIIECTBYIOUIUX 3aKOHOJATEIbHBIX aKTOB, PYKOBOJCTB U JPYTHUX
TpeOOBaHMI1, OTHOCSIIMNXCS K cucTeMe (papMakoHa130pa;

B) MEpOIPUATHI, IPOIIECCOB U MpoLeayp (papmakoHan30pa;

') CUCTEM YIIPaBIICHUS;

1) OPraHU3aLUOHHBIX CUCTEM.

5.1.3.1.3. Ouenka KauecTBa ay AMTOPCKOU AEATEIbHOCTH

OueHka ayAuUTOPCKOM  JEATEIbHOCTH  MOXET  OCYIIECTBISIThCSA
IOCPEACTBOM TEKYILIEM M NEPUOJAUYECKOW OLIEHKM BCEU ayIUTOPCKOM
JEATEeIIbHOCTH, OT3hIBOB OOBEKTa ayJuTa M CAMOOIICHKH ayJIUTOPCKOM
NEATEIIbHOCTH (HalpUMEpP, KOHTPOJIb KaueCcTBa ayIUTOPCKON JEATEIbHOCTH,
COONIO/ICHUE KOJIeKca TMOBENCHUs, MpOTpaMM ayauTa U ayJAUTOPCKHUX
IpoLEeAyp).

5.1.3.2  Ayaurtel, OpOBEACHHBIE  BHEIIHUMHU  IOCTaBIIMKAMU
ay IUTOPCKUX YCIIyT

OcHoOBHast OTBETCTBEHHOCTH 3a (yHKIIMOHUPOBaHUE U 3P (HEKTUBHOCTD
cUCTEMBbI (papMakoHaa30pa JICKUT Ha OpraHu3anud. B cioydae ecim
OpraHu3alusi NMPUHUMAET PEIICHUE MPUOETHYTh K BHEIIHEMY IMOCTABIIUKY
ayIUTOPCKUX YCIYT JJIsl BBIMOJHEHUS] TPEOOBAHWI MO ayAUTy CHUCTEMBbI
dbapMakoHa30pa Ha OCHOBE JAaHHOTO paszliesia TpeOOBaHUM HaJJIexKalen
MpakTUKU (hapMaKoHAI30pa, CIETyeT COOMIOCTH CIEAYIOITUe TpeOOBaHMS:

a) TpeOOBaHUS H MOATOTOBKA OIEHKHU ayJUTOPCKOTO pUCKa, CTpaTETHH
aynuTa, IporpaMMbl ayJIuTa M OTACJIBHBIX ayJIUTOPCKUX 3aJIaHUN JOJDKHBI
OBITH JOBEJICHBI OpPTraHU3alMel JO CBEICHUSI BHEITHUX MMOCTABIIUKOB yCIIyT B
NMchbMEHHOHU (popme;

0) oObeM paboThI, 33/1a4u U TIPOIIEAYPHBIC TPEOOBAHMS K MTPOBEIACHUIO
aynuTa JOJDKHBI OBITh JIOBEIEHBI OpraHM3alMed 0 CBEJACHUSI BHEIIHUX

MOCTABIIMKOB YCIYT B TUCbMEHHOHU (popMme;
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B) OpraHu3anys JOJDKHA IMOJYYHUTh JOKYMEHTAIBHOE IMOJTBEPKICHUE
HE3aBUCUMOCTU U OOBEKTHMBHOCTH BHEUIHUX IOCTaBUIMKOB ayJIUTOPCKUX
ycuayr,

I) BHEIIHWN MOCTAaBIIMK AayJUTOPCKUX YCIYr JOJDKEH TaKkKe
COONIO/IaTh  COOTBETCTBYIOIIME pa3liefibl JaHHOTO PYKOBOACTBA IO
HaJUIeKaIlel MpakThke (hapMakoHaA30pa.

5.1.3.3. Xpanenue otueToB 00 ayauTax

OtyeTsl 00 ayauTax U CBEIEHHUsS, IMOATBEPXKAAIOUIME 3aBEpLICHUE
JNEUCTBUM MO pe3yJibTaTaM ayJuTa, JOJKHBI XPAHUTHCS B COOTBETCTBUU C
TpeOOBaHUSMU, TPUBEJCHHBIMU B pazjene 2.

5.2. TpeOGoBaHus K NPOBEICHUIO AYAUTA

5.2.1. lep>karenu perucTpalmoOHHBIX yIOCTOBEPCHUIN

5.2.1.1. TpeOoBaHus K TPOBEJCHUIO ayaUTa

Jlepxatenu perucTpalMoOHHBIX YIOCTOBEPEHUM OO0S3aHbI PETYISPHO
IIPOBOJINTH OCHOBAHHBIE HA PUCKE ayJUTOPCKHUE MPOBEPKU CBOEH CHUCTEMBI
dbapmakoHam3opa, B BKJIIOYAs ayJuT CHCTEMbl KauecTBa CHCTEMBI
dbapMmakoHana3opa, C I1EIbI0 O00ECIEeUeHHUs] COOTBETCTBUS JCHCTBYIOIIEH
CUCTEMbI KadecTBa NpPeabABISIEMbIM TpeOoBaHusAM. JlaThl mTpoBeAcHUS
ayJIMTOB W pe3yJbTaTbl MPOBEIACHHBIX ayJIUTOB, a TaKXe KOHTPOJbHBIX
ayJIMTOB JIOJDKHBI HA/JIEkKAITUM 00pa3oM TOKYMEHTUPOBATHCHA.

5.2.1.1.1. Jlutro ynonHoMmoueHHoe 1o papmaxonaazopy B EADC

VJI® nomKkHO noilydaTb OTYETHl O pe3yjabTarax ayIuTa CUCTEMBI
dapmakoHaa30pa, a TaKXke TMPEACTaBlIATh HMHGOPMALUIO ayauTopam,
UMEIOIIUM OTHOIIIEHHE K OLEHKE PUCKOB, BKJIIOYAsl CBEIECHHUS O COCTOSIHUU
BBINOJIHEHUSI KOPPEKTUPYIOIIUX U MPEAYNPEAUTENbHBIX Meponpusitui. Y JID
JOJKHO TOJy4YaTh UHPOPMAIUIO O pe3yibTaTax Jto00Tro ayAuTa, UMEIOIIETo
oTHolIeHHe K cucrteme (papmakoHaazopa B EADC, BHe 3aBUCHUMOCTH OT

MECTa €10 IMPOBCACHU.
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5.2.1.2. PerynaropHbie opranbsl rocynapctB-wieHoB EADC

5.2.1.2.1. TpeboBaHus K MPOBEICHUIO ayIUTa

PerynsiTopHblil OopraH JIOKEH PEryJsipHO MNPOBOJIUTH HE3aBUCHUMBbIC
IPOBEPKHU 3a/lay HAIIMOHAJIBHOM CHUCTEMbI (DApMAKOHAA30pa U PETYIISAPHBIN
ayJIuT CBOEH cucTeMbl (hapMaKOHaA30pa U OCHOBAHHBIE HA PUCKAX ayJIUTHI
CUCTEMBI KauecTBa C IEJIbI0 00ECleueHrs COOTBETCTBUSI CUCTEMbl KauecTBa
NpeabsBISIEMbIM  TpeOoBaHUsIM. JlaThl TpOBENECHUS U PE3yJIbTaThl
MPOBEJICHHBIX ayJUTOB, a TaKXKe€ KOHTPOJIbHBIX ayJUTOB, JIOJKHBI
HaJUIeKAIUM 00pa30M TOKYMEHTHUPOBATHCS.

5.2.1.2.2. IlpuHsaTas METOO0JIOTUA

B menmsx oOecrneueHuss COTIACOBAHHOTO M TapMOHU3UPOBAHHOTO
MJJAHUPOBAHMS, pealu3alldd M OTYETHOCTU, ayJIUThl, MPOBOJUMBIC B
PETYJISATOPHBIX OpraHax rocygapctB-uwieHoB EADC, nomKHBI OCHOBBIBATHCA
Ha MPUHSITON TEPMUHOJIOTUHA U METOI0JIOTHH.

5.2.2. TpeboBaHus K ayJUTOPCKON OTYETHOCTH

5.2.2.1. OTYETHOCTH AEPKATEIISI PETUCTPALIMOHHOTO YAOCTOBEPEHUS

5.2.2.1.1. JlepxaTenb PEruCTPAllMOHHOTO YJIOCTOBEPEHHUS JOJKEH
BKJIIOUWUTh TOSICHUTEJIBHYIO 3alUCh MO KPUTUUYECKUM M CYIIECTBEHHBIM
pe3ynbTaTaM ayadTa cUcTeMbl (papMakoHaaA30pa B macTep-(ailn cuctemsl
dapmakonamzopa. OCHOBBIBasCh Ha pe3yjibTaTax ayauTa, JAepiKareib
PErUCTPAIIMOHHOTO YAOCTOBEPEHUS JOJDKEH OO0eCleunTh MOATOTOBKY H
peanu3alri0 COOTBETCTBYIOIIETO IIaHa, B KOTOPOM MOAPOOHO YyKa3aTh
KOppPEKTUpPYIOIIIUE W TpeaynpeauTeabHbie  Mmeponpustus.  [locne
BBITIOJTHEHUSI KOPPEKTUPYIOMIMX U MPEayNpPEaUTEIbHBIX MEPONPUSTHNA B
MOJITHOM oO0BbeMe 3amuch B MacTep-(daiiie MoxkeT ObITh yaamena. Jlms
yaaneHus Kakux-aubo CBEACHH, KacarolMXcs ayauTa, U3 Macrep-(Qaiiia
cucTeMbl (papmMakoHaa30pa TPEOYIOTCS OOBEKTHUBHBIE IOITBEPKIAAIOIITNE

JTaHHEIE.
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5.2.2.1.2. JlepxaTenb PETrUCTPAIMOHHOTO YJAOCTOBEPEHUS JOJDKHBI
o0ecreunTh BKJIIOUCHHE CMHCKAa BCEX 3allJIAHUPOBAHHBIX WM TIPOBEICHHBIX
ayIUTOB B TMpPUJIIOKEHUE K MmacTep-(dailily cucteMsl (apMakoHaa3opa, a
TakK€  BBITIOJIHCHUE BCEX 3aIUIAaHUPOBAHHBIX ayJUTOB C COOIOJCHUEM
00s3aTENBCTB IO OTYETHOCTHU, MPEIYCMOTPEHHBIX 3aKOHOJATEIHCTBOM,
PYKOBOJACTBOM I10 HaJJIexamleil npakTuke ¢papMakoHaa30pa U BHYTPEHHUMU
npaBujaMHd OTYETHOCTU. JlaThl M pe3yibTaThl MPOBEICHHBIX ayJIWTOB, a
Tak)kK€  KOHTPOJIBHBIX  ayJUTOB  JIOJDKHBI  HAQJJIekKaIuM  o0pa3oM
JTOKYMEHTHPOBATHCA.

5.2.2.2. OTYETHOCTb PErYJIATOPHBIX OPraHOB TIOCYAapCTB-UJICHOB
EADC

PerynsropHbie opradbl rocyJapCTB-WICHOB JOHKHBI TapaHTHPOBATH,
4YTO OHM OO€CNeuruBarOT COOJIOJIEHHE OO0A3aTENbCTB MO IPEACTABICHUIO
OTYETHOCTH 1O  BBINOJHECHHBIM  ayJWTaM B  COOTBETCTBUHU  C
3aKOHOJIaTeTCTBOM,  PYKOBOJCTBOM IO  HaJJIeXKalled  MpaKTHKe
dbapmakoHa30pa ¥ BHYTPEHHUMU MTPaBUIaMU OTYETHOCTH.

5.2.3. KonuaeHuanbHOCTh

C nmokymentamMu W uHPoOpMauMe, coOpaHHONH BHYTPEHHUM
ayJInTOPOM, cienyer oOpaiarbcs C JOJDKHBIM ypOBHEM

KOH(l)I/IIIGHHI/IaJ'H)HOCTI/I N OCMOTPHUTCIBHOCTH.
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6. CACTEMA YIIPABJIEHUS PUCKAMU

6.1. BBenenne

[Ipouiecc ynpaBlieHUs pUCKAMH COCTOUT U3 TPEX B3aUMOCBS3aHHBIX U
MMOBTOPSIOLINXCS CTAIUM:

1.Xapaktepuctuka  npoduias ~ 0€30MacHOCTH  JIEKAPCTBEHHOIO
npenapara, BKI04as U3BECTHBIE 1 HEM3BECTHBIC aCTIEKTHI.

2.IlnanvpoBanue  JEATETLHOCTH  TIO dbapMakoHa 30py MO
XapaKTEPUCTUKE PUCKOB U BBISIBJICHUIO HOBBIX PHUCKOB, a TAKXKE IMOBBIIIICHUS
oO1iero ypoBHS 3HaHMH o Tmpoduie Oe30MaCHOCTH JIEKAPCTBEHHOIO
npenapara.

3.IlmanupoBaHre W OCYIIECTBICHUE NEATEIBHOCTH MO MHUHHUMHU3AIMNH
NOCJIEJICTBUI  PUCKOB, a TakkKe OLEHKH HJP(HEKTUBHOCTU JIaHHOU

ACATCIBbHOCTH.

6.2. CTpyKTYpHBI U POLECCHI

6.2.1. IlpuHuMIBI yIpaBIECHUS] pUCKAMU

OCHOBHOI ~ 1I€NIBIO  TpOIECCa YMPABIEHUS PUCKAMU  SIBIISIETCS
obOecrieyeHne MPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara MpU MaKCUMAJIbHO
BO3MOXHOM  TIPEBBIINIEHUHM  TOJIb3bl  OMPENIEICHHOTO  JICKAPCTBEHHOIO
npemnapara (MJIu COBOKYIMHOCTH JICKAPCTBEHHBIX MpenapaToB) HaJ PUCKAMHU
JUIS KaKJO0rO TMalMeHTa U IS LEJEBbIX MOMYJSIMUNA B UEIOM. DTO MOXET
OBITh JOCTUTHYTO JIUOO MYTEM YBEIWYEHHUS TMOJb3bl WM MYTEM CHIDKCHHS
puckoB. Ilpomecc ymnpaBieHUss pUCKAMH HOCUT LMKJIUYHBIA XapakTep U
COCTOUT U3 MOBTOPSIOIIMXCS ATAIMOB MO ONPEEICHUI0 U aHAIU3y PUCKOB U
M0JIb3bI, OLIEHKE COOTHOIICHUS TO0JIb3a-PUCK C ONMpeeICHUEM BO3MOKHOCTH
ONTUMU3AIUH, BBIOODY u MJIAHUPOBAHUIO METO/IOB

XapaKTePUCTUKH/MUHUMU3AIUNA PHUCKOB, BHEIPEHUIO MEPONPHUAITHH TIO
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MUHUMM3AIUN/XapaKTEePUCTUKE PUCKOB, COOpPY NaHHBIX C MOHUTOPUHIOM
3¢ (PEKTUBHOCTU MPUHATHIX MEP.

6.2.2. OTBETCTBEHHOCTH 34 YIIPABICHUE PUCKAMH B PAMKax
OpraHu3aluu

OCHOBHBIMU OpraHU3AIUSIMU, HEMOCPEICTBEHHO BOBJIICUCHHBIMU B
IJIAaHUPOBAHUE YIIPABIICHUS PUCKAMU JICKAPCTBEHHBIX MPEMapaToB, SBIISIOTCS
JepKaTEI PErUCTPAlMOHHBIX YJAOCTOBEPEHUN U PETYJISITOPHBIE OpraHbl,
OTBETCTBEHHBIC 3a PETYyJIUPOBAHUE IMpOIEecca OOpAIICHUS JIEKAPCTBEHHBIX
npenaparos.

6.2.2.1. JlepxaTtenu perucTpaliOHHBIX yI0CTOBEPEHUMN

B orTHOmeHMM mpomecca yIpaBlIEHUSI PUCKaMHU, CBSI3aHHBIMU C
BBIITYCKaE€MbIM JIEKAPCTBEHHBIM IMpPEMNapaToM, JIepKaTellb PErucTpalioHHOrO
YAOCTOBEPEHHUS HECET OTBETCTBEHHOCTD 3a:

a) o0ecleyeHue IMOCTOSTHHOTO KOHTPOJISI PUCKOB, CBA3AHHBIX C
NpUMEHEHHEM JieKapcTBeHHOro(bIX) mpenapaTta(oB), COTJacHO TpPeOOBaHUIA
COOTBETCTBYIOIIETO 3aKOHOJATENICTBA U MPEJICTABICHUE MOJYy4aeMbIX
pPE3YyJIbTAaTOB B COOTBETCTBYIOIINE PETYJISITOPHBIC OPTaHbl;

0) NpuUHSATHE BCEX HEOOXOIUMBIX MEp JJIsi MUHUMHU3AIMU PHUCKOB,
CBSI3aHHBIX C NMPUMEHEHHUEM JIeKapCTBEHHOrO(bIX) mpemapaTta(oB), a TakxkKe
JUTSl TOCTHIKEHUS MaKCUMaJIbHO BO3MOXKHOM MOJIB3bI, BKJIIOYasi oOecrieueHne
JOCTOBEPHOCTH  Bcell  mHMOpMamuu, TNPEACTaBIICMON  JepiKaTesieM
PErUCTPAIlMOHHOTO  YJOCTOBEPEHHMSI B  OTHOIICHUU  JICKAPCTBEHHBIX
MpernaparoB, a TaKXKE €€ aKTUBHOE OOHOBJICHUE W MPEJICTABICHUE HOBOMU
uH(popMaIuu 1Mo Mepe ee MoJTyICHUSI.

6.2.2.2. PerynatopHbi€ OpraHbl

OO0s3aHHOCTSAMHU PETYJATOPHBIX OpPraHOB B OTHOIICHUH MpOIecca

YIIPABJICHUS] PUCKAMH SIBIITFOTCS:
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a) TIOCTOSSHHBIH MOHHTOPHHI TOJB3bl W PHUCKOB JIEKAPCTBEHHBIX
IpernaparoB, BKJIIOYas OIEHKY COOOIIEHWN O BBISBICHHBIX HEKEIATEIhHBIX
peaKImsx, IIPEACTaBICHHBIX JepKaTeIIMH PETHCTPAIIMOHHBIX
yAOCTOBEPEHUN, MEIUIMHCKAMH | (apMaleBTHUCCKUMU pPaOOTHUKAMH,
NaIMeHTaMH | ITOJYyYCHHBIX U3 JPYTUX UCTOYHUKOB WH(MOPMAIUH, B CIydasx
KOT'JIa 3TO HEOOXOINMO;

0) IpUHATHE COOTBETCTBYIOIINX PETYISTOPHBIX MEP M0 MUHUMHU3AINH
PUCKOB, CBSI3aHHBIX C JIEKAPCTBEHHBIMH IIperapaTramMu, W oOecleueHue
MOJIYYCHUSI MAaKCHMaJIbHO BO3MOXKHOM TIOJIB3BI, BKJIIOYas oOOecreueHne
TOYHOCTA W TIOJIHOTHI Bced WH(OpManuu, MpeAcTaBiIsieMol AepKaTeiasiMu
PErUCTPAIIMOHHBIX  YJIOCTOBEPEHUH B  OTHOIICHHH  JICKAPCTBEHHBIX
penaparos;

B) o0OecIrieueHrne BBITTOTHEHUS MEPOTPUIATHI M0 MUHHUMH3AIUHA PHUCKOB
Ha HAIMOHAIHHOM YPOBHE;

r) 3¢ PeKkTUBHBI OOMEH JaHHBIMH C 3aHMHTEPECOBAHHBIMU CTOPOHAMU
Opyu  HaJIU4YMM  HOBOM  goctymHod  uHpopmammu. Croma  BXOIUT
IpeaocTaBlicHne WH(POpMalMK B COOTBETCTBYIOMEM (opMaTe MarieHTaM,
MEIUIIMHCKUM W (apMarieBTUYECKUM paOOTHHUKAM, TPYIIIaM TaIlueHTOB,
HAy4HbIM COOOIIECTBAM U T.[.;

n) oOecrieuyeHrWe TPUHATHS COOTBETCTBYIOIIUX MEP MHUHUMH3AIUN
PUCKOB, TIPU HX OMPEIEICHUU, BCEMHU JACpPKATEISIMU PETHCTPAIMOHHBIX
yJAOCTOBEPEHNN, KaK OPUTHHAIBHBIX, TAK M TCHEPUUYECKHUX JIEKAPCTBEHHBIX
penaparos;

¢) MmpeacTaBiieHne WH(pOpMaUK IPYyTruM PETYISATOPHBIM OpraHaM, 4To
BKJIFOYAeT B ce0s yBeIOMJICHHWE O JIOOOH NEATeThHOCTH MO OOCCTICUCHHIO
0€30macHOCTH B OTHOIIICHHWM JIEKAPCTBEHHOTO MpernapaTra, B TOM YHCIE 00
W3MEHEHUSAX B HH(MOpMAIK 00 OPUTHHAIILHOM JIEKAPCTBEHHOM TIperapare.

6.2.3. Llenu nuana ynpaBJjeHUs] pUCKaMU
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6.2.3.1. [lnan ynpasnenus puckamu (ITYP) conepxxut nndopmaruio,
KOTOpasi JOJHKHA BBITIOJIHATD CIEAYIONUE TPeOOBaHUS:

a) OmpenensTh W  XapakTepuzoBaTh Npoduiab  OE30MaCHOCTH
JeKapcTBeHHOro(bIX) pemnapaTa(oB);

0) yka3pIBaTh, KaKUM 00pa3oM MOXKHO CIOCOOCTBOBAThH JabHEHIICH
XapaKTePUCTUKE npodus 0€30IacHOCTH JIEKapCTBEHHOTO(BIX)
npemnapata(oB);

B) MOATBEPXAAaTh JOKYMEHTAJIbHO MEphl MO MNPEIOTBPALICHUIO WU
MUHUMU3AIUA PHUCKOB, CBSI3aHHBIX C MPUMEHEHHEM JIEKapPCTBEHHOTO
npenapara, BKIo4as oleHKY 3 (PEeKTUBHOCTH TAHHBIX MEPOTIPUSATHUI;

I') MOATBEPKAATh JOKYMEHTAILHO BBIMOIHEHHUE MOCTPETUCTPALIUOHHBIX
0043aTeNbCTB M0 00ECIeYeHNI0 0€30aCHOCTH MPUMEHEHHUSI, BBEICHHBIX MPU
perucTpaluu JeKapCTBEHHOTO Ipernapara.

6.2.3.2. Jlns BbINOJNHEHUA yKa3aHHbIX TpedoBanuii IIYP Ttakxe
JIOJIKEH:

a) ONHUCHIBaTh M3BECTHYIO M HEU3BECTHYIO HMH(pOpmanuio o npoduie
0€30IMacHOCTH JIeKapCTBEHHOTO(bIX) Mpemnapara(oB);

0) yka3aTbh, KaKkOBa CTENEHb YBEPEHHOCTU B TOM, UYTO 3((PEKTUBHOCTH
JICKapCTBEHHOTO Mpernapara, MpoIeMOHCTPUPOBAHHAS Y LIETEBBIX MOMYJIISIIUN
OpyU TPOBEICHUM KIMHUYECKUX HCTIBITAHUM, OyJeT JOCTUTAaThCs B
MOBCEIHEBHOW MEAMIIMHCKOW NPAKTUKE M JOKYMEHTAJbHO MOATBEPIUTH
BO3MOKHYIO ~ HEOOXOJUMOCTh  HCCIelOBaHUM  3(P(EKTUBHOCTH  Ha
MOCTPETUCTPAIMOHHOM TIEPUOIE;

B) IUIAHUPOBATh CHOCOO  OleHKH OA(PPEKTUBHOCTH Mep IO
MUHHUMH3AIANA PUCKOB.

6.2.3.3. IIYP SIBIISIETCS JTUHAMHAYHO W3MEHSIOIIIMMCH,
CaMOCTOSITEJIbHBIM ~ JIOKYMEHTOM, KOTOPBIM JOJDKEH OOHOBJISATHCS HA

MNPOTAKCHUM BCCI'O KHU3HCHHOT'O IHUKJIA TIPOAYKIIHMH. I[JISI JICKAPCTBCHHBIX
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penaparoB, TPEOYIOIIMX COCTABICHUS MEPUOJMYECKUX OOHOBIISIEMBIX
OTYETOB 1O 0E€30MaCHOCTH, HEKOTOpble (4acTH) MOAYJIU  MOTLYT
UCIIOJIB30BaThCA 151 00€UX LENeil.

6.2.4. CTpykTypa miaHa yrnpaBJ€HUs] pUCKaMH

[TYP Bxitouaet ceMb HHPOPMAIIMOHHBIX YaCTEH:

Yacts 10030pHas nunpopmaiius o JeKapCTBEHHOMY Ipernapary

Yacts |1Cnenudurkanus no 6e30nacHoCTi

Mopyns Cl: Dnuaemuosnorust nokazanusi(uit) mo 1eaeBon(bix)
MO JISIITUN(SIM)

Monaynas Cll: JoxknuHuyeckas 4acThb

Monyns ClII: Bo3geiicTBue ekapCcTBEHHOTO Mpenapara B X0/1€
KJIMHUYECKUX MCCIIENOBAaHUN/UCIBITaHUI

Moayns CIV: Ilonynsiuuu, He U3yYEHHBIE B X0/1€ KIIMHUYECKUX
UCCJIeI0BaHUI/UCTIBITAHUI

Mopyne CV: IlocTpeructpaiinOHHbINA ONBIT TPUMEHEHUS

Moayns CVI: lononaurtenbHpie TPeOOBaHUS K CIICHUPUKAIINH TIO
0€301acHOCTH

Moayns CVII: UnentudguuupoBaHHble ¥ MOTEHIUABHBIE PUCKU

Mopyne CVIII: O606mennas nadopmaius mo mpodiiemam 1o
0€30MMacHOCTH

Yacts |IT1nan no papmakonagzopy

Yacts |VIInan nocTperucTpaliioOHHbIX UCCIIEeI0BAHUMN 3P (HEKTUBHOCTH

Yacts VMepbl MUHUMU3ALUHU PUCKOB (BKIIIOYAs OLICHKY
3¢ (PEeKTUBHOCTH MEP MUHUMU3ALIUUA PUCKOB)

Yacte VIPe3toMme maHa ynpaBiieHUs] pUCKaMu

Yacte VI Ipunoxenus
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Ecmu IIYP cocrtaBisieTcs Ha HECKOJIBKO JIEKAPCTBEHHBIX IPENApaTOB,
JUISl KOKJIOTO U3 JIEKAPCTBEHHBIX IMPENapaToB JIOMKHA OBITh MPEAYCMOTpPEHA

OoTACJIbHAasA 4aCTh.

6.2.5. llompoOHOe omMcaHWe KaXIOW YacTH IUIaHa YIpPaBJICHUS
pUcKaMu

6.2.5.1. Yacts | IIYP «O0630pHas nHpopMaiusi mo JIEKapCTBEHHOMY
npemnapary»

JlaHHast ~ yacTb  JOJDKHA  TPEACTaBISITh  aJIMUHUCTPATUBHYIO
uHdopmaruto o ITYP, a Takke 0030pHYI0 HHPOPMAIIUIO T10 JIEKAPCTBEHHOMY
npermnapary, Ha Kotopoe cocrasisiercsa [IYP.

Pa3znen moimkeH BKIIOYATE:

6.2.5.1.1. Uudpopmanusi 00 akTUBHOM BELIECTBE:

a) akTuBHOE(bIC) BelecTBO(a);

0) ¢papmakorepaneTuueckas(ue) rpynna(sl) (kog ATX/ATC);

B) Ha3BaHUE AEPKATENS PETUCTPALMOHHOTO YJOCTOBEPEHHS;

) 1aTa ¥ CTpaHa NEePBOW PErUCTpaluy B MUpPE (€CIU TPUMEHHUMO);

1) 1ata U CTpaHa, B KOTOPOM ObLJIO HaYyaTO MEIUIIMHCKOE TPUMEHEHUE
(ecu MPUMEHUMO);

€) KOJIMYECTBO JIEKAPCTBEHHBIX IPENapaToB, KOTOPhIC BKIIIOYEHBHI B
[1YP.

6.2.5.1.2. AnmunanctpatuHas uadopmarus o [IVP:

a) 1ata okoH4YaHUs cOopa JaHHBIX B paMkax Tekyuiero [1YP;

0) 1laTta nmpescTaBiICHUS U HOMEDP BEPCUU;

B) IMepedyeHb Bcex uacted u moxayten I[IYP ¢ npeacraBienuem
uHdopmaiuu o nare u Bepcuu [IYP, B pamMmkax KOTOpOro B MOCIEIHUN pa3

(oOHOBISIACH M) IPECTABIISIACH YACTh/MOTYJIb.
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6.2.5.1.3. Vudopmamust maisi KaxXJI0TO JEKAPCTBEHHOrO Mpernapara,
BKJIFOUYEHHOTO B [TYP:

a) ToproBoe(bie) HauMeHoBaHue(us) B rocygapctax-uieHax EADC;

0) KpaTKO€ OINUCAHUE JIEKAPCTBEHHOI0 Mpenapara, BKIIOYaroIIee:

—XHUMHYECKHUM KJIacC;

—KpaTKoe OIMKMCaHUE MEXaHU3Ma JCHCTBHUS;

—BakHasi MHMOpMAIMS O €ro cocTaBe (HampuUMeEp, MPOUCXOXKICHUE
aKTUBHOTO  BEIIECTBAa OHOJIOTMYECKHUX  JICKAPCTBEHHBIX  IPEMapaToB,
COOTBETCTBYIOIINX aIbIOBAHTOB JJIsl BAKIINH);

B) [MOKA3aHUSL:

—0/100peHHBIC (€CTTU TPUMEHNUMO);

—TpejjaraeMble (€CiIM TPUMEHHUMO);

T') PEXKUM JO3UPOBAHUS:

—0/100pEeHHBIN (€CTu TPUMEHUMO);

—TpeajaraeMbli (€I MPUMEHUMO );

1) IeKapCTBEHHBIE (POPMBI U JO3UPOBKA:

—on00peHHast (€CIu MPUMEHHUMO);

—TpejyaraeMas (€cJii MPUMEHNUMO);

€) OOLIEeMHPOBOM PEryJISITOPHBIM CTaTyCc ¢ Pa3OMBKOM MO CTpaHam
(maTta perucTparuu/oTKasza, JAaTa pa3MelIeHUs Ha PBIHKE, TEKYIIUH CTaTyc
pPEruCTpallvy, MOSICHUTEIbHbIE KOMMEHTAPUH ).

6.2.5.2. Yacts Il ITYP «Crneundukarnus mo 60€30MacHOCTH

Lenpto paznena siBAsETCA MPEACTaBICHUE KPAaTKOro od3opa mpoduis
0€30MacHOCTH JieKapCcTBEHHOTO(bIX) Mpernapara(oB), ¢ yKa3aHUEM H3BECTHOM
nHpopmary 1Mo 0e30MacHOCTH, a TaKXKe OMpEIeIICHUs pa3AcioB Mpodus,
M0 KOTOPHIM O€30MacHOCTh HE SABJISIETCS JOCTATOYHO HM3YyYCHHOM.
Crnermudukanus 1mo OE30MMaCHOCTH JOJDKHA IPEJCTaBIATh CO0O0H pe3rome

Ba’>XHBIX I/IJICHTI/ICI)I/IHI/II)OBEIHHBIX PUCKOB JICKAPCTBCHHOI'O  IIpcliapara,



112

BaKHBIX MOTEHIIMAIBHBIX PUCKOB U BAXKHOW OTCYTCTBYIOIIEH MH(MOpMAIUU.
Cnemudukamuss no Oe3onacHoctd B IIYP ¢dopmupyer ocHOBy 1iaHa
(apMakoHa130pa U IUIaHA MUHUMU3AI[UU PUCKOB.

Crneundukanus 6ezonacHoct B ITYP BkitouaeT BoceMb pa3ieios:

Moayns ClOnuaemuonorus nokasaHusi(ui) mo 1eneBon(bim)
MOMYJIALUHU(SIM)

Monynb Cll[loknuHuueckas 4yacthb

Monyns ClIIBo3aeiicTBre JiekapcTBEHHOTO Mpenapara B X0/1€
KJIIMHUYECKUX UCCIICIOBAaHUN

Mopyne ClVIIonynanuu, He U3y4YEeHHBIE B X0J1€ KIIMHUYECKUX
VICCIICIOBAHUI

Moayns CVIlocTperucTpaiiuoOHHbIM ONBIT IPUMEHEHUS

Moayne CVI]lononHuTtenbHble TPEOOBaHUS K ClIEHU(PUKALIMH 110
0€301acHOCTH

Moayns CVIIUnentudgunmpoBanHbie ¥ MOTEHIMAIBHBIE PUCKU

Moayns CVI10606mennas nadopmariis mo mpoodiemMam mo
0€301acHOCTH

Crnerudukanus mo 0€30MacCHOCTA MOXKET BKJIIOUYATh JOMOJHUTEIIbHBIC
AJIEMEHThl B 3aBUCUMOCTHM OT CBOICTB JIEKAPCTBEHHOTO Mpernapara,
pOTrpaMMBbI €r0 pa3pabOTKU U U3YyYCHHs, BKIIIOYAsl aCIEeKThl Ka4ecTBa U UX
BIUSHUE Ha Tpoduiab Oe30macHOCTH H APHEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara, pucka CBS3aHHOTO C (OpMOHM BBIITyCKA M HMHBIX AaCMEKTOB,
MOAUGULIUPYIOUUX NPO(UIb O€30MACHOCTH.

6.2.5.2.1. Monyns CI I[TYP «3nuaemMuonorus mokazaHuii 1o 1eyieBoi (bim)
MOMYJISIIUU (SIM)»

ONuAEeMUOJIOTHS TOKa3aHusA(i) SBISETCS NPEAMETOM OINHUCAHUS U
OLIEHKM B JaHHOM paszjene. OnucaHue JOHKHO BKJIIOYATh B C€0sl OLICHKY

YpOBHS 3a00J1€Ba€MOCTH, pacnpoCTpaHEeHHOCTH, CMEPTHOCTH,
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pPacpoCTPaHEHHBIX B IIEJIEBOM MOMYJISIIIUU COMYTCTBYIOMIMX 3a00J€BaHUN U
0 BO3MOXXHOCTU JOJDKHO OBITh MPEACTaBICHO CO CTpaTtudukanuen 1o
BO3pACTy, IMOJYy M PACOBOMY W/MIM HSTHUYECKOMY MPOUCXOKICHUIO.
Paznuuuss B SNOHAEMUOJIOTUM B PAa3HbIX PETHOHAX TaKXKE JIOJKHBI
NOoABEpraTbCsl OLEHKE U onucaHu. Clenyer Takke NPeAoCTaBUTH
uHQOpPMAIIMIO O BaXHBIX COMYTCTBYIONIUMX 3a00JICBaHUSAX  IEJIEBOM
MNOMYJISIIMA U BO3MOXHOM BIIMHUSIHUM JIGKAPCTBEHHOTO IIpernapara Ha
CONYTCTBYIOIIYKD  MATOJOTHIO. Bxatouaercss  uHdpopmanus 0
MPENOJaraéMoM HA3HAYEHUH JICKAPCTBEHHOTO TMpenapara, HampuMmep,
npeaHa3HAauYeHO JIM  OHO JUIS  NpoMIakTUKyA — 3a00JeBaHUM,  JUIA
NPEJOTBPALICHUS]  HEKOTOPBIX  CEPhE3HBIX  HCXOAOB B  CBS3U C
ONpEICICHHBIMU 3a00JICBAHUSIMU WU JIJI1 TOPMOXKEHUSI TTPOTPECCUPOBAHUS
XpOHUYECKOro 3a0osieBaHus. JloMKeH Takke OBbITh MPEACTaBIEH KpPAaTKUH
0030p MecTa JIGKapCTBEHHOTO IIpernapara B TEpaleBTUYECKOM apceHalie
JIEKApPCTBEHHBIX MPENAPATOB.

6.2.5.2.2. Mopyane CII ITYP «JloknmuHnyeckast 4acThb»

Jannbid Monyiib ITYP noimkeH npeacraBuTh pe3toMe BaXHbIX JaHHBIX,
MOJIYUYCHHBIX B pe3yJIbTaTe JOKIMHUYECKUX HCCIEOBaHUI O€30IMacHOCTH,
HanpuMmep:

a) MCCJIEIOBAaHUE TOKCUYHOCTH (KJIIOUEBBIE JAHHBIE MO0 TOKCHYHOCTH,
MOJIYYEHHBIE B XOJI€ UCCIIEIOBAHUS, HAIPUMEDP, XPOHUUECKON TOKCHYHOCTH,
PENPOAYKTUBHOM TOKCHYHOCTH, 3MOPUOTOKCUYHOCTH, TEPATOTCHHOCTH,
HE(PPOTOKCUYHOCTH, rernaToTOKCUYHOCTH, T€HOTOKCUYHOCTH,
KaHI[EPOTE€HHOCTH );

0) manHBICe MO OOMmMM (DapMaKOIOTUYECKUM CBOWCTBAM (HAIIpUMeED,
BJIMSIHUE HA CEPACYHO-COCYOUCTYHO CHCTEMY, BKIItodas yminHeHnue QT
WHTEpBaJIa, HEPBHYIO CUCTEMY U T.11.);

B) JAAaHHBIC 110 pCAKIIUAM BSaHMOﬂeﬁCTBHﬂ JICKaApCTBCHHOTO IIp€riapara,
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I') UHBIC JAHHBIC 110 TOKCUYHOCTH.

B pasnmene nomkHa comepkartbes  HMHQOpMAnuUs O 3HAYUMBIX
TOKCHYECKHX CBOWCTBAX W aKTyaJIbHOCTH BBIBOJOB TPH HCIIOIH30BAHUH HA
JTOIAX. 3HAYUMOCTh JTaHHBIX OIPEACNIIeTCs MPUMEHHUTEIBHO K CBOMCTBAM
JICKapCTBEHHOT'O TIperapaTa, 0COOCHHOCTSAM IICJICBOM TOIMYJISAIIUA M OTIBITa
NPUMEHEHHSI TOJOOHBIX COCAWHCHWA WM TIOJXOJ0B K TEpamuu IpH
MPUMEHEHNHU JICKAPCTBEHHBIX MpenapaToB Tou ke rpymmbl. [loMmuMo 3TorO,
JOJDKHBI  00CYXIaThCsl AaCIEeKThl KadyecTBa, B CiIydae €CIU OHU MOTYT
3HaYUMO OTPA3UTHCA Ha Mpoduie 6E30MaCHOCTH JIEKapCTBEHHOTO Mpenapara
(Hanpumep, BakHas wuHMOpMalMg 00 aKTUBHOM BEIECTBE WIU €0
PUMECSX, HApUMEpP, TEHOTOKCUYECKUX MpuMecsax). Eciu jJexapcTBeHHBIN
mpenapar TMpeaHa3HAa4YeH IS NPUMEHCHHUS KEHITUHAMU JIETOPOIHOTO
BO3pacta, B JOKYMEHTE JIOJDKHBI OBITHh  yYHOMSHYTBI JaHHBIE O
PENPOTYKTUBHOM TOKCHYHOCTH W BIWSHUW Ha Pa3BHTHE TUIOAA, a TAKXKE O
MOCJIC/ICTBUSIX ~MCIIOJIb30BAaHUSI JICKAPCTBEHHOTO TMpernapara y JIaHHOU
rpynmbl manueHToB. OcTalbHbIE OCOOBIE TPYIIIIBI HACEICHHS HEOO0XOIUMO
paccMaTpuBaTh B 3aBHUCHMOCTH OT YTBEP)KICHHBIX TMOKAa3aHWA W IIEeJIEBOU
NOMYJISAIIMA, a TakKe OT HEOOXOJWMOCTH HaJIMYUS  KOHKPETHBIX
TOKJIUHUYECKUX JaHHBIX.

6.2.5.2.3. Moayns CIHI IIYP «Bo3neiicTBUe JI€KapCTBEHHOTO
npenapara B X0¢ KIMHUYECKUX UCCIICTOBAHUIN/UCTIBITAHUN

B pasmene nomkHBI OBITH TMPEICTABICHBI JaHHBIE O IAIMEHTAX,
KOTOpbIe OBUIM BKIIOYEHBI B KIMHWYECKHE WCCIICIOBAaHMI/UCTIBITAaHUS (Ha
KaKUX TPYIIax MalieHTOB M3yJalloCh JICKAPCTBEHHBIM Ipenapar). JlaHHbIe
JOJDKHBI OBITH TIPEICTaBIICHBI B hopmaTe, yI0OHOM ISl aHalln3a, HalpruMep
B (hopme Tabnui/rpadukoB. OObEeM HCCIETYyEMOU MOMYJISIITUU JTOKEH OBITh
NOAPOOHO OMHMCAaH C YyKa3aHWEM JIaHHBIX O KOJWYECTBE IIallMCHTOB U

BPEMCHHOI'O ITPOMCIKYTKA (HaI_II/IeHTO/J'IeT, HaI_II/IeHTO/MCCHI_ICB), B TCUCHUC
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KOTOpPOrO0  MAI[MEHThl  MOJBEPrajuch  BO3JCUCTBUIO  JIEKAPCTBEHHOTO
npenapara. JlaHHble 0O MOMyJISUUSAM, BKIIOUEHHBIM B KIMHUYECKUE
WCCJICIOBAHUS/UCIIBITAHUSA, TaKXKe JOJDKHBI OBITh CTPAaTH(PUIMPOBAHBI B
3aBUCUMOCTH OT THIIA UCCJEAOBaHUSA/UCTIbITAHUS (TIOMYJSALNs, BKIIOUCHHAsS
B OCJCIUICHHOE pPAaHJIOMHU3UPOBAHHOE HCCIEIOBAHWE U  TOMYJISALUH,
BKJIIOYCHHBIE BO BCE KIMHHMYECKHE ucchenoBanus). Crparudukaius
NOMYJIALIMOHHBIX NOJATPYIII B CIy4YasiX, KaK MPaBUiI0, BKIOYAET B CEOs:

a) BO3pacT U M0J;

0) moka3aHusi;

B) I03UPOBKQ;

I') pacOBOE MPOUCXOKICHUE.

[1poaoKUTENIBHOCTh BO3JEUCTBUSL JIOJDKHA OBITH HM300pa)keHa JMOO
rpadguueckn (myTeM HaHeceHUs Ha rpaduK TOYEK, COOTBETCTBYIOIIMX
KOJIMYECTBY MAIIUEHTOB U BpEMEHN), JINOO B (hopmaTe TabJIULIbI.

B cnydae HeoOXOAMMOCTH NTOJKHA OBITH MpeacTaBiieHa WHGOpMaIus
00 W3y4YeHUU BO3JCHCTBUS HA OTACIbHBIE TMOMYISIUOHHBIE TPYIIIIbI
(bepemMeHHBbIE JKEHIIWHBI, KOPMAIIME MaTepH, MAaIlMeHThl C TOYEUHOU
HEJOCTATOYHOCTBhIO,  MEYEHOYHOM  HEJAOCTaTOYHOCTHbIO, HAPYIICHUSIMU
CEepJIeYHO-COCYAUCTOM CUCTEMBI, HOATPYMNIbI HaceJIeHUs C
COOTBETCTBYIOIIUM T€HETHUUECKUM moJuMopdu3mMom). Takke AOMKHA OBITh
yKa3aHa CTENeHb TSHKECTH HapylieHus QYHKIUA TOYEK, TEYCHH WU
CEPJIEYHO-COCYAUCTON CUCTEMBI, & TAK)KE U TEHETUYECKOTO MOIUMOPPU3MA).

[Ipu mnpencraBieHHH JAaHHBIX O BO3pAcTe NOJDKHBI OBITh BBIOpAHBI
KaTeropuu, KOTOPbIe UMEIOT OTHOLIEHUE K IEJIeBOM monysuuu. JlaHHusie 1o
NeUATPUYECKUM U TOXKWJIBIM TallMeHTaM JIOJDKHBI OBITh pAa3feieHbl B
COOTBETCTBUU C TMPUHITHIMA BO3PACTHBIMH KaTETOPHUSIMHU (HAmpUMEp, IO
Kateropusm 65-74, 75-84 u crapiie 85 neT Al NOXKWIbIX NauueHToB). Jliis

JICKAPCTBCHHLBIX IIPCIIApPaTOB, O6J'IaJIaIOH_[I/IX TCPATOTI'CHHBIM HCﬁCTBH@M,
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CTpaTU(pUKALMS JOJKHA CTPOUTHCS HCXOMsl M3 BO3PACTHBIX KaTeropuit
JKEHCKOM 4YacTW MOMyJSAIMU COOOpa3HO JETOPOJHOMY TMOTEHIIHAIY.
HtoroBele pe3ynbTaThl JOJDKHBI MPEACTABIATHCA B KOHIE KaXJAou
TaOJIUIIbl/TUArpaMMBbI [0 MEPE HEOOXOAUMOCTH.

3a HCKJIIOYEHHEM CIIy4yaeB, KOrja dTO SBISETCI OOOCHOBAHHBIM,
JAHHBIE M0 KIMHUYECKUM HCCIEAOBAaHUSM JOJKHBI MPEACTABIATHCA B
000011eHHON (hopMe ¢ CYMMUPOBAHUEM TOKa3aresield no rpadgam u pazaeiaam
B Cllyyasx, Korja 3To ymecTHO. B ciydae, ecinum ogHa M Ta K€ rpynmrma
NalMEeHTOB OblIa BKJIIOUEHA B 0oJiee, YEM OJHO HCCIeAOBaHUE (HAmpUMep,
MPOJIOJDKEHUE OTKPBITOTO HAONIOACHUS TOC/IE OKOHYAHUS KIMHUYECKOTO
WCCJIEIOBaHMs), OHA BKJIIOYAETCA B TAaOJHWIly MO TpyMIe Bo3pact/moji/paca
oJIvH pa3. B ciydae, eciau Mexay TaOIUIlaMy BO3HUKAET HECOOTBETCTBUE IO
YUCITy MAIUEHTOB, JIOJHKHBI OBITH JIaHBl COOTBETCTBYIOIINUE Pa3bsICHEHUS.

Ecmu ITYP npencrasisieTcst BMECTE € 3asiBIIEHUEM HA BHECEHUE HOBOIO
MOKa3aHus, OT/IENbHO B Hayaje pasjenia, a TakKe B CBOJHBIX TaOJIMIAX,
JOJDKHBI OBITh MPECTABIEHBI JAHHBIE IO HOBOW JIEKApCTBEHHOU (hopMe Win
criocoOy BBEJICHUS, JaHHBbIC KJIMHUYECKUX HUCIBITAHWUM, crieludUUHbIC IS
JTAHHOT'O TIOKa3aHUs.

6.2.5.2.4. Monyne CIV IIYP «llonynsiuun, HE HU3y4YEHHBIE B XOJI€
KIIMHUYECKUX UCCIIEIOBAHUN/UCTIBITAHUI

B monyne CIV IIYP nomxHa ObITh npefcTaBieHa HHGOPMAITUS O TOM,
KaKWUe MOATrPYIIbl MAIMEHTOB IIEJIEBBIX MOMYJISAIUNA HE ObLIM WU3Y4YEHBbI WU
ObIM M3y4YEHBl JIMIIb B OrPAaHUYEHHOW CTEMEHH B TpeAeiax TpyIil
MalMeHTOB, BKJIIOYEHHBIX B KJIMHUYECKUE HCCIICIOBAHUS/UCIIBITAHUS.
OrpanndeHus KIMHUYCCKUX HCCICIOBAHUN/UCTIBITAHUN TakKe JOJDKHBI
OBITh MPEJICTABICHBI C TOUKU 3PEHUSI PEJIEBAHTHOCTU KPUTEPUEB BKIFOUCHUS
Y HEBKJIIOUCHHUS B OTHOIICHUU LEJEBBIX MOMYJISLUNA, a TaKXKe pa3IMuuil,

KOTOPBIC MOI'YT BO3HUKHYTb B 3dBUCUMOCTU OT IIApaMCTpPOB HCOBITAaHUMN
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(Hanpumep, OONbHUYHAS WM OOIlas MpakTuka). BeIBoAbI 0 BO3MOXKHOCTH
IPOTHO3UPOBAaHUA O€30MaCHOCTH ISl LIEJIEBBIX IOMYJSIUI  JTOJKHBI
OCHOBBIBAThCSI HA TOYHOU U MOAPOOHON OIIEHKE OrpPAaHUYEHUN UMEIOUIUXCS
JAHHBIX KIMHUYECKUX UCCIEIOBAHUM MO0 MX OTCYTCTBHM JJIsl KaKUX-JTMOO
noarpynn. Takxe gobKHAa wu3nararbest uHbOpMalus 00 OrpaHHYCHHUSX
KJIMHAYECKOW 0a3bl JaHHBIX B OTHOLIEHWW BBISBICHUS HEXKEIaTeIbHBIX
peaKLuil 10 IPUYNHE:

a) KOJINYECTBA BKJIIOUEHHBIX B UCCIIEIOBAHUS MAIIUEHTOB;

0) KyMyJSTUBHOIO BO3JEWCTBHUS  (Hampumep, creurdpuyeckas

OPraHOTOKCUYHOCTH);

B) JUIMTEIBLHOCTU MPUMEHEHUS (HAIPUMED, OLIEHKA KAHIIEPOT€HHOCTH).

Ecnu otcyrcTBytomas uHbopManus MOXKET MPEACTaBISATh CEPhE3HbIN
PUCK ISl LENEBBbIX MOMYJSIUN, 3TO TAKXKE CIEAYeT BKIIOUUTH B KayecCTBE
npoOaemsbl o 6e3onacHoctu B pazaen CVIIIITYP.

PaccmarpuBaemplie rpymibsl HalMEHTOB JOJDKHBI BKIKOYATh (HO MOTYT
HE OIPAHUYUBATHCS):

a) [lennarpruyeckyro NOMyJIsIUIO

Hetu (ot poxnaenus U A0 18 JieT ¢ y4eTOM pa3IMYHbIX BO3PACTHBIX
KaTeropuil Wiin, €Cu 3TO HEOOXOAUMO, C YUETOM APYTUX IPYIII, 3HAUUMBIX C
TOYKH 3PEHHUS Pa3BUTHS, T.€. C YUETOM KOHKPETHBIX [IEPUOJI0B Pa3BUTHA).

0) IloXuITBbIX TAIMEeHTOB

JIOJKHBI  OLIEHMBATHCA TMOCJIEACTBUS MPUMEHEHHUs JIEKapCTBEHHBIX
npenaparoB y MalMEeHTOB B BO3pacTe crapuie 65 JeT, COOTBETCTBEHHBIM
0o0pa3oM YYHUTHIBAIOIIME HaubOoJee TMOXKWIBIX MPEACTaBUTENIEH JaHHOU
rpynmbl. OIeHKa BIMSHUS CONMYTCTBYIOUIEH NATOJIOTMM WJIM HAPYIICHUS
(GyHKIIMU OpraHoB (HampuMmep, MOYeK, NMEUYCHH) MPUMEHUTENBHO K JTaHHOM
NOMYJIIIMOHHOM  MOArPYIIE  JENaeTcss € y4eTOM  BO3MOKHOI'O

OJHOBPCMCHHOTO HaJIn4uAa HECKOJIBbKHNX (I)aKTOpOB, HaIIpuMcep
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MHO’KECTBEHHOM COIYTCTBYIOIIEW TATOJIOTMM U MHOTOKOMIIOHEHTHOMU
JICKapCTBEHHOW TepamuH, OKa3bIBAIOIIUX OJHOBPEMEHHOE BO3JICHCTBUE,
Moauduuupyrouee npoduib Oe30MaCHOCTH JIEKAPCTBEHHOTO Ipernapara.
CrnenyeT OlIECHUTh HEOOXOAMMOCTD MPOBEACHUS JTA0OPATOPHOTO CKPUHUHTA B
IJIAHOBOM TIOPSIIKE TIPU HAa3HAUYCHHUH JICKAPCTBEHHOIO IIpernapara naiueHTaM
B JIaHHOW TIOATPYINE TAalueHTOB. B  oleHKe JOMKHBI  OTAENIbHO
paccMaTpuBaThCs HEXKENaTeIbHBIE PEAKIIUUA, KOTOPhIE MOTYT MPEACTaBIISAThH
0CO0YI0 OIMAaCHOCTH JJIsl MOKHIIIBIX MAIMEHTOB, HAIPUMEDP, TOJIOBOKPYKEHHE
VI BO3JICHCTBUE HA IICHTPAJIbHYIO HEPBHYIO CUCTEMY.

B) bepeMeHHbIX WM KOPMSIIIHUX KEHIIIUH.

Ecniu B 1eneByr0 MOMyJSIUI0O BXOJAT SKEHIIUHBI JETOPOIHOTO
BO3pacTa, JOJDKHBI ~ pacCMaTpHBAThCA  TOCIACACTBUS  NMPUMCHCHHS
JIEKQpCTBEHHOr'0 TMpernapara B TEpuoj OEPEMEHHOCTH W/WIM KOPMJICHHS
rpyasio. Ecim nexkapcTBeHHBIN MpenapaT He MpeaHa3HaueH CIeUalbHO JIJIs
MPUMEHEHUS BO BpeMsi OEpEeMEHHOCTHU, HEOOXOAMMO OIIEHUTH PE3yJbTaThl
TOO0BIX  OEpeMEHHOCTEH, KOTOpble OBIIM 3aQUKCHUPOBAHBI B  XOJIE
KJIMHUYECKOTO W3YYEeHMs JIGKQpCTBEHHOTro mpemnapara. Eciam  ycrmoBuem
BKJIIFOYCHUS B KJIMHUYECKOE  HCCJICAOBaHWE  OBLIO  TPUMEHEHHUE
KOHTPAIENITUBHBIX CPEJICTB, PACCMOTPEHHE XO0Ja OEPEMEHHOCTH TaKXKe
JOJDKHO BKJIFOYATh aHAJIM3 TPUYMH, [0 KOTOPHIM TPHUHATHIE MEPHI
KOHTpAIENIIMA HEe UMETU ycrexa (€Ciau MPUMEHUMO), a TaKKe MOCIEeICTBUI
JUTSl WCTIOIb30BaHHUS B MEHEE KOHTPOJUPYEMBIX YCIOBHUSIX IOBCEIHEBHOU
METUITMHCKON MPaKTUKH.

r) [TanmeHTOB ¢ HapyIeHUSAMH (PYHKITUN TICYCHHU.

n) ITaueHToB ¢ HApylIEHUSIMU (QYHKIIUU MTOYEK.

e) IlanmeHTOB ¢ TOPOYMMHU  3HAYUMBIMH  COIYTCTBYIOIIUMH
3a00JICBAaHUSIMU (Harpumep, CEpJICYHO-COCYIUCTOU MaTOJIOTUEH,

I/IMMYHO):[C(bI/II_II/ITHBIMI/I COCTOHHI/ISIMI/I).
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k) IlaneHToB, CTENEHb THKECTH 3a00JI€BaHUS KOTOPHIX OTJIMYAETCS
OT U3YYEHHOM B XOJ€ KIMHUYECKUX UCITBITAHUMN

JlomkeH paccMaTpHUBATHCS JTFOOOW OMBIT MPUMEHEHHS Yy TAIMEHTOB C
pPa3TUYHON CTEMEHBIO TSHKECTH 3a00JICBaHUS, B YACTHOCTH, €CJIH 3asBIIsIEMOE
MOKa3aHWE OTPAHUYCHO B OTHOIICHHH MAIMEHTOB C KOHKPETHOW CTEIECHBIO
TSXKECTH 3a00JI€BaHUS.

3) Iloarpynm marueHTOB, SBISIOMUXCA HOCHUTEISMU HW3BECTHOTO U
PEIEBAaHTHOTO TEHETHYECKOTO TOJIMMOphU3Ma.

JlomkHa OBITH pPacCMOTPEHa CTEeNeHb (PapMaKOTEHETHYECKOTO
BIIMSIHUS, TIPUMCHECHHE Yy TAIMEHTOB C HEWU3BECTHBIMH WIIM Pa3IMUYHBIMH
TCHOTHUIIAMH, TIOCJICJICTBUS HCIIOJH30BAaHUS TCHETHYECKHX OMOMapKEepOB B
1[eJIeBOM Tpynme nanreHToB. ClieyeT caenarh OleHKY BO3MOYKHOTO BIIMSHUS
Ha IEJICBYIO TOMYJIAINHNIO, a TaK)Ke OIpPEAe/ICHHEe HACKOJBKO MPHUMEHEHHE
JICKapCTBEHHOT'O TpernapaTa y TaIMeHTOB C HEW3BECTHBIM WM OTIMYHBIM
TCHOTHUIIOM MOYKET MPEJICTABIATH COO0M mpobeMy 1Mo O€30IMacHOCTH.

Ecin  moTeHIuanbHO  KJIMHMYECKH  3HAUMMbBIA  I'€HETHUYCCKHUM
nosmMopdu3M OB OMpefelieH, HO HE IOJHOCThI0 H3Y4YeH B XOJe
KIIMHAYECKOW MpOoTrpaMMbl pa3pabOTKH, 3TO ClEeAyeT paccMaTpHBaTh Kak
OTCYTCTBYIOIIYIO WH(MOPMAIIMIO W/WIW TOTCHIHAIBbHBIA puUCK. Takke 3Ta
uH(dopMaIrsa J0JDKHA OBITh OTpakeHa B crieluuKaiuy mo 0e30macHOCTH U
B maHe (apmakoHam3opa. OmnpeneeHrue JaHHOTO SBJICHUS KaK MPOOJIEMBI
1Mo 0Oe30I1aCHOCTH OIICHMBAETCS MCXOJd W3 KIMHHUYECKOH 3HAYMMOCTH
BO3MO>KHBIX ITOCJIEICTBUM.

u) IlamueHnTsl  pa3IMYHOTO  PacoOBOr0  W/WIM  3THHYECKOTO

MIPOUCXOXKICHUS

JloobkeH  paccMaTpuBaThCS  OMNBIT MPUMEHEHHMS Ha  IalMeHTax

Pa3IMYHOTO PACOBOTO W/MJIM OSTHHYECKOTO TMPOMCXOXKACHUSA, a TaKKe

BJIMSIHUC  JJdHHOTO  pas3jindus Ha 3(1)(1)6KTI/IBHOCTB, 0e30IMacHOCTh U
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(apMaKOKMHETUKY B LIEJEBBIX NMONYJIALUAX. B ciydae Hammuust BEpOATHOCTH
BIIMSIHUS Pa3IMYuid  pacoBOW MM JTHUYECKOW IIPUHAICKHOCTH Ha
3¢ (PEeKTUBHOCTh JIEKAPCTBEHHOrO Ipenapara, JAelaeTcsl OLEHKAa BO3MOKHOU
HEOOXOAMMOCTH  MPOBEACHUS  MOCTPErHMCTPALMOHHBIX  HCCIEAOBaHUMN
3 PEKTUBHOCTH.

6.2.5.2.5. Mogynb CV IIYP «llocTpeructpalluOHHBINA OIBIT

IPUMEHEHUSD)

Lenpto nannoro monyns IIYP sBnsercs npeacraBieHue uHpopmManuu
O KOJIMYECTBE NAIMEHTOB, KOTOPHIM Ha MOCTPETUCTPALMOHHOM JTame
OPUMEHEHMsI Ha3HAyajCcsl JIEKapCTBEHHBIM IpemapaTr; OCOOEHHOCTAX
IPUMEHEHNS B MOCTPErMCTPALMOHHONW MENMIIMHCKOW MPAKTUKE, BKIIOYAs
Ha3HAuY€HHE OCOOBIM IpYIINaM MalMeHTOB, YkazaHHbIM B Moayne CIV ITYP,
O  KOJMYECTBE  NAIMEHTOB,  BKIIOUYEHHBIX B  HaOJIOJATENbHbIE
UCCJIEIOBAHUS/UCIIBITAHUSA, B XOJIe KOTOPBIX ObUIM COOpaHbl JaHHBIE O
0€30MacCHOCTM W MPUHATHI PETYJISTOPHbIE MEpbl JUIsl  MPUBEACHMUS
uH(pOopMaluU 0 OE30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUE C
UMEIOIIUMUCS JAaHHBIMH.

- Moayns CV I1YP, nonpazaen «PerynstopHbie 1eWCTBUS U JICHCTBUS
JepKarens PEruCTPaLIMOHHOTO yA0CTOBEPEHUA, CBSI3aHHBIE C
0€30MMaCHOCTBIO JIEKaPCTBEHHOIO Mpenapara

B nogpa3znene ykaspIBarOTCs BCE PETYJIATOPHBIE IEWCTBUS Ha JIFOOOM
ppiHKE (B TOM 4MHCIie, MNPEANPUHATHIE 1O HWHULMATUBE JEpKaTess
PErMCTPALIMOHHOTO  yJIOCTOBEPEHUs), MNPEANPUHATBIE B  CBA3U C
BBISIBJICHHBIMU TIpoOJjeMaMu Mo 0e30MacHOCTH JIEKApCTBEHHOTO Ipernapara.
OTOT TEepeYeHb JIOJDKEH COAEPKATh IMEPEUUCICHUE U ONHUCaHue
NPEANPUHSTBIX PETYIATOPHBIX NEUCTBHI C yKazaHUEM cTpaHbl U J1atel. [lpu

cocraBieHun oOHoBIeHui IIYP, B maHHO# 4acTH MOJDKHBI OBITH OIMCAHBI
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JNEUCTBUS, NPENIPUHATBIE ¢ MOMEHTa IOCIenHero mnpenacrasiieHus [IYP ¢
KPAaTKUM OINKUCAHUEM MTPUYHUH UX PUHSITHUS.

- Moayne CV I1YP, nonpazaen «Pe3ynbrarsl MOCTPETUCTPAIIMOHHOTO
MIPUMEHEHMUS, MTOJTYYEHHBIE HE B XOJ1€ KJIMHUYECKUX UCCIICIOBAHMIN

I[Io pe3ynpraram peanusanuu JIEKAPCTBEHHOI'O IIpernapara Ha
pPa3IMYHBIX  PBIHKAX  JEpXKATEllb  PETUCTPALMOHHOIO  YAOCTOBEPEHUS
MPEJICTABIAET  COBOKYIIHBIC  JIAHHBIE II0  KOJIMYECTBY  IAIMEHTOB,
MOJBEPTIINXCSA BO3JACUCTBUI0 HA MOCTpErucrpaimoHHoMm dtame. Ilo
BO3MOXHOCTHM OTHU JIaHHBIE JOJDKHBI OBITh  CTPAaTHU(UUIMPOBAHBI IO
COOTBETCTBYIOIIUM KATETOPHUSIM, KOTOPBIE MOTYT BKJIKOYATh BO3PacCT, IIOJ,
MoKa3aHusi, J03y U reorpaguueckuidi peruoH. B 3aBUCUMOCTH  OT
JIEKAPCTBEHHOr'0 TMpenapara MOTYT ObITb HEOOXOJMMBI JOMOJIHUTEIbHBIE
MIEPEMEHHBIC, HAIPUMEDP, KOJUYECTBO KypPCOB BAKIMHAIMU, MYTh BBEICHUS
WU MPOJIOJDKUTEBHOCTD JieueHusl. HeoOxoaumo crienath KOJUYeCTBEHHYIO
u  auddepeHIMpPOBaHHYI0 OLIGHKY BO3JCHCTBUSA C  HCIOJIH30BAHHEM
000CHOBAaHHOW METOAMKH pacyeTa UCXOJs U3 OCOOCHHOCTEW MPUMEHEHHS U
LEJICBbIX MOMyJsiuuil. BeIomHeHWe pacuera HMCXOAS U3 KOJUYECTBA
peaIu30BaHHOIO JIGKAPCTBEHHOTO IIpernapara B BECOBOM/KOJIMYECTBEHHOM
M3MEPEHUU U COOTHECEHUSI CO CPEIHEM PEKOMEHAYEMOW 030 BO3MOYKHO
TOJBKO B CJIydYae, €CJIM JICKapCTBEHHBIM IpenapaT BO BCEX CIIydasx
HA3HAYaeTCsl B OJHOW 03¢ W HMMEET OJWHAKOBBIM (PUKCHUPOBAHHBIA KypC
NPUMEHEHUS/Ha3HAUYCHUS, UTO HE SIBJIICTCS MPUMEHUMBIM JJisi OOJIBIIIMHCTBA
JIEKapCTBEHHBIX MPENapaToB.

JInsl JIEKapCTBEHHBIX MPENapaToB € Pa3IMYHBIMU MYTSIMU BBEIACHUS
pacuer BO3JACHCTBHUS JIOKEH OBITh CHAEJaH OTAEIbHO, €CJIH 3TO
MPEJICTABIACTCA BO3MOXKHBIM. PerynstopHele Opranbl MOTYT 3alpOCHUTh
JOTIOJIHUTEIBHYIO CTPAaTU(PUKAIMIO JTaHHBIX 10 BO3JICUCTBUIO, HAIPUMED,

JaHHBIC I10 BOBHCﬁCTBHIO B Pa3JIMYHbIX BO3PACTHLIX I'PYIIIIAX WK B PpaMKaX
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Pa3IMYHBIX YTBEPKICHHBIX IOKa3zaHuil. OJHaKo, €ClIM JIEKapCTBEHHBIN
npenapar NPUMEHSETCS MO Pa3jIMYHBIM IOKa3aHUsM, B Pa3HBIX peKUMax
JO3UPOBaHUsA, JUOO NPHUCYTCTBYIOT HHBIE (DAKTOPBI, YIOBJIETBOPSIOLINE
KpUTEpUSIM CTpaTU(UKALKU, JEPKATENIb PErUCTPALMOHHOTO yI0CTOBEPEHUS
W3HAYaJIbHO  JIOJDKEH  NPEACTABIATh  JIaHHBIE C  COOTBETCTBYIOIIEH
CTpaTu(UKaIMeH, B CIydasx KOT/la 3TO MPEICTABIAECTCS BO3MOKHBIM.

- Moayne CV I1YP, nonpazaen «Pe3ynbrarsl MOCTPETUCTPALIMOHHOTO
ONbITA NPUMEHEHUS Yy TPYNN I[AlMEHTOB, HE U3YYECHHBIX B XOJE
KJIMHUYECKUX UCCIIENOBAHUN/UCIBITAHUI

Ecnm  mocTperncTpaniuOHHOE  MCIIOIB30BaHUE  JICKAPCTBEHHOIO
npenapara ObUI0  3aUKCUPOBAHO y  OCOOBIX TpyHm  MalMEeHTOB,
onpeneneHHbix B Moayie CIV ITYP, kak nmoaBepraBmuxcs OrpaHUM4€HHOMY
BO3JCMCTBHI0O WJIM BOBCE HE IIOJBEPTAaBIIMXCSA BO3JAEHUCTBUIO, CIEAYET
IIPEJOCTABUTh OLICHKY 4YHMCJa MAlWEHTOB, MOJABEPTIINXCS BO3JICUCTBUIO, U
METOJl pacdyera BHE 3aBUCUMOCTH OT TOIO, MWCHOJIB30BAJICSA JIH
JIEKAPCTBEHHBIA TMpenapar MO YTBEPXKICHHBIM [OKa3aHUSAM WA BHE
YTBEPKICHHBIX IIOKa3aHUM K mpuMeHeHuto. [lpu npumeHenun vy
neauaTpUYecKoil MonyJIAluK JOJIKHA ObITh clejaHa ccbuika Ha Moayis CVI
[TYP, paznen «OcoOble aclieKThl MPUMEHEHUS B eanaTpun». Takxke H0JKHA
ObITH MpecTaBiaeHa nH(popMalus B poduiie 6€30MacHOCTH JTEKAPCTBEHHOTO
npenapaTa B OTHOUIEHHHM 3THX OCOOBIX TPy MalMEHTOB MO CPAaBHEHUIO C
OCTAJIbHOM YacThlO0 LEJIeBOM mnomyisiuuu. B monpasnene nomkHa ObITh
npejcTaBiieHa Jr00as uHpoOpMalus O BO3MOXXHOM HU3MEHEHMHM MPOdUIIs
noJib3bl (mpoduiiss 3PpPeKkTUBHOCTH) B 0CO0O0M Tpynme nauueHtoB. JroObie
0coOble TpyNIbl MAIMEHTOB, OKAa3aBIIMECS B 30HE IMOBBIIMICHHOTO WM
MOHIKEHHOTO pHUCKa B OTHOLIEHWM KOHKPETHOTO achekTra mpoduis

0€30IacCHOCTH, JOJDKHBI TakKXe OBIThb PAacCMOTPEHBI B paMKax OLICHKH
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cnenupuueckoro pucka B Mmoaysie CVI IIYP, Ho B naHHOM pazzene cieayer
yKa3aHHE O PUCKAX U TPYIIAX MaIMEHTOB, MOJBEP>KEHHBIM UM.

- Moayns CV IIVP, noapasnen «YTBEpXKIECHHBbIE TOKa3aHUA K
MPUMEHEHUIO U (PAKTUYECKOE MPUMEHEHUEY

Jlns oOHOBieHUsS crenuduKalu 1o OE30MaCHOCTH JOJDKHBI OBITh
CleNlaHbl KOHKPETHBIE CCBHUIKM Ha TO, KakuM oOpa3oM (akTudeckoe
NPUMEHEHUE B MEAUIMHCKON TMPAKTUKE OTIMYAIOCh OT MPUMEHEHUS,
nporaozupyemoro B moayie CVII ITYP, u ot ono6peHHbIx noka3zanusi(uit) u
IPOTUBONOKA3aHUSI(Mi1) K MPUMEHEHHIO (MCIIOIb30BAHUE BHE YTBEPKACHHBIX
MOoKa3aHUW K TMpUMEHEeHHWI0). B pasmen Bkimrodaercs wuHbOpMaIus,
MOJIyYECHHAs] U3 UCCIEAOBAHHUI HMCIOJIb30BaHUS JIEKAPCTBEHHOTO Mpernapara
(w B pe3yJibTaTe JAPYrUX OOCEPBAIMOHHBIX HCCIEIOBAHUN, B KOTOpPHIC
OBLJIO BKJIFOUEHO HCCIICIOBAHUE TTOKA3aHUM K MPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara), BKJIIOYas HCCJIECNOBaHUS UCIOJIL30BaHUS JIEKAPCTBEHHOIO
npemnapara, KOTopble MPOBOJUIIMCH MO 3alpPOCy PETYIATOPHBIX OPTraHOB IS
1eJed, OTIIMYHBIX OT YIPABICHUS PUCKAMH.

[IpruMmeHeHre HE B COOTBETCTBUHM C YTBEPKIACHHBIMU IMOKa3aHUSIMU
BKJIIOYAET,  IMOMHMO  MPOYEro,  HEOJOOpPEHHOE  MPUMEHEHUEe Y
NeMaTPUUECKUX MAIMEHTOB Pa3IMYHBIX BO3PACTHBIX KaTErOpuid, a TaKKe
OpUMEHEHHWE IO HeOJOOPEHHBIM B MHCTPYKIMH TI0 MEAUIIMHCKOMY
MPUMEHEHUIO MTOKA3aHMSIM B CITy4asix, €CJIM 3TO IPUMEHEHUE MPOUCXOIUT HE
B paMKax KJIMHUYECKOTO UCCJICA0BAHUS/UCTIBITAHMUS.

B cnygae, ecnm y peryisiTOpHOro opraHa BO3HUKAlOT OIACeHUsSl B
OTHOIIICHUU HMMEIOIIETOCs MPUMEHEHUs JIEKapCTBEHHOrO MpemnapaTra He Io
YTBEPKJICHHBIM MOKA3aHUSIM, JI€PKATEIb PETUCTPALIMOHHOTO YO0CTOBEPEHUS
JIOJDKEH TOMBITaThCS KOJWYECTBEHHO OLEHUTh JAHHOE MPUMEHEHUE C

YKa3aHHUCM HCIIOJIb30BAHHOI'O MCTOAA OLUCHKH ITOJTYUYCHHUA JaHHBIX.
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- Moayns CV IIYP, mnoapaznen «lIpumenenue B  Xxoje
AIUIEMHUOJIOTHYECKUX UCCIICIOBAHUM

[Togpaznen BkiItOYAET MEPEUEHDb AIUJIEMUOJIOTUYECKUX HCCIIEI0BaHUMI,
KOTOpPBIE BKJIIOYAJIU/BKIIIOYAIOT COOp W OIIEHKY JIaHHBIX MO OE€30MaCHOCTH.
JlomkHa ObITH MIpeAcTaBieHa HHGOPMAIMs O HA3BAHUM UCCIICIOBAHUS, TUIIC
UCCIIEIOBAHUSl  (HAlpUMeEp, KOTOPTHOE MCCIEHOBAHHUE, HCCIEI0BAHUE
CJIy4aii-KOHTpPOJIb), M3y4yaeMol MOomyJaluu (BKJIKOYas CTpaHy U JApyrue
COOTBETCTBYIOIIUE MOMYJISIIIUOHHBIC XapaKTEPUCTUKH ), TPOIOIKUTEILHOCTH
UCCIICIOBAHMS, KOJIMYECTBE MAIIMEHTOB B KaXJOW KaTeropuu, 3a00JICBaHUU
Opyu  HEOOXOJMMOCTH M CTaTyce HCCIeAOBaHUS  (3aBEpIICHO  WJIU
nponospkaercs). Eciau uccnenosanue Ob10 0myOJMKOBaHO, B TAHHBINA pa3/ien
[IYP pnomxHa OBITH BKJIOYEHA CCbUIKA, a B mnpwioxenue 7 IIYP
MpeJICTaBIeHa COOTBETCTBYIOIIAS TyOTUKAIHSI.

6.2.5.2.6. Monynb CVI ITYP, paznen «JlonosHutenbHbie TpPeOOBAHUS K
crenuuKaIy 1Mo 0€30MacHOCTH

- Monyas CVI ITYP, noapaznen «IloTeHManbHbIi pUCK
nepeI03UPOBKU

Ocoboe BHUMaHME CIEAYET YACIHUTh JIEKAPCTBEHHBIM IIperaparam, B
OTHOIIIEHUU KOTOPBIX CYIIECTBYET MOTECHIMAIbHBIA PUCK TEPEI03UPOBKH,
Kak I[pPEIHAMEPEHHOM, Tak W caydyauHou. [lpumepsl  BKIIFOYAKOT
JIEKApPCTBEHHbIC TMpENaparbl C Y3KUM TEPANEBTHUYECKUM HHTEPBAJIOM WU
JIEKApCTBEHHbIC  IpenapaTrhl, KOTOpbIE MOTYT BbI3BaTh  OOIIMPHBIE
JI0303aBUCUMBIE TOKCHUYECKUE PEaKIMU W/ WIA B OTHOIIEHUU KOTOPBIX
CYIIECTBYET BBICOKUM PHUCK MPEIHAMEPEHHOW MepeI03UPOBKU Yy IIEJIEBOM
nonyysiquu (HampuMmep, npu Jenpeccuu). B ciyuae omnpeneneHus: pucka
MEePEeTO3UPOBKM KaK MPOOJIEMBbI MO O€30MacHOCTH, MO JaHHOMY AacCIeKTy

0e30MmacHOCTH npeajiararoTcs JOIIOJIHUTCIIBHBIC MCPBI B COCTaB
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COOTBETCTBYIOIIMX MEpP MHUHUMHU3AIMU PUCKOB, M3JI0KEHHBIX B 4actu V
ITYP.

2. Monyns CVI I1YP, noapaznen «lloTeHImanbHbI pUCK MEpenadu
WH()EKITNOHHBIX ar€HTOB

Jlepxatenb PEruCTPAllMOHHOTO yIOCTOBEPEHUS JOJKEH CHeaTh
OLICHKY TOTEHIMAJILHOTO PHUCKa Tepenauyd WHEGEKIMOHHBIX areHToB. JTO
MOXET OBITh CBSI3aHO C XapaKTEpOM MPOU3BOJICTBEHHOI'O IMpollecca WU
UCIIOJIB3yEMBIMU MaTepraiaMu. YTO KacaeTcs BakIUH, TO HEOOXOIUMO
paccMOTpETh 000 MOTEHITMATBHBIN PUCK TIEpeIadr KUBOTO BUpYyCa.

- Mogyms CVI IIYP, noapaznen «lloTeHUHManbHBIA  pUCK
37I0YMOTPEOJICHNS U UCTIONB30BaHUS B HE3aKOHHBIX LIEIISX)

B noapazgene crnemyer caenaTh OIEHKY MOTEHIMAIBHOTO PHUCKA
3JIOYTOTPEOJICHHsI W HWCIOJIB30BAaHWA B HE3aKOHHBIX mensax. llpum
HEOOXOAMMOCTH B IUIaHE YIPABJICHUS PHCKaMH HEOOXOJMMO PacCMOTPETHh
MEphl MO0 OTPAHUYEHHUIO TMOJOOHBIX ACUCTBUMN, HANPUMEpP, HCIOJIb30BaHUE
KpacuTenel  W/Wid ~ apoMaTU3aTopoB B JIGKApCTBEHHOW  (opme,
OTpaHUYCHHBIA pa3Mep YIaKOBKH U KOHTPOJIHMPYEMOE PACIIPOCTPAHCHHUE.

- Moaynms CVI TIIYP, noapasnen «lloTeHuumanbHbIi  pUCK
BO3HMKHOBCHHSI  OIMMOOK TP  HA3HAYCHUW/TIpUEME  JIEKapCTBEHHBIX
penapaToBy

Jlep>xatenu pEerucTPallOHHBIX YIOCTOBEPEHUN OJDKHBI PETYISIPHO
paccMaTpuBaTh BO3MOXKHOCTh BO3HHKHOBEHHS OIMMOOK TIPH TpHUEME
JCKapCTBEHHBIX  MperapaTtoB. B 9acTHOCTH, 70  TOCTYIUICHHUS
JICKapCTBEHHOT'O0 TMperapaTta Ha PBIHOK OHHU JOJOKHBI OIEHWUTH 0OIIne
WCTOYHHKHU OIMTMOOK MPU HA3HAUYCHHUH/TIPUEME JIEKApCTBEHHOTO Tpenapara. B
X0/le pa3pabOTKM W Ha ITame MPOCKTUPOBAHUS BBIXOJA JIEKAPCTBEHHOTO
mpernapara Ha PhIHOK 3asiBUTENb JIOJDKEH MPUHATh BO BHUMAaHHUE BO3MOXKHBIC

IMPpUYUHbI BOSBHUKHOBCHHA OIIMOOK IIpu IpUCMC JICKAPCTBCHHLBIX IIPCIIAPATOB.
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JIOJMKHBI YYUTHIBATHCS: HAUMEHOBAHME, XapaKTEPUCTUKU (HOPMBI BBITYyCKa
(HampuMmep, paszMep, ¢popma M LBET JICKAPCTBEHHON (POPMBI U YHAKOBKH),
UHCTPYKIIUU TI0 MEIMIIMHCKOMY MPUMEHEHUIO (HAmpuMep, B OTHOIICHUHU
pa3Be/icHUs, MapeHTEpPaJIbHOIO IYTU BBEIEHMS, pacdeTa JOo3bl) U
MapkupoBka. HeoOxogumo criemoBaTh TpeOOBAaHUSIM TI0 OOECIICUCHHIO
YUTAEMOCTH ITUKETKH W MHpopManuu as nanueHTa. Eciu ucnosib3oBaHue
JIEKQpCTBEHHOI0 TIpernapaTta HMEET MOTCHIMAIbHBI PUCK HAHECEHUS
CEPhE3HOr0 BpE/la M3-3a HENMPABWIBHOTO IMYTU BBEACHUS, CIIEIYET TaKXKe
paccMOTPETh BOMPOC O TOM, KaK M30ekKaTh MOJOOHOTr0 HEMPaBUIBHOTO MYTH
BBEJICHHUSI. OJTO OMAaceHHUE B OCOOCHHOCTH OOOCHOBAHHO, KOTJIa YacCThIO
PYTUHHOW MEIUIMHCKOW TPAKTUKHU SBISIETCS BBEICHHUE JIEKAPCTBEHHOTO
npernapara OJHOBPEMEHHO C JPYTMMHU JIEKQpCTBEHHBIMHU IperapaTamu,
Ha3HAYa€MbIMH IMYTEM KaKOro-JIu0O0 OMAacHOro BBeACHUS. B gaHHOM ciydae
PUCK BO3HUKHOBEHHUSI OIIMOOK MPU HAa3HAYEHUHU JICKAPCTBEHHOTO Mpemnapara
JOJDKEH paccMaTpUBATHCA B KAYECTBE MPOOIEMBI IO 0€30MaCHOCTH.

B cnydae Hanmuuus ¢opMm ¢ pa3nuyuHON JO3UPOBKOM JEKAPCTBEHHOTO
mpernapara OIEHHUBAETCS JIOCTAaTOYHOCTh BHU3yaldbHOW (MM (U3UYECKON)
nuddepeHuranuy MeXxay JEKapCTBEHHBIMHM MpenaparaMyd C Pa3IMuHbIMU
JTO3UPOBKAMHM M MEXKIYy JIEKAapCTBEHHBIMH TIpenapaTaMu, Kak IPaBHIIO
Ha3HAYa€MbIMH WJIM TMPUHHUMAEMbIMH OJHOBpeMEHHO. B ciydae, ecnu Ha
pPBIHKE UWMEIOTCA JpYyrue JIEKapCTBEHHbIE TIpenapartbl € TEM  XKe
JNEUCTBYIOIMM BEHIECTBOM, I KOTOPHIX HE ObUla MOJTBEpPKICHA
OMO’KBUBAJIEHTHOCTbD, JIOJKHBI OBITH MPEII0KEHBI MEPbl MPEayIPEKACHUS
MEJIUIIMHCKUX OIMOOK U MUHUMH3AINHU PUCKA.

Ecnu nekapcTBeHHBIN Mpemapar TMJIAHUPYETCS UCIHOJIb30BaTh Y
c1aboBUAAIIEH TPYIIBI HaCEIEHUS, 0C000€ BHUMAaHUE HEOOXOIUMO YICTUTh

BO3MOXHOCTH  COBCPHICHUA OIOKH Inpun MnpueMe  JICKAPCTBCHHOI'O
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npernapara, KOTOpblE MPH YCTAHOBJIEHUM PUCKA JIOJKHBI paCCMaTPUBATHCS B
KaueCTBE MPOOJIEMBI 110 OE30IaCHOCTH.

OuenuBaercss pPUCK W MEPBI N0 NPEAOTBPALICHUIO CIy4alHOTO
MPOTJIATBIBAHUSL WA JIPYTHX CIIy4aeB HEMPEIHAMEPEHHOTO HCIOJIb30BaHUS
JETbMHU.

OmubKu npu mpueMe JEKapCTBEHHOTO MpernapaTa, BhISIBIICHHBIE B X0/1€
pa3pabOTKu MPOJyKTa, BKJIIOYAs KIMHUYECKUE HCCIEAOBAHUS/UCTIHITAHUS,
JIOJDKHBL  OBITh  PACCMOTPEHBI, a TaKXKe JIOJKHA OBITh MpejCTaBlieHa
uH(opmaIusa 0 caMux OIMIMOKaX, UX MOTCHIUAIBHBIX TPUYMHAX U CIIOCOOaX
uX ycTpaHeHnus. B ciydae HEoOOXOAMMOCTH ClIeyeT yKa3aTh, KAKUM 00pa3om
BBIIICYTIOMSHYTOE ObLJIO IPUHATO BO BHUMAHHME Ha OKOHYATENIbHBIX CTaJIHIX
pa3pabOTKH JEKaPCTBEHHOIO Mpernapara.

B cnyudae, ecim B XoA€ MOCTPErHMCTPALIMOHHOIO IME€pUOAa ObUIN
BBISIBJICHBI ~ HEXeEJaTelbHbIE  pPEaKIMH,  SIBUBIIMECS  PE3YJbTaTOM
MEIUIIMHCKUX OINMMOOK, JlaHHas TeMma [IOJDKHA OBITh paccMOTpeHa B
oonosnennu [TYP u npeninokeHpl myTH MUHUMHU3AIUN OMIHOOK.

B cnyuae wu3MeHEHMSX coOCTaBa M JO3UPOBKH JIEKAPCTBEHHOIO
npernapara, pUCK BO3HHUKHOBEHMS OIIMOOK MpU MPUEME JIEKAPCTBEHHOIO
npenapara JOJDKEH paccMaTpuBaThCi B KayecTBe MpoOJEeMbl IO
0e30macHOCTH, a MeEpbl, KOTOpble OyAyT NPEANPUHSATHI JAeprKaTeIeM
PErUCTPAIMOHHOTO YAOCTOBEPEHUS ISl MPEIOTBPAILCHHS NEPENyThIBAHUS
MEXK/Ty CTaphIM U HOBBIM JICKAPCTBEHHBIM MPEMapaToM MPUBOIATCS B paMKax
miaHa  MUHUMU3aUuMM  pUCKOoB.  OueHuBaeTcs  1e1ecoo0pa3HOCTh
MEPOINPUATHI MO MUHUMM3ALMM PUCKOB B OTHOILICHUH HU3MEHEHUN (POPMBI
NpEJCTABICHUS, pa3Mepa YNAKOBKH, IMyTH BBEACHUS WA MPOUYUX
XapaKTePUCTUK BBIITYCKAEMOT0 JIEKapCTBEHHOIO Mpenapara.

Ecnu nexkapcTBeHHBIM mpenapaT JOJDKEH MPUMEHSITHCS BMECTE C

MCEIANITUHCKUM YCTpOﬁCTBOM (BCTpOGHHBIM nIIn HGT) ) H€O6XO}II/IMO
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paccMOTpeTh Bce (aKTOpPbl OMACHOCTH, KOTOPbIE MOTYT MPEACTABISATh PUCK
JUTSI TarfieHTa (HEMCIPaBHOCTH MEAUITMHCKOTO YCTPOMCTRA).

- Monyns CVI IIYP, noapaznen «OcoOble acneKkThl NPUMEHEHUS B
e UATPHI

B nanHoM mojpasziene paccMaTpuUBAaIOTCA ACMEKTHl HCIOJIb30BaHUS
JIEKApPCTBEHHBIX NPENapaToB B MeAWaTpuU, HE ykazaHHble B moayine ClV
ITYP.

a) [IpoGiembl, BBISBIICHHBIC B IIJIaHE TIEUATPUICCKUX HCCIICIOBAHMIA

B nogpaznene ykasbpIBalOTCs JIFOObIE PEKOMEHJAIUM 110 JIUTEIIbHOMY
MOCJICYIONEMY MOHHUTOPUHTY 0€30MacHOCTH H  A(PPEKTUBHOCTH MpHU
NPUMEHEHUU y TAIMEeHTOB MeauaTpudecKkod mnomyisiuuu. B ciydae, ecnu
JIAHHBINA acCIeKT 0oJiee He SBIISICTCS MPEAMETOM OMACEHUM Mo OE30MaCHOCTH,
JIOJKHO OBITh JJAHO COOTBETCTBYIOIIEE 00BSICHEHUE U 000CHOBAHUE.

[Ipemmoxennss ©  TPOBEACHUU  ONPEACIECHHBIX  JIOJITOCPOYHBIX
NeUaTPUYECKUX HMCCIICI0BAHUM/UCTIBITAHUN HEOOXOAMMO PAacCMOTPETh Ha
MOMEHT TOJa4yi 3asBJICHUS Ha BBEJICHHUE NEAUATPUUECKUX TOKA3aHUH W,
€CJIM CYIIECTBYIOT COMHEHHUsI B OTHOLIEHUU MX HEOOXOJUMOCTHU, TpeOyeTcs
MIPEJICTaBUTh COOTBETCTBYIOITHE 000CHOBAHMSI.

06) Ilorenmuan jyisi  TEIUATPUUYECKOTO  HWCIOJB30BAHUS  BHE
YTBEP>KICHHBIX TTOKA3aHUHN K TPUMEHEHHUIO

Crnemyer OIEHUTh PUCK MPUMEHEHHS JIEKAPCTBEHHOTO Tperapara BHE
YTBEP)KICHHBIX TOKa3aHUH K MPUMEHCHHUIO y TEeAUATPUYCCKON TOMYJISIINN
aub0 Kakou-mbO ee YacTu B Cilydyae €ClIM HO3OJOTHS, SIBISIOIIAsCS
OJIOOPECHHBIM TTOKa3aHUEM IPUMEHEHHUS JIEKapCTBEHHOTO Tperapara, TaKkKe
BCTPEYACTCS U B MEIAUATPUICCKOMN MOIMYJISIIINN, HO TPUMEHEHUE Y TOCTIeTHEN
HE SBISIETCS OM0OpeHHBIM. Bce Bo3MoOXHBIE (DaKTHUYECKHE HANPABICHUS
NpPUMEHEHHUs JICKApCTBEHHOTO TIperapara CieayeT OTpa3uTh B pasielie

«OnpIT MOCTPErHCTPALIMOHHOTO MpuMeHeHus» (cm. 6.2.5.2., monynp CV
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[IYP) u B nogpaznene «Pe3ynbTaTbl HOCTPETUCTPALMOHHOTO PUMEHEHHUS Y
IPYII MaIMEHTOB, HE U3YYEHHBIX B X0J/I€ KIMHUYECKUX HUCCIEIOBAHUN» (CM.
6.2.5.3., moayns CV ITYP) ITVP.

- Monaynb CVI ITYP, oApasaen «IIpornosupyemoe
MOCTPETUCTPALMOHHOE HUCTIOIb30BAHHUEY

g npeapeructpaunonubix [IYP wuimm nogaye 3asBieHNUs Ha BBEIICHUE
3HAUYUTENIbHBIX M3MEHEHUW B TOKAa3aHUSI MO MEAUIMHCKOMY MPUMEHEHUIO
JEpKaTellb  PETUCTPAMOHHOTO  YAOCTOBEPEHHUS JOJDKEH MpeACTaBUTH
noApoOHYI0 MH(OpPMAIMIO O MPOTHO3UPYEMOM HAIPABJIICHUU MPUMEHEHUS,
peAnoIaraéMoM NPUMEHEHUM NAlMEHTaMU JIEKAPCTBEHHOrO Mpemnapara C
TEUYEHHEM  BPEMEHH, I[OJOKEHUU  JIEKAPCTBEHHOIO  Ipemnapara B
TE€paneBTUYECKOM apCeHale.

a) Ilorenuuan myisi WCHOJIB30BAaHUS BHE OJOOPEHHBIX IMOKAa3aHUM K
MIPUMEHEHUIO

HeobxomuMo caenmaTth OIIGHKY TMOTEHIMANA JUIsl T[PUMEHEHUs
JIEKApPCTBEHHOIO MpenapaTa BHE YTBEPKACHHBIX MOKa3aHUN K IPUMEHEHHUIO.

6.2.5.2.7. Moayns CVIl TIIYP «MpentuduuupoBanubie U
MOTEHIMATIbHBIE PUCKI)

Hanueiii  monyns IIYP  comepxxkutr wuHpOpMalMio 0O  BaKHBIX
UIACHTU(OUIIMPOBAHHBIX M TIOTCHIMAIBbHBIX  PHUCKAX, CBS3aHHBIX C
WCIOJIb30BaHUEM JICKAPCTBEHHOTO TMperapara, BKJItoudas HH(pOpManum o
BBISIBJICHHBIX U MOTEHIIMAIBHBIX HEXKEJIATCIIbHBIX PEAKIUIX, BBIIBICHHOM U
MOTEHIIMAJILHOM  B3aUMOJICUCTBMU  C  JIPYTUMHU  JICKAPCTBEHHBIMU
npernapataMu, MPOAyKTaMU MUTAHUS W JIPYTUMHU BEIIECTBAMH, a TaKXKe O
(dhapMaKoIOTUUECKUX KJIACCOBBIX (P (HeKTaxX.

1) Moxyns CVII TIYP, moapasnen «HoBwie wmaeHTHGUIIMPOBAHHBIE

PHUCKN»
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[IpoGseMbl 10 0€30MACHOCTH, BBISIBICHHBIE CO BPEMEHU IOCIIETHErO
npeactabienuss [IYP, nomkHbl ObITH MEPEUYUCICHBI B JIAHHOM pasieliiec U
noJApoOHO OIIEHUWBAThCA B COOTBETCTBYIOIIEM pazjeie Huxe. B pasnpene
YKa3bIBa€TCSl  NPUYMHHBIA  ¢dakTop TpobiieMbl 1O  0€30MaCHOCTH;
uHdopMmalgs O TOM, SBJISIETCS JIM JaHHBIA acCleKT pPHUCKAa BaKHBIM
UJCHTU(OUIIMPOBAHHBIM WM BaXKHBIM TMOTEHIMAIBHBIM PHUCKOM; JaeTCs
000CHOBaHUE IO BO3MOKHBIM HEOOXOAMMBIM MEpaM MUHUMH3AIMU PUCKOB
WM HOBBIM CIHEHHAIBHBIM HCCIICIOBAHUSM/UCIIBITAHUSIM 10 JIAHHOMY
aCIIeKTy pHUCKa.

2) Moayns CVII I1YP, mompaszmen «llompobnass wmudopmainus o
BKHBIX UJICHTU(PUIIUPOBAHHBIX U BAKHBIX MOTCHIIMAIBHBIX PUCKAX»

B paznene npeacrabisiercss nojapoOHas uH@opmaius o Haubolsiee
BOKHBIX HJICHTU(UIIMPOBAHHBIX W BAXHBIX TMOTEHIUAIBHBIX PUCKAX.
JlaHHBIN pa3fen JO0KeH ObITh KPaTKUM M HE JIOJKEH MPEICTaBIsATh COOOM
BBIOOPKY JAHHBIX M3 TaOJHWI] M CIUCKOB HEXKEIATEeNbHBIX PEaKIUH,
BO3HUKIIMUX B PE3yJIbTaTe KIMHUYECKUX UCIBITAHUN, WIN MPEIJIaracMoe WiIH
bakTrueckoe cojepkanue pazaena «HexenareabHble peakium) UHCTPYKIIUU
10 MEJUIMHCKOMY MPUMEHEHUIO.

[ToHsiTE BaKHOTO PUCKA 3aBUCUT OT HECKOJIbKUX (DAKTOPOB, BKIIKOUAS
BO3J/ICIICTBHE HA OTJEIBbHOrO MAlMEHTAa, CEPhE3HOCTh PUCKA M BIUSHUE HA
30poBhe HaceneHus. Kak mpaBuiio, 1000 pUCK, KOTOPBIN JOJKEH/MOMKET
OBbITh BKJIIOUYEH B TMPOTUBOINOKA3aHUSI WU MPEAYNPEKICHUS U MEPHI
MPEJOCTOPOKHOCTU ~ MHCTPYKIIMA 10  MEIUIMHCKOMY  TPUMEHEHHUIO,
HEOOXOIMMO BKJIIOYWTH B JIaHHBIM paznen. BzaumoaelcTBusi, MMEIOIINE
BOKHOE KIIMHUYECKOE 3HAYEHWE W BaXHbIC (hapMaKOJOTHUECKHE KIIACCOBHIC
3¢ (}exThI, TakKe CcleayeT BKIIOYUTh B JaHHBIN pazaen. Kpome toro, pucku,
KOTOpbIE OOBIYHO HE HACTOJIBKO CEpPhE3HbI, YTOObI B OTHOILIEHHH UX

Tpe6OBaJ'II/ICB KOHKPCTHBIC IMPCAYIIPEKACHUA UIIX MCPbI IPCAOCTOPOKHOCTHU,
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HO KOTOpbIE BO3HHUKAIOT B OTHOIICHHM 3HAYUTEIHHOM YacTH HCCIEIyeMOM
IPYIIbl HACEJIEHUS, BIUSIOT HA KA4€CTBO >KU3HU MAIMEHTAa, U 3TO MOXKET
MPUBECTH K CEPbE3HBIM TOCJEACTBUSIM TPU OTCYTCTBUM HAJJICKAIIETO
jJedyeHus (Hampumep, CUWJIbHasi TOIIHOTA W PBOTA, CBS3aHHAs C
XUMHOTEpAIKe Wi HHOM JIEKapCTBEHHOW Tepamnuei), clieyeT pacCMOTPETh
Ha IIPEeJIMET BKIIFOUCHUSI B TaHHBINA pa3/ied.

JInsi  HEKOTOPBIX JIEKAPCTBEHHBIX IMPENapaToB  JOJDKHBI  OBIThH
pacCMOTPEHbl PUCKU, CBS3aHHbIE C YTWJIM3AIMEd HCIOJIb30BAHHOIO
JIEKapCTBEHHOI0 IIpenapara (Hanpumep, AJis TpaHCAEepMalbHbIX IIACTHIPEN).
Takxke MOTYT OBITh ClIydau BOZHMKHOBEHHUS IKOJIOTMYECKOM OMACHOCTU MPHU
yTHWIM3AIMKA JICKAPCTBEHHOI'O TIpenapara u3-3a M3BECTHOIO MaryOHOro
BO3JICUCTBUSI Ha OKPYXKAIOIIYI0 Cpely, HalpuMep, BEIIEeCTBa, KOTOPbIE
SBJISIFOTCSL OCOOCHHO OMACHBIMU 711 BOJHOU (hJIOphl U (DayHbI U KOTOPBIE HE
JIOJKHBI OBITh YTUIM3UPOBAHBI HA CBAJIKaX.

[IpencraBneHne JaHHBIX O PUCKAX:

[Ipu Hamu4YMM COOTBETCTBYIOIIEH MH(POpMaUKU MOAPOOHBIE JaHHBIE O
pPUCKaX JOJIKHBI BKIIIOUATh B ce0d cleayrouiee:

a) 4acToTa;

0) BO3IEWCTBME Ha  3JI0DOBbE  HaceleHus  (TSHKECTb U
CEPBhE3HOCTH/00PATUMOCTH/UCXOT);

B) BO3JCICTBHE HA OTACIBHOIO NalMEHTa (BJIUSHHUE HAa KadyeCTBO
KU3HU);

r) (akTopsl pucka (B TOM 4uCie (PaKTOphI, Kacarolluecs MalheHTa,
JI03bl, IEPUOJ] PUCKA, aITATUBHBIC UM CHHEPTUYHBIE (haKTOPHI);

1)  TOpeaoTBpaTUMOCTh  (T.e.  MOPEACKa3yeMOCTh, BO3MOXXHOCTh
NpPEJOTBPATUTh PA3BUTUE WM BO3MOXKHOCTH BBISIBICHUSI Ha HayaJbHOM
aTarne);

e) BO3MOKHBIM MEXaHU3M Pa3BUTHUAA;
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’K) ICTOYHHUK JTAaHHBIX ¥ YPOBEHb JJOKA3aTCIIbHOCTH.

JlaHHBIE TI0O YACTOTE Pa3BUTHUSA JOKHBI OBITH MPUBEACHBI C YUETOM U
yKa3aHWEM HMCTOYHHMKA MaHHBIX MO Oe3omacHOCTH. YacTtoTa pa3BUTHS HE
JOJDKHA OIICHMBATHCS HA OCHOBAHUHU JAHHBIX CIIOHTAHHBIX COOOIICHHH,
MIOCKOJIBKY J@aHHBIH METOJ| HE IO3BOJISICT BBHINOJHATH OICHKY ITapaMerpa
JacTOTBl ¢ TpeOyeMbIM YpOBHEM JOCTOBEpHOCTH. EciM B OTHOIICHUHU
BOKHBIX HICHTH(PHUIIMPOBAHHBIX PUCKOB HEOOXOIWMO BBIYHCIUTH TOYHYIO
4acTOTy, CJIEAyeT OCHOBBIBATHCS Ha CHCTEMAaTHYECKHX HCCICIOBAHUAX
(mammpumep, KIIMHUYCCKHE WCCIICIOBAHMS/UCTIBITAHUS WIN
SMUIEMHUOJIOTHICCKUE HCCISOBaHMS), B KOTOPBIX HM3BECTHO TOYHOE YHCJIIO
MAIMEHTOB, TOJABEPTAOIINXCS BO3JACHCTBHUIO JIEKAPCTBEHHOrO Mpernapara,
KOJMYECTBO  IMAIMEHTOB, Yy  KOTOPBIX  OTMEYAJIOCh  IPOSBJICHUE
COOTBETCTBYIOIIETO UACHTH(OHUIIMPOBAHHOTO PHCKA.

3HamMeHaTenb  JOJKEH OBITh  BBIPAKEH C  HCIOJb30BaHHUEM
COOTBETCTBYIOIIUX €IUHUI] U3MEPEHUS: HAIPUMEP, KOJTUYCCTBO IMAIIUECHTOB,
MAlMEHTO-THEH WM SKBUBAJICHTHBIX €AWHUIL (KYypCHl JCUCHUS, PELENThI H
T.4.). JIoKHO OBITh yKa3aHO KaKOW HCIOJIB3yeTCS TOKa3aTellb YacTOThI (B
KaKUX CIWHHWIIAX HW3MEPEHUs BBIPAXKEH 3HAMEHATelNb). Takke criemyer
yKa3aThb JOBEPHUTCIbHBIC WHTEpBAIbL. [IpM WCMONB30BAaHUM €IUHHIIBI
U3MEPEHUS «KOJIMYECTBO TAIMCHTOB B YCTAaHOBJEHHBIM IMPOMEKYTOK
BpPEMEHH» HEOOXOAMMO OCHOBBIBATHCS Ha TMPEANOI0KEHUH O TOM, YTO
(GyHKIHS OIMACHOCTH JOJDKHA OBITh MPAKTHYECKH ITOCTOSHHOW B TEUYCHUE
MOCJICTYIONIEr0 BpEMEHU. B MpOTHBHOM ciydae ee cieayeT pa3OuTh Ha
COOTBETCTBYIOIIIUE KAaTErOPHHM, B paMKaX KOTOPBIX  BBITIOJHICTCS
MIPEANONIOKEHUE O MOCTOSHCTBE. DTO MOXKET OBITh OCOOEHHO Ba)KHO, €CIIH
JUTUTEILHOCTD JICUCHUS TMPEACTaBIsAeT co0oi dakTop pucka. B caydae

HEOOXOIMMOCTH CIIETyeT OMPEICIUTh MePHO]I HanOoIbIIero pucka. Yacrora
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UJCHTU(UIIMPOBAHHOTO PUCKa JOKHA OBITh MpeACTaBiIeHa JJI MOMYJISIUU
B LIEJIOM U JJIs1 COOTBETCTBYIOIINX HOMYISIMOHHBIX TOATPYIIM.

Uto kacaercsi BaXXHBIX WJICHTU(MUIIMPOBAHHBIX PHUCKOB, HEOOXOIMMO
NpeJCTaBUTh UH(GOPMALIUIO O MPEBBIIICHUU YaCTOThl PAa3BUTHUS TAKOBBIX B
rpyrnme cpaBHeHHs. HeoOxoaumo Takke 00O0OIUTh TaHHBIE IO BPEMEHH 10
Hayajla Pa3BUTHUS HEXKENATEIbHBIX COOBITUN C HCIOJIb30BAHHEM METOJI0B
OIICHKU BBIKMBAEMOCTH. MOXET ObITh UCMOJIb30BaHA (YHKIMS COBOKYITHBIX
PUCKOB [ TIPEICTABICHUS JAHHBIX 110 KyMYJSITUBHOM BEpPOATHOCTHU
Pa3BUTHS HEXKENATEIbHBIX PEAKIIUH.

B oTHOmIEHMM MOTEHIMAIBHBIX PUCKOB HEOOXOIUMO MPEIOCTaBUTH
JaHHBIE 0 0a3MCHON YaCTOTe/PacIpOCTPAaHEHHOCTH B IIEJIEBOM MOMYJISIIUU.

Jlns 6onbmmHcTBa IIYP, BKIIIOYAOMIUX €IWHUYHBIC JIEKAPCTBEHHBIC
npenaparbl, PHUCKH, KaCalolMECd HEMOCPEACTBEHHO IMOKa3aHUM K
MIPUMEHECHUIO WJIM COCTaBa, Kak MPaBUJIO PACCMATPUBAIOTCA KAK OTICIIbHBIC
npoOjaeMbl MO OE€30MacHOCTH, HampuMmep, CiIydyalHOe BHYTPUBEHHOE
BBEJICHHE MOXET MPEACTABIATH CO00N MpoOiemMy Mo Oe30macHOCTH s
OTJICJILHOTO JICKAPCTBEHHOTO Tperapara Kak MPUMEHUTEIbHO K dopme s
MEepOPaIBbHOrO, TAK U MOJIKOKHOTO BBEJCHUS.

YUro kacaerca IIYP, pacnpocTpaHsromuxcsi Ha  HECKOJbKO
JIEKApPCTBEHHBIX IPEMapaToB, KOTOPbIE MOIYT HMMETh 3HAUYUTEJbHBIE
paznuyus B OTHOIICHUH WICHTU(DHUIIMPOBAHHBIX W MOTCHIIMAIBHBIX PHCKOB,
MOXXET OKa3aThCsl LEeNecooOpa3HbIM KIAaCCU(UIMPOBATh PHUCKU, YTOObI
MOKa3aTh, KAaKOW pPHUCK HMEET OTHOLICHUE K KAaKOMY JIEKAPCTBEHHOMY
npenapary. PeKOMEHAyeTCs pacCCMOTPETh CIEAYIOIIUE 3ar0JIOBKHU:

ePucku, CBSI3aHHBIE C IEMCTBYIOIINM BEIIECTBOM

B a1y kareroputo MOryT BXOAWTh BaXKHbIE UACHTU(PUIIMPOBAHHBIC WUITH
MOTCHIIMAIBHBIE PHUCKH, OOIIHME [JIi BCEX COCTABOB JIEKAPCTBEHHBIX

mpenaparoB, CIOCOOOB BBEJICHMS W IICJICBBIX TPYNIN HaceleHus. BeposTHee
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BCEr0, B JAHHYIO KAaTE€rOpPHUIO MOMAaJeT OOJBIIMHCTBO PUCKOB, XapaKTEPHBIX
JU1s1 OOJIBIIIMHCTBA JIEKaPCTBEHHBIX IIPENapaToB.

ePuCKM, CBSI3aHHbIE C ONPEJCICHHBIM COCTaBOM WJIH CIOCOOOM
BBCJICHUS

[Ipumepsl MoryT Bktouath B ceOsi IIYP ¢ nBymMsa nekapCTBEHHBIMU
npenaparamy, Hampumep (¢Gopma Uil  BHYTPUMBIIIEYHOTO  BBEICHUSA
IPOJOHTUPOBAHHOTO A€HCTBUS U (GopMa JUisl MEPOPaJTbHOTO BBEICHUS.
JlononHUTENbHBIE MPOOJIEMbI, KacaloUIUecsl CIy4ailHOro BHYTPUBEHHOI'O
BBEJICHUS, OUYEBUJHO, HE OYyIyT KacaThCsl JICKAPCTBEHHBIX IPENapaToB s
NEPOPAIBHOTO BBEJAECHUS.

ePuCKH, CBSI3aHHBIE C LIEJIEBOU TTOMYJISIIUEN

[lenuaTpuyeckas MOOMyJsiuUs  MPEACTaBiIsAeT co0oil  Haumboliee
OYEBUJHBIN NPUMEP LEIEBOW IOIMYJALUUA, B OTHOIIEHUU KOTOPOU MOTYT
HOPOSIBISTBCA ~ JONOJHUTEIbHBIE  PUCKHM, Kacawommuecs  (U3UYECKOTO,
IICUXUYECKOTO M TIOJIOBOTO pPa3BUTHUA, UYTO HE OyAeT NPUMEHHUMO K
JIEKAPCTBEHHOMY IIpernapary, IpPEeIHA3HAYCHHOMY WCKIIOYNATEIBHO JUIs
B3POCJIBIX NALMEHTOB.

ePrCKH, CBS3aHHBIE C MEPEXOJOM HA OTIYCK JIEKaPCTBEHHOI'O
npenapara 0e3 peuenrta

3) Moayne CVII T1YP, mnonpazpen «MaentudunupoBanHeie u
MOTEHLIHAIbHBIE  B3aWUMOJEUCTBUS, BKJIIOYAIOUIME B3aUMOAECHUCTBUS C
JIPYTHMHU JIEKAPCTBEHHBIMH NpeNapaTaMy U MPOLYKTAMU ITUTAHUS»

WNnentudunupoBannble U MOTEHIUAIbHbIE (DAPMAKOKMHETUYECKUE U
dapmMakoIMHaAMUYECKUE B3aUMOJCHCTBUS HEOOXOJUMO pPacCMOTPETh B
OTHOIIEHUHU KaK CXEM JICUECHHUS 10 0A0OPEHHBIM MOKA3aHUSIM K PUMEHEHHIO,
TaKk U B OTHOILIEHWU HauOOJIee YaCTO UCIOJIb3YEMBIX B 1I€JIEBOW MOMYJISIIUU

JEKapCTBEHHBIX mMpemnapaToB. J[Is Kakmaoro m3 HHUX CIAEAyeT 0O00OIIHTH



135

UMeEIoIMecss JaHHble M JOKa3zaTelbHylo 0a3y, MOJTBEPKIAOIIYIO
B3aUMO/JICMICTBUE U BO3MOXKHBIA MEXaHU3M. J/[aeTcs OleHKa NOTEHIUAIbHBIM
pucKaM JJIsi 37I0pOBbsl, BO3HUKAIOUIMM IO PA3JIUYHBIM IOKa3aHUSIM U B
pa3IUUHBIX  TpyHnax  HaceleHus.  B3auMoJelcTBus,  SBIAIONIUECS
KIMHUYECKH BaXXHBIMH, HEOO0X0auMMO BKIOUUTH B pasuen I[IYP o
UJCHTU(DUIIMPOBAHHBIX U MOTCHIIMAIBHBIX PUCKAX.

4) Moayns CVII ITYP, nogpaznen «®@apmMakoJIOTHYECKUE KIIACCOBBIC
abPpexTh»

B paznene naercss xapakTepUCTHMKA M OIEHKA BaXKHBIX PUCKOB,
CBOMCTBEHHBIX i  (papmakosjoruyeckoro  kijacca.  OrueHuBaeTcs
COOTHECEHUE YaCTOThl PA3BUTHUS HEIKEIIATEIIbHBIX PEAKIIUN IPU MPUMEHECHHUH
JIEKapCTBEHHOI'0 IIpernapara ¢ 4YacTOTOM, XapakTepHOM Ui APYIUx
JIEKApCTBEHHBIX MPEINapaToB JaHHOW (hapMaKoJIOTrHYeCKOM TPyIIIIbI.

Ecnu puck, BO3HUKHOBEHUE KOTOPOTO SIBJISIETCS OOIIUM JUIsl IPYTHX
JIEKapCTBEHHBIX MpenapaToB (apMaKoJIOTMUECKOTo Kiacca, HE CUYUTAETCS
npoOaeMoil o 6€30MacHOCTH B OTHOIICHHUH JICKAPCTBEHHOTO Tpemnapara, u,
CJIeIOBaTEIbHO, HE BKJIIOYAETCS B TMEpPEYeHb HUIACHTU(PUIIUPOBAHHBIX U
NOTEHIMAIBHBIX PHUCKOB, B TMOJpa3jielic HEO0OXOAWMO MPEACTaBUTH
JI0Ka3aTeNbCTBA, MOATBEPKIAIOIIHE 3TO.

6.2.5.2.8. Moayns CVIII TIVP «O6o6mennas wuHpoOpMaIys 10
npobsieMamM OE30ITaCHOCTH

B paznene ykaspiBaetrcsi 00001eHHass uHGOpMaIus 1Mo OnpeaesieMbIM
npobJieMaM 1o O€30MaCHOCTH.

[IpobGremamu 1Mo 6€30MACHOCTH MOTYT SIBISITHCS:

a) BaKHBIA UICHTUPUITUPOBAHHBIN PUCK;

0) BaXKHBII MOTEHIUAJIBHBIN PUCK; UITU

B) BayKHAs OTCYTCTBYIOIIAs HH(pOpMaIusi.
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B cnyuae, ecim IIYP BkiIO4YaeT HECKOIBKO JIEKAPCTBEHHBIX
npernaparoB, I€J1eco00pa3HbIM B JaHHOM paszJieie SBISETCS pa3JelieHHUe
obo0maronieit nupopmaiuu no npodiaemam Mo 6€30MacCHOCTH Ha MOTPYIIIbI
(amasiorm4yHO mpencraBieHuto JaHHbIX B monyne CVII ITYP), npu stom
MO>KET MCTOJIB30BaThCS CISAYIOMIMMA MOIX0T IO Pa3AeICHUIO:

- npoOjeMbl 1O O€30IacCHOCTH, CBS3aHHBIE C JICMCTBYIOIIMM
BEILIECTBOM;

- POOJIEMBI 10 OE30MACHOCTH, CBS3aHHBIE C ONPEJICTICHHBIM COCTABOM
WJIM CIOCOOOM BBEJICHUS

- Mpo06IeMBbI TI0 6€30MTaCHOCTH, CBSI3aHHBIE C 11€JIEBOM MOIMYJISIINCH;

- mpoOJeMbl 1Mo 0€30MacHOCTH, CBA3AHHBIE C MEPEXOJOM Ha OTIYCK
JIEKaApCTBEHHOI0 IIpenapara 06e3 pelenTa.

6.2.5.3. Hacts |1 ITYP «I1nan no ¢papmakoHaazopy»

[enpto miana (apmakoHa30pa SIBJISIETCS ONPENENICHUE TOTO, KaKuM
o0pa3oM Jepskareib PEruCTPAIMOHHOTO YIOCTOBEPEHHS IUIAHUPYET Jajee
BBISIBIIATh W/WJIM  XapaKTEpPU30BaTh PHCKH, yKa3aHHbIE B TpeOOBaHUIX
oezonacHoctu. Ilman mo  ¢apmakoHag3opy  HpeAcTaBiIsieT  coOoi
CTPYKTYPUPOBAHHBIN IUJIAH C LIEJIBIO:

a) BBISIBJICHUS! HOBBIX MPOOJIEM 110 O€3011aCHOCTH;

0) JanpHEHIEeH  XapaKTepUCTHKW  HW3BECTHBIX  MpoOjeM 1o
0€30macHOCTH, BKJIIOUYas onpeaeneHrne (pakTopoB pucka;

B) HUCCIICIOBaHUS JICUCTBUTEJIBHOTO HAJIWYUA  MOTCHI[MAIbHBIX
npo6JieM 1o 0€30MaCHOCTH;

I') OINpeIeSieHUs] METOJIOB TMOJYy4YEHUsS Ba)XHOW OTCYTCTBYIOIIEH
uH(bOpMaITUH.

[lnan ¢dapmakoHamg3opa MOMKEH OBITH OCHOBAaH Ha MpoOiemMax To
6e3omacHocTt, 0000meHHbx B momyne CVII TIVP «Crnenudukammm mo

0e30IMaCHOCTH.
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HesTenbHOCTh 1O (PapMakoHAA30pYy MOJpa3JesieTcss Ha PYTUHHbBIE
MEpOoTpUsITHS 0 (PapMaKOHAA30PY M JOTOJHUTEIBHBIC MEPOIPHATHS TI0
dbapmakoHag3opy. B oTHomeHMM KaxaoW mnpoOsieMbl MO 0O€30MacHOCTU
JepKaTeNlb PETHCTPAMOHHOTO  yIOCTOBEPEHHUs JOJKEH IEepPEUYUCIUTh
3aIJTAHUPOBAHHBIE CO CBOEH CTOPOHBI MEPONPHUATHUS MO (PapMaKOHAI30PY.
[Inanbr  ¢dapmakoHam3opa  JOKHBI  OBITH  COpa3MEpHBI  PHUCKaM
JeKapCTBEHHOro0  mpemaparta. Eciaum  pyTHHHBIE — MEpPONPUATHUS 110
dbapMakoHa 30py OOOCHOBAHHO OIIGHMBAIOTCS KakK JIOCTAaTOYHbBIC IS
o0ecrieyeHHsT  HaAAJICKAIIETO  TMOCTPETMCTPAIMOHHOTO  MOHUTOPUHTA
0€30macHOCT W HE TPeOYIOT [IOMOJHUTENBHBIX JEUCTBUIM (HAampuUmep,
UCCJIEIOBaHNI 0€30MacHOCTH), HEOOXOAUMO OCHOBBIBATHCS HA «PYTUHHOM
dbapMakoHa30pe», HAPaBIEHHOM Ha JajlbHEWIyI0 padoTy ¢ mpobdiieMamMu
1o 0€30MacHOCTH.

6.2.5.3.1. Yactre Il IIYP, paszmen «PyTuHHBIE MepONpUATHS IO
dbapmakoHaI30py»

Pytunnbie meponpusatus mo (apMakoHaA30py MPEACTaBISIOT COOOM
KOMIUIEKC ~ MEpPONPHATHH,  pEryJsIpHO  MNPOBOAUMBIX  JeprKareieM
PETUCTPAIIMIOHHOTO YJIOCTOBEPEHUSI C IENbI0 00ECIeueHUs BBITIOJTHEHUS
TpeOOBaHWN 3aKOHOAATENHCTBA MO (PapMaKOHAI30Py TOCYAApPCTB-UICHOB
EADC. Macrep-daiin cuctemsl (papmMakoHaI30pa COACPKHUT MOIPOOHYIO
uHDOpMAIIMI0 O CHCTEMax M TIPOlleccax, peaTH3yeMbIX JAepiKaTeiemM
PETUCTPAIIMOHHBIX YIOCTOBEPEHHUM Il JOCTIDKEHUS YKa3aHHOW IIeJH,
nanHas uH@opmauus He nyonupyercs B [TYP.

Perynstopubim opranom rocynapctBa-uieHa EADC MoxkeT ObITh
clenaHa PEKOMEHJAIUsS JAepXKaTeNl0 PEerucTPallMOHHOTO YAOCTOBEPEHHS B
OTHOIIIEHWW W3MEHEHUS ACHCTBYIONIMX TMPOIEAyp cOopa, BepudUKaIuy,
OIICHKA W TIPEACTaBICHUS HWH(DOpPMAUA O HEKEIATCIbHBIX PEAKIUAX,

MNOJIYUYCHHBIX B paMKaX CIIOHTAHHOI'O PCIIOPTHUPOBAHUA. B sTom ClIy4dac B
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JAHHOM pas3Jiefie JIepKaTellb PETHCTPALMOHHOIO yJAOCTOBEPEHUS MPUBOIUT
MOSICHEHUE 10 U3MEHEHUSIM B PYTUHHOM JIESITEIbHOCTH 1O (hapMaKoHaI30py,
BHECEHHBIX COTJIACHO PEKOMEHAIMAM PETyISITOPHOTO OpraHa.

a) CrneunasibHble ONPOCHUKH MO MNOCIAEAYIOUIEMY HAOIIOACHUIO 3a
HEXKENATEIbHBIMU PEAKIUSIMU

Ecnu ot pmepxarenst perucTpaliMOHHOTO YJIOCTOBEPEHHS Tpedyercs
COCTaBUTh WJIM € OH IUJIAHUPYET HCMOJIb30BaTh CIEHHUAIbHBIE OMPOCHUKU
JUISL  TIOJYyYEHUsI CTPYKTYPUPOBAHHOM HWHQOpMaMu O  BBISIBJICHHBIX
HEXKENATENbHBIX  pPEaKUMSAX, MPEJCTABISAIONMNX OCOObI  HHTEpEC, B
npuinoxkeHun 6 IIYP 1omkHBI OBITH TIPEJACTABICHBI KOMHUHM JAHHBIX
ONpOCHUKOB. MCrHoJIb30BaHME CHEHHAIBHBIX OIMPOCHUKOB B KAadye€CTBE
NOCJIEYIOWEro HAaOMIOEHUsT 3a PENOPTHUPYEMBIMU  IMOA03PEBAEMBIMU
HEXKENATeNbHBIMU ~ PEAKIMUSIMU  MPUUYUCISAECTCS K MepaM  PYTHHHOIO
dbapmakoHa3opa.

6.2.5.3.2. Hacts |1l ITYP, pazaen «JlonoJHUTENbHBIE MEPOTIPUSTHUS 11O
dbapmakoHaI30py»

JlepkaTenu pEerucTpaIllMOHHBIX YJIOCTOBEPEHUM JOJKHBI OIICHUTH
CUTyallid, B KOTOPBIX TPeOYyeTCs MNPUHATHUE JIOMOJHUTEIBHBIX MEp MO
dbapMakoHaa30py MO MPUYUHE HEBO3MOXKHOCTH JIOCTIKEHHS 1I€JId 10
HAJUIeKAIEH OICHKE/M3YyUeHUI0 PHUCKAa MPU TIOMOIIM PYTHHHBIX METOJIOB
dbapmakoHaa3opa.

Lens(u) AOMOMHUTENBHBIX MEPONPUITHS O (apMaKOHAI30py, Kak
paBUjIO, Pa3IMYalOTCS B 3aBUCUMOCTH OT IpoOieM Mo 0e30MmacHOCTH, Ha
KOTOpBIC OHU HarpabJieHbl. VccienoBanus B paMKax IjiaHa (papmakoHaazopa
JOJDKHBI OBITH CBSI3aHBI ¢ TIpoOieMamMu mo 6e30macHOCTH, 0003HAYCHHBIMU B
cnerudukanyy mo 0e30MacHOCTH, BHE 3aBUCUMOCTH OT TOTO, HAIICJICHBI JIN
UCCIICJIOBAHUSI HA BBISIBJICHUE M XAPAKTEPUCTUKY PUCKOB WIJIM HAa OIEHKY

3G (PEKTUBHOCTH MEpPONPUATUNH 1O MHUHUMHU3AIMU PUCKOB. [lepkarenb
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PETUCTPAIIMOHHOTO  YAOCTOBEPEHMS JIOJDKEH  BKJIIOYHTH  ClOJla  BCE
WCCJICIOBAHUS/UCTIBITAHNS, HAPABJICHHBIC HA N3yYCHHUE/OIICHKY MTPOOIIeM Mo
0e30macHOCTH, a TakKe HCCIeJOBAHUS/UCTIBITAHUSI, KOTOpPhIE MOTYT
PEIOCTaBUTh TOJIE3HYI0 HH(OpMAIUI0 0 OE30MaCHOCTH, XOTS HPH 3TOM
orleHMBaeMblie B pamkax [IYP mnpoGnembl 1o 06e30macHOCTH MOTYT HeE
BXOJHUTh B YHUCJO MPUOPUTETOB HCCICAOBaHUSA. IJTO BKIIOYAaeT B ceOs
MOCTPErUCTPAIMOHHBIE HCCIEIOBAHUS OE30MACHOCTH, WCCIIEIOBAaHUS B

obsactu (papMaKkodIMUAEMUOTIOTHH, (PAPMAKOKUHETUUECKUE HCCIIEAOBAHUS,

KJIIMHUYECKHE UCCIICIOBAHUS/UCTIBITAHUS 7M1 JOTIOJTHUTEIbHBIC
JTOKJIMHAYECKHE HCCIIEIOBAHMUS. IIpu IIPOBEICHUA JAHHBIX
UCCIIeI0BaHUIN/UCTIBITAHUI cienyer PYKOBOACTBOBATHCS

COOTBETCTBYIOILLIMMHU PYKOBOACTBAMU U 3aKOHOAATEIILCTBOM.

[IpoTOKOJIBI ~ UCCHENOBAHUI/UCIIBITAHUNA B  paMKax IUIAaHa 1O
(dhapMakoHa30py AOJKHBI OBITH IPEACTABIICHBI B puiioxkeHuu K [TYP.

Pestome oTueTOB MO  pe3ydabTaTaM  MCCIEI0BAaHUN/MCIIBITAHUM,
BBINIOJIHEHHBIX B pPaMKaxX  JOINOJHUTENBHBIX  MEPONPHUSITAN IO
dbapMakoHaa30py, MTOJDKHBI OBITH BKJIIOYEHbl B mpuiioxkeHue k I[IYP.
BnusitHue HOBBIX JaHHBIX Ha COOTHOILIEHHE I0JIb3a/PUCK JIEKAPCTBEHHOTO
npernapara JOJDKHO OBITh THIATEBHO OLIEHEHO M cherudukanus 1o
0€30macHOCTH, IJIaH Mo (hapMaKOHAA30py U TUTAH MO MUHUMU3AINH PUCKOB
JTOJDKHBI  OBITh  JOPAaOOTAaHBI COOTBETCTBYIOIIIUM 00pa3oM C  yd4eTOM
MOJTYUYEHHBIX JAHHBIX TTO O€30MaCHOCTH.

eOco0ble CUTyaluu 10 TMOCTPErHUCTPAIMOHHBIM HCCJIEAOBAHUSAM TIO0
0€301acHOCTH

Uccnenosanus, uzydaromue 3QPEKTUBHOCTH MEp MO MUHUMHU3AIUU
PUCKOB, CJeayeT BKIIOYHUTh B IUIaH (papMakoHaA30pa BMECTE C OCOOBIMU
dakTOpaMu OMACHOCTH, a TAKXKE MOJPOOHO ONMUCATH B TUIAHE MUHUMU3AIUU

PHUCKOB.
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—HccnenoBanus UCMOJIb30BaHMUS JIEKAPCTBEHHBIX MTPEMAPATOB

HccnenoBanusi HMCHOJIB30BAHUS JIEKAPCTBEHHBIX IPEMAPATOB MOTYT
MPOBOJIUTHCS TIO TPEOOBAHUIO HAIMOHAIBHBIX PErYJSTOPHBIX OPTraHOB IS
MOHUTOPUHIAa  MCIOJb30BaHUSA  JIEKAPCTBEHHBIX IpenapaToB Ha
COOTBETCTBYIOILLIEM TEPPUTOPUM, YACTO B CBSI3U C OLECHKOM MEXAaHU3MOB
KOMIICHCAllUM TOCYJApPCTBOM HACEJIICHUIO CPEACTB, 3aTPAYMBAEMBIX Ha
pUOOpEeTeHNE JICKAPCTBEHHBIX IIpernaparoB. JlaHHBIM THN HCCICAOBAHUM
HEMOCPEICTBEHHO HE MpeAHA3HAYeH JJIs U3YyYEeHHs acleKTOB 0€30MacHOCTU
JIEKapCTBEHHBIX MIPEMapaToB, HO MOXKET JIaTh MOJIE3HYI0 HH(POPMAIIHIO O TOM,
SBJISIFOTCSL JIM MEPONPHUATHUS 1O MUHHMHU3AIUU PUCKOB 3(D(PEKTUBHBIMU, a
TaKke 0 ieMorpaduu 1eaeBbIX TPYIIT HACETICHUS.

— CoBMecCTHEBIE UCCIIETOBAHUS

Ecnu npoOnema 1o 0€30MacHOCTH paclpocTpaHsieTcsi 0ojiee 4yeM Ha
OJIMH JIEKapCTBEHHBIN mpenapar (MO0 HAa OJHO JAEUCTBYIOIIEE BELIECTBO
MPUXOJUTCS HECKOJIBKO JIepKaTeliel PErucTpalluOHHOTO YJIOCTOBEPEHHS),
HAallUOHAJIBHBIM ~ PEryJSITOPHBIA ~ OpraH  JIOJDKHBI  MOPEKOMEHI0BATH
JIEpKATEISIM ~ PETUCTPAIMOHHOTO  YAOCTOBEPEHUSI MPOBECTH COBMECTHOE
[IPUB. IlpoBeneHue COBMECTHBIX HCCICIOBAHUN TaKXKe MOXKET ObITh
HEOOXOJIUMBIM B CJIydasiX, KOTJIa KOJMYECTBO TMAlMEHTOB OIPAHUYECHO
(penkue 3a0o0ieBaHWsA) WJIA HEOJArOMPUITHBIE PEAKIUU HAOIIOIAIOTCS
penxo. HarmumoHanbHBIM pEryJaTOPHBIM OpraH JOJDKEH CIOCOOCTBOBATH
COTJIALIEHUIO 3aMHTEPECOBAHHBIX nepxKaresnein PErUCTPAIMOHHBIX
yAOCTOBEpeHU pazpadborars eauubiii mpotokon mis [IPUB u coBmecTHO
MPOBOJIUTH HccieaoBanue. Eciin B TeueHHWE pa3yMHOTO MEPUOJa BPEMEHH,
ONPEAECICHHOTO PETYJISTOPHBIM OPraHOM, 3aWHTEPECOBAHHBIC EPKATEIU
PETUCTPAMOHHBIX YAOCTOBEPEHUN TAK U HE CMOTJIM MPUATH K COTJIAIICHHIO
O CO3/IaHMU €IMHOTO MPOTOKOJA, HAIMOHAJIBHBIN PETYJISATOPHBIN OpraH

MOXeT HazHauuTh nposeaeHue [IPYb u onpenenuts 1100 001K OCHOBHOM
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IMPOTOKOJI HJIM KIKOYCBBIC JJICMCHTBI IIPOTOKOJIA, KOTOPBIC ACPKATCIIN

PErHCTPALIMOHHOTO YOCTOBEPEHUS JOJIKHBI OYIyT COOJII0IaTh B TpEeOyeMble

CPOKH.
— Peructp

Peructp MPEJICTABIISIECT coboit BU/]I MIPOCIIEKTUBHBIX

HEUHTECPBEHIIMOHHBIX KOTOPTHBIX WCCIICIOBAHMUI. Pexomenayercs

MPEAYCMOTPETh B PETUCTPE BKIFOUCHHUE TPYIIbI CPABHEHUS, B CBSI3U C 3TUM
peructp  3a0ojeBaHWil  OylneT  SABIATBCS, Kak  MOpaBujio,  Oojee
OPEANOYTUTEIBHBIM, YE€M  PErucTp, OrPAaHUYCHHBIH  OMNpeaeCHHBIM
JICKapCTBEHHBIM npenapaTom. [IpoTokon perucrpa JOJKEH
IpeaycMaTpruBaTh BHECEHHE B PEECTpP MAHHBIX IO TAIMEHTaM, KOTOPBIM
BBINTMCAHBI COOTBETCTBYIOIINE JICKAPCTBEHHBIC Mpemaparbl WIM KOTOpPHIC
UMEIOT OJTHO M TO e 3a00JIeBaHuE.

6.2.5.3.3. Yacrs |lIl IIYP, pasnen «llmansl pgedcTBUi MO
JOTIOJTHATEILHBIM ~ TpEOOBaHUSAMH TI0 (apMaKOHAA30py B OTHOIICHUHU
npo0seM 1o 6€301acHOCTH

[Ipn HaMWYUW MOTMOJHUTEIBHBIX MEPONPUATUN MO ¢dapMaKoHAI30DYy,
IJ1aH JCHCTBUH B OTHOIICHUN KaXKAOMW MPOOIEMbI IO 0€30MacHOCTH JOJDKEH
OBITH MPECTABIEH B COOTBETCTBUU CO CICIYIONIECH CTPYKTYPOH:

a) mpoOJeMa 1mo 6e30MacHOCTH;

0) 1esb npemsiaraeMoro(bix) AeHcTBus(ui);

B) npeajaraeMoe(bie) nerctBue(us);

T') OCHOBHBIE 3TAIbl OIEHKH ¥ OTYETHOCTH.

OpmHOM U3 COCTaBIAIONINX MEP, MPEIIaraéMbIX B OTHOIIEHUU KaXIOU
npoOjaeMbl 1O 0e30MacHOCTH, Bcerga OyneT SBISITBCA  «PYTHHHBIN
dapmakoHazop». [loMrMO repedncieHus JOMOTHUTEIBHBIX MEPOTIPHATHI B

nyHkre «llpennaraemoe(bie) neiictBue(us)», B mnpwioxkenuun S IIYP
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HEO0OXOAMMO TPEACTABUTH MPOTOKOJIBI (ITPOEKT WM APYroM JOKYMEHT) AJis
MPOBEJICHUS JIFOOBIX HCCIIEIOBaHUM.

6.2.5.3.4. Yacte Il IIYP, pa3znen «CBognas Tabiuia 1o
JIOTIOTHUTENEHBIM MEPOTPUATUSM T10 (apMaKOHAIZ30PY»

B nannom pazzene nomkHa ObITh MPEACTaBIeHA CBOHAS Ta0IUIa BCEX
JOTIOJIHUTEIBHBIX ~ MEponpuaATH 1o  (apMakoHaA30py,  BKIIOYas
IUTAHUPYEMBbIE AAaThl ATAOB UX BBIMOJTHEHHUS.

6.2.5.4. Yacte IV IIYP «llnanHupoBaHue NOCTPETrUCTPALMOHHBIX
uccnenoBanuil 3 PEeKTUBHOCTIY

TpeboBaHust K  MOCTPETUCTPALMOHHBIM  HUCCIEIOBAaHUSM IO
0€30MaCHOCTH OTHOCSTCSI UCKIIIOUUTEIBHO K OJOOPEHHBIM MOKA3aHUAM, HO
HE K HCCIEIOBAHMUSM, 3aHUMAIOIIUMCS HW3YYCHHEM [OTOJHUTEIbHBIX, HE
oI00peHHBIX Toka3zaHui. VccrmemoBaHust 1Mo OE30MACHOCTH, SBIISTFOIIMECS
0COOBIMU 00s13aTEIBCTBAMU W/UIM YCIIOBUEM IS MOJYUYEHHUS YIOCTOBEPEHUS
O TOCYAApCTBEHHOMN perucrpanuu, He0OXOAUMO TAaK)Ke BKIIIOUUTH B JAHHYIO
yacts [IYP.

6.2.5.4.1. Yacts IV IIYP, paznen «lIpeacraBneHue maHHBIX 00
3¢ pexTUBHOCTI

B kadectBe OOBSICHEHHsS] s MPEMJIOKEHHBIX  HCCIEIOBAHUN
() PEKTUBHOCTH U JIs1 0OCCIIEUCHHS HAIMUHSI 00OCHOBBIBAIOIINX JAHHBIX T10
BiroueHuto B [IYP, B paznene npencrasisercs: o0o0maronias nHpopMarus
N0 JI0Ka3aHHOM H>(P(EKTUBHOCTU JIEKAPCTBEHHOI'O IIpenapara, a TaKkKe
yKa3aHHe Ha KaKUX KIMHUYECKUX MCCIICOBAHUSIX/MCTIBITAHUSIX U KOHEUHBIX
TOYKaX OCHOBaHA JaHHas oreHKa. JlomkHa OBITh CllelaHa OIIEHKa TBEPAOCTH
KOHEYHBIX TOUYEK, HA KOTOPBIX OCHOBaHa OleHKa 3(h(HEKTUBHOCTH.

B pa3znene mpuBoauTcs Kparkas OIleHKa HEOOXOAMMOCTH MPOBENCHUS
JAIbHEUIIUX TMOCTPErUCTPAMOHHBIX HCCIAEAOBAaHUNA 3(PPEKTUBHOCTU IO

CICAYHOIUM ACIICKTaM:
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a) MPUMEHUMOCTh AaHHBIX 00 3((HEKTUBHOCTHU ISl BCEX MAIMEHTOB B
1(€JIEBOM ITOIYJIALINY;

0) (¢akTopbpl, KOTOpPHIE MOTYT MOBIMATH Ha 3(OPEKTUBHOCTD
JIEKapCTBEHHOI'O MPENapara B MIOBCEIHEBHONW MEIUIIMHCKOMN IIPAKTUKE;

B) BaprabeIbHOCTh TepaIreBTUUYECKOro A Pekra B CyOnomyIsiusix.

B nannom pasjgene gomkHa OBITH MpENCTaBlieHa CBOAHAs TabiuIa
3aMUIAHUPOBAHHBIX HCCJICIOBAaHUW/UCIIBITAHUM C YKa3aHUEM CpPOKOB H
OCHOBHBIX JTanoB BbINOJHEHUS. [IpOEKTh TPOTOKOJOB [JIsi JIaHHBIX
KIIMHUYECKUX HCCIIEAOBAHUM/UCTIBITAHUM, BKJIIOYAIOTCA B TMPUIOKEHUE 7
[1YP.

6.2.5.5. Yacts V IIYP «Mepbl N0 MUHUMH3ALNU PUCKOBY

B cootBercTBUM co cnenudukanueid 0€30MacHOCTU  JIepKaTelb
PErUCTPAIMOHHOTO YJIOCTOBEPEHUS JJOJDKEH OLICHUTh KaKUEe MEPOIPUATHS 110
MUHUMU3AIMA PUCKOB HEOOXOJMMBI B OTHOIICHUU KaXJIOW MpPOOJEeMbl MO
6e3onacHocTH. [lmaH MUHUMM3AIIMK PUCKOB JOJKEH BKJIIOYATh MOAPOOHYIO
uH(MOPMAIIMIO O MEPOTNPUITHSIX MO0 MUHUMH3AIUA PUCKOB, KOTOPBIE OyayT
OPEANPUHATHL C IEJIbI0 YMEHBIIIEHUSI PUCKOB, CBS3aHHBIX C KaXIO0W U3
YCTaHOBJIEHHBIX mpoOjeM 1o Oe3omacHoctu. Ilpemmaraembie  Mepbl
MUHUMU3AIMA PUCKOB IO KaXJ0M M3 MpooOsieM Mo O€30MacHOCTU MOTYT
BKJIIOYATh 00JI€€ OTHOTO MEPOIPUATHS IO MUHUMU3AIUU PUCKOB.

Meponpusartus 10 MUHUMHU3AIUA PUCKOB MOTYT COCTOSATh U3 PYTUHHBIX
MEPONPUATHI MO0 MUHUMHU3AIUU PUCKOB U JIOTOJHUTEIBHBIX MEPONPUSTUM
0 MUHHMMHU3AIMKM PUCKOB. Bce mepompusiTuss MO0 MUHHUMM3AIMU PUCKOB
JOJKHBI UMETh YE€TKO 0003HAUYCHHYIO 11€7Tb.

6.2.5.5.1. Yacts V IIYP, pazgen «PyTuHHBIE MEphl MUHUMH3ALMS

PUCKOB»
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PyTuHHbIE Mephl MHUHUMHU3AIMUM PHUCKOB BKIIOUAIOT B  ce0s
MEpONPUATHS/IEUCTBUS, KOTOPHIE MPOBOISATCS B OTHOIICHUU KaXKJIOTO
JIEKapCTBEHHOI0 IpenapaTa. PyTHHHBIE MEPBI PACIIPOCTPAHSIIOTCA HA:

—  HMHCTPYKIMIO IO MEAUIIMTHCKOMY TPUMEHEHUIO;

—  MAapKHUPOBKY;

—  JINCTOK-BKJIAJbIII/MH(DOPMAIIUIO JIJIs MAIIUEHTA;

—  pa3Mep(bl) YIIAaKOBKU;

—  PeryJsATOPHBINA CTATyC JIEKAPCTBEHHOIO Mpernapara.

NHCTpyKIMa 1O MEIUIIMHCKOMY TPUMEHEHUIO TPEICTaBISIET COOO0M
BOKHBIM MHCTPYMEHT MUHUMM3ALIUM PUCKA, OCKOJIBKY MPEACTaBIsET COOOM
KOHTPOJUPYEMBI M CcTaHAapTudyeMbli  (dopMar  HMHPOPMUPOBAHUS
MEIUIIMHCKUX U (PapMalleBTUYECKUX PaOOTHUKOB, a TaKKe MAIMEHTOB O
JIEKApCTBEHHOM Mpenapare.

a) Pazmep ynakoBku

OrpaHuyeHue KOJIMYECTBA EIWHUIl BBIMUCAHHOTO JIEKAPCTBEHHOTO
mpernapara  SIBJISIETCS €€  OJHUM W3 PYTHUHHBIX MEPOIPHUITHH 1O
MUHUMU3AIMA  puUCKOB. IIpm  orpaHmyeHMH  KOJWMYECTBA  €IUHHII
BBITTMCAHHOTO JICKAPCTBEHHOTO Tperapara MaueHT BBIHYKICH oOpamiaThes
K JIeHalleMy Bpady 4yepe3 ONpEAEeICHHbIE MEHBIIHNE MPOMEKYTKH BPEMEHH,
YTO ONTUMU3UPYET MPOIECC KOHTPOJISI €r0 COCTOSIHUSL U COKPATUT BPEMSI €ro
HaxO0XJeHUs1 0e3 COOTBETCTBYIOIIEro HaOoAcHUsA. BhIMycKk ymakoBOK Ha
HEOOJIBIIIOE KOJWYECTBO TO3UPOBAHHBIX €AWHUIL (B OCOOBIX ClIydasx — Ha
OJIHY JO3UPOBAHHYIO E€UHUILY) TAKKE MOXET ObITh IMOJE3HBIM B Ciyyae,
€CJIM OJIHUM U3 OCHOBHBIX PUCKOB CUUTAETCS IEPEO3UPOBKA.

0) PerynsitopHblii cTatyc

KoHTponb yciioBuii, mpu KOTOPHIX JIEKAPCTBEHHBIN Mpenapar JAeaaeTcs

AJOCTYIIHbBIM, MOXCT IIOMOYb CHHU3UTL PHUCKHU, CBA3aHHBIC C €ro
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UCIOJIb30BAHUEM WJIM HENPABWIBHBIM INPUMEHEHUEM. OTO MOXKET OBITh
JOCTUTHYTO MyTE€M PEryJIHPOBAHUS YCIOBUMN, MIPU KOTOPHIX JIEKAPCTBEHHBIN
npenapar MOXET ObITh Ha3HA4Y€H, WM YCJIOBHH, MPU KOTOPBIX MHAIUEHT
MO>KET MOJYYUTh JIEKAPCTBEHHBIN Mpernapar.

[Ipy BblAAU€ PErUCTPALMOHHOTO  YJIOCTOBEPEHHUS HEOOXOAMMO
BKJIIOUNTHh TOAPOOHYI0 MHGOPMAILMIO O JIOOBIX YCIOBHSIX, OTPaHUYCHHSIX
NOCTaBOK WJIM MCHOJIb30BaHUE JIEKAPCTBEHHOI'O IIpenapara, BKJIOYas
YCIIOBHSI, IPU KOTOPBIX JIEKAPCTBEHHBIN MpenapaT MOXKET CTaTh JTOCTYIHBIM
Uit mauuMeHToB. OOBIYHO 3TO HMMEHYETCS «PEryJATOPHBIM CTaTyCOM)
JIeKapCTBEHHOI O mpenapara. JlaHHsblii cratyc BKIto4aeT B ce0si nH(popMaIuio
O TOM, MOJJICKHUT JH JIEKAPCTBEHHBIM Mpenapar mpojaxe Mo peuenTy WiH
0e3 pementa Bpaya. OH Takke MOXET OIpaHUYMBATL  MeECTa
pacnpocTpaHeHus (Hanmpumep, OrpaHuYeHrue IPUMEHEHUEM B CTal[MOHAPHOM
yupexaeHun). B OTHOIIEHMM JEeKapCTBEHHBIX IPenaparoB, MNPUOOPECTH
KOTOpbIE MO>KHO TOJIBKO IO PElenTy, HE0OXO0AUMO BBECTH JOTOJHUTENbHbIE
yCIIOBUS, @ UMEHHO KJIacCH(UIMPOBATh UX HA JEKAapCTBEHHbIE MperapaThl,
KOTOpPbIE MOKHO MPUOOPECTH TONBKO MO CTIELIMAIBHOMY PELENTY.

bonpmmHcTBO  mpobinem  mo  0Oe30mMacHOCTM  MOTYT  OBbITh
COOTBETCTBYIOIIMM 00pa3oM pacCMOTPEHBI MPU OCYILIECTBICHUU PYTUHHBIX
MEPOIPUATUI 10 MUHUMHU3ALUMU PUCKOB. TeM HE MeHee, B OTHOUICHUU
HEKOTOPBIX PHUCKOB PYTHHHBIE MEPONPUITHS MO MHUHUMHU3ALUU PHUCKOB
MOTYT  OBITb ~ HEAOCTATOYHBIMH, TIO3TOMY MOTYT  MOTpPeOOBAaThCS
JOTIOTHUTENbHBIE MEPOTIPUATHUS 110 MUHIUMH3AIIUU PUCKOB.

6.2.5.5.2. Yacts V IIVYP, paznen «/lonosHutenbHble MEPONPUITHS T10
MUHUMU3ALUUA PUCKOBY

JIOTIONMHUTENBHBIMA ~ MEPONPUATUSIMH IO MHHMMH3AIMM  PUCKOB
SIBIISIFOTCSL MEPOIIPUATHS 110 MUHUMHU3ALMKI PUCKOB, KOTOPHIE HE OTHOCATCS K

PYTHHHBIM MCPOIIPUATUAM 110 MHHHMHU3ALIMNU PHUCKOB. I[OHOJIHI/ITCJIBHBIG
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MEPONPHUSITUS IO MUHUMHU3AIMU PUCKOB JOJKHBI ObITh MPEIJIOAKEHBI, KOT1a
PYTHHHBIE MEpPOINPUATUS SBISIIOTCS HEAOCTAaTOYHBIMU JJIg OOecreyeHus
0e30macHOro U 3P(EKTUBHOIO MCIOJIb30BAaHUS JIEKAPCTBEHHOI'O Ipenapara.
Pa1 1ONOMHUTENBHBIX METOJOB IO MUHHUMH3ALMU PUCKOB OCHOBAaHO Ha
crioco0ax MH(OOPMUPOBAHUS, KOTOPHIE BBIXOAAT 32 PAMKH HMHCTPYKIUU IO
MEIUIIMHCKOMY NMPUMEHEHHIO U JIMCTKA-BKJIIbIIIIA.

[Io OMOJHUTENBHBIM MEPONPUSATUAM 1O MHUHUMH3ALUU PHUCKOB,
NPEACTABIISIETCS I€TaJbHOE ONMUCAaHWE M OOOCHOBAHHE HEOOXOIUMOCTH HX
BBINIOJIHEHMSI. B fmaHHBIA pa3fgen HEeoOXOAMMO BKIIOYUTH TOJBKO TE
MEpOTPUSITHS, KOTOpbIE CBsI3aHbl C 0Oe30omacHbiIM U 3(PGEKTUBHBIM
UCIOJIb30BAHUEM, OHHU TaKX€ JOJDKHBI OBbITh HaydyHO OOOCHOBaHHBIMHU,
pa3paOOTaHHBIMM UM BBIMIOJHATECSA CIEHUAIUCTAMU C COOTBETCTBYIOILLIEH
KBaJu(UKaIIEH.

JloTOTHUTENBHBIE MEPONPUATHS IO MUHHUMM3ALMU PUCKOB MOCIE HMX
COTJIACOBAHUSI C PETYJISATOPHBIM OpPraHoMm rocyaapcTB-wieHoB EADC
CTaHOBSATCS YCJIOBHUSAMU ISl MOJYYEHHS] PETUCTPALMOHHOTO YIOCTOBEPEHUSI.
B cooTBeTcTByIOIIMX cCily4asx MojHas WHGOpMaUUs O JONOTHUTEIbHBIX
MEPONPUSITUSAX M0 MUHUMHU3ALMKU PUCKOB (B TOM YHUCJI€ YEPHOBOW BapUaHT
y4eOHBbIX MaTepHUaJiOB) JOJIKHA OBITH MpeCcTaBiIeHa B mpuioxenuu 9 ITYP.

a) O0yJarore MaTepuabl

OOyuaronye Marepualibl HE JOJDKHBI HOCUTH PEKJIAMHBIN XapakTep.
Perynaropusie  opranbl  rocyaapcTB-uiieHOB ~ EADC  BBINOIHAIOT
COrJacOBaHME W  YTBEpPXKAEHUE OOyYalollMX MaTepuaigoB, KOTOpbIE
pa3pabaThIBalOTCS B paMKax MJIaHa MUHUMHU3AIMU PUCKOB.

JUisi NeKapCTBEHHBIX IMpEnapaToB, COAEPXKAUIMX OJHO H TO IXKe
JNEUCTBYIOIIEE  BEIIECTBO, PEKOMEHAYETCAd pa3pabOTKa MaKCHUMAaJIbHO
Onu3KuX 1Mo opMe U COAEPKAHUI0 00YyYaroIINX MaTEepHaAIOB U MaTepuasoB

JJIA ITalTUEHTOB.
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6.2.5.5.3. ®opmat miaHa(oB) MUHUMHU3AIIMN PUCKOB

B nanHOM pasznene aofiKHa ObITh PacCCMOTPEHA Kaxk/asl mpoodsiema 1o
0€301acHOCTH, OIpEAeIICHHAs B cielu(pUKalny 1mo 0€30MacHOCTH.

[To kaxnmoi npobiieme Mo OE30MaCHOCTU JTOJKHA OBITh MPE/ICTAaBIICHA
cienyrorias nHpopmarus:

a) oIMmHcaHue MpoOIeMbl IO 0€30TTaCHOCTH;

0) 11eJ1b NPeAIOKEHHOTO(BIX ) AeHCTBUSs(MiA);

B) pPyTUHHBIE MEPbl MUHUMU3AI[UU PUCKOB;

I') JOMOJIHUTEJIbHBIE MEPOIPHUITHS MO0 MUHHMHU3AIMU PUCKOB (eciu
UMEIOTCA), 3aJa4yd [0 KaXJOMy JONOJHUTEIBHOMY MEPOIPUATHIO H
000CHOBaHHE HEOOXOIUMOCTH;

1) cnoco0 OIeHKU 3P(HEKTUBHOCTH MEPONPUSTUN M0 MUHUMHU3AILUU
PUCKOB C TOUKHU 3PEHUS JJOCTUKEHUSI TOCTABJICHHBIX IEJIeH;

€) Uedb MHUHUMM3AIMU PHUCKOB, T.€. KAKOBbI KPUTEPUM OIEHKHU
YCIEIIHOCTH MPUHSITHIX MED;

) OCHOBHBIE ATaIlbl OIIEHKU U OTYETHOCTH.

Urto KacaeTcss pyTHHHBIX MEp MHUHUMM3AIMM PUCKOB, TEKCT,
npejyiaraéMbelii B MHCTPYKLIMM IO MEIUIMHCKOMY TPUMEHEHUIO, JIOJDKEH
OBITh MPEJICTABJICH BMECTE C JACTaJIbHBIM OIMCAHUEM JPYTUX PYTHUHHBIX
MEpPONPUATHI MO MHHUMH3ALUUKN PUCKOB, TMPEIJIOKEHHBIX B CBSI3U C
npoOaeMaMu 1o 6€30MacHOCTH.

6.2.5.5.4. OOHOBJEHUS TIJIaHA MUHUMHU3AUU PUCKOB

[Ipu o6noBnenun I[IYP noikeH BKIIOYATh OLICHKY BBITOIHSIEMBIX
PYTUHHBIX W/WJIA JOTIOJHUTEIBHBIX MEPOTPUATUMN 110 MUHUMU3AIIUA PUCKOB.
Pesynbrathl opuiinaasHON OIEHKH MEPOIPHUATHNA M0 MUHHUMHU3AINHA PUCKOB
TaK)X€ JIOJDKHBI OBITh BKJIIOYEHBI B JAHHBIM pasjaen. B pamkax maHHOU
KPUTUYECKOW OLIEHKH JepKaTelb PETrUCTPALMOHHOTO  YJOCTOBEPEHHUS

JOJKEH BBIABIISITH M OLIEHUMBATHh (PAKTOPhI, KOTOpBIE JIMOO CHOCOOCTBYIOT



148

JIOCTHKEHUIO TTOCTABJICHHBIX II€JIEN T0 MUHUMU3AIUU PUCKa, JIMOO MPUBOIST
K HHU3KOMY YPOBHIO 3(PPEKTUBHOCTH MEPONPUATHI 10 MHUHUMHU3BALUU
puckoB. JlomkeH ObITH CI€aH KOMMEHTapUid B OTHOIICHUU BO3MOKHOU
HCOOXOQMMOCTA  BBEACHHMS  JOIMOJHUTCILHBIX  HW/WIM  W3MCHCHMS
BBITIOJTHSAEMBIX MEPOIPHUATUA MUHUMHU3AIIMN PUCKA IO KaX0H MpooiemMe mo
0Ce30I1aCHOCTH.

6.2.5.5.5. Yacre V IIVP, pasmen «Ouenka 3(p(EeKTUBHOCTU
MEPONPUATUIN IO MUHUMU3ALIUU PUCKOB)

Meponpuatisi M0 MHUHUMHU3AIMUA PUCKOB MPEACTABISIOT COOOM
JICUCTBUS, HAMNpaBJICHHbIE HAa MPEJOTBPAICHUE PA3BUTUS HEXKEIaTEIbHBIX
peaKuui, CHM)KEHHE YacTOThl  Pa3BUTHS WM  CTENEHU  TSHKECTH
HEXKENATENbHBIX pEakIui, a TakkKe MUHUMHU3AIUI0 HeOIaronpusiTHhIX
MOCJIEACTBUM BO3JCHMCTBUS HA IMALMEHTA INPU Pa3BUTHUU HEXKEIATEIbHON
peakiuu Ha JIeKapCcTBEHHbIM mpemnapar. OreHky 3(PGdeKTUBHOCTU
JNESITEILHOCT 110 MHUHHUMH3AIMM PUCKOB MpPH pealid3aliu dTUX Ieen
CI€AyeT BBINOJHATH Ha TMPOTSHKEHUM BCEro  KM3HEHHOTO  IMKJa
JIEKaApCTBEHHOIO TIpernapara, 4To0bl yOeIUThCS B TOM, YTO HEOJIaronpusiTHbIE
MOCJIEICTBUSI, CBA3AHHBIC C HEXKEJIATSIbHBIMU PEAKITUSIMU, MUHUMHU3UPOBAHBI
U, CIIeJIOBATEJIbHO, COOTHOIIICHUE IOJIb3a/pUCK JIEKAPCTBEHHOTO Mpenapara
ONTHMHU3UPOBAHO.

B cinyuae BeisBiacHUS HEAIDPEKTHBHOCTH KOHKPETHOM CTPATETHH IO
MUHUMU3AIMA  PUCKOB, HEOOXOAMMO  pa3paboTaTh U  BHEIPUTH
albTEPHATUBHBIE MEPONpUSITUS. B omnpenelieHHBIX ciydasXx B pe3yjbTaTe
OIICHKE MOXKET OBITh CHI€JIaH BBIBOJI, YTO MEPOIPHUATHS 10 MUHUMHU3AIUU
PHUCKOB HE MOTYT KOHTPOJMPOBATh PHCKH B TPeOyeMOM CTEIEeHW IS
obOecricueHUsT TPUMEHEHHUS JICKAPCTBEHHOTO IIpemapara MpPH IPEBBIICHUH
MOJIB3BI HaJ PUCKOM, YTO O3HA4YaeT HEOOXOIMMOCTh OT3hIBA JICKAPCTBEHHOTO

npemnapara € PpblHKA HWJIKM OI'PAHUYCHHUA €TI0 IPHUMCHCHHA TOJIBKO TOU
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MOATPYIINONW TAaIMeHTOB, B OTHOIICHUH KOTOPBHIX I0Jb3a IE€PEBEIIMBACT
PUCKH.

6.2.5.6. Hactp VI ITYP «Pe3tome miana MUHUMU3ALHKA PUCKOB

Pestome ITYP st kaxkmoro ekapcTBEHHOTO Ipernapara JOJKHbBI ObITh
JOCTYIHBI ~ OOIIECTBEHHOCTH. Pe3ioMe IODKHO — BKIIIOYATh  KJIIOUEBBIC
anemeHThl [IYP ¢ 0cOObIM BBIJIEICHHEM MEPOIPUITHH 110 MHUHUMHU3AIUH
puckoB. Uto kacaeTcs cnenudukanuu mo 0e30MacHOCTH PaccMaTpUBAEMOTO
JICKapCTBEHHOTO Tpernapara, OHa JO/HKHA COJEPKaTh BAXKHYIO HH(GOPMAITUIO
00 uUJIeHTU(GUIMPOBAHHBIX U TMOTCHIMAIBHBIX pHUCKAX, a TaKxke o0
OTCYTCTBYIOIIEH UHPOPMALIHH.

Hannbiii pazaen [IYP nomkeHn coaepkarh CIEAYIONIYIO 0000IICHHYIO
uHdopmaruto, ocHoBanHyw Ha moayisix Cl, CVIII ITYP u yvactax IV u V
ITYP:

a) 0030p AMUIEMHUOJIOTUU 3a00JI€BaHUI;

0) 0000ITIEHHBIE TaHHBIE TIO OLIEHKE T0JIb3bI/3((HEKTUBHOCTH;

B) 00001eHHass HHQpOpMaIUS IO MpodIeMaM 1Mo OE30IMacHOCTH;

r) 00061eHHas uapopmalus no npodaeMam 1Mo 6€30MacHOCTH;

1) TaOJINIIBI:

- 0000meHHass uH(popMaIus MO MEPONPUSITUSIM MO0 MUHUMHU3AILNU
PHICKOB B OTHOIIEHHUH KaXK0M M3 MPOoOJIeM 10 OE30IMacHOCTH;

- IUTaH  TIOCTPETHCTPAIIMOHHOTO  pa3BUTHS (B OTHOIICHUH
0e3omacHoCcT U 3(P(HEKTUBHOCTH), BKIIOYAIONIUN JI€TAIBHOE ONMUCAHHUE U
OOBSCHEHHE TI0 BCEM MEPOIPHUITHSIM, SBIISIOIIMMCS YCIOBUSIMH TIOTYICHUS
PETHCTPAIIMOHHOTO yI0CTOBEPEHUSI.

6.2.5.6.1. Yacts VI IIYP, pazgen «OO030p 3IUIEMHOIIOTHI
3a00J1€BaHUS U PE3IOME OXKHUIAEMOM TI0JIB3bI»

JlepkaTeab PErUCTPAIlMOHHOTO YJAOCTOBEPEHHUS OKEH OOOOIIUTH

JaHHBIC  IIO SIMUACMHUOJIOTUHN 3a00JIeBaHUs/ COCTOAHMA,  ABJIAIOIICTOCA
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MOKa3aHUEM K HA3HAUYCHMIO JIEKAPCTBEHHOIO Ipemnapara, Kak 3TO AETaJIbHO
onucano B moayie Cl ITYP. Ilpu satom nndopmanus JOHOCUTCS 10 LEIEBOU
NOMYJISILIMM  METOAOM H3JIOKEHUs (aKTOB M HA COOTBETCTBYIOLIEM
HECIICUMAM3UPOBAHHOM  si3blKe.  EcnM  JeKapCTBEHHBIM  Ipemnapar
NPUMEHSETCA B KAaYECTBE JMArHOCTUYECKOIO CPEJICTBA, MCIOJIb3YeTCs MpHU
aHECTe3UM WJIM WMEEeT HWHbIE CXOJHBIC I[IOKa3aHUs, HE CBSI3aHHBIC C
KOHKPETHBIM 3a00JIEBAHUEM/COCTOSIHUEM, JaHHBIM pasziesl 0030pa MOXKET
OBITH OIYIIIEH.

6.2.5.6.2. Yacts VI IIYP, paznen «O06oOmeHHass uHbopmanus 10
npobyemMam 1o 6e30MacHOCTH (Ha HECTIEIUAIU3UPOBAHHOM SI3bIKE)»

B nanHOM pa3zgene cieayeT KpaTKO —omucarb NIpoOJieMbl 1O
0€30IaCHOCTH Ha fA3BbIKE, OHATHOM JUIsl IIMPOKOM OOIIeCTBEHHOCTH. Pa3nen
TAaK)K€ BKJIIOYAET OIMCAHUE YacTOThl M CTENEHU TAXKECTH COCTOSHUM,
00yCIIOBJIEHHBIX MpoOieMaMu 10 Oe3omacHOCTU. YUTO KacaeTcsi BaKHBIX
MOTEHIUATBHBIX PUCKOB, HEOOXOUMO Pa3bsICHUTH MPUIMHBI BOSHUKHOBEHUS
JaHHBIX PHUCKOB, a TAaKXX€ BO3MOXHBIX HEOINPEACTIEHHOCTEH B HMX OIICHKE
(HampuMep, PUCK XapaKTepeH JUIsl COEIMHEHUI JaHHOrO Kjacca, HO He ObLI
BBISIBJIEGH B KIMHUYECKUX HCCIEAOBAaHUSAX TMPU HAa3HAYEHUM JAHHOTO
JIEKApCTBEHHOr0 Tipernapara). B oOTHOIIEHMHM BaXXHOM OTCYTCTBYIOIIEH
UH(GOPMALIMK YKA3bIBAETCS, KAKOE BIMSHUE 3TO MOXET OKa3aTh HA LEJEBYIO
MOMYJIAIMI0 U KaK OTpakaeTcsd Ha PEKOMEHIaIMsIX (Hampumep, HaIndue
IPOTUBOINOKA3aHUM, TPEAOCTEPEKEHUN).

6.2.5.6.3. YHacte VI I1YP, paznen «ConHas Tabnuiia MEpONpUITHI 110
MUHHUMM3ALKANA PUCKOB MO MpoOieMaM 1Mo 6e30MacHOCTH

B nmanHOoM paszaene HEOOXOAMMO MEPEYUCIUTH MPOOJIEMBI IO
0€30IIaCHOCTH M TMPEACTaBUTh PE3IOME MEPOINPUATHA 10 MUHUMU3ALUU

PUCKOB, MPEMIOKEHHBIX JJIS KaXJaoM mpooOieMbl mo Oe3omacHoctu. Ilpu
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HaIM4uKu 0oJiee OJHOrO IJjlaHAa MUHUMMU3AIUU puckoB (dacte V IIYP), nnsa
Ka)XJI0T0 U3 HUX HEOOXOAMMO MIPEACTABUTH OT/ICIIbHYIO Ta0IUILy.

6.2.5.6.4. Yactb Vi [1YP, paznen «[lnanupyemas
MOCTPErUCTPAIMOHHAST  JEATENbHOCTh 10 OlleHKE J(P(YEKTUBHOCTU U
pa3BuTHIO (papMakoHaA30pa»

Tabnuua B JaHHOM  paszfene JOKHA MPEACTaBUTh — CIUCOK
IJIAHUPYEMBIX MEPONIPUATUI B OTHOLIEHUU UCCeA0oBaHUs 3(PPEKTUBHOCTU U
JaJbHEUIero u3ydeHus mnpoOjeM 1o Oe3onacHocTu. llenbio sBasieTcs
npejcTaBlieHue  0030pa  3alUIAaHUPOBAHHOTO  MOCTPErHMCTPAIMOHHOIO
Pa3BUTHS JIEKAPCTBEHHOTO TMIpenapara B OTHOIIEHUH OLIEHKU d(PPEKTUBHOCTH
u (papmMakoHaI30pa, a TaKKe paCCMOTPEHHE OCHOBHBIX 3TAlOB, CBSI3aHHBIX C
KOKJIbIM HCCJICOBAaHUEM WIM MeponpusthueMm. JlaHHas Tabiuia JOJKHA
o0beIUHATh TAOIUIBI U3 paznesioB 6.2.5.3.4.m 6.2.5.4.1. B xaxoi cTpoke
TaOJIUIBl YKa3bIBAETCA IMPUYMHA TPOBEJCHUS MCCIICJAOBAHUS, Ha3BaHUE U
KpaTKOE OMUCAaHKUE UCCIEA0BAHUS, CPOKH U OCHOBHBIE 3TaIlbl BHITOJTHEHHS.

6.2.5.6.5. Yacte VI IIYP, paznen «Pe3toMe u3MeHEHU, BHECEHHBIX B
IJIaH yIPaBJICHUS] PUCKAMM)

B paznene npencrapnsiercs uHbopManus B TaOnu4HOM dopme ¢
IIEPEYHEM BCEX CYILIECTBEHHBIX W3MEHEHUN, BHECEHHbIX B IIYP, B
XpoHojorudeckoM mopsake. Mudopmanus nomkHa BKIHOYATh, HAPUMED,
JaTy BKIIFOUEHUSI B TUIAH HOBBIX MTPOOJIEM 1Mo 6€30MaCHOCTH WIIM UCKITIOYEHUS
0003HAYEHHBIX paHee, JaThl J00aBJICHUS WJIM OKOHYAHUS HOBBIX
UCCIIeIOBaHUI 0€30MaCHOCTH, KpaTKOe PEe3IoMe W3MEHEHHI, BHECEHHBIX B
IJIaH MEPOIPUITHN 110 MUHUMU3AIMA PUCKOB, a TaKXKE JIaThl COTJIACOBAHUS
JTAHHBIX U3MEHEHUM.

6.2.5.7. Yacte VII I[1YP «lIpunoxxenus K miaHy yrnpaBJICHUS PUCKaAMI)

ITYP nomxeH coaepxarh CICAYIOMMUE MPUITOKCHUA:



[Tpunoxenue

IIVP:

[Tpunoxenue
ITYP:
IIpunoxenue

[IVP:

[Ipunoxenue
ITYP:
ITpunoxxenue
ITYP:
ITpunoxxenue
ITYP:
[Ipunoxenue
ITYP:
ITpunoxxenue

IIVP:

[Ipunoxenue

IIVP:
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Texymass  Bepcus  (Mnum  mpeasiaraeMas, — €clid
JCKApCTBCHHBIA  Mpemapar HE  3aperHCTPUPOBAH)
MHCTPYKIHU 110 MEAUIUHCKOMY IPUMEHEHHIO U JINCTKA-
BKJIAJIbIIIA

Kparkuit 0030p BBINOJHSAEMBIX U 3aBEPIICHHBIX

nporpaMM KJIMHUYECKUX UCCIE0BAHUNA/UCTIBITAHUM

Kparkuii 0030p BBINOJHSEMBIX U 3aBEPIICHHBIX

IporpamMmm (bapMaKod’IMUIEMHUOTIOTMYECKUX
HUCCIIETIOBAaHNHI
[TIpoToxoJibI NpeaaracMbix " MIPOBOIUMBIX

nccienosanuu o yactu I ITYP
CrnernuansHbie (OpMBI MOCIEAYIONIEr0 HAOMIOJEHUS 3a

HCKCJIATCIIbHBIMU pCaKIIUAMU

[IpoToKOIIBI npeiaraéMbIx U MPOBOAUMBIX
nccienoBannii mo yactu IV ITYP

HoBrie JIOCTYITHBIC OTYETHI 00
HCCJIEOBAHUAX/UCIIBLITAHUAX

[ToxpoOnas uHpopmarius 0 MPEIOKEHHBIX

JTOTIOJTHUTEIBHBIX MEPONPHUATUSAX 10 MUHUMH3ALUU
PHUCKOB (€Cu MPUMEHUMO)
Hpyrue BcioMoraTeiabHbIE JaHHbIE (BKJIHOYas

CCBUTOYHBIA MaTepuan)

6.2.6. B3auMOCBs3b MEXIy IUIAHOM YyOPaBJIEHUS pPUCKAMU U

MNEPUOANICCKUM OOHOBJIIEMBIM OTYETOM O OE30ITaCHOCTH

OCHOBHBIMH TTOCTPETUCTPAIMOHHBIMH JOKYMEHTaMH (hapMaKOHAa130pa

sisitoTcss [IYP m mepuonuuecknii 0OHOBIISIEMBI OTYET O O€30MaCHOCTH

(ITOOB).

' 1aBHOU

uenpto  [IOOb  sABnslercss  WMHTErpUpOBaHHAS
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MOCTPETUCTPAIMOHHAS OIIEHKA PUCKA U TOJIb3bI, B TO BpeMs Kak 1eibio [IYP
ABJIAETCS Mpe- M IMOCTPErMCTPALMOHHOE YIPAaBJIEHHE OalaHCOM pHUCKA U
NOJIb3bl U IJIAHUPOBAHUE, TAKUM OOpa30M JaHHBIE JTOKYMEHTBI SIBIISFOTCS
B3aumogononHsomumu.  IIOOb  paccmarpuBaer  oOmuit  npoduiib
0€30MacHOCTH KaK 4YacTh HMHTETPUPOBAHHOM OIEHKHM pHUCKAa M  TOJIb3bI
JIEKapCTBEHHOr'0 TMperapaTta B YCTAHOBIICHHBIE BPEMEHHBIE TEPUO/IBI,
MOATOMY B HEM OyJIEeT paccMaTpuBaThCs OOIIMKM NMPpodUiib pUCKa U TMOJIb3bI
JIEKapCTBEHHOro Ipenapara (B ropa3no Oosiee IIMPOKOM JUaIla30HE
BO3MOJKHBIX HEXeJlaTelbHbIX peakuuid). Ilpeamonaraercs, 4YTO UL
HeOOJIbIlIasi YacTh PHUCKOB OyJeT KIacCU(PUIUMPOBATHCA KaK Ba)KHBIC
UJACHTU(UIIMPOBAHHBIC WM BaXXHbIE TMOTCHIMAJIbHBIE PUCKU U OyayT
paccMaTpuBaThCs B KauecTBE MpooOIieM 1o 6e3onacHocT B pamkax [TYP.

B cimyuae ecnu 110OObB u ITYP npencrasnstorcss onHoBpemenHo, [IYP
JOJDKEH ~ OTpakaTh  3aKJIOUeHHE 10  npoduio  Oe30MacHOCTH |
sabdextuBHOCTH, caenanHoe B [IOOb. Hampumep, ecnu B I1OOb cnenan
BBIBOJI O BBISIBICHWHM HOBOTO CHTHAJIA U €r0 OTHECEHUIO K YKCIY BaXKHBIX
UACHTU(OUIIMPOBAHHBIX WM BAXXHBIX MOTEHIIMATBHBIX PUCKOB, JaHHBIA PUCK
JOJIKEH OBITh BKJIFOUEH B YKCIIO NPOOJeM Mo 0€301acCHOCTH B OOHOBJIEHHYIO
Bepcuto IIYP, npencraBnsemyro oaHoBpemMeHHo c¢ [IOOB. Ilman mno
dbapmMakoHaa30py W IUIAaH MUHUMH3AIMA PUCKOB JIOJDKHBI B OTOM ClIydae
OBITH COOTBETCTBYIOIIIUM O00Opa30M OOHOBJIEHBI C OTPAKEHUEM PEITIOKEHUN
JepKaTesiss PErucTPallMOHHOTO YJOCTOBEPEHUS 0 JTajJbHEUIIEMY U3YUYEHUIO
JAHHOM MpOoOJeMBbI 10 O€30MaCHOCTH U MEPAM MUHHUMM3ALIUU CONPSKEHHOTO
pucka.

6.2.7. [IpuHUXNBI OLICHKU TJIAHOB YIIPABIICHUS PUCKAMU

OcCHOBHBIE BOINPOCHI, KOTOPbIE JOJOKHBI OBITH PACCMOTPEHBI IpHU
MOATOTOBKE WJIM TIEPECMOTpE IUIaHA  YIOPaBICHUS  pPUCKAMU IS

JICKapCTBCHHOTO IIpeIiapara.
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6.2.7.1. Cnenudukaius mo 6€30macHOCTH

a) bpumm 1m BKIOYEHH B crnenuduKanvio 0e30MacHOCTH  BCE
COOTBETCTBYIOIINE YACTH.

0) bpuin 1M mEepecMOTpEeHbl BCE COOTBETCTBYIOLIME JAHHBIE IIPU
COCTaBJICHUM CIEUU(PUKAIMKU 0 OE30MaCHOCTH, T.€. UMEIOTCA JIM BaKHbIE
(HepemieHHbIe) BOMPOCHl W3 JPYTUX Pa3leioB J0ChE, KOTOpbIE HE ObLIN
pPacCMOTpPEHBI B crieludUKaIu o 0€30MacHOCTH.

B) Ecam wacte neneBoil momyisiuMu He ObLla M3y4eHa, ObUIM JIH
BKJIIOUEHBI COOTBETCTBYIOIIME TMPOOJIEeMbl MO OE30MaCHOCTH B CBS3U C
NOTEHLIUAJIBHBIMU PUCKAMU U OTCYTCTBYIOIIEH HH(pOpMaIeil.

r) Kakue cymecTBytoT orpannuenus 0asbl JaHHBIX 10 0€300aCHOCTH, U
KaKyl) CTElEeHb YBEPEHHOCTH OHAa OOecrneuynBaeT B  OTHOIICHUU
PaBUILHOCTH OLIEHKU MpoQuiisi 0€30MacHOCTH JIEKAPCTBEHHOT O IIpernapara.

n) Bximouaer nu  cneuudukanus 100  0€30MACHOCTH  OLEHKY
CHeLM(PUUECKUX PHUCKOB, HAlpuUMEp, TaKUX Kak MPUMEHEHHE He IO
OJIOOPEHHBIM TIOKA3aHUSIM, PUCK HEMPaBUIBHOTO MPUMEHEHUS W Pa3BUTHS
3aBHCHUMOCTH, PHUCK MEIUIIMHCKOW OIMMOKH, Tepenadyd HHPEKIUOHHBIX
areHTOB.

e) IlpencraBiaser nu cnerudukanus MO0 OE30MaCHOCTH PpeabHOE
oTpakeHue mpobieM 1Mo 0e30macHOCTU (T.€. BaXKHBIC BBISBJICHHBIC PHUCKH,
BaKHBIC TOTEHIIMATBHBIE PUCKH M Ba)KHAsl OTCYTCTBYIOIIAas WH(oOpMaius),
KaCaloIINXCs JIGKAPCTBEHHBIX MPENapaToB.

k) ComepxuT ju crneurdukanus Mo O0e30MacHOCTH T'€HEPUUYECKOTO
JEKapCTBEHHOrO0  Mpemapara  Bce  MpoOiieMbl 1O 0€30macHOCTH,
yCTaHOBJIEHHBIE /Il pe(h)epeHTHOTrO JIEKaPCTBEHHOTO Mpernapara.

3) COOTBETCTBYET JIM YKa3aHHOE MECTO JIEKApCTBEHHOT'O Mperapara B
TEPaneBTUUYECKOM apCeHasie MpernoiaraeMoOMy Ha3HAUYECHUIO U COBPEMEHHOM

MEIUIIMHCKON MPaKTUKE.
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6.2.7.2. [lnan ¢papmakoHagzopa

a) Bce mm npoOineMbl 1O 0€30MAaCHOCTH, YCTaHABIIUBAEMbIE
cnenudukanuen no 6€30MacHOCTH, BKJIIOUEHBI B IUIaH papMaKoHaA30pa.

0) JlocTaToyHO M PYTUHHBIX MEPONPUIATHI MO (papMakoHAI30py (Kak
3TO TPEACTABICHO B OMNHCAaHUU CHUCTEMBbI (hapMaKOHAI30pa) WU €CTh
HEOOXOAMMOCTh B TPOBEACHUHM JOMOJHUTEIBHBIX MEPONPUSTUN IO
dbapmakoHa30py.

B) JlaHOo 1M 4YeTKoe OmpejeieHue W OINUCAHUE JIESITEIBbHOCTH IO
dbapMakoHag30py B IulaHe 1O (apmMakoHAA30py, SBISIETCS JM JIaHHas
uHopMaIlMg MOCTAaTOYHOW Il HUJACHTU(PUKAIMM WIM XapaKTePUCTUKHU
PHCKOB HWJIM MIPEACTaBICHUS OTCYTCTBYIONICH HHGOpMAITIH.

r) Bxitouaet nu [TYP cooTBeTcTBYyIOIINE U aJ€KBATHBIC TTPEAJIOKECHUS
JUUIi MOHUTOPUHTA METUIIMHCKUX OMIMOOK MPU MPUMEHEHUH JIEKAPCTBEHHOTO
npernapara.

) SBnsiroTCs M MPEI0KEHHBIE JOTIOJTHUTEIbHBIE
WCCIICIOBAHMS/UCTIBITAHUS HEOOXOIMMBIMHU W/HITH TTOJIC3HBIMU.

¢) CoryacHO MpeCTaBJICHHBIM MPOEKTaM MPOTOKOJIOB MCCIEI0BaHUN
SBJISIIOTCSL JIM TIpeJjlaracMble HMCCJEAOBaHUsl B IUIaHe (papmakoHaa3opa
aJICKBATHBIMU JIJIS1 U3yUYE€HUSI HAYYHBIX BOITPOCOB U BHITTOJTHUMBIMH.

x) OmnpeneneHsl U COOTBETCTBYIOIIME OCHOBHBIE CPOKM M 3Tambl B
OTHOIIIEHUY TIPeJjIaraéMbIX Mep, IPEACTABICHUS PE3yIbTATOB U OOHOBJICHHS
aHa papmakoHaa3opa.

6.2.7.3. Inanbl MOCTPEruCTPAIMOHHBIX UCCIIECIOBAHUIN O€30IMaCHOCTH

a) CootBercTByeT Ju onucaHue 3(PPEKTUBHOCTH JEKAPCTBEHHOIO
npenapara U UHQOpMAWK OO0 HMCCICAOBAHUSAX M KOHEYHBIX TOYKAX, Ha
KOTOPBIX OHAa OCHOBBIBAJIACH, COJIEPKAHUIO JIOCHE.

0) Hocar nu kakue-mu00 U3 TPEIJIOKEHHBIX HCCIICI0OBAHUM

peKiIaMHbIi XxapakTep (T.€. UCCIEA0BAHUE, KOTOPOE HE CTaBUT Iepes coOoi
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JOCTOBEPHBI Hay4yHBII BONPOC B KauyecTBE IIEPBOOYEPEAHON 1€ U
KOTOpO€ MPEJHA3HAUYCHO JUIsl NOBBIIIEHUS CIpoca Ha JEKapCTBEHHBIN
npernapar).

B) Hackoyibko HafieKHBI JaHHBIE 110 3P(HEKTUBHOCTH U CYIIECTBYET JIU
HEOOXOJMMOCTh 3ampoca Ha MPOBEACHUE JaJbHEHIINX HCCIIEIOBaHUIMI
3p(EeKTUBHOCTH B KayeCTBE YCJOBHUS MOJYYEHHUS PETUCTPALUOHHOTO
YA0CTOBEPEHUS.

6.2.7.4. MeponpusiTusa 10 MUHUMHU3ALNU PUCKOB

a) CooTBeTcTBYIOIIMM JK 00pa3oM HHGpOpMaIUs O JIEKAPCTBEHHOM
npernapaTe OTpaXaeT BCE BaXXHBIC BbBIABICHHBIE PUCKU U BaXHYIO
OTCYTCTBYIOIIYIO HH(OPMALIHIO.

0) HeoOxomumo 5 BKIIOYUTH B HMHPOPMALMIO O JIEKAPCTBEHHOM
npenapare MOTeHLUHAIbHBIE PUCKU, JOCTATOYHO aKTyalbHblE B OTHOLIECHUU
0e3omacHOro 1 3(heKTUBHOTO MPUMEHEHHS JIEKAPCTBEHHOTO Mpernapara.

B) COOTBETCTBYET JIM mpejuiaraeMas opMyJIMpOBKAa O PUCKAX U HUX
BBISIBJICHMM HMH(QOpPMAUMUd M pPEKOMEHJAIMsM B  HHCTPYKLUHUHU IO
MEIUIIMHCKOMY MPUMEHEHHUIO.

r) PaccmoTtpen nu aepkarens perucTpaliMOHHOTO YIOCTOBEPEHUS Ty TH
CHW)KEHUSI PUCKA MEAUIMHCKUX OUIMOOK MPU MPUMEHEHUHU JIEKAPCTBEHHOTO
npernapara.

n) beuta nau 3Ta MHOpManMsA BKIOYEHA B COOTBETCTBYIOLLYIO
uH(pOpMaLMIO O JIEKAPCTBEHHOM IIpernapare, Mepbl (BKJIouas pa3padoTKy
KOHCTPYKILHH YCTPOKCTBA B Cllydae HEOOXOAUMOCTH) U JU3aH YIAKOBKHU.

e) beuin nu mpeasiokeHHble MEPONPUATHSA M0 MUHUMH3ALUKA PUCKOB
aJICKBAaTHBIMU PUCKAM M JIOCTATOYHBIMHU.

*) bBbUIM 1M TpensoXeHbl JOMOJIHUTEIbHBIE MEPONPUATUSA T10
MUHHUMM3ALUAA PUCKOB W MOTYT JII OHH OBITh OLIEHEHBI KaK COpa3MEpHbIE

pUCKaM U aACKBATHO 000CHOBaHHEIEC.
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3) BritoueHo v moApoOHOE OMUCaHUE MPEJIOKEHHBIX METOJUK IS
U3MEpPEHUs U OUEHKU SPGHEKTUBHOCTH MEPONPUSATUM MO MHUHUMHU3BALUU
PHUCKOB U SIBJISIFOTCSI JIM OHU 11€JIECOO00Pa3HBIMU.

u) beumm nu kputepun oneHkH 3P(YEKTUBHOCTU JIOMOJTHHUTEIBHBIX
MEPONPUATHI IO MUHUMU3ALNU PUCKOB ONPEIEIICHBI N3HAYAIBHO.

6.2.7.5. IIpu orieHKe OOHOBJIEHUS

a) bpuin 1M HOBBIE [1aHHBIE BKJIIOUYEHBI B CHEUUPUKALUIO IO
0€301acHOCTH.

0) beuin 1 B 1uiaH ¢apMakoHaA30pa BHECEHBI COOTBETCTBYIOIINE
U3MEHEHUS (€CIIM 3TO HEOOXOAMMO C YYETOM HOBBIX JTAHHBIX ).

B) Hackonbko »(dexkTuBHBIMU OBLTH BBEACHHBIE MEPONPUSITHUS TIO
MUHUMU3AIUUA PUCKOB.

r) beutn 1u B ciyyae HEOOXOAUMOCTU TPEJIOKEHBI U3MEHEHUS B
MEPOIPUATHS IO MUHUMU3AIINU PUCKOB.

n) CBUAETENbCTBYIOT JHM HOBBIE JaHHBIE O TOM, YTO TpelyeTcs
opunmabHAs OIEHKAa COOTHOIIEHHUS IMOJIb3a/pUCK (€CIu ATO elie He OBLIOo
cnenano B [IOOB).

6.2.8. Crucrempl KauecTBa U yIpaBJIECHUE TOKYMEHTALNEN

Hecmotpst Ha TO, uro B mnpouecc Hanucanusi [IYP morytr ObITh
BOBJIEUEHO MHOECTBO 3KCIIEPTOB, OKOHYATEIbHYIO OTBETCTBEHHOCTh 3a €ro
Ka4eCTBO, TOYHOCTh U HAYYHYIO LIEJIOCTHOCTh HECYT YIIOJTHOMOYEHHBIE JIUIIA
no (apmakoHam3opy B rocyaapctBax-uieHax EADC. Jlepxarenb
PErUCTPAIMOHHOTO YJOCTOBEPEHUSI HECET OTBETCTBEHHOCTh 3a OOHOBJICHHE
[IYP, korma cTaHOBUTCS JOCTYNMHOW HOBas uWHQoOpMamus, W JOJDKEH
NPUMEHSATH TPUHIIMIIBI O0ECIeUeHusT KadyecTBa, M3JIOKEHHbIe B Pazmene 2
«TpeboBanusi K cucTeMe KayecTBa» JIaHHOTO PYKOBOACTBA. Jlepxareinb
PETUCTPALIMOHHBIX  YJOCTOBEPEHHM JOJDKEH O0EeCleYuTh KOHTPOJb U

JOKYMEHTUPOBaHHUE Tpouenypsl npenacrasienuss [IYP B perynsitopHbie
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opranel EADC c ykazaHMeM JaT INpEACTaBICHHS W BCEX 3HAYUTEIBHBIX
U3MEHEHUM, BHECEHHBIX B Kaxayro Bepcuto [IYP. Jlanneie 3anucu, I1YP u
T00bIe JOKYMEHTBI, UMEIOUIME OTHOIIEHHE K MHpopmanuu B pamkax ITYP,
MOTYT TOJIBEPTHYTHCS MPOBEPKE KBATU(PHUIIMPOBAHHBIMH HHCIIEKTOPAMH I10

dhapMakoHaa30py.

6.3. TpeOoBaHMs K NIPEACTABJICHUIO

6.3.1. Curyamnuu, B KOTOPBIX [JOJDKEH OBITh MPEJACTaBICH IUIaH
YIPaBJIECHUS PUCKAMU

IIpencraBinenue IIYP wimM, B COOTBETCTBYIOIIMX ClIydasiX, €ro
OOHOBJICHHS, MOKET OBITh HEOO0XOAMMO B JIO00€ BpeMsi B TEUYCHUE
YKU3HEHHOTO IIUKJIA JIEKAPCTBEHHOIO Mperapara.

6.3.1.1. Ilpm nepBu4YHOM nOAAYE 3asABJICHUS HA TOCYAAPCTBEHHYIO
pErucTpalulo JIeKapcTBEHHOro mnpemnapara IIYP  mnpexcrasisercs B
CIEAYIOLIUX CIIyYasX:

a) MpU TOJaye Ha TOCYJAPCTBEHHYIO PETMCTPALMIO JIEKAPCTBEHHOTO
Ipernapara, COACPXKAIler0 paHee HE 3aperMCTPUPOBAHHOE T'OCYIAapCTBOM-
yineHoM EADC neiicTByrolliee BEIIEeCTBO;

0) mpu mojavye Ha rOCyJApCTBEHHYIO PETUCTPALUIO JIEKAPCTBEHHOIO
npernapara, COIASpkKallero paHee Ha 3aperuCTPUPOBAHHYIO TOCYIAapCTBOM-
ywieHoM EADC komOuHaIuio 1eHCTBYIOIINX BEIIECTB.

B) IIPM 3asBJICHUH HA IOCYIAPCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHOTO
npenapara OMOJIOTHYECKOTO MPOUCXOKICHUS;

PerynsropHblii opran Moxket notrpedoBaTh npeactaBieHue [IYP npu
3asIBJICHUH Ha TOCYJapCTBEHHYIO PETMCTPALIMIO JJEKAPCTBEHHOTO IIpEnapara B
MHBIX CIy4dax, Korjaa obecrieueHue NpUMEHEHUs JEKapCTBEHHOTO Mperapara

IIpHU IIPCBBIINICHWH I10JIb3bI HAaJ PUCKOM Tpe6yeT BBCACHHNA AOINIOJIHUTCIIBbHBIX
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MEpOoNpUITHl 10 (QapMaKoHAA30py WIM MEPONPHUSTUH MO MUHUMM3ALUU
PHUCKOB.

6.3.1.2. Perynaropublii opraH MOXET MNOTpPeOOBaTh MPEACTABICHUE
ITYP B cienyromux ciyyasx:

a) TpU BHECEHWU 3HAYUTEIBHBIX HU3MEHEHUH B CYIIECTBYIOIIEE
yJAOCTOBEPEHHE O TOCYJApCTBEHHOW perucrpanuu, oO0JacTh MPUMEHEHUS,
aCTEeKTHI MPOU3BOICTBEHHOIO MpoIIecca:

- HOBasi JIeKapcTBEHHas (hopma;

- HOBBIH CITOCOO BBEICHUS;

- HOBBIM CIIOCOO MPOM3BOJICTBA OMOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX
penaparos;

- BBEJICHUE TIeANATPUICCKUX MTOKA3aHUA;

- IpyTHe 3HAYUTEIbHBIC U3MCHEHUS B IMTOKA3aHUSIX;

0) mo TpeOOBAHUIO HAIMOHAJILHOIO PETYISTOPHOTO OpraHa, €cCiu
CYIIECTBYeT mpoOsiemMa MO Oe30MacHOCTH, OKa3bIBalollas BIUSHUE Ha
COOTHOIIIEHUE TIOJIb3BI U PUCKA;

B) MPU MPOJJICHHH YJIOCTOBEPEHUS O TOCYJAPCTBEHHOW pPETHUCTpaIliH,
€clii B OTHOUICHHH JIEKAPCTBEHHOTO Mperapara MMEETCs CYIIECTBYIOUIH
TJIaH YIIpaBJIeHUS PUCKaMHU.

6.3.1.1. TpeGoBaHus B 0COOBIX CUTYAIIHIX

Kak mpasuno, Heooxogumo mpencrabinarh Bce dactu [IYP. Tem He
MEHEe, B HEKOTOPBIX CIydasx, OINHCAHHBIX HW)KE, B COOTBETCTBUH C
KOHIICTIIINEH TPOMOPIIMOHAIBPHOCTH, HEKOTOPBIC YaCTH WM MOJIYIH MOTYT
OBITH OITYIICHBI, €CJIU TOJIBKO PETYISATOPHBINA OpraH HE MPEICTaBIISICT HHBIX
TpeboBanuii. Tem He MeHee, O0bIe TpPoOIEeMbl 1O 0€30MacHOCTH,
BBISIBJICHHBIE B OTHONICHHH pPe(EepPEeHTHOTO JICKAPCTBEHHOTO IIpernapara B

paszmene, WCKIIOYEHHOM u3 obmiero mpexactrasienus [IYP, weobxommmo
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BtounTh B Moaynk CVII ITYP, 3a uckmroueHwem ciydaeB, KOTJia OHH
0O0JIbIIIEC HE SIBJISIFOTCS aKTyalbHBIMU.

a) [lepBuyHas nmojaya Ha PErUCTPAIMI0 TEHEPUUECKUX JIEKAPCTBEHHBIX
npernaparon

B caywyae mnepBuYHONW MOAayM HA PETUCTPALNUID TECHEPUUECKUX
JEKAPCTBEHHBIX  MPENaparoB, M  KOTOPbIX IO  OPUTHHAIBHBIM
JIEKApCTBEHHBIM MpernapaTaM BBEJICH IUIAH YHPaBJICHUS PUCKAMH, Pa3Jeibl
Cll-CV cneuudukanuu no 0€30MacHOCTH MOTYT ObITh omylieHbl. Paznen
CVI IIYP pomxeH ObITh OCHOBAaH Ha IMpEeACTaBICHUM HH(OpMauuu o
npoOireMax 10 O€30MaCHOCTH, YCTAHOBJCHHBIX JUISi OPUTHHAIBLHOTO
JIEKApCTBEHHOI0 Mpenapara, €CIM TOJIbKO T€HEPHUYECKHIl JIEKapCTBEHHBIN
npernapar He OTJIMYAeTCs 110 CBOMM CBOMCTBAM HACTOJIBKO CYIIECTBEHHO, YTO
TO MOJKET TMOBJIUATh Ha NPoPuiIb OE30ImaCHOCTH, JIUOO €ClAM HHOE He
TpeOyeT HalMOHAIbHBIA PErynsITOpHbIi oprad. Ilpu ycnoBuu, eciu B
OTHOIIIEHUU OPUTHMHAIBHOTO JIEKAPCTBEHHOTO IIpernapara HE BBEACHO
HUKAKWX JOMOJHUTENBHBIX MEPONpUITH 1o (papMakoHAA30py WU
MPOBEJICHUIO HCCIIeNOBaHUNM 3(P(OEKTUBHOCTH, B KaueCTBE YCJIOBUS IS
MOJIYYEeHHS] pEerucTpanuoHHoro yuocroBepenusi, dactu Il u IV IIYP u
paszien o IIaHUPYEMOM MOCTPETrUCTPAlMOHHOM pa3Butuu B yactu VI ITYP
MOT'YT HE MPEICTABISATHCS.

IIpu mpencraBneruun oOHOBIeHUs IIYP, HeoOXoauMO BKIIOYUTH
moayas CV ITVYP.

0) Ilomaua Ha BKJIIOYEHHWE HOBOIO IIOKA3aHUS MO MEAUIIUHCKOMY
MPUMEHEHHUIO JICKAPCTBEHHOT'O  MpermapaTra, 3aperucTpUPOBAHHOTO Ha
Tepputopun rocyaapcrBa-wieHa EADC Ha npoTskenun 10 ner

IIpy nomade 3asiBIEHUSI HAa BKIIOYEHHWE HOBOI'O TOKA3aHUSI Ha YXKe
3apETUCTPUPOBAHHOE HA MPOTsLKEHUU 10 JIeT HAa TEpPUTOPUM TOCYNAPCTB-

yieHoB EADC  nekapcTBEHHBIM  Ipenapar, JaHHbIE  KIMHUYECKHUX
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UCCJIEIOBAHMS/UCTIBITAHNUN, CBA3AHHBIE C YK€ OJOOPEHHBIMHU MOKA3aHUSIMHU,
MoOryT ObITh UckIItoYeHbl U3 moayis CllI ITYP, a mogyns CIV ITYP nomxen
BKJIIOYATh MH(POPMAIMIO TOJIHKO B OTHOIICHUU IEJEBBIX I'PYMM MOMYJISIIUU
110 HOBOMY MOKa3aHUIO, €CJIM TOJIBKO PETYISTOPHBIN OpraH HE NMPEACTaBIsACT
WHBIX TpeOoBaHui. Tem He MeHee, MOTYT OBbITh BKIIFOUECHBI TaHHBIE 00 OTIBITE
UCIIOJIb30BAHUS YK€ 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENaparoB y
OCOOBIX TPYII HACEJICHUS, SABJISIOMIMNXCS MTPEAMETOM PACCMOTPEHUS MOIYJIS
CIV IIVP.

I[Ipu momaue 3asBiICHUMM HA  IIEPBUYHYIO  T'OCYJApPCTBEHHYIO
perucTpanuo TpeOOBaHMS IO MPEICTABICHUIO JAaHHBIX 10 pasjaenam [1YP
npuBeeHbI ¢ TaduIe 1.

Tabnuna 1. TpeboBaHus k mpeacTaBieHU0 UHGOPMALIUK TI0 pa3jieiaM
I[IYP npu mnomaye 3asdBiICHUSA Ha IIOJIyYCHUE  YJIOCTOBEPEHHUS O

rOCy1apCTBEHHOW PETUCTPaLUU

c | = | =
_ == 2315535
— |0 o |0 0 o L 0 O |0 -
Tun noxaun = o 5 5 5 3 5 S 5 2 = > > > >
o | & =GO = G I~ G I~ GO O~ G I —~ G O~ G I~ G I 2 2 2 2
< A o) 2] [} %) I} I} ) A = = = 2 A
F|g |E|E|E|&E|E|E|& |2 |88 |88 ¢
[~ < < < < <
= = |= |2 |2 |2 |2 |2 |2 |F |7 |7 |7 |F
2 2 2 2 2 2 2 2 2
& & = = & = = = =
<9 <9 (2] (2] <9 <9 <9 (2] (2]
< < < < < < < < <
=N g |5 |5 |5 |5 |5 |5 |5
Hogoe + + + + + + + + + + + + + + +
AKTHBHOE
BelIeCTBO
BuoanaJjor + + + + + + + + + + + + + + +
I'enepuyeckn | + + + + + * * + * +
i
JleKapCTBeHH
bIii penapar
®dukcupoBan | + + i i + + + + + + + + + + +
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HbIC

KOMOMHAIUHU

AHajnoruyso | + + * * + + + + + + + + + +
€ aKTHBHOE

BECLICCTBO

T MoeT OoIyCKaTbCsl B ONPEIETEHHBIX CIydasixX

* MonaudurmpoBaHHbIC TPEOOBAHUS

B) llepBoHauanbHbIi IJIaH YNPABJIEHUS PUCKAMU JJI JEKAPCTBEHHBIX
npenaparoB, HaXOJALIMXCS B OOpallleHWH Ha TEPPUTOPUU TOCYIapCTBa-
yieHa EADC Ha nporskenun 10 ser

Ecnu perynstopHblii OpraH HE OMNpENeNseT WHble TPeOOBaHUS, TO
JEpKATEIM  PETUCTPALMOHHBIX  YAOCTOBEPEHUW, KOTOPBIE  JIOJKHBI
MPEICTaBUTh IepBOHauaIbHbIM [IYP s peanmn3yempix Ha  pBIHKE
rocynapctBa-uiecHa EADC 1ieKapCTBEHHBIX MPENapaToB, MOTYT OIYCTHUTh
moayiu Cll u CIV nipu coOnroieHnn cneayronmx yCiaoBUi:

1.nexapcTBEHHBIN mpenapar ObUT pa3MelleH Ha pbiHKE 3a 10 ser win
paHee 10 yctaHoBieHus Tpeboanus k [IYP; u

2.1peboBanue k IIYP He cBsizaHO ¢ mojgadei 3asiBKM Ha BHECCHUE
3HAYUTEJIIBHOTO  M3MEHEHHsSI B  CYILIECTBYIOLIEE  PETUCTPALIMOHHOE
yAOCTOBEpEHHE, OO0JacThb NPUMEHEHHUs, AacCHeKThl POU3BOJICTBEHHOTO
npouecca.

Ecnmm  ycnmoBue 2 HE  OPUMEHUMO, JAHHBIE  KIIMHUYECKUX
WCCJICIOBAHUI/UCTIBITAHUHN, CBSI3aHHBIE C JTUMH WM3MEHEHUSIMH, JOJKHBI
owITh TipenctaBieHsl B Moayie ClI ITYP, a moxynas CIV ITYP moxer ObITh
uckimroueH. O0CyXIeHue CYIEeCTBYIONMUX MOCTPErUCTPAIMOHHBIX JaHHBIX U
WX MMPUMEHUMOCTHU K II€JI€BBIM TPYIITIaM MalMEHTOB JOIKHO ObITh MOJIPOOHO
pacniucano B pazaene CV ITYP.

6.3.2. OOHOBIIEHNS TIJIaHA YTIPABJICHUS PUCKAMU
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Ecou ITYP 6wt panee mpeicTaBiieH JepiKaTelieM PErucTPariOHHOIO
YAOCTOBEPEHUS IPU MPOLEYPE PETUCTPALMHU I IEMCTBYIOIIETO BELIECTBA,
T00BI€ MOCHEAYIOIINE MPEACTABICHUS JOJKHBI UMETh BUJ OOHOBJICHUS 32
UCKJIFOUEHHEM CJIy4YaeB, KOIJla OroBapUBaJIMCh MHbIE TpeOoBaHus. Kaxmoe
npeacrtapienue [IYP momkHO UMETh YeTKHil HOMEP BEPCUU U JIOJIKHO OBITH
JAaTUPOBAHO. DTO OTHOCUTCS K TipeacTaBiaeHuto [IYP momHoCcThIO Wik TOJIBKO
€ro 4YactTd Wih MoAyis. Bepcunm ¢ U3MEHEHUSMH, HMEIOIIUE
UACHTU(OULHMPYIONLYIO0 HHPOPMALIMIO, JOJKHBI OBITh MPEACTaBICHBI BMECTE C
CONPOBOAUTENbHBIM ~ ITUCBMOM, BKJIIOYAIOIIUM  MOJAPOOHOE  ONHMCAHUE
W3MEHECHUN C MOMEHTA ITOCIICAHEN PEICTABIEHHON BEPCUM.

Cpoxu npeactaBieHus ooHoBieHuil [IYP ycranaBnuBaroTcs mpu ero
BBEJICHUM W TAKXKE SBISIIOTCA YCIOBUEM COXPAHEHUSI PETYJIATOPHOTO
craryca. JlaHHbIE YCTAaHOBJIEHHBIE CPOKH SBJISIIOTCS  MaKCUMAJIBHO
JOMYCTUMBIMM W HE CHHMAalOT  OTBETCTBEHHOCTb C  JIepKaTens
PETUCTPAIMOHHOIO YJIOCTOBEPEHUSI MO KOHTPOIIO Mpoduiist 0e301macHOCTU
JIEKapCTBEHHOTO  Mpemapata ©W  TpeOdoBaHWE TI0  MPEACTaBICHUIO
oOHoBNieHHOTO [IYP B cilyyae BbIABICHHS 3HAUUTENbHBIX W3MEHEHUH B
OLIEHKE COOTHOLLIEHHMS MOJIb3bl U PUCKA COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX
npenaparoB, BkItoueHHbIX B [IYP, BHe ycTaHoBieHHOro rpaduka noaadu
OOHOBJICHUH.

Ecnu ¢ momenTa nocnenuero npeacrasienus B [ITYP He Obu10 BHECEHO
HUKAKWX U3MEHEHUH (T.€. MIIaHOBOE OOHOBJIEHHE MPOUCXOJUT BCKOPE MOCTE
OKOHYAHMS MPOLEAYpHl), JAEpHKaTelb PETMCTPALUOHHOIO YJIOCTOBEPEHUS
MOXET TPEACTaBUTh MHUCBMO, B KOTOPOM OOBSACHSETCS OTCYTCTBUE
VM3MEHEHUM, U TI0 COTJIACOBAHUIO C PETYJIATOPHBIM OPraHOM HE MPEJICTABIIATh

oouosienue [1YP.
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Ecnu He oroBopeHo uHoe, B ciyyasx, korga [IOOb u ITYP aBisitorcs
HEOOXOAMMBIMHU [IJIsl JIEKAPCTBEHHOI'O Ipenapara, IUJIaHOBbIE OOHOBIIEHUSA
[TYP nomxHbl OBITH IPEACTABIEHBI B TO e BpeMs, uTo u [IOOB.

[locne oOnoBnenus IIYP mnnman 1o MHHUMU3ALMM PUCKOB MU
HEOOXOIMMOCTH JOJDKEH BKIIIOUYATh OIEHKY 3(()EKTUBHOCTH M PE3yIbTAaTOB
PYTUHHBIX W/WIU JOMOTHUTEIBHBIX MEPONPHUATUMA 10 MUHUMU3AIUU PUCKOB
(M. 6.2.5.5.4.).

6.3.3. [Ipo3pauHoCTh

Perynsitopasie opranbl rocynaapctB-wieHoB EADC oOecrneunBaroT
B3aMMHYI0 JOCTYITHOCTb OTYETOB II0 PE3YJIbTAaTaM OLICHKHU IPEICTABIIIEMBbIX

[TYP u pestome [1YP uepes cooTBeTCTBYIOIINI BEO-TOPTAIL.
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7. OPTAHU3ALIUMSA PABOTHI C UHOOPMAIIUMEM O
HE/KEJIATEJbHBIX PEAKIIUAX HA JIEKAPCTBEHHBIE
ITPEITAPATBI

7.1 CTpYKTYpBI H IPOLECCHI

Paznen ompenenser OCHOBHBbIE NPUHIMUIIBI  mpouedayp cOopa,
perucTpaliii W  TPEJACTaBICHHUS  COOOIIEHMM O  MOJO03PEBAEMBIX
HEXXEJIaTeIbHBIX PEaKIMsIX Ha JICKAPCTBEHHBIE MperapaThl.

7.1.1. Coop cooO1IeHni 0 HEeKETATENbHBIX PEAKIIMIX

PerynstopHblM  OopranaMm W JepXKaTeNsIM  PErHUCTPAllMOHHBIX
YIOCTOBEPEHUN ClIeyeT NPUHUMATh COOTBETCTBYIOUIME MEpPhl, UYTOObI
OPOBOAUTH COOpP W YHOPAJOYEHHE BCEX COOOILIEHUH O TMOJ03PEBAEMBIX
HEXKENATEIbHBIX PEAKIHIX, CBA3BIBAEMBIX C MPUMEHEHHUEM JICKAPCTBEHHBIX
IpernapaTos, MOJMyYEHHBIX ~ W3  Pa3IUYHBIX  HCTOYHUKOB  0e3
IPEIBAPUTEIHHOTO 3aMIPOCa U MOCTYMUBIIUX T10 3aIlIPOCy.

B nensax obecrneueHuss BO3MOKHOCTH cOOpa JOCTATOYHOI'O KOJIMYECTBA
COOOILIEHUI O HEXENATEeIbHBIX pPEAKUUSAX M HUX TMOCIeAYIoLEeH HayyHO
000CHOBaHHOM OIIEHKU HEOOXOMMO pa3BUBAaTh CUCTEMY (hapMaKOHaI30pa.

Cucrema nomxkHa OBITH pa3paboTaHa TakMM 0OOpa3oM, 4YTOOBI OHa
obOecrnieunBajia HaJICKAIIYIO OIEHKY KadecTBa COOpPAHHBIX COOOIIECHUN O
HEXKEJIATeIbHBIX PEAKIHSIX B OTHOIIEHWH MOAJUHHOCTH, Pa3z30OpPUMBOCTH,
TOYHOCTH, TOCIEAOBATEILHOCTH, BO3MOKHOCTH BBITIOJHEHUS! MPOBEPKH U
MaKCUMAaJIbHOM MOTHOTE JAHHBIX JUJIS MX KIIMHUYECKOUN OIEHKH.

CrnenyeT CTpyKTYpUpOBaTh CHUCTEMY TakKuM oOpa3oMm, 4YTOObI OHa
MO3BOJISTIA CBOCBPEMEHHO BAaUAMPOBATH OTYETHI O TIOJI03PEBAEMBIX
HEXKENATEIbHBIX PEAKIUAX U OOMEHMBATHCS HUMH C PErYJISTOPHBIMU
OpraHaMM M JEep>KaTeIsIMU PErHCTPAIMOHHBIX YIOCTOBEPEHUH B CPOKH,

YCTaHAaBJIMBACMBbIC 3aKOHOAATCJIbCTBOM.
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7.1.1.1. CooO1ieHus1, MOJIy4E€HHBIE HE 10 3aIPOCy

7.1.1.1.1. CnoHTaHHBIE COOOIIEHUSA

CrnoHTaHHOE COOOIIEHHE — 3TO COOOIIEHUE, KOTOPOE CIEHHATUCT
CUCTEMBbI 37paBOOXPAHECHUS, TTAIIMEHT WX MOTPEOUTENb HAIPABIISIIOT B aJIpec
PEryJsTOPHOTO OpraHa, Aep>KaTelisi perucTPalMOHHOTO YAOCTOBEPEHUS WU
IPyrou OpraHU3aIUU (Hanpumep, PernonanbHbIit LEHTD,
Tokcukonoruueckuid 1eHTp) 0€3 MPEeABAPUTEIIBHOTO 3aMpoca CO CTOPOHBI
NOCJIETHUX, M KOTOPOE€ OMNHUCHIBAET OJIHY WIM 0o0Jee M0103pEeBaEMbIX
HEXKEJATebHBIX PEaKIUi y MNalMeHTa, KOTOPOMY Ha3HayajoCch OJHO WIIH
Oonee JNEeKapCTBEHHBIX TMpenapatoB. K CIOHTaHHBIM COOOIICHUSIM HE
OTHOCATCSI COOOIIEHNS, TIOTyYSHHBIE B XOJI€ UCCIEIOBAHNN WIH UHBIX (HopM
OpraHU30BAHHOTO cOOpa JAHHBIX.

[TepBOMCTOYHMKOM IOJ03pEBaCMON HEKEJIATSIbHOW — peaKIuu (-Hid)
ABIIAETCS JIMIO, KOTOPOE MNPEACTABMIO MHPOPMAIMIO O ClIydae pa3BUTHUA
HeXenaTrenbHoW peakiuu. B chmydae, ecnmu wuHdopmanus o0 oIHOH
HEXKENATEeNbHOW pEAKIHUH TMOCTYNaeT OT HECKOJbKUX IEPBOUCTOYHUKOB,
TaKuX Kak pabOOTHUK CHUCTEMBbl 3/IpAaBOOXPAHCHMS, MAIMECHT  WIH
NOTPEOUTENh, IAaHHBIC 110 BCEM MEPBOUCTOUYHUKAM JIOJDKHBI OBITh BKIFOUEHBI
B paznen «IlepBoucTouHUK» (HOPMBI COOOIIEHHS O HEXKETATEIHHON peaKIuu.

CTUMyIUpOBaHHOE TIOJYYCHHE COOOIIECHUM, SBIISIIOIIEECS CIEACTBUEM
«O0pateHuit K CeUaIiucTaM CUCTEMBI 31pPaBOOXPAHEHUS», MyOIMKaIuiA B
npecce, ornpoca CHELUATUCTOB CUCTEMBI 3paBOOXPAHCHUS
NPEJCTABUTESAMU  JIep)KATeNied PEerucTPallMOHHBIX YIOCTOBEPEHUM WIIH
Cy/eOHBIX MCKOB B OTHOIICHHHM KJacca JIEKApPCTBEHHBIX CPEJICTB, CIICAYET
TaK)X€ CYUTATh CIIOHTAHHBIMU COOOIICHUSIMH.

CooO1mieHns marMeHTa Wik MOTPEOUTENS O HEXKENATEIbHBIX PEaKIIUIX
ciemyeT o0pabarpiBaTh KaK CIHOHTAaHHBIC COOOIIEHUS HE3aBUCHUMO OT

nocJICAYromero MCAUIMUHCKOTO ITOATBCPIKACHU .
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B cayyae mnoayyeHuss CHOHTAaHHOTO COOOIIEHHMS O PpPa3BUTUU
HEXKEJIATEIbHOTO SIBJICHUSA, B KOTOPOM OTCYTCTBYET YKa3aHUE O HAIUYHH
NPUYMHHO-CIEACTBEHHOW  CBS3M, JAaHHOE  HEXKeNaTelIbHOE  SBJICHHUE
paccMaTpuBaeTcsd Kak HexernaTenbHas peakuus. Takum oOpa3om, Bce
NOCTYNAIOUIUE CIIOHTAHHBIE COOOUIEHUs, MPEACTABIIEMble PAOOTHUKAMU
CUCTEMbl  3[pAaBOOXPAHEHUs,  MalMEHTaMM  WIM  [OTPEeOUTEIsIMHU,
paccMaTpUBaIOTCS KaK I0JI03PEBAEMbBIE HEXKEJATENbHbIE PEAKIIMU UCXOIS U3
TOTO, YTO WX NPEJCTaBICHHUE COJACPKUT MPEAMNOIOKEHUE MEPBOUCTOYHHKA
COOOIIEHUS O HAJTMYUK B3aUMOCBA3H. VICKIIIOUEHNE COCTABIISAIOT COOOIIEHUS,
B KOTOPBIX DPEMOPTEPOM CHAENIAHO YyKa3aHWe 00 OTCYTCTBUU B3aUMOCBS3U
MEXKIYy  HEKENIaTeNIbHbIM  SIBJIEHHEM U  MNPUEMOM  I0JI03PEBAEMOTO
JIEKapCTBEHHOIO Mpernapara.

7.1.1.1.2. CoobuieHust 0 HeKeNaTeIbHbIX PEAKIUIX, ONyOJIMKOBaHHBIE
B MEJIMIIUHCKOM JINTEPATYPE

HayuHo-mMenuuuHCKasi JuTepaTypa SBISETCS BaXKHBIM HCTOYHUKOM
uHoOpMaIK I MOHUTOPUHTA Tpoduisi 6€30MacHOCTH M COOTHOIICHUS
M0JIb3a-PUCK JICKAPCTBEHHBIX MPENapaToB, B OCOOEHHOCTH B OTHOIICHUU
OOHapy>XEHHs] HOBBIX CHUTHAQJIOB, CBS3aHHBIX C 0€30MACHOCTHIO, JIHOO
aKTyaJIbHBIX BOIPOCOB IO 0e30macHOCTH. [lepkaTernsiM perucTpardoHHBIX
YIOCTOBEpEHUN cienyeT ObITb UHGOOPMHPOBAHHBIMM O BO3MOXHBIX
nyOJIMKalUsAX IMyTeM BBIMIOJIHEHUS CUCTEMAaTHYeCKOro o030pa JUTepaTyphl
IIMPOKO MCIOJIb3YEMbIX CIpPaBOYHBIX 0a3 AaHHbIX (Hanmpumep, Medline,
Excerpta Medica unu Embase) He pexxe ogHOTO pasza B Henelno. Jlepkarento
PErMCTPALIMOHHOTO YIOCTOBEPEHHUS CJENYET YAOCTOBEPUTHCS, 4YTO 0030p
JUTEpaTyphbl BKJIIOYAET HCIOJIb30BaHHE 0a3 JaHHBIX, KOTOpPBIE COIEpPKaT
MaKCUMaJIbHOE€ KOJHMYECTBO CCHUIOK Ha CTaThbH, MMEIOIIME OTHOIIECHUE K
MOHHUTOPUPYEMOMY  JIEKapCTBEHHOMY  mpemapary. [lomumo  a3toro,

MNPUBETCTBYCTCA, KOT A IMPCACTABUTCIIBCTBA BCCX KOMITaHUH OCBCAOMIJICHEI O
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nyOJMUKaIUsAX B MECTHBIX MEJIUIMHCKUX H3JaHUAX U COOTBETCTBYIOIIUM
00pa3oM UH(POPMUPYIOT O HUX OTJE] O€30MaCHOCTH KOMITAHUH.

Jlepxatensm PETUCTPAIIMOHHBIX yIOCTOBEPEHUIA cllelyeT
IpPOCMaTpPUBaTh COOOIICHHS] O TO03PEBAEMBIX HEXKENATEIbHBIX PEaKIIMSX,
nyOJMKYyeMbIX B HAYYHO-MEAUIIMHCKOW JUTEpaType, B TOM YHUCJIE Ba)KHbIE
onyOJIMKOBAaHHBIC a0CTPaKThl B MaTepHaiiaX KOH(pEpeHIMH WIH TMPOEKTHI
MoHOrpauii, 4ToObl BBIBISATH W PErUCTPUPOBATH COOOILIECHUS O
HEXKENATEIbHBIX PEAKIUAX, CBSI3aHHBIX C JIGKAPCTBEHHBIMH Ipernaparamu,
MpEJCTABISIONIME COOOM CIIOHTAHHBIE COOONIECHUS WJIM COOOIIEHUS,
BBISIBIICHHBIE B XOJI€  HEHMHTEPBEHLUOHHBIX  MOCTPETUCTPAIMOHHBIX
VICCIIEIOBAHUM.

Ecin B nyOnukamuuy yrmoMHHAeTCsl HECKOJbKO JIEKaPCTBEHHBIX
npernapaTroB, TO COOTBETCTBYIOIIEMY JEpPKATENIIO(-5IM) PErUCTPaIMOHHBIX
YIOCTOBEPEHUN CIIEyeT paccMaTpuBaTh TOJBKO TE€ JIEKAPCTBEHHBIE
npenaparbl, KOTOPBIE OINPEACISIIOTCS aBTOPOM(-aMH) MyOJHMKallMd —Kak
UMEIOLIME, MO MEHbUIEH Mepe, BO3MOXKHYIO HPUUYUHHO-CIIEJCTBEHHYIO
B3aMMOCBSI3b C  BBIABJICHHBIMH  ITOJ03PEBAEMBIMU  HEXKEJIaTeIbHBIMU
peakusMu. ITO OTHOCUTCS TaKkKe M K COOOIICHUSIM, ONMyOJIMKOBAaHHBIM B
HAYYHO-MEJIMIIMHCKONW JIUTEpaType B CTpaHe, B KOTOPOH Jepkareib
PErUCTPAIIMIOHHOTO yIOCTOBEPEHUS uMeeT YIOCTOBEPEHUE 0
rOCyJapCTBEHHOM  perucTpanyyd, HO  HUKOrJa  HE  OCYIIECTBIISI
KOMMEpUYECKOe BHEPEHHE JIEKAPCTBEHHOTO Mpernapara.

CooOrieHus, OlleHEHHbIE KaK BaJUAHBIC, TOAJEKAT MPEACTABICHUIO B
pEeryJISATOpHBIE  OpraHbl  COTJACHO  TPeOOBAaHUSAM  JIEHCTBYIOIIETO
3aKoHOAaTenbcTBAa. Hauano orcuera BpeMeHH, YCTAaHOBIEHHOTO IS
NPEICTaBICHUSI COOOIICHUSI O HEXeJIaTeIbHOW pPEaKIUH, OMPENENsIeTCS C
MOMEHTa, KOTJla B PAaCHOPSKCHWH JIepXKaTelnsl  PETUCTPAIMOHHOTO

YAOCTOBCPCHUA OKa3aJlaChb I/IH(I)OpMaLII/ISI nmo cjiy4daro HEXKEJIaTEJIbHOU
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peaKkiny, OTBEYarolas TPeOOBaHUSAM IO MUHUMAIbHONW WHGOpMaALUU IS
cpouHoro  penoptupoBaHusa. Creayer  odopMIsTH  OJMH  CIydaid
HEXEJATEeIbHOW PEeaKUUU I KaXA0ro HUJICHTUPUIUPYEMOro NalUeHTa, O
KOTOPOM COOOIIaeTCsl, U B COOOIICHUU CIIEIYET MPECTABIATh BAXKHYIO IS
OLICHKH METUIMHCKYI0 MHpopmaiuio. Cchliky(-1) Ha MyOIMKaLUIO CIETyeT
MPUBOAUTH KaK UICTOYHUK COOOIICHUS O HEXKENATEIbHOM peakIuu.

7.1.1.1.3. CooOuieHus u3 Ipyrux MCTOUHUKOB

Ecnu npepxarento perucTpaldOHHOTO yAOCTOBEPEHUS CTAHOBUTCS
U3BECTHO O COOOIIEHMH O TMOJ03PEBAEMOM HEXKENATeIbHON peakuuu H3
HEMEJMIIMHCKOTO UCTOYHUKA, HANpUMEpP, U3 HEnpo(HUIbHON mpecchl WM
OpYrux cpeAcTB wuHboOpMaluu, eMmy cieayeT oOpadaThiBaTh €ro Kak
CIIOHTaHHOE cooOmenue. Craeayer NPUIOKHUTh BCE BO3MOXKHBIE YCHIIMS,
yTOoOBl TIPOPA0OTATh CiIy4yail ISl MOJY4YEHUS MUHUMAJIbHOW HEO0OXOIUMOM
uH(opMalMK, KOTOpas MNPEACTaBIIeT CcOOOW BaJIUMAHOE COOOIIEHHE O
HeXenarenbHou peakuuu. K gaHHOMY TUIy COOOIIEHUN NPUMEHSIIOTCS
TpeOOBaHUsI MO BPEMEHU TMPEACTABICHUS COOOIIEHUH, KaKk U JJIs BCEX
CHOHTAHHBIX COOOIIEHUN.

7.1.1.1.4. Uudopmanusa o noa03peBaEMbIX HEXKEIATEIbHBIX PEaKIMIX
u3 HtepHeTa unu uu@poBbIX CpeCcTB HHPOPMALIUU

JlepkatensiMu peruCTPalOHHBIX YJIOCTOBEPEHUH CIEAYET PEryJIsIpHO
npocMaTpuBath MHTepHeT waM 1M(pPOBbIE CpeacTBa MH(pOPMAINH,
HaxoJdIlKuecs MOJA WX YIPaBICHUWEM WM OTBETCTBEHHOCTHIO, HAa HAIMYUE
NOTEHIIMAIBHBIX COOOIIEHUN O MOJI03PEBAEMBIX HEXKENATEIbHbBIX PEeaKLUsX.
B n1anHoM KkoHTekcTe UHMQPOBBIE CpeAcTBA HH(POPMALMU CUUTAKOTCSA

CIIOHCUPYCMBIMHU KOMHaHHeﬁ, €CJIn ACPIKATCIIb perucCTpaiioOHHOIO

1 .

XoTs cliefylonMii CHUCOK M HE SIBISIETCS MCUYEPIBIBAIONIMM, CIIEIyIollee HA/UIEKHUT CUYNUTATh HU(PPOBBIMU
cpeactBamMu MH(opMmanmu: BeO-caiiT, BeO-CTpaHuUIa, OJIOT, BIIOT, COLMANIbHAS CETh, WHTEPHET-(GOPYM, HaT-pyM,
MOpPTAJI 110 TeME 31PaBOOXPaHEHHSI.
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YIOCTOBEpEHHUs BIajeeT, OIIAYMBAaeT WM KOHTpoiupyer ux-. Criemyer
00€CleYnTh TAKYH MEPUOJAUYHOCTH IMPOCMOTPA YKa3aHHBIX HCTOYHHKOB,
4yTOOBl  BBINOJHSJIOCH  TpPEOOBaHME MO  BPEMEHHU  IPEACTaBICHUS
NOTEHUMAIbHBIX BAJTMIHBIX COOOIIEHUA O HEXKENIATEIbHbIX PpEaKIUsiX B
pEryJISTOpPHBIE OpraHbl, cyuTas C JaThl, Korga HH@opmanus Obuia
pa3MelleHa.

JlepxatensiM  PErMCTPAllMOHHBIX  YAOCTOBEPEHUM PEKOMEHIYETCs
BBIIIOJIHEHHE aKTUBHOTO MOHHMTOPHUHIA CIEUUAIBbHBIX MHTEPHET-CAUTOB WU
UU(POBBIX CPEACTB UHPOPMALIMH, TAKUX KAK CAUTHI MOJACPKKU MAIUEHTOB
WIM Tpynm C ONpEIelICHHBIMU 3a00J€BaHUSIMU, 4YTOOBI IPOBEPSATH,
ONHUCHIBAIOT JIM OHU BaXXHBIE BOIPOCHI OE30MAaCHOCTH, KOTOPbIE MOTYT
noTpeOOBaTh COCTABJIICHUS COOOIIEHHS B COOTBETCTBUM C JIEUCTBYIOIIMMU
TpeboBaHusIMU. [lepnoANYHOCT MOHUTOPUHTA 3TUX CAUTOB WM HU(PPOBBIX
cpenctBs MHGOpPMAUU JOJDKHA OIPEACNATHCS PUCKAMH, CBSI3aHHBIMH C
MOHUTOPHUPYEMBIM JIEKAPCTBEHHBIM IIPENAPATOM.

Cnydan nogo3peBaeMbIX HEKENATEIbHbIX peakuuil u3 MHTepHeTa win
nudpoBbIX CcpeACTB HH(MOpMaALMK, TOJy4YeHHbIe ©O€3 3ampoca, Cileayer
oOpabaThiBaTh Kak CIOHTaHHbIE COOOIIEHUSI C NPUMEHEHHWEM K HUM
TpeOOBaHUI MO BPEMEHHM PENOPTUPOBAHUS, KAK M JUIsl MHBIX CIHOHTaHHBIX
COOOLICHUH.

B oTHOmeHnu ciydaeB HeXenaTeNbHbIX peakuuid n3 MHTepHeTa mnu
nM(pPOBBIX CpeAcTB HH(OpMalUH, HACHTUPUUHUPYEMOCTh COCTaBUTENS
COOOIIEHUSI OTHOCUTCS K CYIIECTBOBAHHUIO pEalbHOrO Jula, T.€.
BO3MO>KHOCTH MPOBEPUTH MPABUIBHOCTh KOHTAKTHBIX JAHHBIX COCTaBUTENS

oTtuera (HampuMmep, ObLIT MPEICTABICH ACHCTBUTEIbHBIN aJpec AIEKTPOHHOU

2 HO)KGpTBOBaHI/IC ((1)I/IHaHCOBO€ nim I/IHOC) B aJpec OpraHHSaHHH/CaﬁTa MIPOU3BOAUTCIIEM JICKAPCTBEHHBIX
npenapaTOB/uepmaTeneM PETUCTPALIMOHHOTO YJAOCTOBEPCHUSA HE ABJIACTCA BJIAaJACHHUEM, IIpU YCJIOBUH, YTO
IMPOU3BOAUTECIIb JICKAPCTBCHHBIX npenapaTOB/zlepn(aTenL PEruCTpallMOHHBIX yﬂOCTOBCpGHI/Iﬁ HE KOHTPOJIUPYET
OKOHYAaTCJIbHOC COACPIKAHUC caiita.
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nouthl). KoHTakTHBIE JaHHBIE CIEAYET MCIOJIb30BaTh TOJIBKO IJIsl LIEJeH
(dapmakoHa3opa. Eciu oTCyTCTBYET CTpaHa NEPBOMCTOYHUKA, TO B KAUECTBE
CTpaHbl MEPBOMCTOYHHKA CJIEYET UCIOJIb30BaTh CTpaHy, re MHPOpMaIus
ObLJ1a MOJIy4Y€Ha, B 3aBUCUMOCTH OT TOTO, I'JI€ BBIIIOJIHIETCS MOHUTOPHUHT.

Ecnin nepxarento perucTpallMOHHOTO yJIOCTOBEPEHUSI CTAHOBUTCS
U3BECTHO O COOOUIEHMH O I0/I03PEBAEMOIl HEXENAaTeIbHOM peakIuu,
ONKMCAaHHOW B UU(PPOBBIX CpeacTBax HHPOPMAIMH, CIHOHCOPOM KOTOPBIX
KOMITAHUS HE SIBJIAETCS, CIEAYET OLIEHUTh COOOIIEHHE, YTOOBI ONMpPENEIUTh,
NOAMaAaeT JIM OHO TOJ TpeOOBaHUSA O BBIIOJHEHUH CPOYHOTO
pEenoOpTUPOBAHUSI.

7.1.1.2. CooOrmieHusi 0 HEXKENATEeIbHBIX PEAKIHAX, MOJYYSHHBIE IO
3a1pocy

CooOmieHns O  TOJ03PEBAEMBIX  HEXKENATEIbHBIX  pPEaKIUsX,
NOJIydYEHHBIE MO 3aMpoCy — 3TO COOOIICHUS, MOJYYEHHbIE OT CHUCTEM
OpraHM30BaHHOTO cOOpa JAHHBIX, KOTOpPbIE BKJIIOYAIOT KIMHUYECKHE
UCCIIEIOBAaHUS/UCIIBITAHNSI, HEUHTEPBEHIIMOHHBIE UCCIIEI0BAaHUS/UCTIBITAaHUS,
PETUCTPHI, NEPCOHAIM3UPOBAHHbBIE IpOrpamMMbl HCITIOJIb30BaHMUS
HE3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApPATOB, JIPYrue MpPOrpaMMbl
UCIIOJIb30BAaHUSI HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaTtoB B
CBSI3M C HCKIIOUUTEIBHBIMH  OOCTOSITENILCTBAMU U3  COOOpa)MKeHHit
COCTpaJlaHus W MOHUTOPHUHTra 3a00JeBaHUIl, OMpPOCHI MAIMEHTOB WJIU
MEIUIMHCKUX pPAaOOTHUKOB, WJIM COOp JaHHBIX MO 3(P(EKTUBHOCTU HIU
NPUBEPKEHHOCTH TalMeHTOB. COOOLIEHUsI O HEXKeNaTeIbHbIX pPEaKLUsX,
MOJIy4YEeHHBIE OT KaKOW-TMOO U3 ATHUX CUCTEM cOOpa JaHHBIX, HE CJIEAyeT
CUUTATh CIOHTAHHBIMU COOOIIECHUSIMH.

B pamkax nporenypbl penopTUPOBAHUS COOOIIEHUS O HEXENaTeIbHbIX
peakuusax, TMOJIy4YeHHbIEe IO 3ampocy, CIeAyeT Kiaccu(UuIupoBaTh Kak

COOOIIIEHMS], TIOJTYYEHHBIC B X0JI€ HCCJICAOBAHUNU/UCIIBITAHUM, W BBITIOIHSTH



172

COOTBETCTBYIOIIYIO OLIEHKY NPUYUHHO-CJIEIICTBEHHOM CBSI3M C LEIBI0 HX
COOTBETCTBUS YCIIOBHUSIM CPOYHOTO PEHOPTUPOBAHUS.

7.1.2. Banunauust cooOieHui

7.1.2.1. CpouHomy PENOPTUPOBAHUIO MOJIJIEXKAT TOJIBKO
WHUBUIyaIbHBIE COOOIIEHUSI O HEKENATEIbHBIX PEAKIUAX, KOTOPbIE UMEIOT
MOJIOKUTENbHBIE pe3yiabTaThl Baluganuu. C LENbI0 BBIMOJHEHUS 3TOTO
TpeOOBaHUs BCE COOOIIECHUS O HEXKEJIATENbHBIX JIEKAPCTBEHHBIX PEAKIUAX 10
UX TPEICTaBICHUS B PEryJSTOPHBIE OpPraHbl JODKHBI OBITh MOJABEPTHYTHI
BaJMJAllMM HAa HAJIMYMEe MUHUMAJIbHOW TpebyeMoil  wmHpOpMaIuu.
MunumanbsHas Tpedyemasi nHGOpMaIKs BKIIOYALT:

a) Unentudunupyemsiii penoptep (MEPBOMCTOYHHK), KOTOPHIA MOXKET
ObITh WACHTUPUIMPOBAH 1O WMEHM WIM WHULKATIAM, aJ[pecy WIH
KBaIM(pUKALMK  (HampuMmep, Bpad, MpPOBU30p, (dapMaleBT, Jpyrou
MEIUIMHCKUI CIIEHHUAIIMCT, MALMEHT WU MOTPeOUTENb WK IPYroe JULo, He
SBIISIOIIEECS  CIEUMAIMCTOM CHUCTEMBI  3/paBooxpaHeHus). Penoprep
CUMTAETCS WACHTUPUIMPYEMBIM B CIydyae HAJIU4YUS KOHTAKTHBIX JaHHbIX,
00€eCreunBaOIIMX BO3MOKHOCTh TMOATBEPAUTH COOOIIEHUE WIIM BBIOIHUTH
noclieayouee HadIeHue, eciii 3T0 Heooxoaumo. Crenyer, 4ToObl ObLIN
UACHTUPUIIMPYEMBIMA BCE CTOPOHBI, KOTOPHIE MPEICTABISIOT WH(HOPMAIIHUIO
O Cly4ae HeXKelaTeJbHOM peakuud, B TOM YHCIE JOMOJHUTEIbHYIO
uHpopmanuio 1o 3ampocy. Ecam penoprep He KelaeT NpPEACTaBIATH
KOHTaKTHbIE JAaHHBIE, CIEIyeT CUMWTaThb COOOILIEHHE O HEXelaTeIbHON
pPEaKIuy BAIMIHBIM TIPH YCIOBUH, YTO OpPTraHU3aIMsl, TPOUH(OPMHUPOBAHHAS
0 ciydae, crocoOHa MOATBEPAUTH €ro HAMPSIMYIO C PEOPTEPOM.

06) Wnpentudunupyemslii  MaMeHT, KOTOPBHIA  MOXET  OBIThH
UACHTUQUIIMPOBAH TYTEM YKa3aHUsS WHUILIHUAJIOB, HICHTU(PUKAIMOHHOTO

HOMEpa MalKUEeHTa, JaThl POXKIACHHS, BO3pacTa WM BO3PACTHOW TPYMIIHI,
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nona. HWMudbopmamus 1o wuAeHTUDUKAIMU MalMEeHTa JOJDKHA ObITh
MAaKCHUMAaJIbHO MOJIHOM.

B) Ilo MeHbwmield Mepe, OAMH MOJ03pPEBAEMbIN JIEKAPCTBEHHBIN
npenapar.

r) [lo MeHbIIENH Mepe, oaHA MOJ03peBacMas HeXKeNaTebHas pEeaKiysl.
Ecnu nmepBOMCTOUHMK cenan yTBEPKJICHHE B MpAMoi ¢opme O TOM, YTO
UCKJIIOYAETCSl HATM4KMe TPUYMHHO-CIEACTBEHHOM CBSI3U MEXI1y Ha3HAUYCHUEM
JICKApCTBEHHOI'0 IIpenapara U HEXKENaTeJIbHOU pPEaklye, U IMOJIy4aresb
(peryJaTOpHBIM OpraH WM JAepKaTeilb PErHCTPAMOHHOTO YJIOCTOBEPEHUS)
COIJIACEH C€ JTUM, COOOILIEHUE OIpeAeNsieTcss Kak He BaJIHUIHOE
UHAUBUAYaJIbHOE COOOIIEHHE O HEXENaTeJIbHOW pPEeaKUuu, IOCKOJIbKY
MUHUMAaJIbHAsE TpeOyemas uHpopmanus siBisiercss HenosiHoM. CooOuieHue
TaK)KE OINpEJEeseTcss Kak He BAJMIHOE HWHJIWBUAYaJbHOE COOOLIEHUE O
HEXEJAaTeIbHOW peakUuH, €clId COoOOIIaeTcs, 4YTO MalHUeHT MepeHec
HEXKENATEIbHYI0 pPEaKIUI0 U HE MNPEACTABICHO YKAa3aHWE WJIM OMNUCAHUE
IIEPEHECEHHOM HEXKEIATEIbHON PEAKIIUU.

7.1.2.2. Tlpu cOope cooOIlIeHH O TMOA03PEBAEMbBIX HEXKEIaTeIbHbIX
peakuusix yepe3 MHTepHeT i nu@poBbIe CpelicTBa UHPOPMALIMM TEPMUH
«UJICHTUPUIUPYEMBIID) OTHOCHUTCS K BO3MO>KHOCTH POBEPKHU
CYILIECTBOBAHUS pernopTepa (COCTaBUTEINS COOOIICHMS) U MaIMEeHTA.

7.1.2.3. OtcyTcTBHE KaKOTO-TMOO W3 HJTHX YETHIPEX JJIEMEHTOB
MUHUMAJIbHOW MH(pOPMAIIMM 03HAYAET, YTO CIIydaill CUMTAETCS HEMOJIHBIM U
HE TOMJEKUT TNPOLEIypEe CPOYHOrO MPEACTABICHUS COOOIIEHUS O
HEXeNaTellbHOW  peakuuu. PerynsitopHble  opransl W JAepsKarenu
PETUCTPALIUOHHBIX  YJOCTOBEPEHUM  JOJKHBI  MPOSIBIATH  JOJDKHYIO
TUIATEJBHOCTh B padboTe mo cOOpYy HENOCTAIOIIMX 3JIEMEHTOB JAHHBIX B
coobmieHusix. TeM He MeHee, COOOIIEHUs O HEXKeNaTeIbHBIX PEaKIHsIX, IO

KOTOPbIM MHHHMAJIbHAA I/IH(I)OpMaI_II/ISI ABIIICTCA HCHOHHOﬁ, ciaeaycer
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PErUCTpUPOBATH B paMKaX CUCTEMBI (papMaKOHaI30pa JJisl UCIOJIb30BAHUS B
TEKYIIIeH NesITeTbHOCTH 10 OLIEHKE 0€30MacHOCTH.

7.1.2.4. Ecniu 01HO# CTOpOHE (PETyJIITOPHOMY OpraHy WId Jep KaTello
PErUCTPAIMOHHOTO YJOCTOBEPEHHUS) CTAHOBUTCS M3BECTHO, UTO PEIOPTEP
MOT' COOOIIMTHL O TOJ03PEBACMOI HEXKENIATeIbHON PEeaKIuy TaKKe APYrou
3aMHTEPECOBAHHOW CTOPOHE, COOOIEHHE TeM HE MEHee CJeAyeT CUUTATh
BAJIUJIHBIM COOOIIIEHUEM O HexenarenbHol peaknuu. CoolOuieHue o
HEXKENATEeNIbHOW peakIMy JIOJHKHO BKIIIOYATh BCHO BaXKHYHO HH(OpMaIuio,
HEOOXOIUMYIO JUIsl OOHAPYKEHUS AyOJIUPYIONIETO COOOIICHUS.

7.1.2.5. B cnydyae NOCTPETHCTPAIMOHHBIX HEUHTEPBEHIMOHHBIX
UCCIICIOBAHUM, €CIIM HMEETCS HECOIVIACME MEXAY HCCIEI0BATEIEM U
JepKaTeJIeM PETUCTPAITMOHHOTO YJIO0CTOBEPEHUS/CIIOHCOPOM HCCIIEAOBAHUS
10 BOIIPOCY B OIIEHKE MPUYMHHO-CIICICTBEHHON CBSI3M MEXJy Ha3HAUCHUEM
MOJI03PEBAEMOT0 JICKAPCTBEHHOI'O Mpernapara U pa3BUTHEM HEXKEJIaTeIbHOU
peakiuu, He CIeAyeT NEpPEeBOAUTH Ciy4yall B 0oJjiee HHM3KYIO IO CTEMEHU
JIOCTOBEPHOCTH B3aMMOCBS3M KaTeropuio. B cooOmeHnn o HexenareabHOn
peakiuy CleayeT NPEeACTaBUTh MHEHHUSI W HCCIENOBaTeNs, W JepiKaTeis
PErUCTPAIMOHHOTO YJIOCTOBEPEHUS/CIIOHCOPA UCCIICIOBAHUS.

7.1.3. Tlocnenyromas pabota C COOOIICHUSIMH O HEXeIaTeIbHbBIX
peaKkuusx

7.1.3.1.11pu IIEpBOHAYATILHOM MOJTYYCHU U COOOIICHHS 0
MOJI03PEBAEMBIX HEXKENATEIbHBIX PEaKIUsIX UHPOPMAIIUS B HUX MOXKET ObITh
HEMoJHOU. B 3TuX ciaydasx ciaeayeT BECTH MOCIEAYIOIIY0 paboTy ¢ TaKUMHU
COOOIIEHUSIMUA,  YTOOBI ~ TOJIYYUTh  JOMOJHUTEIBHYI)  MOJAPOOHYIO
uH()OPMAIINIO, SIBISIONIYIOCS BAXHOW [JIJII HAy4YHOW OIEHKH CIIydacB
Pa3BUTHS HEXKETATETbHBIX PEAKIIUH.

7.1.3.2. Metoapl mocheayromed padoThl ClCAyeT HaIeIuTh Ha

OIITUMHU3alIHUIO c60pa HEJIOCTaroIIeH I/IH(bOpMaI_II/II/I. Hackonbko BO3MOXXHO,



175

CJIeJlyeT MOoJIy4aTh MUCbMEHHOE MOATBEPKICHUE CBEACHUMN, TPEICTABICHHBIX
YCTHO. DTy CTaHJAPTHYIO JIEATEIbHOCTh MO (hapMaKOHA130py CIEAYET BECTU
croco0aMy, TMOOMIPAIOIMIMMHU TEPBOMCTOUYHUK (penoprepa) MIpPeACTaBISTH
HOBYI0 HMH(OpMALIMIO, BaXKHYIO JUJIi HAyYHOM OLIEHKHM 0co0Oro Bompoca
0€30MacHOCTH.

7.1.3.3. B cnyuasax, korga uHdopmalus mojiydeHa HEMoCpPeICTBEHHO
OT MalMeHTa WIK NOTPEOUTENS], MPEIOIaraloliero HajIuuue HeXKellaTeIbHON
peakuuu, eciau HHQPOpMALMs SBISETCS HEMOJHOM, CIEAYeT NPEeINpPUHSATH
NOMNBITKM TOJYYEHHs] COIVIaCUsl Ha KOHTAaKT C COOTBETCTBYIOLIUM
MEIUIIMHCKUM  paOOTHUKOM,  4YTOOBI  MOJYYUTh  JOMOJHUTEIHHYIO
uHdopmanuo. Ecnmu MenunuHCKui paOOTHUK MOATBEPANI (TTOJHOCTHIO WU
YaCTUYHO) TaKOM Cily4ail, HICXOJHOE COOOILEHHE MO0 KOTOPOMY COCTaBIIEHO
noTpeOUTeNneM WIM MalUeHTOM, CJEIyeT TOYHO OTpa3uTh JaHHYIO
uH(}OpMalKIO B UHANBUYAIBHOM COOOILIEHUH O HEXENaTeIbHOW PeaKIuH.

7.1.3.4. B OTHOIIEHUH TMOJO3PEBAEMBIX HEKEIATEIbHBIX pPEaKIIHA,
CBS3aHHBIX ~ C  JICKAPCTBEHHBIMH  TMpernapaTaMd  OHOJIOTHYECKOTO
MPOUCXOXKJICHUSI, OCOOYI0 Ba)XXHOCTh UWMEET TOYHas HWJICHTU(UKAIIUS
COOTBETCTBYIOIIETO JIEKAPCTBEHHOr'O0 Mpernapara B  OTHOIIEHUH €ro
uszrotosienus. [loaTomy cneayer mpuHUMAaTh BCE HAJIEKAILKME MEPbI IS
TOYHOTO YyKa3aHUs TOPrOBOrO Ha3BaHUs JIEKAPCTBEHHOrO IIpenapara u
HOMeEpa MapTUH.

7.1.4. YupaBneHue JaHHbIMU

7.1.4.1. DnexkTpoHHbIE JaHHbIE U OyMaXXHbIE COOOLIEHUS O
M0/I03PEBAEMBIX HEXENATeNIbHbIX PEAKIUAX CIEeIyeT XpaHUTh U 00palarbes
C HUMH TakUM >Xe 00pa3oM, KaKk U C JPYTUMH MEIULUHCKUMH 3alUCSIMH,
BKJIIOYasl BBITIOJIHEHUE TpeOoBaHUM MO 00ecreyeHn0 KOH(UIESHIIMATbHOCTH
B OTHOIICHUH UIACHTU(OUIIMPYEMOCTH TAIMEHTOB W PEMOPTEPOB, W B

COOTBCTCTBHUHU C Tpe6OBaHI/I$IMI/I HAallMOHAJIBHOI'O 3aKOHOAATCJIbCTBA O
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HEMPUKOCHOBEHHOCTU  JIAHHBIX. Cnegyer  XpaHuTh B TaiiHe
UACHTU(OUIIIPYEMBbIE TIEPCOHAIBHBIE CBEACHHUS O COCTABIISIONIUX OTYETHI
(penoprepax) cnenuaIucTax CUCTEMBI 3/IPAaBOOXPAHEHUS.

7.1.4.2. YtoObl 0O0ECHEYUTh COXPAaHHOCTb M KOH(PHUACHIIMAIBHOCTb
JAHHBIX 10 (apMaKkoOHAI30py, CIEAyeT NPUMEHSATh CTPOTUNA KOHTPOJIb
JOCTyNa K JOKyMeHTaM U 0a3aM JaHHBIX TOJBKO YHOJHOMOYEHHOMY
nepcoHany. /lanHoe TpeOoBaHME MO OOECHEUEHHIO OE30MaCHOCTH JaHHBIX
pacnpocTpaHseTCs Ha BCE dTallbl MPOXOXKACHUS U OOpalieHus JaHHBIX. B
ATOW CBS3U CJEAyeT peain30BaTh MPOIEIyphl oOecTeueHnsi 0€30MMacHOCTH 1
COXPaHHOCTH JIAaHHBIX BO BpEeMs Mepeaun JaHHBIX.

7.1.4.3. Eciu mnepenaya maHHBIX (apMakoHaA30pa MPOUCXOJIUT B
mpeaenax OpraHu3alMd WM MEKIYy OpPTaHH3alldsIMH, CIEIyeT MPUMEHSTh
TaKOW MEXaHW3M, TMPHU KOTOPOM HMEETCS IMOATBEP)KICHHE TOTO, YTO BCE
YBEJOMJICHHS TIOJTYY€HBI; B JAHHOM CiIy4yae clieyeT 00eCIeunuTh IpPOoIecc
NOATBEPKICeHUsT w/wnu cBepku. MHdopmainus mo cooOlieHruo o ciaydae
Pa3BUTHUSL HEXKENATEIHHOW PEAaKIMU MOXKET TMepeaBaThCsl TOIBKO MEXIY
3aMHTEPECOBAHHBIMH JIUIIAMHA B aHOHUMHOM (popMmare.

7.1.4.4. XpaHeHne JAHHBIX B DJEKTPOHHOM BHUAE JOJKHO
o0ecneunBaTh TOCTYII «OH-JTAH.

7.1.4.5. Ilpoueaypa  HWCHOJIB30BaHUS  TEPMHUHOJIOTMU  JOJDKHA
MOHUTOPUPOBATHCS M OBITH BATUAUPOBAHHON MyTEM BBITIOJIHEHHS ayAuTa IO
o0ecIieuyeHnI0 KauyecTBa IM00 CUCTEMATUYECKH, TNOO B BUJIC TICPHOTNIECKON
BBEIOOpOYHOU OoreHKH. [lepconan moimkeH ObITh TPOMHCTPYKTHPOBAH B YaCTH
BBOJIa JAHHBIX TI0 HCIIOJb30BAHWIO TEPMHHOJIOTHH, KBaTU(HUKAIUS
NMepcoHaia JOJDKHA TEPUOAWYecKH moAaTBepxkaaThcsa. CoolOmenus o
HEXEJIATeIbHBIX PEaKIUsIX, MOJTyYeHHbIE OT MEPBOMCTOUHUKA (pemopTepa),
ciemyeT oOpabaTeiBaTh HEMpeAB3sITO, 0e3 TpaHchopmanmu wHPOPMAITUN U

BMCHIATCIIBCTBA, a4 TAKXKE BO BpEMA BBOJAd MOdHHBIX WK IICpCaadun



177

AMIEKTPOHHBIX JIaHHBIX clieayeT wu30berarh mpunuckiBaHuil. CooOIeHus
JIOJKHBI BKJIIOYATh JOCJIOBHBIM TEKCT, MCHOJIb3yEMbI B MEPBOUCTOYHUKE,
WA €ro TOYHbIM mnepeBOoA. VICXOOHBIM JOCHOBHBIA TEKCT CIIEAYET
KOJIUPOBATH C UCIOJIb30BAHUEM COOTBETCTBYIOIIECH TEPMUHOIOTHUH.

7.1.4.6. XpaHeHWe JAaHHBIX B DJEKTPOHHOM BHJAE JOJKHO
oOecrieunBaTh MPOCICKHUBAEMOCTD («ayAUTOPCKUN CJE») BCEX BBEICHHBIX
WM U3MEHEHHBIX JaHHBIX, B TOM YHWCJIE JaThl U UCTOUYHUKOB MOJYYEHHBIX
JTAHHBIX, & TAKXKE JIaThl U MECTA, B KOTOPOE JaHHbIE NIEpeatoTCsl.

7.1.4.77. Cnenyer peryJsipHO TMpOBEpATh 0a3bl JaHHBIX  JUIS
oOHapyXeHHsI U 00pabOTKH TyOIMPYIOMMX COOOIEHWH O HEXKEIaTeIbHBIX
pEaAKIMSIX.

7.1.5. YnpaBneHune kaueCTBOM

7.1.5.1. PerymatopHbIM OpraHaM H JEpKaTEIsIM PETUCTPAUMOHHBIX
YAOCTOBEPEHUN CJEAYyeT MMETh CUCTEMY VYIIPaBJICHHUS Kauye€CTBOM, UYTOOBI
rapaHTUPOBAaTh COOTBETCTBHE HEOOXOAMMBIM CTaHJapTaM KadecTBa Ha
KOKIOW CTauM OOpaIeHUs ¢ COOOIICHUSMH O HEXEIaTeIbHBIX PEaKIIHsX,
TaKUMHM Kak cOOp JaHHBIX, Iepelada JaHHBIX, YIMPABJICHUE JaHHBIMU,
KOJIUPOBAHUE U apXUBUPOBAHUE JaHHBIX, BAUAAIMS ClIydas, OIlEHKa CiIydas,
NoJIyuyeHHe nocieayroieid nHhopMaluu 1 MPeCTaBICHUE WHIUBUYTbHBIX
COOOIIEHN O HeXeaaTeabHbIX peaknusX. COOTBETCTBHE COXPaHCHHBIX
JAHHBIX  MCXOJHBIM  COOOIICHWSM W  COOOIICHHSAM,  COJEpIKAIIUM
uHpopMaIuio 0 TOCIEAYIONIEH OILIEHKE, CIIeNyeT MPOBEPSATh C IMOMOIIbIO
MpOIEAYp KOHTPOJSI KauecTBa, KOTOPHIC JEIal0T BO3MOXKHON BallUJALIUIO C
COTIOCTaBJICHUEM C MCXOJHBIMHU JIAHHBIMH WJIW MX H300paxeHussMu. B atoi
CBSI3M CJEAYyeT HWMETh JIETKMM JOCTYyHn K JIaHHBIM TEPBOUCTOYHHUKA
(HampuMep, MHUCbMa, COOOIICHWS TIO0 JJICKTPOHHOW IIOYTE, 3alucH
Tele(OHHBIX Pa3rOBOPOB, KOTOPHIC BKIIOYAIOT TOAPOOHBIC CBEICHHS O

peaKHI/II/I) 500051 I/I306pa)KCHI/IIO JaHHBIX MCTOYHUHKA.
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7.1.5.2. IluceMeHHbIE CTaHAapTHBIE pabouyue MNPOLEIYPbl JOJKHBI
rapaHTUPOBATh UYETKOE paclpejielieHue pojed U 00A3aHHOCTEH, SICHOCTh
MOCTAaBJICHHBIX 3a/lad IS BCEX 3aJCMCTBOBAHHBIX CTOPOH. JlOMKHO OBITH
pa3pabOTaHO M BHEAPEHO IMOJOKEHHE O HAIJIEXKAIleM KOHTPOJIE U, €CIU
TpebyeTrcs, 3BMEHEeHUHU cucTeMbl. J[aHHoe TpeOoBaHMe pacnpocTpaHsieTcs Ha
JEeSATEIbHOCTh, HA KOTOPYIO 3aKIIOYAETCS KOHTPAKT C TPETHUMHU CTOPOHAMH,
9bU TMPOIEAYPHl CIAEAYET IPOBEPSTh, YTOOBI YIOCTOBEPHUTHCS, UYTO OHU
SIBJITFOTCSI COOTBETCTBYIOIIMMHU U OTBEYAIOT MPUMEHSIEMBIM TPEOOBAHUSM.

7.1.5.3. CaenyeT nmpoBOAUTH COOTBETCTBYIOIIEE OOyUYeHHUE TEpcCoHaa,
KOTOpPBI HEMOCPEICTBEHHO BEAET MEATEIbHOCTh MO (apMakoHAI30py, a
TaKKe€ TIEpCOHala JPYrux OTAENIOB, KOTOpPhIE MOTYT TMOJy4YaTh WU
oOpabaThiBaTh  CcOOOILIEHHS 1O  O€30MacHOCTH  (Hampumep,  OTIEeN
KIMHUYECKOW  pa3pabOTKu, MNpoAax, MEIUUMHCKOW  uHGOpMAaINH,
IOpUINYECKAM, KOHTpOJds KadectBa) OOydeHHWe JOJDKHO — BKJIIOYATh
COOTBETCTBYIOIIME pa3/ielbl 3aKOHOJATEIhCTBA M PYKOBOACTB B cdepe
dbapmakoHam3opa, a TaKXKe CHOeluaibHOe OOyYeHHE 110 BBITTOJHEHHIO
NEATEeIbHOCTH IO 00pabOTKE OTUYETOB.

7.1.6. Ocobble cutyauuu

7.1.6.1. Hcnonp3oBaHHE JEKAapCTBEHHBIX IIPENApPAaTOB BO BpeEMs
OEpEeMEHHOCTH UM KOPMJICHUS TPYIBIO

7.1.6.1.1. bepeMeHHOCTb

Cnengyer oOecrneunTh MOCJHEAYIONIEE OTCIECKMBAHUE CIy4yaeB, B
KOTOPBIX OSMOpPHOH WM TUIOJ] MOTJM TOJBEpPraThCs BO3CHCTBHIO
JICKapCTBEHHBIX CPEACTB (ITIOCPEACTBOM JMOO BO3JEHCTBHS Ha MaTh, JUOO
nepenayn JIEKApCTBEHHOTO CPEJCTBA Uepe3 CIepMy Iociie BO3JACHCTBUS Ha
orma), d9roObl coOparh wuHpopMamuio 00 wucxome OEpeMEHHOCTH U
BO3MO>KHOM BJIMSIHMM Ha pa3BuUTHE pebeHka. Eciu aelicTByroliee BelecTBO

(I/IJII/I OAUH u3 €ro MeTa6OJII/ITOB) HUMECT I[JIHTGJIBHBIfI nepuona
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MOJIYBBIBEJICHUSI, ATO CJEAyeT NIPUHUMATh BO BHUMAaHUE IIPU OILICHKE
BO3MOKHOCTH BO3JIEHUCTBHUS Ha IUIOJA, B Ciydae €CIA JIEKAPCTBEHHBIN
npenapar NpUuHUMANCS J0 3a4aTusl.

Cnenyer oOecrneuynTh HaIWM4Me HaubOoJiee MOAPOOHBIX CBEIACHUNU B
COOOIICHUSIX O BO3ACHCTBUU JICKAPCTBEHHBIX IMpenapaTtoB BO BpeMs
OEpEeMEHHOCTU C IEeJIbI0 BO3MOKHOCTH BBITIOJTHEHUSI OLEHKH MPUYUHHO-
CIIEICTBEHHOW cBs3U. [ 3THX ciaydaeB MOryT OBbITh pa3pabdoTaHbl U
UCIIOJIb30BaThCS CTaHJAPTHBIE BOITPOCHUKH.

OTnenpHbIE Cydan C HEXKeNaTeIbHBIM HCXOJO0M, CBS3BIBAEMBIE C
JIEKapCTBEHHBIM TIPENapaToM IOCJie BO3JECHCTBHS BO BpeMs OEpEMEHHOCTH,
KJIAaCCU(PUITUPYIOTCS KaK Cepbe3HbIE HEXKeNaTeIbHbIE PEaKIUU, KOTOpPbIC
MOJIeXKAT CPOYHOMY PEHOPTUPOBAHUIO B COOTBETCTBUHU C TpeOOBaHUAMU
3aKOHOJIaTEJIbCTBA.

3T0, B 0COOEHHOCTH, OTHOCUTCS K CIEIYIOLUIUM CIy4asiM:

a) COOOIICHUST O BPOXKICHHBIX aHOMAJIUSIX WM OTCTABAaHUU B PA3BUTHH
y TIoja Wik peOeHKa,

0) cooOIIeHUS 0 CMEPTH IUI0JIa U CAMOIIPOU3BOJILHOM a0opTe; U

B) COOOLIEHUS O TI0J03PEBAEMBIX HEXKEIATENbHBIX PEaKUUsIX y
HOBOPOXXJICHHOTO, KOTOPBIE KJIACCUPUIIUPYIOTCS KaK CEPbE3HBIE.

He nmoanexar cpoyHOMYy pENOPTUPOBAHUIO WMHBIE CIIyYau, TaKUE Kak
COOOIIIEHUS O MpephIBaHNU O€peMEHHOCTH 0e3 MH(pOopMaIluu O BPOKICHHOM
MOPOKE Pa3BUTHS, COOOIICHUS O BO3JICHUCTBUM HA OEPEMEHHOCTh O€3 JaHHBIX
00 ucxoAe WM COOOIICHUS, B KOTOPHIX HMMEETCS HOPMAJbHBIA HCXO],
MOCKOJIbKY HE UMeEETCs IMOJ03peBaeMoi HexkenaTenabHou peakiuu. OgHako
JAHHBIE COOOIEeHMs CleayeT 00padaThiBaTh, KaK M JPYTHE COOOIICHHS O
HEXKEJATENbHbIX PEAKIUAX Ha JEKAPCTBEHHBIN Npenapar.

B ompeneneHHbIX ciaydasx BCE€ COOOIIEHUS O  BO3JICMCTBUH

JIEKApCTBEHHOI'0 TIperapara B MEPHOJ OEPEeMEHHOCTH MOTYT TOJJICKATh
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CpOYHOMY penopTupoBaHuto. J[aHHoe TpeOoBaHME/yCIOBUE MOXKET OBITh
BKJIIOYEHO B IUIAH YINPABICHUS PUCKAMHM M, KAaK MPaBUIO, OOYCIOBIIEHO
HaJIMYHEM NPOTUBOIIOKA3aHUS 110 IPUMEHEHHUIO BO BpeMsi OEpEMEHHOCTH WU
BBIPAKEHHOU TE€PaTOT€HHOCTHIO JIEKapCTBEHHOTO CpencTBa u
HEO0OXOAMMOCTHIO 0053aTEIBHOTO TIIATEIBLHOTO MOCJIEAYIOIIETO
MOHHUTOPHUHTa (HalpUMEpP, B OTHOLLICHUH TATUAOMUIA, U30TPETUHONHA).

Cnengyer He3aMEIIUTEIbHO YBEAOMIIATH PETYISTOPHBIE OpPraHbl O
BBISIBJICHUM CHUTHajJa O BO3MOXKHOM TepaToreHHoM 3ddekrte (Hampumep,
rpyImIa CXOIHbIX AHOMAJIbHBIX UCXOJOB).

7.1.6.1.2. KopMiieHue rpyabto

Crnenyer cooOwaTe O MOJ03PEBAEMBIX HEXKENATEIbHBIX PEAKIMSIX,
KOTOpbIE HMMEIOTCS Yy MJAQJEHUEB I0CIEe BO3JAEHCTBUS JIEKAPCTBEHHOIO
CpeJICTBa MPHU €ro MPOHUKHOBEHUU B TPYAHOE MOJIOKO.

7.1.6.2. cnonb30BaHUE JTEKAPCTBEHHOrO IpEnapara B NEAUATPUU U Y
MOKUJIBIX JIFOJIEH

Cnenyer mnpuiaratb BCE€ BO3MOXHBIE YCHIMS JJISI TMOJYy4YEHUS U
yKa3aHusi BO3pacTa WM BO3PACTHOM TPYNIbl Mal[MEHTa, €CIU O Ciyyae
COOOIIaeT CHEIUAIUCT CHCTEMBbl  3PABOOXPAHEHUsS, NAUUEHT WU
noTpedurenb, 4YToObl HMMETh BO3MOXHOCTh YCTAHOBUTH IOTEHIHMAIBHbBIC
CUTHajJbl O 0€30IacHOCTH, XapaKTepHbIe JJis OINPEACNIEHHON TPYIIIIbI
HaCEJICHUS.

Ecnu ucnonbp30BaHME JIEKQpPCTBEHHOTO IIpernapara pacnpoCcTpaHEeHO
Cpeld TPyl MalMEeHTOB, HE BKJIIOYEHHBIX B OJJOOPEHHYIO MHCTPYKIHUIO IO
MEIUIIMHCKOMY TPUMEHEHHUIO0, BAXKHO, YTOOBI M PEryJsiTOPHBbIE OpraHbl, U
JEpKATEN PErHCTPALMOHHBIX YAOCTOBEPEHUN OCYIIECTBIISZIA MOHUTOPHUHT
KaKuX-11M00 TMocieayomux npodieM Mo 0e30MacHOCTH M MPUHUMAIH
COOTBETCTBYIOLIUE MEPHI 110 paboTe ¢ HUMHU. [[epkaresisiM perucTpauoHHbIX

YAOCTOBEPEHUN U PETYJISITOPHBIM OpraHaM CJIeIyeT MOOUIPSATh COCTABJICHUE
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U TPEICTaBICHHE COOOLIEHUII 000 BCEX IOJ03PEBAEMBIX HEXKEIATEIbHbBIX
peaKIusax, Jaxe €CIM OHM HMEIOT MECTO CpeAM TPYI HaceJIeHHs, He
BKJIFOUEHHBIX B MHCTPYKIIHIO IO MEUIITHCKOMY MTPUMEHEHHUIO.

7.1.6.3.  CooOmeHus 0  MEpelO3UpPOBKE,  3JI0YNOTPEOJIICHUH,
HENPAaBWJIBHOM NPUMEHEHHM, MEJUIMHCKUX OIIMOKax WM BO3JEHCTBUM,
CBSI3aHHOM C NPO(ECCUOHATIBHOMN 1€ATEIbHOCTHIO.

B cnywae ecnm mepeno3upoBKa, 370YNMOTpeOsieHHe, HEMpaBHIbHOE
OpUMEHEHHE, MEIUIMHCKas  OIIMOKa, BO3JEHCTBUE, CBS3aHHOE C
npodeccHoOHAIbHON ~ JIEITENbHOCThIO, HE  TPHUBEIM K  Pa3BUTHIO
HE)KEJIaTeIbHOW  peaklUyd, OHU HEe TMOJIekaT MpOoLEAype CPOUYHOIrO
pENoOpTUPOBaHUA. DTH JaHHbIE CIEAYET YUYHMTHIBaThb B COOTBETCTBYIOLIEM
NEePUOIUYECKOM OOHOBIIIEMOM OTYETe IO OE€30MacCHOCTM U  IUIaHe
yIOpaBlIEHUsT PUCKaMH, €CIH 3TO MpUMEHHMO. Eciu maHHble CcOOOIIEHUS
COJepKaT JaHHbIE MO OE30MacHOCTH, BIHUAIIIME HAa COOTHOILICHHUE
[0JIb3a/pUCK JIEKAPCTBEHHOIO Ipenapara, O HHUX CIEAYeT YBEIOMIISThH
PEryJISTOPHBIE OpraHbl B COOTBETCTBUH C TPEOOBAHUSIMHU 3aKOHOJATENIbCTRA.

7.1.6.4. OtcytcTBue TepaneBTUYECKON 3(hPEeKTUBHOCTH

CooOmienust 00 OTCYTCTBMM TepaneBTHUECKOW 3ddexkTuBHOCTH
CIIEyeT PETUCTPUPOBATh U BBINOJHATH TOCIEAYIONyI0 paboTy 1o
o0ecneyeHnIo NoaHOTH HHpopManuu. JlaHHbIE COOOIIEHNS, KaK IPABUIIO, HE
MOJJIEKAT CPOYHOMY PETNOPTHPOBAHUIO U YUUTHIBAIOTCS B MEPUOIUYECKOM
OOHOBJIIEMOM OTUYeTe MO Oe30macHOCTH. B ompenesneHHbIX clydasX MOXKET
noTpeOOBaTHCS MpeCTaBIICHUE COOOIIECHUI 00 OTCYTCTBUU
TepaneBTH4YecKor 3P(PEeKTUBHOCTH B TeueHue 15-mHeBHOro cpoka. JlaHHble
Cllydal BKJIIOYAIOT OTCYTCTBUE TepaneBTUYecKol 3(P(EKTUBHOCTU MPH
OPUMEHEHUH TOJI03PEBAEMOr0 JIEKApPCTBEHHOTO TMpemnapara s JIeYCHUS
3a00JIeBaHUMN, TMPEJCTABISIIONIMX YIPO3y JKU3HHM (BKIIIOUYas YrpoOXKarouiue

KHU3HU I/IH(I)CKI_[I/IOHHBIC 32160J'IGB3HI/I$I, BbBI3BBAHHBIC  YYBCTBUTCIIbHBIMU
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MUKpPOOpPraHu3MaMu JIMOO pPa3BUTHEM HOBOTO YCTOMYMBOrO IITamMMa
OakTepuu, paHee CUUTABIIETOCS BOCIPUHUMYMBBIM), a TAK)KE B CIIydae, €CIH
M0/I03PEBACMBIMH  JIEKAPCTBCHHBIMH TIpeNapaTaMyu SIBJISIOTCS BaKIUHBI U
KOHTpPAICNITUBEI.

B oTHOmIEHHMM BakUMH CIEIYyeT COOOIIAaTh O CIydasiX OTCYTCTBHUS
3¢ (PEKTUBHOCTH, B YACTHOCTH, YTOOBI BBIICIUTh MOTCHI[MAIbHBIE CUTHAIIBI O
CHM)KCHHOM HWMMYHOT€HHOCTH B TOATPYNNE BaKIMH, CHUKEHHOM
UMMYHUTETE WM 3aMEIICHUH IMTaMMa. Takhe CHUTHAJIbI MOTYT MOTPeOOBaTh
OTIEPAaTUBHBIX JCUCTBUH U JATLHEUINIETO N3YUYEHHUS B MOCTPETUCTPATMOHHBIX
HACCIEN0BAHUAX O€30aCHOCTH.

7.1.7. CpouHoe mpeACTaBICHHE WHAWBUIyAIbHBIX COOOIICHUN O
HEXEJAaTeNIbHbIX peakuusXx W UuHOM wuHdopMmMauuu 1o Oe30MaCHOCTU
JIEKApCTBEHHOIO TIpernapara

[IpencraBieHuo B  PEryJISITOPHbIE OpraHbl  MOJJIEXAT  TOJIBKO
COOOIICHUSI O HEXKENATEIbHBIX PEaKIUAX, MpoIIeanue Banyaanuo. Otcuer
BPEMEHU IS BBIMIOJIHEHHS TMPOIEAYPHl CPOYHOTO  PETMOPTUPOBAHUS
COOOIICHUI HayWHAeTcs OT TOr0 MOMEHTAa, KaK TOJbKO HHOpMaIus,
colepkaiias MUHUMAJIbHBIE KPUTEPUH IJIs TIPEACTABJICHHUS COOOIICHUS,
cTaja JIOCTyIHA ACPXKAaTEeII0 PETHCTPAIMOHHOTO YJIOCTOBEPEHUS, BKIIHOYAs
MEIUIIMHCKUX TIPEACTaBUTENICH M MOAPAIYUKOB. JTa JaTa CUYUTAETCS ATON
Hayasa oTcueTa («JI€Hb HOJIbY).

B Tex ciywasix, korma gep)kaTeilb pPEeruCcTPallMOHHOTO YIOCTOBEPECHUS
YCTAaHOBWJI KOHTPAKTHBIE JOTOBOPEHHOCTH C JIMIIOM WJIM OPTaHU3allueH,
ciemayer, 4YToObl CYIIECTBOBAIM TOYHBIE MPOLEAYPhl U TMOAPOOHBIC
COTJIAIICHUS MEXIy JepKaTeJeM pPErucTPAllMOHHOTO YIOCTOBEPEHUS U
JUIOM/OpraHu3aiueli, dYro0bl O0O0ECHEYHTh BBITIOJHEHHUE JepiKaTesieM
PETUCTPAIIMOHHOTO  yAOCTOBEPEHUs OO0S3aTeNhCTB 1O MPEACTaBICHUIO

COOOIIIEHUI O HEeXeJIaTeNbHbIX peakiuax. JlaHHble TpoIeAypbl TOKHBI
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OmnpeneNsaTh, B  YaCTHOCTH, Tpolecchl oOMeHa wuHboOpMalHendn o
0€30MacHOCTH, B TOM UHCIIE BPEMEHHbIE WIKAJIbl, W OOS3aHHOCTH
MPEJCTABIISATh COOOIICHUSI O HEXKENATENbHBIX PEAKIMSIX B PEryISTOPHBIC
opranbl. Crnenyer u3beratb AyOJUpPOBaHUS MPEJCTABICHUS COOOIICHUIN B
peryJISITOPHBIE OPTaHbI.

B oTHomieHMM WHAMBUIYATBHBIX COOOIICHUM O HeKeIaTeIbHBIX
peakIusix, OMNHCAHHBIX B HAYYHO-MEAMUIMHCKOW JHUTEpaType, OTCUET
BpeMEHU («IEHb HOJIb») HAYMHAETCS OT JaThl OCBEJOMJIEHHOCTH O
nyoJMKalMk,  COJEpKallle  MUHUMaIbHYIO  uUHpopmanuioo.  Eciwu
YCTAHOBJICHBI KOHTPAKTHBIE JTOTOBOPEHHOCTH C JIMIIOM/OpTaHW3alued Ha
BBITIOJTHEHWE IIOMCKOB B JIUTEpAType HW/WIIM COCTaBIICHHE COOOIIEHUH O
HEXKENATENbHBIX PEeaKIUsIX, CJIEAYeT, 4YTOObl CYIIECTBOBAIM MOJPOOHBIC
COTJIAllICHUs, YTOOBI TapaHTUPOBATh, YTO JIEpXKATEIb PETUCTPAIMOHHOIO
YAOCTOBEPEHHUSI MOJKET BBINOJHUTh TpPeOOBaHUSA 3aKOHOJATENIbCTBA IIO
PETOPTUPOBAHUIO.

Ecnam monydena momonHUTEIbHAS BaKHAS WHQPOpPMAIKS B OTHOIICHUH
paHee TMPEJCTABICHHOTO COOOIIEHUS O HEXeNaTeJIbHOW peakIuu, OTCYET
BPEMEHU [IJII COCTABJICHUS TMOCJIEAYIOIIEr0 COOOIICHUsT HAYMHAETCS] CHOBA
JUIS. TIOJIJa4yd  TOCJIEIYIONMIET0 COOOIICHUS OT JaThl TOJYYEHHUs] BaKHOU
nocieaywoeid napopmanuu. s meneld cocTaBieHUS COOOICHUS BaXKHAs
nocieaymm@as  uHpopMmamus — OTO  HOBas  MEIWIMHCKAs  WUIH
aIMUHUCTpATUBHAs WHOOpMaIMs, KOTOpas MOXET OKa3aTh BIIMSHUE Ha
OIICHKY WJIM YMPAaBJICHUE CIy4aeM WM KOTOpask MOXXET H3MEHUTh €ro
KPUTEPUH TSHKECTH; HECylecTBeHHasi UHGOpMaIs BKIIOYaeT OOHOBJICHHBIC
KOMMEHTApHUHU II0 OIICHKE CIIy4yaeB WJIM HCHPaBICHUS THUIOTpapuuecKux
OIIMOOK B MIPEBIAYIIEH BEPCUU CITydas.

7.1.7.1. TpeboBaHus MO CPOYHOMY MPEACTABICHUIO COOOIIEHUNH O

HCIKCJIATCIIBHBIX PCAKIUAX
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Jepxatenum perucTpalMOHHBIX YAOCTOBEPEHMH B CpoK n0 15
KaJICHJAPHBIX NHEH OT JAThl MOJYYCHHUS AEPHKATEIEM PETUCTPALUOHHOTO
YIAOCTOBEPEHUS WUJIA €r0 YIOJHOMOYEHHBIM MPEACTABUTEIEM MUHUMAIBHOU
Tpedyemoit undopmaruu (11.7.1.7. IIpaBuir) mpeaCcTaBISIIOT B PETyIsSTOPHBIM
opraH rocynapcra-uieHa EADC:

- cooOmIeHMe O Cepbe3HOM  HEeXKeJIaTeIbHOW  peaklud  Ha
JIEKapCTBEHHBIN MpPENapar, BhISIBICHHOW HAa TEPPUTOPUUA COOTBETCTBYIOIIETO
rocynapctBa-wieHa EADC;

- COOOIIIEHHUE O CePbEe3HON HENPEIBUIACHHON HEXKENAaTeIbHOW peaKiuu
Ha JIEKApCTBEHHBIN Mpenapar, BhISIBICHHON HAa TEPPUTOPUH UHBIX CTPaH.

Y CTaHOBJICHHBIN CPOK PENOPTUPOBAHUS NPUMEHSETCS K MEPBUYHON U
K nociueAymomed uHoOpManuMM O  HEXeNaTeJlbHOW  peakiuu  Ha
JIEKapCTBEHHBIX Mpemnapar.

B cnywyae mnepeBedcHHs HEXENATENbHOM pEAKIMU U3 KATErOpUHU
CEPbE3HOM HEXKEIIATEIbHOW PEAKIMU B HECEPbE3HYK) HEXKEIATEIbHYIO
peakuuio, JaHHas uWHOOpMaIMA JOHKHA OBITh  TPEACTaBiICHA B
PEryJIATOPHBINA OpPTaH B CPOK He Oosiee 15 kaneHgapHBIX THEH.

7.1.72. Cnoco6 wu ¢opma mnpeacraBieHuss COOOIEHUH O
HE)KEJIATEIbHBIX PEAKIMIX

NunuBunyanbHble  COOOIIEHHWS O  HEXKENATENbHBIX  PEaKIIHIX
JIEPKATENSIM PETUCTPANMOHHBIX YAOCTOBEPEHUN CIIEIYET MPEACTABISATh B
pEryJIATOpHBIA Oprad rocygapctBa-uieHa EADC B 3JIEKTPOHHOM BUJE.
dopmaT UHAMBUYATBHBIX COOOIIEHUN O HEXKEJIATeIbHBIX PEAKIUIX JOJIKEH
COOTBETCTBOBaTh  PYKOBOJCTBY MeEXIyHapoaHOH  KOH(EpPEHIIUH 10
rapMOHU3alMU «YTPaBJICHUE JAaHHBIMU [0 KJIMHUYECKOW OE€30MacHOCTH-
AJIEMEHTHI JaHHBIX IS TIEpeaadr COOOIEeHUN 00 MHANBUIYATBHBIX CITydasx
HEXeNaTeNnbHbIXx peakiuit» E2B. Tlpm cocraBmennn coobmennii o

HCXKCJIATCIIBHBIX PCAKOUAX CICAYCT PYKOBOACTBOBATHCA )IGI\/,ICTBYIOHICI\/'I
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Bepcueld ~ MEOUIMHCKOTO  CJIOBaps  TEPMHUHOJOTHUU  PETYISTOPHOU
nesrenbHOCTH MedDRA MexmyHapoqHOoi KOH(GEPEHIIUU 10 TApMOHHU3AINH
(ICH).

7.1.7.3. TpeOoBaHUs IO CPOYHOMY MPEACTABICHUIO MHOW HHPOPMALINU
1o 0e30MacHOCTH JIEKApPCTBEHHBIX MPENnapaToB

CpouHOoMy MpeACTaBICHUIO B CPOK He Ooisiee 15 kanmeHmapHBIX THEU
NOJJICKUT CIIeyIollas BakHas HMHQOpManMs Mo Oe30IaCHOCTH, KOTopas
MOXET CBUIETEIbCTBOBATh OO0 HM3MEHEHHUAX B COOTHOIIEHUH MOJIb3a-PUCK
JIEKapCTBEHHOTO Mpernapara:

a) MPEBBIIIECHUE OXHUJAAEMOM YaCTOThl CEPbE3HBIX HEXKEIATEIbHBIX
peakuuii, KOTOPOE MOKET OKa3aTh BIWSHHUE HA COOTHOIIECHHE I0JIb3a-PUCK
JIEKapCTBEHHOTO MpeTnapara,;

0) orpaHuueHHs B PACHPOCTPAHEHUU JIEKAPCTBEHHOTO Mpernapara,
OT3bIB, HEMPOJJICHWE, AaHHYJUPOBAHWE WM NPHUOCTAHOBKA JIEWCTBUS
yAOCTOBEPEHU O TOCYAApCTBEHHOW  pEerucTpanuu/pa3peiieHuii  Ha
MapKEeTHHI Ha TEPPUTOPHUM JPYTUX CTpPaH IO IpPUYMHAM, CBA3AHHBIM C
0e30macHOCTbI0O M 3(P(EKTUBHOCTHIO  JIEKAPCTBEHHOTO  Ipernapara,
WHULMUPOBAHHBIE  PETrYJSATOPHBIMM  OpraHaMyd WA  JIepXKaTelsiMu
PErMCTPALIMOHHBIX YOCTOBEPEHHUM TaHHOTO JIEKAPCTBEHHOT O Mpenapara;

B) BHECEHHME CYLIECTBEHHBIX M3MEHEHHI B pPEKOMEHJALUUU 110
MEIUIMHCKOMY NPHUMEHEHUIO HAa TEPPUTOPHUH APYIHMX CTPaH IO NMPUYUHAM,
CBSI3aHHBIM C 0€30MacHOCTHIO JIEKAPCTBEHHOIO Mpenapara,;

r) mnpobisema 1o  0€30MacHOCTH,  BBISIBIEHHass B  XOJE
HEMHTEPBEHIIMOHHOTO MOCTPETUCTPALUOHHOTO UCCJIeI0BaHUS,
KJIMHAYECKOTO MCCIIEIOBAHUSI MM JOKIMHUYECKOTO UCCIEIOBAHUS;

1) JaHHble 1O O€30MacHOCTH, YCTAHOBJIEHHBIE B PE3yJbTaTe
JEATEIbHOCTH I10 BBISIBICHUIO CUTHAJIA, KOTOPHIE MOT'YT OKa3aTh BIUSHHUE Ha

COOTHOIICHUC ITOJIb3a-PHUCK;
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e) mnpoOieMbl 1O O€30MacHOCTH, CBSI3aHHBIE C IPUMEHEHHUEM
JEKapCTBEHHOI'O0 IMpemapara HE B COOTBETCTBHM C HWHCTPYKIIMEH 10
MEAUIIMHCKOMY MTPUMEHEHHIO;

X) mpobinembl 1O O€30MacHOCTH, CBSI3aHHBIE C  OLIMOOYHOU
uHopMale B HWHCTPYKUUU MO MEIUIMHCKOMY MPUMEHEHUIO WIH B
MapKHUPOBKE JICKAPCTBEHHOTO Tpernapara;

3)  HemocraroyHas  A(QPeKTUBHOCTHL (WM €€  OTCYTCTBHUE)
JEKapCTBEHHBIX IpenapaTos, PUMEHSIEMbIX npu aTOJIOTUH,
MPEJICTABISIONIEH YIrpo3y AJIs KU3HU, a TaKKE BAKIIMH W KOHTPAICITHBHBIX
CpPEICTB;

1) IpoOJIeMbI 110 O€30MaCHOCTH, 00YCIIOBIEHHBIE TTOCTABKAMH CHIPBA.

JanHas  uH@opmainusa 10  OE30MAaCHOCTH  MPEJCTaBISETCS B
IIMCBbMEHHOM BHJIE B PETYJIATOPHBIA opraH rocynapcrea-wieHa EADC, Ha
TEPPUTOPUN KOTOPOTO 3aPETHMCTPUPOBAH TOJI03PEBAEMBIN JIEKAPCTBEHHBIN
npenapat. I[Ipencrasienue Bollieyka3aHHONM MH(GOpPMALMU 10 OE30MaCHOCTH
win  3(Q(OEKTUBHOCTH JIEKAPCTBEHHOI'O IMpernapara CIEAyeT BbIIOJIHATh
HE3aMEJIUTENbHO, KaK TOJbKO O HEW CTAHOBUTCS H3BECTHO JEPKATEIIO
PErMCTPALIMOHHOTO  YJOCTOBEPEHHMS]  WJIM  €ro0  YIOJHOMOYEHHOMY
npeacraButTento. B mpeacraBisiemoil  uMH(OpMauuuM clieqyeT OMUCaTh
BBIIIICYKA3aHHBIC JlaHHbIE TI0 Oe30macHOCTH Wik 3(PGEKTUBHOCTH U
NeHCTBUS/MEpBl,  MpeJiaraeMble B OTHOILUEHUH  [0J03PEBAEMOI0
JIEKapCTBEHHOIr'0 MpernapaTta. YKa3aHHbIE acleKThl mpoduis 0e30macHOCTH
NOJJIEXKAT OTPAKEHUI0O M aHalu3y B  COOTBETCTBYIOIIMX pa3jeliax
NEePUOIUYECKOTr0 OOHOBISIEMOIr0 OTYeTa MO 0€30MacHOCTH JIEKapCTBEHHOTO

npemnapara.

7.2. CO0p coo01IeHul 0 HexKeJIATEJIbHBIX PeaKIusix

7.2.1. O6s3anHOCTH TocynapcTB-uieHoB EADC
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Kaxnmoe rocymapcTBo-uiieH J[AODKHO MMETh CHCTeEMy cOopa W
perucTpanu BC€X COOOIIEHHM O TMOJI03pPEBAEMbIX  HEXEIATEIbHbBIX
peaKkIusixX, KOTOPbIC BBISIBISIOTCA HAa €ro TEPPUTOPUM U HA KOTOPHIE
oOpalllaloT BHUMAHUE CHEIUAIMCTBI CUCTEMbI 3JIPaBOOXPAHEHUS, TMAIIUCHTHI
WM TOTPEOUTENH, TMOO JIepKATENIU PETUCTPAIIMOHHBIX yI0CTOBEPEHUH.

Kaxnoe rocynmapctBo-unen EADC gobkHO npuHUMATh  BCE
COOTBETCTBYIOIIIME MEpPbl [JIsi MOOYXKIACHUS CHEHUAIUCTOB CUCTEMBI
3IpaBOOXPAHEHUS] HA CBOEU TEPPUTOPUM K MPEJICTABICHUIO COOOIICHUN O
MOJI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIMAX B HAIMOHAILHBINA PETyJISITOPHBIN
oprad. [loMHMO 3TOro, peryisiTOpHbIA OpraH TrOCyJapCTBAa-4JieHa MOKET
Hajarath CHOENHAIbHBIE 00s3aT€ILCTBA HA  CHEHUAIUCTOB  CHUCTEMBI
3/IpaBOOXPaHEHUS.

B uensx ontumuzanuu mnpouenypbl MpeacTaBieHUs WHPOpMAIUU O
HEXKENATENbHBIX PEAKIUIX CTaHIAPTHBIE CTPYKTYPUPOBAHHbIC OJIAHKH Ha
BE€0-OCHOBE JOJDKHBI OBITh HIMPOKOJOCTYIHBI C MOMOIIBIO HAIMOHAIBHBIX
BEO-TIOPTAJIOB 1O JICKAPCTBEHHBIM MpemaparaM BMecTe ¢ HHoOpMarumen o
pa3IMUHBIX CIOco0ax MpeacTaBieHus WHOOPMAIMU O IMOJ03PEBAEMbIX
HEXKEJIATENIbHBIX PEaKIMSAX, CBS3aHHBIX C TMPUMEHEHHEM JIEKAPCTBEHHBIX
pernaparos.

Perynaropusimu opranamu rocyaapcTB-wieHoB EADC momkHO OBITh
o0OecreueHo BKIIIOUCHHE B €AMHYI0 0a3y JaHHBIX HEXEIaTeNbHBIX PeaKIuil
rocynapctB-usiecHoB EADC Bcex cooOIleHuil 0 Cepbe3HbIX HEXKeNTaTeIbHbIX
peaknmsX, BBIABICHHBIX Ha WX TEPPUTOPUM W TPEJACTABICHHBIX B
COOTBETCTBYIOIIUM PETYJISTOPHBIA OPTaH M OIICHEHHBIX KaK BaJIUJIHbIC.

Cnenyer npuHUMATh MEphl MO BBIPAKEHUIO MNPU3HATEIBHOCTH 32
paboTy 1O TPEACTABICHUIO COOOIICHUH O HEXEeIaTeIbHBIX PEaKIIUsiX,

BKJTFOYAs TIPE/ICTABJICHHE IOMOJTHUTEIIbHOW HH(POPMAIIUK PEOpTEPaM.
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[Ipu mnpencraBieHun COOOILIEHUH O HEXEIATENIbHBIX PEAKIHUAX CO
CTOPOHBI  JEpXKATEJIEH  PEruCTPAUMOHHBIX  YIAOCTOBEPEHUW, CTPaHbI-
y4aCTHUIIbI, Ha YbeW TEPPUTOPUU UMEJa MECTO IOJI03peBacMast
HEXeJaTeNIbHAs peakiysi, MOTYT MPUBJICKATh JEPKATEIsl PErUCTPAIIMOHHBIX
YAOCTOBEPEHUN K MOCJIEAYIONICH paboTe Mo COOOIICHUSIM.

Kaxnoe rocymapcrBo-uien EADC pomkHO o0ecneduTh, YTOOBI
pEeryJIATOPHBIA  OpraH, OTBETCTBEHHBIM 3a  KOHTPOJb  OOpalieHus
JIEKApCTBEHHBIX  MpENapartoB B  JIAHHOM  TOCYJapcTBe-ujieHe,  ObLI
nporuH()OPMHUPOBAH O JTHOOON MOAO3PEBAEMON HEXKENIATEIBbHON peakinu, Ha
KOTOPYI0 OOpaTWiIM BHHUMaHHUE CIEHHAIMCTBI JI000TO JpYroro Opraxa,
BEJIOMCTBA, YYPEXKJCHHS WIM  OpraHu3aldd, OTBETCTBEHHOTO  3a
0€30IacCHOCTh MAlMEHTOB B JAHHOM TOCYJAapCTBE, U UTOOBI AT COOOIICHUS
ObTM TIPEACTaBJICHbl B HaIMOHAJIbHYIO 0azy pgaHHbIX. HMcxons wu3
YKa3aHHOTO, B  CJIydasX, KOrja COOOIIEHHUS O  I[OJI03PEBAEMbIX
HEXEJATEeNIbHBIX PEAKIUAX OBLIN HAIpaBJiCHbI HAMPAMYIO B APYTHE OPTaHBbI,
BEIOMCTBA, OpraHU3AUN WK YYPESKICHUS B TOCYJapCTBE-UJICHE,
COOTBETCTBYIOIIUN PETyJISATOPHBIN OpraH JOKEH MMETh COIVIAleHusi 00
OOMEHE JTaHHBIMU, YTOOBI 3TH COOOILECHUS HANPABISUIUCH B PETYJISATOPHBIN
opraH. JlanHoe TpeOOBaHUE PACIPOCTPAHSACTCS TaKXKE Ha CIy4au Pa3BUTHUS
HEXEJAaTeNIbHBIX PEAKIIUN, CBI3aHHbBIE C MEAUIIMHCKIUMU OIIHOKaMHU.

7.2.2. O0s13aHHOCTH JIepKATEJICH PEruCTPAIMOHHBIX yI0CTOBEPECHUM

Kaxnaplii gepkaTenb pPEruCTPAIMOHHOIO YJAOCTOBEPEHUS JOJDKEH
UMETh CUCTEMY cOOpa M PEerucTpaluu BCEX COOOIIECHHH O IMOJ03peBacMbIX
HEXKEeJaTeIbHBIX PEaKIUsAX, KOTOphIe ObLIM JOBEJICHBI O €r0 CBEJACHUS, KaK
MPEJCTABICHHBIE B PAMKAaX CIIOHTAHHOTO PENOPTUPOBAHUS CIECLHATUCTAMU
CUCTEMbl 3JpPaBOOXPAHEHUS, MNAIMEHTAMU WU TNOTPEOUTENISIMU, TaK U
MOJIYYCHHbIE B XOJE IOCTPETUCTPALMOHHBIX HcclenoBaHui. Jlepxkarenu

pPETUCTPALIMOHHBIX YI[OCTOBepeHI/Iﬁ JOJIXKHBI CcO31aThb MCXaHHN3MBI,
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00ecIeunBaronIe BO3MOKHOCTb MPOCIEKUBAHUS U MOCIEAYIONIEeH padOThI C
COOOIIEHUSIMU O HEXKEATEIbHBIX PEAKIIUIX.

OO0s13aHHOCTB 110 COOPY CBEACHUN O MOJ03PEBAEMBIX HEXKEIATEIbHBIX
peakuax JepKaTesen PETUCTPALMOHHBIX YIAOCTOBEPEHUN
pacmpocTpaHseTcsi Ha COOOIIEHMs, OTHOCSIIMECS K JIEKapCTBEHHBIM
npenaparam, BiaJICeHHE KOTOPHIMU HE MOKET OBITh MCKIIOUYEHO Ha OCHOBE
Ha3BaHMs JICUCTBYIOIIETO BEIIECTBAa, COCTaBa, HOMEpA MapTUH, CIOcoba
BBEJICHUS, CTPAHbI NIEPBOMCTOYHUKA WA CTPAHBI PAa3BUTHUA IOJI03PEBACMOM
HEXKEJIATEIIbHOU PEaKIUU.

7.2.2.1. CrioHTaHHBIE COOOIICHUS

Hepxarenu PETUCTPALMOHHBIX yAOCTOBEPEHUN JOJIKHBI
pPEeruCTpUpPOBATh BCE  CIHOHTAaHHbIE COOOIIEHUS O  IOJI03PEBAEMBIX
HEXKEJIATEIbHBIX peaKusax, Bo3Hukaromux B EADC unm 3a ero npenenamu.
DTO BKJIIOYAET COOOIIEHHUSI O IMOJ03PEBAEMBIX HEXKEIATEIbHbBIX PEaKIMIX,
MOJIydEHHBIE B  DJIGKTPOHHOM BHJAEC WIM KaKUMHU-THOO  JIPYrUMU
MOAXOASAIIMMU criocobamu. Jlepskatenu perucTparoHHBIX YAOCTOBEPEHUN
MOT'YT HCIIOJIb30BaTh CBOM BEO-CAWTHI JJIsi COJEUCTBUSI COOPY CBEICHUM O
MOJ03PEBAEMBIX HEXKEJATENbHBIX PEAKIUIX, MPEJOCTABUB OJIAaHKU ISl
COCTaBJIEHUS ~ COOOIIEHMM O  HEXKEJNATEJIbHBIX  peakiusxX WU
COOTBETCTBYIOIIME KOHTAKTHBIE TAHHBIE JIJIs1 CBSI3U HAIPSMYIO.

7.2.2.2. CooO1ieHus, MOy4eHHBIE TI0 3aIIPOCy

Hepxarenu PETUCTPAIMOHHBIX YIOCTOBEPEHUI JTOJKHBI
pPErUCTPUPOBATh BCE COOOIIEHUSI O TOJ03PEBACMBIX HEXEIaTEIbHbBIX
peakuusx, Bo3HuKaromux B ctpaHax EADC uinu 3a ero npeaenamMu, KOTOpbIE
BBISIBJICHBI B XOJI€ MOCTPETUCTPALIMOHHBIX UCCIEAO0BaHUN. B 4nciIo maHHBIX
COOOIIEHUH, MOTYYCHHBIX TIO 3aMpPOCy, BXOIAT COOOIIEHNUS, TTOJTYIYECHHBIC 110
pesyipTaTaM  OpPraHM30BAaHHOTO  cOOpa  JaHHBIX, HHHUIMHPYEMOTO,

YOPABJISIEMOTO WM (PUHAHCUPYEMOIrO JIepKATEJISIMU  PETUCTPALlMOHHBIX
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YIOCTOBEPEHHUH. Onu TaKKe BKJIIOYAIOT ~ HEUMHTEPBEHLIMOHHBIE
NOCTPETUCTPAIMOHHBIE ~ HUCCJEIOBAHMUS,  MPOTPaMMbl  HCIOJIb30BAHUS
JIEKapCTBEHHOTO npenapara B CBS3U C UCKIIFOUUTEIbHBIMU
00CTOSATENLCTBAMH M3 COOOPAKEHHM COCTpaJaHusi, MMEPCOHATU3UPOBAHHBIE
OpOrpaMMbl  HCIOJIb30BAaHUS  HE3APETUCTPUPOBAHHOTO  JIEKAPCTBEHHOTO
npenapara, JIpyrue OporpaMMbl MOJAECPKKHA MAMEHTOB M MOHUTOPUHIA
3a00JIeBaHUM, pEECTphbl, NPOrpaMMbl MOJJECPKKH NAUUEHTOB U cOOp
uHpopmauuu 00 3P(PEKTUBHOCTH WM TPUBEPKEHHOCTH MAIMEHTOB
JICYECHHUIO.

Jlepxarenu  perucTpalMOHHBIX  YIAOCTOBEPEHHHM JOJDKHBI UMETh
MEXaHM3MBbl cOOpa MOJHOM M BCECTOPOHHEH MH(GOpPMALMU O CIOydyasx MpH
NEPBUYHOM  COCTABJIEHUU  COOOIIEHHM 1O  pe3yibTaTy  MNOJIyYEHUS
CIIOHTaHHOT'O COOOIICHUS B LENSAX 00ECreyeHus: BO3MOKHOCTH BBITTOJIHEHUS
HAJUIeKAIlEHd OLEHKU U BBIMOJHEHUS B Cllydae NIPUMEHUMOCTH TpeOOBaHUM
10 CPOYHOMY PENOPTUPOBAHUIO B PETYJISITOPHBIE OPTraHBbl.

7.2.2.2.1. CooOmieHus, TOIYy4YeHHbIE B XOJ€ HEWHTEPBEHIIMOHHBIX
VICCIIEIOBAHUI

B oTHOIIEHUM [aHHBIX, MOJYyYaeMbIX B XOJ€ HEHMHTEPBEHLMOHHBIX
UCCJIEI0BaHUH, CleAyeT MPOBOAUTH pa3iudyue MEXKIY HCCIEIOBAHUSIMHU CO
cOOpOM NEPBUYHBIX JAHHBIX HANpPSAMYIO0 OT MAllMEHTOB M CIIELUAJIMCTOB
CUCTEMBI  3/IpaBOOXPAHEHMS W JU3alHAMM HCCIEJOBAaHUN, KOTOPBIE
OCHOBaHbl HA BTOPUYHOM HUCIIOJIb30BAHUHU JIAHHBIX, TAKUE KAK UCCIIEAOBaHUS,
OCHOBAaHHbBIE HA NIEPECMOTPE MEIUILIMHCKUX KapT WUIIM JIEKTPOHHBIX 3amucei
3/IpaBOOXPAHEHHUS, CUCTEMAaTHUYECKUE IEPECMOTPhI WIH METa-aHaIU3bI.

CooOiieHne cocraBisieTcss B Cilydae, KOrJa pernoprepoM WU
JEpKATeJIeM PErHCTPALMOHHOIO YIOCTOBEPEHUSl NPEAINOJaraercs Hajlndue
KaK  MHHMMYM  BO3MOXHOW  NPHUYMHHO-CJIEJACTBEHHONM  CBA3UM  C

IMoJ03PpCBACMbIM JICKAPpCTBCHHBIM mpernaparomM, COO6H_I€HI/I$I o
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HEXEJATeNbHbIX SIBIICHUAX, B KOTOPBIX MPUUYMHHO-CIIC/ICTBEHHAs CBS3b
OLICHMBAETCA KaK COMHHUTEJbHAsA, CJIEIYyET BKJIIOYaTh B 3aKIIOUUTEIbHBIN
oT4YeT 00 UCCIEIOBAaHUU.

a) B OTHOIIEHMU HEMHTEPBEHIIMOHHBIX HCCIEJOBAHUI C MEPBUYHBIM
cOOpOM JJaHHBIX HaMpsIMyI0 OT TAIMEHTOB U CIEHHAINCTOB CHUCTEMBI
3/IpaBOOXPAHEHUS, IPEACTABICHUIO MOJIEKAT COOOIIEHUSI O HEeXKeIaTeIbHBIX
peakuMsX, B  OTHOLIIEHHMH KOTOPBIX pPEHopTep WIH  JepKaTellb
PErHCTPAIMOHHOTO  YJOCTOBEPEHHUS] IOJO03PEBAaET, 4YTO HMEETCs Kak
MUHHUMYM BO3MO’KHAasi MPUYMHHO-CIIEICTBEHHOW CBS3b C IOJ03PEBAEMbIM
JIEKApCTBEHHBIM IpernaparoM. MccnenoBaresim ciielyeT HalpaBATh IPYyTHE
COOOIICHUSI O HEXKENATEIbHBIX PEaKIMIX, B OTHOIICHHUH KOTOPBIX HMEETCS
MO/I03PEHHE, YTO OHM CBSI3aHBI C JICKAPCTBEHHBIMHU IpernapaTamu, KOTOPbIE
HE BXOJAT B YHUCJIO MHCCIEIYyEMBbIX M TIA€ HET B3aUMOJECHCTBUS C
uccieayeMbiM(1) JIEKapCTBEHHBIM(H) npenapaTom(-amu), B
COOTBETCTBYIOIIUE PETYJISITOPHBIE OPraHbl, €CJIU 3TO MPUMEHHUMO.

6) Ilpu mpoBeaeHWM  HEUHTEPBEHIIMOHHBIX  HCCIICIOBAHUIA,
OCHOBAaHHBIX HA BTOPUYHOM MKCHOJIb30BAaHUU JAHHBIX, MPEACTaBICHUE
COOOIIEHUI O BBISBIIAEMBIX HEXKEIATENbHBIX peaklusx He Tpedyercsa. Bcee
JJAHHBIC TI0 BBISBJICHHBIM HEXEIATEIbHBIM PEaKIUsIM CYMMHUPYIOTCS B
3aKJIFOYUTEIBHOM OTYETE MO UCCICAO0BAHUIO.

0) B cnmyuae coMHeHuUi nepKaTeno perucTpallMOHHOTO YI0CTOBEPEHUS
ClielyeT yTOYHHUTb TpeOOBaHUS O TMPEACTABICHUU COOOUIEHUH O
HEXEJATeNbHbIX PEaKLMsIX y COOTBETCTBYIOUIMX PETYJISTOPHBIX OpPraHOB
rocynapcra-wieHa EADC.

B) Jlepxarento pErucTpalMoOHHOrO YJIOCTOBEPEHUs CJIEAYET BCeria
cOONI0IaTh  HAIMOHAJIBHOE  3aKOHOJATENbCTBO,  IPUMEHSEMOE K
NPEACTABICHUIO COOOLIEHUMH O Cily4asX IOJO03PEBAEMbIX HEXENIaTeIbHbIX

peaKHHﬁ B MCCTHBIC KOMUTCTHI 110 9THKEC N UCCICAOBATCIIAM.
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7.2.2.2.2. 1IporpamMmMa HCIIOJB30BaHUA JICKAPCTBEHHOTO IIperapara B
CBA3M C  HCKJIIOYUTEIBHBIMU  OOCTOATENbCTBAMU U3  COOOpa)KeHUM
COCTpaJaHus, NEePCOHAIU3UPOBAHHAS nporpamma UCIIOJI30BaHUS
HE3apEeruCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara

Ecnu pepkarens perucTpaliMOHHOTO yJIOCTOBEPEHUS WM CIICIIHAIHUCT
CUCTEMBI 3/IpaBOOXPAHEHMS M3BEIICHBI M BBIABISIIOT T0JI03PEBAEMYIO
HEXKENATEeNbHYI0  pEaKkIMI B paMKax  MPOBEACHUA  IPOTrPaAMMBI
UCIIOJB30BaHUSl JIEKAPCTBEHHOr'O Mpernapara B CBA3U C UCKIHOUYUTEIbHBIMU
00CTOSATENHCTBAMU u3 cooOpaxeHu i COCTpaJIaHuUs WIH
MEPCOHATIN3UPOBAHHON pOrpaMMbl HCIIOJIb30BaHMUS
HE3apETUCTPUPOBAHHOTO  JIEKAPCTBEHHOTO  Tpemapara, COOOIIEHUS O
HEXENATENIbHbIX PEAKIHUAX MPEACTABISIIOTCA CAEAYIOIIMM 00pa3oM:

eB cnydae ecnu HexenaTeldbHas peakius Obla BBISIBIEHA MPHU
BBITIOJIHEHUH aKTUBHOTO TOUCKA, CJIEAYEeT MPEACTABISITh COOOIIECHHS TOIbKO
O HEXEJATEIbHBIX PEAKIUAX, 11 KOTOPHIX MPUUYMHHO-CJICJACTBEHHAS CBSI3b C
IPUMEHEHUEM MOJ03PEBAEMOI0 JIEKAPCTBEHHOIO IperapaTra OonpeaessieTcs
MEPBOUCTOUYHUKOM WJIU JIEPKATEIEM PErUCTPALMOHHOTO yI0CTOBEPEHUS, KaK
MUHUMYM, KaKk BO3MOXHas. WX ciemyeT paccMarpuBaTh Kak COOOIICHUS O
HEXKEATENbHBIX PEAKIUAX, OJIYUYEHHBIX IO 3aMpocy.

oB ciyuyae ecnu HexenaTeabHas peakius ObUTa BBISIBIICHA HE B paMKax
aKTUBHOTO TIOMCKa/3ampoca, BCE HEXKENATeNbHbIE W HEMpeaHaMepPEHHBIE
peakuMM Ha JIEKapCTBEHHBIM Mpemapar CleayeT paccMaTpuBaTh Kak
COOOIIEHUS O MOA03PEBAEMOI HEXKeJIaTebHON peaKIny, OJIyYeHHOU HE MO
3anpocy, U MPeACTaBIsATh COOOLIEHNE COOTBETCTBYIOIIMM 00pa3oM.

7.2.2.2.3. IIporpamMma oAACP>KKH IMAITACHTOB

[Iporpamma moOAJIEp>KKM MAIMEHTOB — 3TO CXEMa OPraHW30BAaHHOIO
cOopa JaHHBIX, TJE JepKaTellb PEerucTPallMOHHOTO YAOCTOBEPEHUs COOUpaeT

JAaHHBIC, OTHOCAIIMUECCA K HCIIOJIB30BAHUIO JICKAPCTBCHHOI'O IIpcIiapara.
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[IpumepaMu  SBIISIIOTCSL  TTOCTPETUCTPALIMOHHBIE TPOrpPaMMBbl  MOJJIEPKKU
MalMeHTOB M MOHUTOpPUHra 3a00J€BaHUN, MOHUTOPUHI TAIUEHTOB, COOP
uHpopMaIMu O MPUBEPKEHHOCTU MAIMEHTOB JICYEHUID, MOHUTOPUHI B
paMKax CUCTEM KOMIICHCAI[M1/BO3MEIIICHUS.

MOXHO BECTHM AKTHUBHBIM TOMCK HEXKEJIATEIbHBIX PEAKIMi B XOHE
BBITIOJTHEHUSI Pa3JIMYHBIX THIIOB CUCTEM OPTaHM30BAHHOTO COOpa JaHHBIX, B
ATOM CIly4ae WX CIEAyeT YYUThIBaTh KAaK COOOIIEHUS, MOJIyYEHHBIEC IO
3anpocy. Cienyer COCTaBIsATh OTYETHI TOJIBKO O HEXENaTeIbHbIX PEaKIUsX,
rJic  pernopTepoM WIM JepikKaTeJeM PErucTPaldOHHOIO YAOCTOBEPEHUS
MOJI03PEBAETCS KAK MUHUMYM BO3MOKHAsI TPUUYUHHO-CJIEJCTBEHHAs CBS3b.

B cnydae ecnm B paMkax CHCTEMbI OPraHW30BAaHHOTO COOpa JTaHHBIX
HEXKeNlaTellbHas peaklus Oblla BbISBICHA HE B paMKax AaKTUBHOIO
MOMCKa/3ampoca, BCE HEXKeEJATeJIbHbIE W HEMpPEIHAMEPEHHbIE pPEaKIMU Ha
JIEKApCTBEHHBIA  Tpenapar, KOTOpble ObLIM  COOOIIEHBI  JIepIKATEIIO
PETUCTPAIIMOHHOTO  YJIOCTOBEPECHHUS MEAMIIMHCKAM  PaOOTHUKOM  WJIU
MalUeHTOM, CIeIyeT paccMaTpUBaTh KaK COOOIICHWS O IOA03PEBAEMOM
HEXKEeNaTeJIbHOW peakIMy, TMOJYyYCHHOW HEe MO 3alpocy, W MPEICTaBIsATh
COOOIIEHUE COOTBETCTBYIOIIMM 00Pa30M.

7.2.2.3. Coo0OmieHus, onyOJUKOBAaHHbIE B HAYYHO-MEIUIIMHCKON
JUTEpaType

Hepxarensm PETUCTPALMOHHBIX YAOCTOBEPEHUM CIenyeT
OCYILIECTBJISITh ~ MOHUTOPUHT  MyOJMUKAlMi B  HAayYHO-MEIUIIMHCKOM
JuTEepaType BO BCEX CTpaHaX, B KOTOPBIX pa3penieHo MPUMEHEHUE
COOTBETCTBYIOIIUX  JIGKAPDCTBEHHBIX  TPENaparoB €  BBINOJHEHUEM
TpeOOBaHMI 1O MPEACTABICHUIO COOOIICHUI O HEXKEJaTeIbHBIX PEaKIUIX B

peryisTOpHBIC OPraHbl COrJIaCHO TPeOOBAaHUM 3aKOHO/IaTEILCTBA.



194

CpouyHOMY pENnoOpTUPOBAHUIO HE MOJIEKAT CIEAYIONIME COOOIIECHUS
(ua(OpMaIMs) 0 HEeXKETATETbHBIX PEAKIIUAX, BBISBICHHBIC IPU MOHUTOPHUHTE
nyOJIMKAIi HAyYHO-MEUIIMHCKON JTUTEPATYPHI:

eEciu MOXHO MCKIIOUUTH BIIAJCHHUE JIEKAPCTBEHHBIM IPENapaToM
JEpKATEJIEM PETUCTPAMOHHOTO YIOCTOBEPEHHS HAa OCHOBAHMM Ha3BaHUS
JNEUCTBYIOILIETO  BEIIECTBa, COCTaBa, CHoco0a  BBEIEHHUS, CTpPaHbI
NEPBOUCTOYHHKA WA  CTPAHbl  MNPOUCXOXKIEHHUS  MOJ03PEBAEMOM
HEXKEJATEIbHON PEAKIINU.

oeCTaThu U3 JUTEPATYPhl, KOTOPHIE MPEJCTABISAIOT CO00H 0000IIECHHbIE
aHaJIM3bl JAHHBIX U3 OOIIETOCTYMHBIX 0a3 JaHHBIX WJIM KOTOPHIC YKa3bIBAIOT
CBEJICHUS O TAaIMeHTax B BHJIC TaOJHI] WJIM MMOCTPOUYHBIX MEPEUUCICHUH.
OTOT TUI CTaTedl U3 JUTEpaTypbl OINKCHIBAET HEKENATEIbHbIE PEAKIUH,
KOTOpbIE€ Pa3BUBAIOTCS B IPYIIE NAMEHTOB MPUHUMAIOLIUX ONpPENEIEHHOE
JIEKapCTBEHHBIA TMpernapaT ¢ LEeJIbl0 BBISBICHUS WM KOJMYECTBEHHOU
OLIEHKM Yrpo3bl i O€30MacHOCTH, CBSI3aHHOM C  JIEKapCTBEHHBIM
penapaToMm. JlanHbie CTaTbH 4acTo CBSI3aHbI C
(bapMako’MUIEMUOIOTUYECKUMHU HUCCIEAOBAaHUSAMU M UX TJIaBHOM LIEJIbIO
ABJIIETCS] OOHAPYKEHUE/OIIEHKA OMpPEAEIICHHBIX PUCKOB, KOTOPbIE MOTJU Obl
NOBJIMATH Ha 00l1llee COOTHOLIEHUE MOJIb3a-PUCK JIEKAPCTBEHHOTO Mpernapara.

Ceenenusi mo 0€30MacHOCTH, MPEACTABICHHBIE B 3TUX THUIIAX CTaTew,
JOJKHBI pacCMaTpUBATHCS B COOTBETCTBYIOLIMX pa3/ieslax MNEPHOIUYECKOIO
OOHOBJIIEMOI'0 OTYETa MO OE30MACHOCTU M MPUHUMATHCS BO BHHUMaHUE MpHU
aHanu3e BIUSHUAA Ha COOTHOUIEHUE TMOJb3a-pUCK  JIEKAPCTBEHHOTO
npenapara. Kpome toro, o kakoii-nudo HoBoil nHGpopmaIiuu o 0€30MacHOCTH,
KOTOpasi MOXET IOBJUATh HA COOTHOLIEHHE I0JIb3a-PHUCK JIEKAPCTBEHHOTO
npenapara, cieQyeT He3aMeIJIMTENbHO YBEIOMIISTh PEryJsTOPHBIE OPraHbl

rocynapctBa-usieHa EADC, rie 3aperucTpupoBaH JIEKapCTBEHHBIN Npenapar.
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7.2.2.4. llomo3peBaeMble HEXKEIATEIbHBIE PEAKIINHN, CBSI3aHHBIE C
nedekToM  KadectBa WM (ambCU(PUIMPOBAHHBIMU  JIEKAPCTBEHHBIMU
npenaparamu

Ecnu cooOiieHne o no103peBaeMon HexKenaTeIbHOM peaKIuu CBA3aHO
C PUMEHEHUEM MOJ03PEBAEMOTO WIn NOATBEPKIECHHOTO
danbcuUIMPOBAHHOTO JIEKAPCTBEHHOTO Tperapara WM JIEKapCTBEHHOTO
npenapara, MMEIOUIEr0 HEHaJJIeXalllee KadyecTBO, JaHHOE COOOUIeHuE, B
Cllydya€ OTHECEHHs €ro K BaJUJHOMY COOOLIEHUIO,  TOMJIEKHUT
PENOPTUPOBAHUIO.

B ykazaHHBIX ciy4asix B IIEJISIX OXpaHbl OOIIECTBEHHOTO 3J0POBBS
MOJKET MOTPeOOBATHCS OCYLIECTBICHUE CPOUYHBIX MEp, TAKUX KAaK OT3BIB C
pbIlHKa OJHOW uinu Oosiee jaedeKTHOM(-bIX) cepun(-il) JEKAPCTBEHHOTO
npenapara. [lepxatensmM perucTpalMOHHBIX YAOCTOBEPEHUN CIEAYEeT UMETh
CUCTEMY, 00ECIEUMBAIOINIYI0 HE3aMEUIUTENbHYIO OLIEHKY M PaccieIOBaHHE
MOJIyYEHHOTO COOOILEHUS O TOJ03PEBAEMON HEXKENaTeNbHOW peaKIuu,
CB3aHHON ¢ (ambcUuPUIIMPOBAHHBIM JIEKAPCTBEHHBIM TMpENapaToM WU
neeKToOM KadecTBa JIEKapCTBEHHOTrO mpemnapaTta. B ciyuae nmoarBepskaeHus
Hanuuusl Aedekra KadecTBa TpeOyeTcss He3aMeUIMTENIbHOE YBEIOMJICHUE
HEMOCPEJICTBEHHOIr0  MPOMU3BOJUTENSl  JIGKAPCTBEHHOTO  CpPEACTBA U
PETYJISITOPHBIX OPTaHOB.

7.2.2.5. Tlomo3peBaemas mepenada WHGPEKIIMOHHOTO areHra uyepes
JIEKapCTBEHHBIN IIpenapar

NH}EeKIHOHHBIM areHTOM CUUTAETCs 000N MHKPOOPraHU3M, BUPYC
Wi MH(EKUHOHHAs 4YacTulia (HarmpuMmep, MPUOH, MPOTEHH, MEepeAarouue
TPAaHCMHCCUBHYIO  ry0OuaTyio sHuedanomaruio), mNaTOreHHblE  JHOO
HEIMaTOrCHHbIE.

[logo3spenne Ha nepegady  MH(EKUMOHHBIX  areHTOB  4epes

JIEKAPCTBEHHBIN ITpPENapar pacCMaTpUBAETCA KaK CEpbe3Has HEKelaTelbHas
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peakuus, MoJAJiexkalas CPOYHOMY pENOPTUPOBAHUIO B COOTBETCTBUU C
TpeOOBAaHUSIMU  HAIIMOHAJIBLHOIO  3aKOHOJIATENIbCTBA TOCYNAPCTB-YICHOB
EADC. [lanHoe TpeOoBaHUE pacpOCTPAHSIETCS TaK)KE HA BAKI[UHBI.

Ilepenaua Bo3Oynutenss HHPEKIUU MOXKET IMOJ03pEBaThCid HA
OCHOBAaHUHM KJIMHUYECKUX TMPU3HAKOB WM CHUMIITOMOB, JaOOpaTOPHBIX
pe3yibTaTOB, YKa3bpIBAIOIIMX Ha HaluuyMe UHPEKIUU Y TalUEHTAa,
MOJBEPIIIErocsl BO3ICUCTBUIO JIEKAPCTBEHHOTO Tipernapara. CiaeayeT yensarh
oco00e BHHMaHUE OOHapyXeHUIO HHGEKIU/Bo30yauTeneid MHPEKIui, o
KOTOPBIX HM3BECTHO, 4YTO OHHU [MOTCHIMAJIBHO TMEpEelaloTcs  uepes
JIEKApCTBEHHBIA Mpenapar, HO MPHU 3TOM CJIEAYET YUYUTHIBATH TAKKE U PUCK
MOSIBJICHUSI HEU3BECTHBIX BO30YAUTEIICH.

B KkoHTekcTe OIIEHKHM TMO/I03peBaeMoil mepeiaun MH()EKIIMOHHOTO areHTa
MIOCPEICTBOM JIEKAPCTBEHHOTO Mpenapara cliefyeT coOo1aTh OCTOPOKHOCTD U
MIPOBOIUTH PaA3IMYME, HACKOJIBKO BO3MOXKHO, MEXIy NPUYUHON (Hampumep,
UHDBEKIUS/TIPUEM) M HCTOUYHUKOM HH(MEKIMH (Hampumep, KOHTAaMHUHAINSA) U
KIIMHUYECKUM  COCTOSIHUEM IMallMeHTa Ha MOMEHT IMPEArnoiaaraéMoro
UHPUIUPOBAHUS (MMMYHOAETIPECCUBHOE COCTOSIHME/TIPE/IIIECTBYIOLIAS
BaKIMHAIINSA).

[TonTBepk/ieHME KOHTaMUHAIMU (BKJIIOYass HECOOTBETCTBYIOIIYIO
WHAKTHBAIMIO/0CIa0ICHNE BUPYJICHTHOCTH (aTTEHyaIlMi0) BO30YIUTEIICH
WH(DEKIMA KaK aKTUBHBIX BEIIECTB) IOJ03PEBAEMOTO JIEKAPCTBEHHOTO
npenapara yCUJIMBAeT J0Ka3aTelbCTBO Nepeaayu Bo30yauTens nHQEeKIuu u
MoI03peHNEe Ha HaTn4Ke JedeKTa KauecTna.

7.2.2.6. Tlepuox Mexay mojgadeil 3asBICHUS Ha TOCYAapCTBEHHYIO
pEerucTpalvi0 W TOJYYEHHEM YyJAOCTOBEPEHUS O TOCYJapCTBEHHOM
perucrpauuu

B nepuom wmexnay mnomayerd 3asgBICHHUS HA  TOCYIAPCTBEHHYIO

PErucCTpalnIo U MoJIy4CHUCM YAOCTOBCPCHUA O FOCYI[apCTBeHHOfI perucrpanuun
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y JIep)Kareiii  PEeruCTPAlMOHHOTO  YAOCTOBEPEHUS MOXKET  IOSBUTHCA
uHpopMaIMsl, KOTOpas MOXKET TMOBIHMIATh HAa COOTHOIICHHE I0JIb3a/PUCK
JIEKapCTBEHHOIO IMpenapara. B o00s3aHHOCTH naepKarens perucTparioHHOIO
YAOCTOBEPEHUS] BXOAUT OOECIICUEHHE HE3aMEINTENBHOIO IPEICTaABICHHUS
JTaHHOW HMH(OpMaIMK peryasTopHOMYy opraHy rocyaapctBa-uiena EADC, rae
paccMmarpuBaeTcs 3asBICHHE.

7.2.2.7. Tlepuoxgy mocie  TOPUOCTAHOBICHUA  JACUCTBUS  WIU
aHHYJIMPOBAHUA YAOCTOBEPEHHUSI O TOCYAApPCTBEHHOM perucTpauuu

Jlepkarenp perucTpalMOHHOTO YJOCTOBEPEHHS JOJKEH MPOJ0JKATh
coOupaTh JI0ObIe CBEACHUS O TMOJI03PEBAEMBIX HEKENATEIbHBIX PEAKIIUAX,
CBSA3aHHBIX C pPacCMAaTPUBAEMBbIM JIEKAPCTBEHHBIM TMpENapaToM TMocie
IPUOCTAHOBIICHUS] ~ JIEUCTBUSL  YJAOCTOBEPEHHUS O  TIOCYJAapCTBEHHOMH
pPErHCTpPallUM C BBIMOJHEHUEM PENOPTHUPOBAHUS B CIIy4asix yIOBIECTBOPEHUS
KPUTEPUSIM CPOYHOTO PENOPTUPOBAHUS.

B cnydae aHHynIMpOBaHHUS YIOCTOBEPEHUSI O TOCYAapCTBEHHOU
perucTpanvyi  cieayer  TmoOyXJaThb  JepXkKaTessl  PErHCTPAMOHHOTO
YAOCTOBEPEHHUS TMPOJOJKATh COOMpAaThb CBEACHUS O MOJ03PEBAEMBIX
HEXEJATeNIbHbIX PEAKUUAX B LEJSAX, Hamnpumep, OOJErdyeHusl OLEHKU B
Clly4ae pa3BUTHUS OTCPOUYEHHBIX HEXKENATENbHBIX PEaKIUil, Tu00 B CiIyyasx
MOJTyYCHUST HEXKETATSIIbHBIX PEAKIUAX, TPEACTABISIEMBIX PETPOCIIEKTUBHO.

7.22.8. llepuog BO BpeMs  Upe3BBIYAWHON  CHUTyallud B
3JIpaBOOXPaHEHUU

UpesBbluaiiHass CUTyauMsi B 3IpaBOOXPAaHEHUM — ITO Yrposa
OOIIIECTBEHHOMY 370POBbIO, HaJJIeKallMM 00pa3oM npusHaHHas BecemupHoi
opranuzanueit 3apaBooxpanenusi (BO3). B ciyyae upe3BblyaiiHON cUTyanuu
B 37IpaBOOXPAaHEHUN MOXKHO BHECTH IMOMPABKH B TPEOOBAHUS K PETYIIPHOMY

COCTaBJICHHIO OTYETOB. TakwWe JAOTOBOPEHHOCTH OYyIyT paccMaTpuBaThCs B
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KKJIOM OTIEJIBHOM CiIydae M O HUX OyAyT pa3MenieHbl COOTBETCTBYIOLIUE
U3BEIICHUS Ha BeO-CaiiTe HAIIMOHAJIbHBIX PETYISATOPHBIX OPTaHOB.

7.2.2.9. CooOllleHUsT Ha OCHOBE CYIEOHBIX HCKOB B OTHOIICHUU
JICKapCTBEHHBIX MPENapaTroB

C cooOuieHussMHi, BOZHUKAIOIIUMU IO Pe3yJbTaTy CyJeOHBIX MCKOB B
OTHOIIIEHWW JIEKAPCTBEHHBIX IMpemapaTroB, cjeayeT padoTaTh Kak ¢
COOOIIEHUSIMU, TOJIy4YeHHbIMM Oe3 3ampoca. CienyeT NpeacTaBisTh
COOOIIEHHST TOJBKO O HEXKEJATEJIbHBIX PEaKIHSIX, B KOTOPHIX PEHOPTEPOM
WIM Jep)KareleM pPEerucTpalOHHOIO YJOCTOBEPEHHUS MpeArnojaraercs
HaJuyue KaK MHUHHMYM BO3MOKHOW MPUYMHHO-CIEJICTBEHHON CBSA3U C
MOJO03PEBAEMBIM  JIEKAPCTBEHHBIM  MpemaparoM. B atux  cioydasx
HE3aMeJIJTUTEIbHOE PENOPTUPOBAHUE OCYIIECTBISCTCS TMPU  BBINOJHEHUU

KpUTCPUCB, YCTAHOBJICHHLIX 3aKOHOAATCIILCTBOM.

7.3. IloaroToBKa HHAMBUAYAJbHBIX COOOIIEHUI 0 HeXKeJIaTeJbHbIX
peaxkuusax

7.3.1. Wudopmamuss o 10a03peBACMBbIX, B3aMMOACHCTBYIOIIUX U
CONYTCTBYIOIIMX JICKAPCTBEHHBIX ITperapaTax

B coo0mieHun o0 HexenaTelbHOW peakuuu CIeAyeT YKa3bIBaTb
M0JI03PEBAEMEBIE, B3aUMOJECHCTBYIOIINE W/ MIn COIyTCTBYIOIINE
JIEKapCTBEHHbIC IIpenapaThl € YKa3aHUEM PEXKUMOB JTO3UPOBAHUS M JaT
Hayaja W OKOHYAaHWS Tepanmuh. B  OTHOIIEHHWH KOMOWHHPOBAHHBIX
JIEKApCTBEHHBIX TIPEIapaToB, KOTOPhIE coAepkaT 0ojiee OJHOTO aKTUBHOTO
BEIIIECTBA, HEOOXOAMMO OTACIBHO YyKa3blBaTh KaXJ0€ JICUCTBYIOIIIEE
BCIIIECCTBO.

Ecnu  cooOmiaercs, 4YTO ONUCHIBAGMBIN Cllydyaid HeEXKeJaTeIbHOU
peakiMu CBSI3aH TOJBKO C TEPANEeBTUYECKMM KJIACCOM, OH CUHUTAETCS

HCIIOJIHBIM M HC OTBCYACT KPUTCPHAM HC3aAMCJIUMTCIILHOI'O IIPCACTABIICHHA
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COOOIIEHUS 0 HeXenaTelIbHOU peakiuu. ClielyeT mpuiarath yCUius U BECTU
MOCJEAYIONTYIO ACATEIBHOCTh MO CIy4Yar) HEXeIaTeIbHOW PEeakiuu, YTOOBI
coOpaTh HENOCTAIONIYI0 HH(OPMAIMIO O IMOJ03PEBAEMOM JIEKAPCTBEHHOM
npermnapare.

7.3.2. Ilono3peBaemas HexxenaTeIbHAs PeaKIIus

VYkazaHue/onrcaHue TOA03pEBAEMON HEXKeareIbHOW PEeaKIMy JOJDKHO
ObITh BBIMOJIHEHO COIIACHO JICHCTBYIOIEH Bepcurd MENUIMHCKOTO CIIOBapst
TEPMUHOJIOTUM  peryasTopHoil  aesrenbHocTd  MedDRA  MexnyHapoaHoit
koH(pepeHuu 1o rapmonuzauu (ICH).

7.3.3. Onucanue HEXeENaTeIbHON pEaKIMu € OICHKA IPUYHMHHO-
CJIEICTBEHHOU CBSI3U

Jns  KaXAaoro HWHAMBUAYAIBHOTO Clydas TMPEACTABISETCS  BCA
uMeroascs uHdopMalusl 1O Pa3BUBLICHCS HEXENIATEIbHON pEaKiuu.
Nudopmanus nomkHa OBITh MpEACTaBICHA B JIOTMUECKOW BpPEMEHHOU
IIOCJICIOBATEIbHOCTH, B XPOHOJOTMM HW3MEHEHHS COCTOSIHUS TMAlHUEHTA,
BKJIFOUAsl KIMHUYECKOE TEYCHHE, TEPANCBTUUECKAE MEPBI, HCXOI U
MOJIYYCHHYIO TOchenyromyw uHpopmaruoo. OnucaHue MOJKHO SBISTHCS
BCECTOPOHHHUM, CAMOCTOSITEIIbHBIM «MEIUIIMHCKAM OTYETOM), COJCPKAILIUM
BCE M3BECTHBIC BAXKHBIC KJIMHUUYECKUE U CBSI3aHHBIC C ATUM (J1abOpaTOpHBIE,
JMAarHOCTUYECKUE M MHBIC) CBEACHUS, BKJIIOYAs XapaKTEpUCTUKY MAalMEHTA,
MOAPOOHOCTH JICUCHHUSI, UCTOPUIO O0JI€3HU, KIMHUYECKOE TeUCHNE SBICHUS(-
i), TMarHo3, HexXenaTeIbHbIE PEaKIui U UX HUCXOJ, BaXKHbBIC JIAOOPATOPHBIC
JaHHbIE W JIIOOYI0 Jpyryro HHPOpPMAIUIO, KOTOpas MOATBEPKIAET WU
ONPOBEpPracT MoAo3peBacMble HEXKeJIaTeIbHbIC peakiuu. B ciyyasx, korga
3TO TMPUMEHUMO, TOJDKHBI OBITh 000OIIEHBI BaXKHBIC PE3yJbTAThl BCKPBITHS
WJIW PE3YJIbTAThl IOCMEPTHOTO UCCIICIOBAHUS.

Perymaropnasie opransl rocyaapctB-wieHOB EADC wu pnepxkarenn

pPETUCTPALIMOHHBIX YJIOCTOBCPCHI/Iﬁ MOI'yT JaaBaThb KOMMCHTAapUn B
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OTHOILIEHWH TPUYUHHO-CIEACTBEHHON CBS3M MEXIy I10/103peBaeMbl(1)
JICKapCTBCHHBIM(M) TIperapaToM(-aMu) ¥ HEeKeIaTeIbHON(-bIMU) pPeaKITUCH(-
AMH)  JONMOJHUTEIBHO K  OLIEHKE NPUYUHHO-CJIEJACTBEHHON  CBSI3U
MEPBOUCTOYHHUKA (penopTepa), €ciivi OHa MPe/ICTaBICHA.

7.3.4. Pe3ynbTaThl aHAIM30B U HUHCTPYMEHTAIBHBIX UCCIICTOBAHUIA

B omnucanumm HexenaTenpbHONW peakuuM  ClaeayeT (PUKCHPOBATH
pe3yabTaThl aHAJIU30B U MPOLEIYDP, BHINOJHEHHBIX C LEJIbI0 JUArHOCTUKU
WU TIOJATBEPKJICHUS PEAKIUU/SIBICHUSI, BKIIIOYAs AHAJIU3bl, MPOBEICHHBIC
JUISl UCCIIEIOBaHUSI TIPUYMHBI, HE CBSI3aHHOM C JICKAPCTBEHHBIM MpernapaTom
(HampuMep, CEpOJOTUYECKHE aHalu3bl HAa HMHQPEKIIMOHHBIA TEMaTUT IMpHU
NOAO3PEHNHA HA TEMNaTHT, BbI3BAHHBIM JIEKAPCTBEHHBIM IMPENApaToM).
Cnenyet cooOuiaTh U O MOJOKUTEIBHBIX, U 00 OTPUIIATENbHBIX PE3YJIbTATAX
VICCIIEIOBAHUM.

7.3 5. [locnenyromast uHpopMaLus

OtmpaBuTent0 COOOIIEHUS O HEXENIaTeIbHOW pPEaklUuh CleayeT
HAMpaBJsATh MOCIAEAYIONIYI0 HWH(OOPMAIMIO TI0 HEXKENTATeIbHOW peaKIuu
HE3aMEJJIUTEIbHO, €CJIM  [OoJydeHa HOBas  BaXXHas  MEIUIIMHCKAs
uHopmarusa. BaxxHass HoBas umH(opmalys O3HAYaeT, HaNpUMeEp, HOBYHO(-
bI€) M0/I03pEBaeMYIO(-bI€) HEXKeNaTeIbHYIO(-bI€) PEaKIuio(-1), U3BMEHEHUE B
OIICHKE MPUYUHHO-CJICACTBEHHOMN CBS3M U JIIOOYI0 HOBYIO MH(DOPMAIIUIO UK
JaHHbIE 00 M3MEHEHWHW MEePBOHAYATILHOMN (MIPEAIIECTBYIONICH) nHOpMaIUn
O Clydae, KOTopas BIHUSET Ha €ro MEAUIIMHCKYIO OlleHKY. WneHTtudukanus
BAXHOM HOBOM uHpOpMaIMu, TpeOyroUed CpPOYHOTO PpPEnopTUPOBAHUS,
BCETJIa HYXJ]Ae€TCsl B MEIUIIMHCKOM 3aKJTFOUCHUH.

Curyanuu, Korjga KPUTEPUH CEPhE3HOCTH W/WJIM OICHKA MPUYHMHHO-
CJICICTBEHHOM CBSI3M MO OTJEIbHBIM CiIy4dasM [OHIXKAIOTCS (Hampumep,
nocieAywmom@as MHPoOpManusg NOPUBOJAUT K  HU3MEHEHUIO  KPUTEPHUEB

CCPBC3HOCTH C CCpB@?:HOfI HEXKEJIaTEJIbHOU pPCaK Ha HCCCPLC3HYIO, OLICHKA
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IPUYMHHO-CJIEACTBEHHOW CBSI3M M3MEHSAETCAd C UMEIoLed Kakol-1ubo
YPOBEHb B3aMMOCBSI3M Ha COMHHUTEIBHYIO B3aUMOCBS3b) CIEAYET TaKKe
YUHUTBIBATh KaK 3HAYUTEIbHbIE M3MEHEHHUS, U COOOLaTh O HUX COIJIACHO
TpeOOBaHUSIM CPOUYHOTO MIPEJCTABICHUS HH(POpMAITUH.

B cnyuae, ecnu nocnenyromas uH(popMalus BHOCUT HE3HAUUTEIbHBIE
U3MEHEHHS B U3HAYaJIbHbIE JaHHbIE W OLEHKY, OHa HE MOIJIEKUT
HE3aMEJIUTEIbHOMY  TpeacTaBieHHuto.  [IpuMepsl  HE3HAYMTENBHBIX
U3MEHEHUN BKJIOYAIOT HE3HAYMMbIE HW3MEHEHUsS HEKOTOpBIX Jar, 0e3
BJIUSHUS HA OLUEHKY WM TepeAady ciydyas, Wi UCIpPaBJICHUS OINEYaTOK B
npeaslayme Bepcun ciydas. Cienyer, TeM HE MeHee, IOJIy4YUTh
MEIUIIMHCKOE 3KCIIEPTHOE MHEHUE B OTHOLIEHUH 3HAYMMOCTH ITOCJIEYIOLIEH
uH(popMallMK, TaK Kak B psAle ciydyaeB (popMasibHas OLIEHKAa MOXET OBbITh
HEJOCTATOYHON (Hampumep, U3MEHEHHE B JaT€ pPOXKIACHUS MOXKET
NPEACTABIATh COOOM CYIIECTBEHHOE M3MEHEHHE HWH(POpMalMM O BO3paCTe
MaIMEeHTA).

7.3.6. AHHYTUpOBaHHE CITy4acB

AHHYJIMPOBAHHBIA CIyyall — 3TO Cllydail, KOTOpbIN Ooyiee HE CleAyeT
YUYUTHIBATh B MPOLEAYypaX OLEHKH. AHHYJIUPOBAHUE BBINOJIHSIETCS, €CIU
OBLJIO OOHAPYKEHO, YTO BECh CIIy4al SIBJISETCS OIIMOOYHBIM, MO0 B cllydae
nyOnmupoBaHHBIX 0TueTOB IIponecc aHHyJIMpoBaHUS Cilydas BBIIOJIHSAETCS
NOCPEJICTBOM YBEJOMJICHUS OTIPABUTENEM MOJIydaTessl O TOM, 4YTO CiIy4au
Oonee He sBAseTcs AeHCTBUTENbHBIM. OpHAKO COOOIIEHUE ClIETyeT

COXpaHUTh B 0a3e JaHHBIX (papMaKkoHaA30pa OTIPABUTEIIS.

7.4. CorpyaHu4ecTBo co BcemupHoi Opranuszaumei
3npaBooxpaHeHust
Perynaropasimu OpraHamMu roCy1apCTB-WICHOB EADC

obecrieunBaeTCs PETYJIIpHOE MPECTABICHNE COOOIEHUH O BBHISIBIICHHBIX Ha

ux TCPPUTOPHUHA MOoJ03PCBACMBIX HEXKCIIAaTCIbHBIX peaKuHﬁ Ha
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nekapcTBeHHble mpemnaparsl B CotpyaHuyaroniuid llentp BceemupHoi
Opranuzaiuu 3/1paBOOXpaHEHUS C 1EJbI0 MX BKJIIOYCHHS B 0a3y JaHHBIX

HEXeJaTeNbHbIX peakiui BeemupHon Oprannsannu 31paBOOXpaHEHNS.
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8. NEPUOAWYECKHMH OBHOBJ/ISIEMBIH OTYET IIO
BE3OIMACHOCTH

[Teproguyeckuii oOHOBiIIeMbIH oT4yeT MmO Oe3omacHoct (ITOOB)
OpeAcTaBIsieT CcOOO0M JOKYMEHT 1O (apMakoHaA30py, LEIbI0 KOTOPOTO
ABIJIIETCS. IIPEACTABJICHUE IEP/KATEIEM PETrUCTPALMOHHOIO YyIOCTOBEPEHUS
OLIEHKM COOTHOILIEHHUSI MOJb3a/pPUCK JIEKAPCTBEHHOTO Ipernapara Ha
OINpPEJEIEHHBIX ATaNax NOCTPErUCTPALMOHHOTO NEPUOIA.

PerynaropapiMmu  opranamu rocyaapctB-wieHoB EADC  noipkHa
BBIOJIHATHCS  oueHka [IOOb ¢ omnpeneneHueM BO3MOXHBIX —HOBBIX
BBISIBJICHHBIX PUCKOB M HMX BJIMSHUS Ha OLEHKY COOTHOLIEHUS IOJIb3a-PUCK
JeKapcTBEHHOro npenapara. [Io pe3ynaprataM OLEHKH PETYISTOPHBINA OpraH
oIpeAessieT HEO0OXOAUMOCTb BBITTOJIHEHUS JanbHEHIINX
UCCJIeI0BaHUI/UCTIBITAHUI 0€3011acCHOCTH WU s dexTuBHOCTH
JIEKapCTBEHHOI'0  IIpemnapara, MOPUHATUA PETYJATOPHBIX  JACUCTBUU B
OTHOILIEHUN PETHCTPALMOHHOIO CTaTyca JIEKapCTBEHHOTO IIpenapara Win
BHECEHHS] W3MEHEHUN B HMHCTPYKLUMIO II0 MEIULUUHCKOMY IPUMEHEHHIO
JIEKapCTBEHHOr0 TMpemnapara B IeNsX OOecleueHus €ro MNpUMEHEHUs Mpu

IMPCBBIICHUH IT10JIb3bI HAaJl PHUCKOM.

8.1. Ileam mnepuoanM4YecKOro OOHOBJISIEMOrO  OTYeTa IO

oe3onacioctu (ITIOOB)

8.1.1. OcunoBuoii mensto [IOOb  sgBusercss  mpeAcTaBlIeHUE
UCYEPIBIBAIONIETO U KPUTUYECKOIO aHaliu3a COOTHOUIEHUS II0JIb3a-PHUCK
JIEKapCTBEHHOIO TIpernapara ¢ y4eTOM BCEX HOBBIX JAHHBIX MO 0€30MaCHOCTH
U UX KyMYJISITABHOTO BJIMSHUS Ha poduiib 0€30MacHOCTy U 3P(HEKTUBHOCTH
JICKAPCTBEHHOTO rpernapara. ITOOb SIBJISIETCS WHCTPYMEHTOM

HOCTpeFI/ICTpaHI/IOHHOﬁ OLOCHKHK COOTHOHICHHUS II0JIb3a-pUCK JICKAPCTBCHHOI'O
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npernapaTa Ha ONPEIEICHHBIX 3Talax *XU3HEHHOTO LHMKIIA JIEKAPCTBEHHOTO
npernapara.

8.1.2. B nporecce IIOCTPETUCTPALMOHHOTO IPUMEHEHUS
JIEKapCTBEHHOTO0  Ipernapara  BBIABISETCS HOBas  MH(opMauus 1O
0€30MacHOCTH, HAa  OCHOBAaHMM  OLIGHKM  KOTOPOM  JepiKareiem
PETUCTPAIMOHHOTO  YAOCTOBEPEHMSI JOJDKEH IIOCTOSSHHO — BBIMOJHATHCS
aHaJIN3 BJIMSHUS HOBBIX JIaHHBIX Ha COOTHOIIEHHUE IMOJIb3a-PUCK, IEPEOLICHKA
JAHHOTO TOKA3aTelsl, a TAKXKE ONPENeNAThCs HEOOXOAUMOCTh ONTUMM3ALUU
COOTHOIIEHUS! MOJIb3a-pUCK IyTEM BBEACHHUS OS(PPEKTHUBHBIX Mep IO

YIIPaBJICHHUIO PUCKAMHA U UX MUHHUMU3AIIUU.

8.2. IIpuHUMIIBI OLIEHKH COOTHOLIECHUS M0Jb3a-puck B [I00b

OreHKa COOTHOIICHMS TOJb3a-PUCK JIOJDKHA HOCHUTH HEMPEPHIBHBIN
XapakTep Ha TPOTSHKEHWH BCErO JKU3HEHHOTO IIMKJIA JIGKAPCTBEHHOTO
mpenapara B IeMSIX OOCCIEYeHHWS 3alllUThl  370pOBbS HACEICHHUS U
MOBBIIICHUST O€30MAaCHOCTH TAIMEHTOB MyTeM peanu3anu 3(OPEKTUBHBIX
Mep MUHUMU3AIUU pucka. OCHOBOW JIsl aHAIM3a SBIsETCS MHPOpMALIHS 110
oezonmacHocT M 3(Q(EeKTUBHOCTH, coOMpaemass Ha  MPOTSHKECHUU
COOTBETCTBYIOIIIUX IPOMEKYTKOB BPEMEHH, COCTABJISIOMIUX OTYCTHHIC
nepuobl. OieHKa BKIIIOYAET CIETYIOINE dTaIbI:

1 Kputnueckuit aHanu3 Bcell wuHGopManuu 10 OE30MacHOCTH,
MOJIYydEHHOM 3a OTYETHBIA TMEPUOJ C  OMNPEACIICHHMEM BO3MOXHBIX
BBISIBICHHBIX ~ HOBBIX  CHTHAJIOB, CBHJCTCIBCTBYIOIIMX O  HOBBIX
MOTCHIMAIBHBIX WM HWACHTU(GUIIMPOBAHHBIX PHUCKAX, JHUOO JIOMOJTHECHUHU
UMEIOIINXCS 3HAaHUH TT0 paHee WASHTU(PUITMPOBAaHHBIM PHUCKaM.

2. Kputnaeckoe 00001eHNE BCEH MOMYYEHHOW 32 OTYETHBIA TEPHO]T
uHpopManuu 1O 0e30MacHOCTH W A(YPEKTUBHOCTH JIEKAPCTBEHHOTO

npemnapara (Kak B paMKaX KIMHHYECCKHUX HCCIICIOBAHUN/MCIBITAHUN, TaK H
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Opy MPUMEHEHUH B MEIUIMHCKON MPAaKTHUKE) C OLEHKOW BIMSHMS STHUX
JAHHBIX Ha COOTHOILIEHHUE 0JIb3a-PUCK JIEKAPCTBEHHOT'O Ipenapara.

3.BrInonHeHne UHTETPATFHOTO aHAIM3a COOTHOIICHUS MOJIb3a-PUCK HA
OCHOBAaHHUM BCEX KYMYJISITUBHBIX JaHHBIX, UMEIOIIMXCS 3a MEPUOJ OT JaThl
MIEPBOM PETUCTPAIIMU B KaKOW-TMOO W3 CTpaH, JaThl MEPBON pErucTpaluu
JUTsl IPOBEJICHUS UHTEPBEHIIMOHHOTO KIIMHUYECKOT0 UCCIEAOBAaHUS B KaKOM-
100 U3 CTPaH.

4.00600u1eHMe MHPOpPMALMKM IO MEpaM MUHMMU3ALUHA PUCKA, KOTOPBIE
MOTJIY BBITIOJIHSTHCS WM TUIAHUPYIOTCS.

5.0mpeneneHue IJlaHa OLECHKM CHUTHAJIOB M PUCKOB  W/WIHU

MPEIOKCHUH 110 JIOTIOJHUTEIIBHOM IEITEILHOCTH 110 (hapMaKOHA130DY.

8.3 lIpunuuns! noarorosku [NOOBb

JlepkaTenb PErucTPallMOHHOTO YJIOCTOBEPEHUSI JOJDKEH TOTOBUTH
onud [TIOOB myist Bcex CBOMX JIEKAPCTBEHHBIX MPEMApaToB, COACPKAIINX
OJTHO M TO JXK€ JCHCTBYIOIEE BEIIECCTBO WU OJHY M Ty K€ KOMOHHAIIHIO
JNEUCTBYIOMIMX BEIIECTB MO BCEM OJOOPEHHBIM MOKa3aHUSAM, CIocobam
BBejicHUs, (hopMaM BBIITYCKa M PEXUMaM JI03UpOBaHUs. B ompeneneHHbIX
ClydasiX MOXET IMOTpeOOBaThCs MPEACTABICHUE AaHHBIX IO OTEJIbHBIM
nokazanusiM, ¢opmaM BBIITyCKa, CIMoco0aM BBEJACHUS WIH PEXKUMaM
no3upoBaHusi B oraenabHOM paznene  [IOOb ¢ cooTBEeTCTBYHOIIMM
OTpaXKEHUEM aCTIEKTOB ITpoduiIsa 0€301acHOCTH, 0€3 OATOTOBKH OTIASIBLHOTO
[TOOB. B uckiatounTeNnbHBIX CiIy4dasx NOAroToBka otaeabHoro [11OOb moxer
ObITh OOOCHOBaHa, HAMpUMEP, B clydae OTIWYHOM (OPMBI BBHINTyCKA C

IMOJIHOCTBIO OTIIMYHBIMH IMOKA3aAHWAMHU K MCAUITMHCKOMY IIPUMCHCHUIO.

8.4. Conep:xkanme IIOOB
8.4.1. TIOOBb nomkeH BKIIOYATh KyMYJISTHBHBIC JAHHBIE, TOJTyYCHHbBIE

HaduHasa OT JdaTbl PCrucCrpanyvd, C HAIIPABJICHHOCTBIO Ha HOBYIO
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UHPOPMAIIMIO, TIOJIYYCHHYIO 3a OTYEeTHBIH mnepuoa. KymynsaruBHas
uHbOpMalMsT  pacCMATPUBACTCS TMPU  BBIMOJHEHHH OOIIEH  OICHKHU
0€30MacCHOCTH ¥ UHTETPUPOBAHHOM OIIEHKH COOTHOIIIEHUS MOJIb3a-PUCK.

[IOOBb poikeH BKJIOYATH 0000MIAIOLIYI0 HMH(OpPMALMIO O BCEM
UCTOYHUKAM TIONYYCHHUs 3HAYMMBIX JAHHBIX 1O JS()PEKTUBHOCTH U
0€301MacHOCTH, KOTOPBIE JOJIKHBI YIUTHIBATHCS NP BHIMIOJTHECHUH OYEPETHOM
OLICHKH COOTHOUICHHS TMOJb3a-PUCK U KOTOPHIE UMEIOTCA B PACHOPSIKECHUU
JIepKaTeNsl PETUCTPAIlMOHHOTO YJIOCTOBEpEeHHs. YKazaHHas uH(opmaius
BKJIIOUYAET:

a) o6OoOmaromas wuHPOpMALMS MO pe3yiabTaTaM MEIUIIMHCKOTO

IPUMEHEHHUS:

- TaHHBIE CIIOHTAHHOTO PENOPTUPOBAHUS;

- TAaHHBIE MEUITUHCKOM JINTEPaTYPhI;

- JIaHHBIC, TIOJIyYCHHBIE B XOJI¢ AKTUBHBIX METOJOB MOHUTOpPHHIA
(HampuMep, aHaJIu3 BHYTPEHHUX WM BHEITHUX 0ax JaHHBIX);

- CUTHaJIbl MO O€30MacHOCTH, HAaXOMASIIHUECS Ha PACCMOTPEHUH Y
JIepIKaTeNs PErUCTPAIMOHHOTO YI0CTOBEPEHUS;

- nH(opMaIHs OT MAPTHEPOB MO MAPKETUHTY WIH TUCTPUOBIOIINH;

0) oboOmaroras uHpopmarus 1o KJIMHUYECKUM

UCCIIETIOBAaHUSIM/UCTIBITAHUSIM:

- TMPOJOJDKAIOIIUECS KIMHUYECKUE MCCIICOBAHUSI/UCIIBITAHUS WU
WHBIC HCCIICIOBAHUS/UCIIBITAHUS, KOTOPBIC BBIMOJHSIIOTCS JepKaTeiaeM
PETUCTPAIIMOHHOTO yIOCTOBEPEHUS WU €0 TPEJICTaBUTEIEM, TNOO KOTOPHIE
OBLTH 3aBEPIICHBI B OTYCTHBIN TIEPHUOI;

- TEpaneBTHYECKOE TMPUMEHEHUE HCCIEAYEMOTO JIEKapCTBEHHOTO
npernapara;

- O6C€pBaI_II/IOHHBIe NI SIITMACMHNOJIOTHYCCKHUEC NCCIICA0OBAHUA,
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- HCCIIEIOBaHUS MO OIEHKE KCMOJb30BaHUS JIEKAPCTBEHHOTO
npernapara;

- TOKJIMHUYECKUE UCCIIEIOBAHUS (TOKCUKOJIOTUUECKUE U UCCIIEI0BAHUS

in vitro);

- KJIMHUYECKUE UCCIICIOBAHMS, BBIMOJIHAEMbIEC TTAPTHEPAMHU JIepKATEISI
PErUCTPALIMOHHOTO YJIOCTOBEPEHUS MO pa3pabOTKe MM Pa3MEIICHUIO PhIHKE
JIEKQpCTBEHHOTO TIpenapara;

- KIMHUYECKHWE UCCIICNOBaHMWSA, B KOTOPHIX ObUIa BBISBIICHA
HEJIOCTAaTOYHasl TepaneBThuueckas 3(P(PEKTUBHOCTb, UYTO MOXKET OKa3aTh
BIIMSIHUE HA OIIEHKY COOTHOIIIEHHUS MOJIb3a-PUCK JIEKAPCTBEHHOTO MIpemnapara;

B) 00o6mIaromas nHGopManus u3 APyrux UCTOYHUKOB:

- JaHHbIE W3 WHBIX HCTOYHHUKOB, MMEIOIIMX OTHOIICHHE K OIICHKE
3¢pexTuBHOCTH  WiIM  OE€30HaCHOCTH  JIEKAPCTBEHHBIX  IPENapaToB
aHaJIOTMYeCKOM (hapMaKkoTeparneBTUYECKON TPyIIIbI;

- unaple [IOOBb wunu otuerhl Mo 6€30MacHOCTH pa3pabaThIBAEMBbIX
JICKapCTBEHHBIX TIpenapaToB (HampuMep, KOHTPAKTHBIX MAPTHEPOB WU
WHUIIMATOPOB UCCIICAOBAHUN);

- BakHas WHGOpMAIMs, TOJyYSHHAs IOCIE 3aBEPIICHUS MOATOTOBKH

[TOOB.

8.4.2. I1IOOb nomwkeH BKIIOYATh CIASTYIOMINE Pa3eibl:

e THUTYJIBHBIN JIUCT, BKJIIOYAS YIOCTOBEPSIOUIYIO TTOIIUCH

e KpaTkoe u310K€HUE OCHOBHOT'O COJICPKaHUS

e Tabnwia comepkaHusi OTIETA:

1) BBenenue

2) PerucTpaliMoOHHBIN CTATyC B MHPE

3) Mepbl, NPUHATHIC 32 OTYETHBIM IEPHOJ, B CBA3HM C JAHHBIMH IIO

0€30I1aCHOCTH
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4) 3MeHeHHUs, BHECEHHBIE B CIPAaBOYHYIO HMH(POPMAIIUIO IO
0€30I1acCHOCTH JIEKAPCTBEHHOTO Mpenapara
5) OueHka KoOJMYECTBAa TNAI[MCHTOB, TIOJBEPIIINXCS BO3JICHCTBHIO
JIEKApCTBEHHOTO IIpernapara
5.10011ee KOIMYECTBO MAIMEHTOB, MOJBEPTIINXCS BO3ICUCTBUIO B
KIMHUYECKUX UCCIICTOBAHUIX
5.2001m1ee KOMMYeCTBO MAITUEHTOB, TTOJABEPTIITUXCS BO3ICUCTBHUIO 11O
JAHHBIM IPUMEHEHHUS Ha PHIHKE
6) O0o0OIIeHHBIE TA0IUYHBIC JaHHBIC
6.1CnpaBounas nHdopmanus
6.20000mmeHHass uWHpOPMAIUSI 110 CEPhE3HBIM HEKeIaTeIbHBIM
pEaKIUsIM, BBISIBIICHHBIM B X0J1€ KJIIMHUYECKUX UCCIIEA0BAHUM
6.3000011eHHast “HpOpMaIKs 1O JTAaHHBIM MOCTPETUCTPAIIUOHHOTO
IPUMEHEHUS
7) Pe3toMe BaKHBIX HAHHBIX, IOJYYEHHBIX B XOJ€ KIMHUYCCKUX
HCCJIEIOBAHNUM 3a OTYECTHBIN MEPUO/T
7.13aBepilieHHbIE KJIMHUYECKUE UCCIIeI0BAHUS
7.211ponomkaroniuecst KIMHUYECKHUE UCCIICT0BAHUS
7.3J1uTenbHbIN TOCIeTyOMUA MOHUTOPUHT
7.4ANlHoe  TepameBTUYECKOE IIPUMEHCHUE  JIEKAPCTBEHHOIO
npernapara
7.5HoBple maHHBIE N0 OE30MACHOCTA B OTHOIIEHWM HA3HAUYEHUS
(UKCUPOBaHHBIX KOMOMHAILIUMA
8) JlaHHbIC HEUHTCPBEHIIMOHHBIX UCCIICIOBAHUI
9) JlaHHbIE JPYrux KIMHUYECKUX HCCICAOBAHUNA M U3 JPYrUX
HCTOYHHKOB
10)/laHHbBIC JOKIMHUYECKUX UCCIICIOBAHMM

11)JIuteparypa
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12)Apyrue nepuoanyeckue 0OHOBISEMbIC OTUETHI
13)Henocrarounas TepareBTUYECKas 3(PEeKTUBHOCTD B
KOHTPOJIUPYEMBIX KIMHUYECKUX UCCIICTOBAHUIX
14)Baxxnas nH(pOpMaIysi, MOJIydeHHas TIOCTIe 3aBEPIISHHS IO OTOBKH
I[TOOb
15)O0630p CUrHAJIOB: HOBBIE, pACCMATPHUBACMBbIC M 3aBEPIIICHHBIC
16)CurHansl 1 OIICHKA pHUCKa
— O6o6muraromas nHbopMalus Mo mpodaeMam mo 0€30macCHOCTH
— OueHka curHana
— OuneHka pucKoB U HOBOW HH(POpMALIUU
— XapaxkTepucTuka pucKoB
— OddexTUBHOCTH MEP MUHUMU3AIMH PUCKa (€CIIU TPUMEHUMO)
17)O1eHKa MOIb3bI
— Baxnas O6asucHas wuHbpopmarus mo 3HPEKTUBHOCTH B XOJ€
KIMHAYECKUX HWCTBITAHUA U TPUMEHEHHUS] B MEIUIIMHCKOM
MIPaKTUKE
— HoBas BwisiBneHHas uHdopMmaiug 1Mo 3PQPEeKTUBHOCTH B X0J€
KIMHUYECKUX HWCTBITAHUA W TPUMEHEHHS B MEIUIIMHCKOM
IIPaKTHKE
— XapakTepUCTHKA MOJIb3bI
18)IHTerprpoBaHHBIA  aHAJIM3 COOTHOIICHUS  TOJb3a-PHCK 10
0JI00pEHHBIM MMOKa3aHUSIM
— KoHTEKCT  COOTHOIIEGHWS  TMOJB3a-PUCK —  MEIUIMHCKAs
OTPEOHOCTh U BaYKHBIC AJIbTEPHATHBBI
— OureHKa npoleaypsl aHaIU3a COOTHOLIECHUS MOJIb3a-PUCK

19)3akiroucHUE U ICHCTBUS

20)IIpunoxenus k [IOOb
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8.4.3. TUTYNbHBIN JIUCT

Ha TuTynpHOM JIMCTE JOJIKHO OBITh YKa3aHWE HOMEpPA OTYETa (OTUYETHI
JOJDKHBI ~ UMETh  IOCJENOBATENIbHYIO  HyMEpaluio), HauMEHOBaHUE
JIEKapCTBEHHOI0 IIpernapara, MeXIyHapOAHYIO JaTy pEerucTpanuu, OTYETHBIN
nepuoa (IuO0 yKa3zaHHWE Ha BHEOUEPETHON MOPANOK IMOJA4Yd 1O 3ampocy
PETYJIITOPHOTO OpraHa), JaTy COCTaBJIEHUS OTYETa, JAaHHBIE IEp KaTems
PErHCTPALIMOHHOTO YJIOCTOBEPEHUS] M YKa3aHHE O KOH(HICHIHAIbHOCTU
uHpopmanuu, BkIodeHHOM B I[IOOB. TUTynbHBIA JUCT AOKEH OBITH
3aBEPEH MOJIHUCHIO.

8.4.4. KpaTkoe U310K€HUE OCHOBHOI'O COJIEPKaHUS

[lenpr0 KpaTKOro H3JIOXKEHUS COACPKAHUSA  SBIIAETCS  KPAaTKOE
NpeJCcTaBlIeHUe B OOOOIIEHHOM BHUJI€ COJIEp)KaHUS U HaumOoJiee BaKHOU
uH(pOpMalLlMK, COCTaBIISIONIEH MEPUOJUYECKUN OOHOBIIIEMBIA OTYET IO
oe3zomacHocTd. JlaHHBIM  pa3gen  JOJDKEH  BKJIIOYATh  CIEAYIOUIYIO
uHdOpMaIUIo:

a) BBEJICHUE, YKAa3aHUE HOMEpPA OTYETA U OTYETHOTO NEPUOJIA;

0) HaMEHOBAaHHE JIEKapCTBEHHOT O npenapara,
(dapMakoTepaneBTUUCKUI  KJIAacC, MEXaHU3M JEHCTBUS, TMOKa3aHUd K
IpUMEHEHHI0, opMa BBIITYCKa, 103, CIOCOO BBEICHMUS;

B) OLIEHKa KyMYJSTUBHOIO BO3JEHCTBHS B XOJE€ KIMHHYECKHUX
HCCIICIOBAHUN;

I) OILIEHKa MWHTEpBaJla MOCTPErUCTPALMOHHOTO NPUMEHEHUs W
KYMYJISITABHOT'O BO3/ICMCTBUSA 32 3TOT NEPHUOI;

1) YMCIIO CTpaH, Ha TEPPUTOPUM KOTOPBIX pa3pelIeHO MPUMEHEHUE
JIEKapCTBEHHOTO MPEIapara;

¢) 00o6meHHass HHGOPMAIIHS 10 OIICHKE COOTHOIISHUS T0JIb3a-PHUCK;

) IPUHATBIE W MpeJJIaraéMble JEHCTBHS, CBA3AaHHBIE C acCIEKTaMu

npodusis 6€30MacHOCTH, BKJIIOYas CYIIECTBEHHbIE M3MEHEHHS B OpOIIIOPY
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HCCIIeIOBATEIIS Ha ATane KIMHUYECKUX HMCCIICAOBAaHWM M B MHCTPYKIIUIO IO
MEJIUIIMHCKOMY MPUMEHEHHUIO Ha MOCTPETUCTPAIMOHHOM 3Tarne, JU00 HHBIC
Mepbl MUHUMU3AIUU PUCKA;

3) 3aKJIIOYCHUS.

8.4.5. Pazgen KpaTKOTrO H3JIOKEHUA COJEPKAHUS OT4YETa JOJKEH
COTIPOBOXK/IAThCSI TAOJHUIICH CcoAep)KaHUS TEPUOAUYECKOTO0 OOHOBISIEMOIO

oTyera 1mo 0€30MacHOCTH.

8.5. TpeOoBanus Kk cogepxannio ka:xxknou yactu [IOOb

8.5.1. Paznen [IOOb «BBenenue»

BBenenune 10mKHO coaepKaTh CIEAYIONTY0 HH(DOPMAIIUIO:

a) MEXIyHapoJHash JaTa pErucTpaluy, OTYETHBIM NEPUOA H

IOPSAIKOBBIM HOMEpP OTYETA;

0) HaNMEHOBAaHHE JIEKapCTBEHHOT O npenapara,
dbapMakoTepaneBTUUCKUI  KJIacC, MEXaHU3M JCHUCTBUS, TIOKa3aHUS K
pUMEHEHHI0, JopMa BBITyCKa, 103, CIOCOO BBEACHMUS;

B) KpaTKO€ OINHCAHUE MOMYJISUUA, KOTOPHIE IMOMYy4arOT JIEYEHHE C
Ha3HAYEHHWEM JICKApCTBEHHOTO TMpernapara WIM ObUIA BKJIIOYEHBI B
KIIMHUYECKHUE UCCIICOBAHMUS;

I') KpaTKO€ OMUCAaHUE U pa3bsICHEHUE JI000H MMEIOIIEH OTHOLIEHUE K
Tpedyemoit umHpopmarmu B [IOOB, koTopas He ObIIa BKIIOYCHA B
nonasaeMei [I0OB.

8.5.2 Paznen [TOOb «PeructpalluOHHBIN CTaTyC B MUPE

B nmannom pasnmene [IOOB nomxkHa OBITH MpeacTaBiieHa KparTkas
o030pHasi WMHQpoOpMaIMs, BKJIIOYAIONIAsS JaThl MEPBUYHBIX PETUCTPALUN B
CTpaHax MHUpA, 0J100pEHHbIE MOKa3aHUs K MPUMEHEHUIO,
3aperucTpUpoOBaHHbBIC (OPMBI BBITyCKA U JIO3UPOBKH C yKa3aHUEM

JIercTByOMMX Ha gaty noarotoBku [10Ob peructpanui.



212

8.5.3. Paznen [TOOb «Mepsl, IpUHATHIEC 32 OTYETHBIN MIEPUOJI, B CBSI3U
C JTaHHBIMHU 10 OE30MTACHOCTU»

B paszgene npencraBiseTcsl ONMCAaHUE CYLIECTBEHHBIX MEp, IPUHSATHIX
32 OTYETHBIM NEPUOJ, KaK B OTHOIICHHH IPOJOJDKAIOMIMNXCS KIMHUYECKHX
UCCIIEIOBAaHUI/UCIIBITAHUN, TaK U MOCTPETHCTPALMOHHOIO MPUMEHEHMS, CO
CTOPOHBl  PETYJSITOPHBIX  OPraHOB,  JEpXkaTelid  PErucTPallOHHOTO
YAOCTOBEPEHHUs,  CIOHCOpA/3asBUTENII  KIMHUYECKUX  MCCIIEIOBAaHUM,
KOMHUTETa TI0 MOHHUTOPUHIY/OLICHKE JIaHHbIX, KOMHUTETa MO 3THUKE Ha
OCHOBAHMH JIAHHBIX 10 0€30MAaCHOCTH, KOTOPBIE:

a) OKa3aJlM CYLIECTBEHHOE BJIMSHUE HA COOTHOIICHHUE I10JIb3a-PUCK
3apEeruCTPUPOBAHHOTO JIEKAPCTBEHHOT'O MIpenapara; u/uim

0) oKa3aJM BIMAHHE Ha MPOBEIACHUE KOHKPETHOTIO KIMHUYECKOTO
uccien0BaHus(-1il) WM B LEJIOM Ha IporpamMMmy KIMHHYECKON pa3pabdoTKu
JIEKapCTBEHHOIO Mpernapara.

B paznene noskHbI ObITh YKa3aHbl OCHOBAHUS Ui MPUHATUS JaHHBIX
Mep U MpU HEOOXOJUMOCTH JIONOJHUTENIbHAs HH(OpMAIUs, €Clii TaKOBbIE
JOCTYIIHBI.

1. Mepbl, NpUHSTHIE B OTHOLIEHUH MCCIEIYEMOTO JIEKApCTBEHHOTO
npenapara MOryT BKJIIOUYATh:

a) OTKa3 B BbIJAY€ pa3pelICHUs HA MPOBEACHUE KIMHUYECKOTO
UCCIICTOBAHUS/UCIIBITAHUST [0 acleKTaM O0€30MacHOCTH WJIH AITHYECKUM
BOIIPOCAM;

0) yacTMyHas  WIM  TOJHAs  NPUOCTAHOBKAa  KIMHUYECKOTO
UCCJICIOBAaHUS/UCTIBITAHNUA MO0  TOJIHAsE ~ OCTAHOBKA  KJIIMHUYECKas
UCCIICTIOBAaHUS/UCIIBITAHUST  PaHEe IUIAHUPYEMOTO CpOKa MO MpUYUHE
BBISIBJICHHBIX ~ JaHHbIX 1O  O€30MaCHOCTM WM  HEIOCTAaTOYHOU

TepaneBTUIeCKou 3(PPEeKTUBHOCTH;
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B) OT3BIB MCCJIEAYEMOIro JIEKapCTBEHHOIrO IpernapaTra Wiu Ipernapara
CpaBHEHUS;

I) OTKa3 B MOJYYEHUU pa3pelICHUs Ha MPUMEHEHHE MO MOKAa3aHMIO,
UCCIEAYyEMOMY B  XOJ€  KIMHHMYECKOTO  HUCCJIEJOBaHMS,  BKIIOYAs
TO0OPOBOJIBHBIN OT3BIB MOJA4H 3asBJICHUSI HA PETUCTPALIHIO;

1) BBEJICHHE MEpP MUHUMM3AIIMN PUCKA, BKIIOYAS:

- U3MEHEHUs1 B MPOTOKOJ HCCIIEIOBAHUS/UCIIBITAHUS, O0YCIOBIICHHbBIE
JAHHBIMU TI0 0Oe30MacHOCTH WU 3(P(PEKTUBHOCTU (TaKHe, KaK HW3MEHEHUeE
pexXuma J03UpPOBaHUSA, M3MEHEHMS KPUTEPUEB BKIIIOUEHUS/HEBKIIOUEHUS,
BBEJICHUE JOIMOJIHUTEIbHBIX MEP 10 MOHUTOPUHTY CyOBEKTOB UCCIIEJOBAHUS,
OrpaHUYCHUE MPOIOJDKUTEILHOCTH UCCIIEI0BAHMS/UCTIBITAaHU );

- OrpaHUYEeHHUs HCCIEAYyEeMON TONyJALMM WM [OKa3aHUh K
IPUMEHEHUIO:

- U3MEHEHUs1 MH()POPMUPOBAHHOTO COTrJIAcHsi, CBA3aHHBIE C aCIEKTaMu
npodusisa 6€30MacHOCTH;

- I3MEHEHHUS COCTaBa;

- JIOTIOJIHUTEJIbHOE TPEOOBAaHHUE PETYJATOPHBIX OPTaHOB MO 0COOOMY
NOPSIIKY MPECTaBIeHUs HHPOpMAIMU MO0 0e30MacHOCTH JIEKApCTBEHHOTO
npenapara;

- cmenuaibHOe HH(POPMHUpPOBAHHWE Bpadeil-wccienoBaTeNell WIn
MEIUIIMHCKUX PAa0OOTHUKOB; U

- IUIAaHUPOBAHUE TMPOBEJCHUS HOBBIX HCCJIEIOBAHUI 1O OLIEHKE
acrekToB Mpoduiis 0€30MacHOCTH.

2.  Mepbl, TpUHATBIE B  OTHOIICHUW  3aPETHUCTPUPOBAHHOTO
JIEKapCTBEHHOIO MperapaTa BKIKYAIOT:

a) OTKa3 B IPOJJICHUU JEHCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHMUS;

0) NPUOCTAaHOBKA UJIM OT3bIB PETUCTPALMOHHOTO yI0CTOBEPEHUS;

B) BBCACHHC IIJTaHA MUHUMMN3AlIUN PHUCKA, BKIIOYasi:
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- CYILECTBEHHbIE OrPAaHUYCHHS B PACHPOCTPAHEHWUU WM BBEACHUE
WHBIX MEp MUHUMU3AIUU PUCKA,;

- CYILIECTBEHHBIC HW3MCHEHHS HWHCTPYKIMU TI0 MEIUIMHCKOMY
MPUMEHEHUIO, KOTOphIE MOTYT MOBIMSATH Ha MporpaMMmy pa3pabOTKH,
BKJIIOYAs OTPAHUYEHUS IMOKA3aHWM K HA3HAYEHUIO WM TPYNN MalMEHTOB,
KOTOPBIM Ha3HA4YaeTCs JIEKapCTBEHHBIN Npenapar;

- crienuaabHOe HHPOPMUPOBAHUE MEAUIIMHCKUX PAOOTHUKOB; U

- TpeOOBAaHUE MO MPOBEACHUIO MOCTPETUCTPAIMOHHOIO UCCIETOBAHUS
CO CTOPOHBI PETYJIITOPHBIX OPTraHOB.

8.5.4 Paznen IIOOb «M3MeHeHMs, BHECEHHBIE B CIPaBOYHYIO
uH(dOpMaIKIo Mo 0€30MaCHOCTH JIEKapCTBEHHOTO MpemapaTa

B pasnmene nepeuucnsiercss uHdpopmaius 000 BCEX CYIIECTBEHHBIX
U3MEHEHUSX, BHECEHHBIX B CIPABOUYHYIO HH(POPMAIUIO MO OE30MaCHOCTH
JIEKApCTBEHHOr'0 Mpernapara 3a OTYETHbIM nepuoi. JlaHHbIE CYLIECTBEHHBIE
M3MEHEHHUSI BKIIOYAKOT M3MEHEHUS B  pas3Jeibl IPOTUBOIIOKA3AHUU,
MPEIOCTePEKEHUN, OCOOBIX YyKa3aHWW, JOMOoJHEHWe uH(opManue o
CEpPbE3HBIX  HEXKEJATEIbHBIX  PEAKLMAX, HEKEIATEIbHBIX  PEAKLHUSIX,
MPEJCTABIISIONIMX OCOOBIM WHTEpPEC, PEeaklUsX B3aUMOJICHCTBUS; Ba)KHbBIC
JTaHHBIE MPOJIOJHKAOIINXCS u 3aBEPIICHHBIX KIIMHUYECKUX
HCCJIEI0BaHNI/UCIBITAHNI;, BaKHBIE JaHHBIE JOKJIMHUYECKUX HCCIIEIOBaHUI
(HampuMmep, u3y4YeHHE KaHIleporeHHocTu). Wudopmainus 1Mo gaHHBIM
U3MEHEHMSIM JIOJKHA OBITh MPEACTaBJIE€HAa B COOTBETCTBYIOIIMUX pasjeiax
[IOOBb. B npunoxennu k [I0OOb nomkHa npunararbCs BEPCUsSL CIIPABOYHOM
uHpopmarun 1o  0€30MacCHOCTH  JIEKAPCTBEHHOrO  Mpemapara  C
COOTBETCTBYIOIIMMU U3MECHEHUSIMU.

Jlepxareinb PErucTpaliMOHHOTO yAOCTOBEPECHUS TAKKE MPEACTABISACT
nH(OPMAIIMIO O BHECEHHBIX M HAXOSAIIUXCS HA dTalle BHECEHUSI N3MEHEHHUIX

B HHCTPYKIUIO I10 MCIAUIINUHCKOMY IMMPUMCHCHUTO Ha OCHOBAaHHNH
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OOHOBJICHHON BEpCHHM OCHOBHOW MH(pOpMAIIUKA MO O€30MaCHOCTH JIepKaTelIs
PErUCTPAIMOHHOIO YJIOCTOBEPEHHUS C IPEACTABICHUEM €€ B MPUIIOKEHUH.

8.5.5. Pazpen [IOOb «Ouenka KoJIM4ECTBa MAMEHTOB, OABEPTIINXCS
BO3JICICTBUIO)

[TOOB nomkeH coaepKaTh TOYHYHO OLICHKY KOJIMYECTBA MAIlMEHTOB,
KOTOPBIC MOJIBEPTIIMCHh BO3JEHCTBHUIO JICKAPCTBEHHOTO IIperapara, BKIouas
BCE JIaHHBbIE B OTHOIICHUU OObEMa MPOJAXK M KOJIMYECTBA HAa3HAYCHUM.
JlarHas OIlCHKa  JOJDKHA COTIPOBOXKIATHCS KauyeCTBEHHBIM U
KOJIMYECTBEHHBIM ~AaHAJIM30M MPUMEHEHHS B PEAIbHON MEIUIIMHCKOM
MPaKkTUKE C YKa3aHHUEM TOro, KakuM 00pa3oM 3TO MOXKET OTJIMYAThCS OT
OJIOOPEHHOTO0 TPUMEHEHHS, OCHOBBIBASCh Ha BCEX JaHHBIX JOCTYIHBIX
JepKaTEIIO PErUCTPaAIlMOHHOTO YAOCTOBEPEHUS u pe3yJbTarax
HaO0II0aTEIBHBIX HCCIIeIOBaHNI T10 OIICHKE HCITOJIb30BAHHS
JIEKaApCTBEHHOIO TIpenapara.

B manHOM pasjgene moikHa OBITH MpEJICTAaBICHA OICHKA o0beMa M
XapaKTEPUCTUKH TOMYJISALNH, MOJBEPIIIeHCs BO3AECUCTBUIO JICKAPCTBEHHOTO
npernapara, BKJIo4asi KpaTKOe OMKMCaHUEe UCTI0JIb3yEeMOT0 JJIsl OIEHKU METO/1a
U yKa3aHUsl HEJJOCTATKOB MCIOJIb3YEMOr0 METO/Ia.

Cornacyromuecs METO/IBI 10 OIlCHKE BO3JEUCTBUS Ha
cyObeKTa/manenTa JOJKHBI HCIOJb30BaThes BO Beex pazaenax [TOOb ms
OJIHOTO JIGKAPCTBEHHOTO TMpemnapara. Eciu yMecTHbIM SBJSETCS 3aMEHa
UCIIOJIb3YEMOT0 METO/ia OIIEHKH, 00a METOJa U PacueThl MO0 HUM JIOJKHBI
obITh nipeacTaBieHbl B [IOOb ¢ o0bsicHeHneM 3aMEHBI.

8.5.5.1. Tlompazmen IIOOBb «OO6miee KOJWYECTBO MAIMEHTOB,
MOJIBEPTIIMXCS BO3JICUCTBUIO B KIIMHUYECKUX UCCIICTOBAHUSIX )

Hanubi  pazpnen IIOOb  gomxkeH  comepkaTh  CIEAYIONLYIO
nH(pOpMaITHIO [0  IaIMeHTaM, BKIIOYEHHBIM B  KIIMHUYECKHE

UCCIIeIOBAHUS/UCTIBITaHUS (PEKOMEHAYETCSl TAOIMYHBIN hopMmar):



216

a) KyMYJSITUBHOE YHCJIO CYOBEKTOB HCCIIEIOBAHMS, BKIIIOUEHHBIX B
MPOJIOJIKAIOIIMECS U 3aBEPIICHHbIE KIMHUYECKUE HCCIIEIOBAHUS/UCTIBITAHUS
Y TOJIBEPTIINXCS BO3ACHCTBUIO UCCIETYyEMOro JIEKAPCTBEHHOTO Ipenapara,
m1aedo, WiK/M aKkTUBHOTO MpernapaTa CpaBHEHUS OT MEXKIYHApPOJIHOU AaThl
0J100peHHsT  pa3paldaThIBa€MOro  JIEKAPCTBEHHOTO  Mpernapara. Moker
NPU3HABATHCS, UTO JJIA JIEKAPCTBEHHBIX MPENaparoB, UIMTEIbHOE BpeMs
HaxOASAIIUXCS B OOpallleHuu, AeTaibHas HUHGPOPMAIUS MOXET HE OBbITh
JOCTYTIHA,

0) Oosiee pAeTasbHAas KyMyJATHBHas HWH(OpManus Mo CcyObeKTam
UCCJIEN0BaHMs, IOJABEPIIIMMCS BO3JACHCTBHUIO, MPU HAIWYNK (HAIPHUMED,
CTpyIIIMPOBaHHAas 0 BO3PACTy, IOJIy, PACOBOW NMPHUHAIEKHOCTH MO BCEH
nporpaMmme pa3padoTKH);

B) B&XHBIC pA3IUUMUSI MEXKIY HUCCICAOBAaHUSIMU/UCIBITAHUSIMU B
OTHOLIEHUHU HAa3HAYaEeMBbIX /103, TyTel BBEACHUS, NOATPYII MALIUEHTOB;

r) B cloyyae, €ClIM KIMHUYECKHUE HCCIIEIOBAHUSA/MCTIBITAHUS
OPOBOAMINCH HAa OCOOBIX TpyNMax MalKMeHTOB (Hampumep, OepeMeHHbIe
YKEHIIUHBI, MAlUEHThl ¢ HAPYIIEHUAMH (PYHKLIHUU MOYEK, IEYEHH, CEpIACUHO-
COCYJUCTOI CHUCTEMBI; MalUEHTbl ¢ KIMHUYECKH 3HAYMMbIM T'€HETHUYECKUM
noJIMMOP(HU3MOM), TOTKHBI OBITH MPEJICTABIICHBI JAHHBIE 110 BO3/IEUCTBUIO;

1) NP HAJIMYHAH CYIIECTBEHHBIX Pa3ju4uil MO0 BPEMEHU BO3JECUCTBUS
MEXy CyObeKTaMH, PaHJIOMHU3MPOBAHHBIMU Ha IOJIYYEHHE HCCIEAYEMOTO
JIEKApCTBEHHOr'0  Mpenapara WM nOpenaparta(-oB)  CpaBHEHUS, WU
HECOOTBETCTBUA MO  NPOJOJDKUTEIBHOCTH  BO3JEUCTBHUS  MEXKIY
KJIIMHAYECKUMHU  MCCIICIOBAHUSIMU/UCTIBITAHUSAMM, HEOOXOIUMO  CclieNaTh
OLICHKY BO3JICHCTBHUSA B BBIPAXKEHUU CyOBEKT-BpeMsl (MTAllMEHTO-THHU, ~-MECSIIbI
WJIU —TO/JIbl);

€) JaHHBIC MO BO3ACHCTBUIO MCCIIENYEMOIO Mpernapara Ha 3J0pPOBBIX

I[O6pOBOJ'IBH€B MOKET MMCTh MCHbBIIYIO 3HAYMUMOCTHL IJIA OLCHKH HpO(l)I/IJ'IH
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0€30IacCHOCTH JIEKApCTBEHHOT'O CPEJICTBA B I1€JI0OM, B 3aBUCMMOCTH OT THIIA
HAOJII0/IaeMbIX HEXEIATEIbHBIX PEaAKIUi, B OCOOCHHOCTH, KOT/la MallUCHTHI
MOBEPraroTCs BO3JICUCTBUIO €AMHUYHOM 103bl. [10/100HbBIE TaHHBIE TOKHBI
OBITh MPEACTABIEHBI OT/ACIBHO C MOSICHEHUSIMU B CIydyae HEOOXOAUMOCTH;

K) B CiIydae, eciu B 0000IeHHON WHGOpPMALMKM MO HEXKeJaTeIbHBIM
peaKIysIM, BBISBICHHBIM B XOJI¢ KIMHHYECKUX HCCIIETOBAHUI/UCTIBITAaHUH,
yKa3aHbl CEPhE3HBbIC HEXKEJATEIIbHbIE PEaKIMU, JOJKHO OBbITh CJEJIaHO
COOTBETCTBYIOIIIEE YKA3aHUE MO OLEHKE BO3JCHCTBUS HA MAlMEHTAa, KOTrJa
3TO BO3MOXHO;

3) 11 ONpeCICHHBIX ocobo BaKHBIX KJIMHAYECKUX
WCCIICIOBAHUI/UCTIBITAHUN JleMorpaduueckas XapaKTepHUCTHKA IaIlieHTOB
JOJKHA OBITh MPEICTaBICHA OTACIBHO.

8.5.5.2. Tlompazmen IIOOBb «OO0miee KOJWYECTBO MAIMEHTOB,
MOJIBEPTIINXCS BO3JCUCTBHIO, IO ITAHHBIM MPUMEHEHUS HA PHIHKE

B cnygasx, xorga 3TO BO3MOXKHO, JOJDKHA OBITH IpEJCTaBiIcHA
OTACIbHAs OIIEHKAa II0 KyMYJISITUBHOMY BO3JCHCTBUIO (HAuyuHas OT
MEXyHAPOJAHON JaThl PErUCTpallUM) M BO3JICUCTBUIO 3a OIpECICHHbIN
UHTEepBa (OT JaThl OKOHYAHUS COOpa JaHHBIX IO MPEAIIECTBYIOIIEMY
[IOOB). B pasnene nomkHa OBITH MPEJCTaBICHA OIEHKA IO KOJUYECTBY
MAIMEHTOB, MOABEPIIIMXCS BO3JCHMCTBUIO M METOAYy(-aM), C IIOMOIIbIO
KOTOPBIX  BBIMIONHSJIOCH ~ ONpeAeicHHe ¢ OleHKa. J(omKHO  OBITH
MPEJICTABIICHO 00OCHOBAHHWE, €CJIM BBIMOJHEHUE pacueTa 4Yucia MalyueHTOB,
MOJBEPTIINXCSA  BO3JACHCTBUIO,  HEBO3MOXXHO  OCYIIECTBUTh.  Eciu
HEBO3MOXXHO BBINIOJHUTH OIICHKY 4YHCJA TMalMeHTOB, JIOJKHBI OBIThH
MpeJ/ICTaBJICHbl aJIbTEPHATUBHBIC BApHUAHTHI OLICHKM C YKa3aHHMEM MeTojaa (-
OB) HUX BbIMOJHEHUS. [lpumepoM anbTEPHATHUBHOTO IIOKa3aTess OILICHKHU
BO3JICMCTBUS SIBJISICTCA IOKA3aTEIb MAlMEHTO-AHEWM W YMCIIO HAa3HAYCHUH

(BeimuchiBaHMi). TOJMBKO B TeX CiydasX, KOrJa JlaHHbIE IIOKa3aTeu
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HEJOCTYIIHBI, MOXET OBbITh MHCIOJb30BaHa OIICHKa O00beMa MPOJAK,
BBIPDAXXEHHAs] B BECOBBIX €JMHUIIAX WU J103aX. MoeT ObITh NMpUMEHEHA
KOHIICMIIUSI YCTaHOBJIEHHOW CyTOuHOU 1103bl (DDD)nns nosydeHus gaHHBIX
10 BO3JICHICTBUIO HA ITAIlMEHTOB.

JlaHHbIE TIO BO3JCUCTBHUIO JOJIKHBI OBITh MPUBEIAEHBI MO CIAEAYIOIINM
KaTErOpysM UCIOJIb30BaHU JIEKAPCTBEHHOTO TpEIapara:

1.  TloctpeructpalliOHHOE  MOpPUMEHEHHE (32  HUCKJIIOYEHUEM

KIIMHAYECKUX MCCIIEOBAHUM/UCTIBITAHUMN ):

JloibkHa OBITH MpeJicTaBiIeHa 00IIas olleHKa. B omoiHeHue JaHHbIe
JOJKHBI OBITh MPEJCTABIEHBI ¢ Pa30MBKOM IO MOy, BO3PACTY, MMOKA3aHUSM,
no3aM, ¢hopmam BBIITyCKa U PETMOHAM, TJI€ 3TO MpUMeHUMo. B 3aBucumoctu
OT JIEKAPCTBEHHOT'O Mpernapara, MHbIE MEPEMEHHbIC MOT'YT OBITh MPUBEICHBI,
KaK 3HAa4uMMbl€, HAIMPUMEpP 4YHWCJO BBIMIOJIHEHHBIX BaKIMHAIMN, CIOCO0
BBEJICHUS U MPOJIOTDKUTEIBHOCTD JICYEHUS.

B cnydae, ecnu Obliia BBISBICHA CepUsi COOOIICHUI O HEXKeTaTeIbHbIX
peakuusax, Tpeamnojararonias — HaJIWdMe  CUTHAJA, JOJDKHBI  OBITh
MpEJCTABICHbl JaHHbIE TI0 BO3JCUCTBUIO BHYTPU COOTBETCTBYIOIICH
MOATPYIIIbI, €CIIU 3TO BO3MOXKHO.

2. TlocTpeructpaluoHHOE TMPUMEHEHHUE Y OCOOBIX TMOIMYJISIMOHHBIX

rpymnm:

B cnydae, ecnm Ha NOCTPErMCTPALIMOHHOM 3Tamne JEKAPCTBEHHBIU
npernapar MCHOJIb3yeTCsl Y OCOOBIX MOMYJISIIMOHHBIX TPYIIN, JOJKHA OBIThH
npejCTaBlIeHa JOCTYyMHasi UH(GOPMaIUs B OTHOIICHUH KYMYJISSTUBHOTO YHCIIa
MalKUEeHTOB, TTOABEPIIINXCS BO3JICHUCTBUIO, U UCIOIB3YEMbII METOJ] pacuera.
NcTouyHMKM  3THX  JaHHBIX MOTYT  BKJIIOYAaTh  HEUHTEPBEHIIMOHHBIC
WCCIICIOBaHMs, pa3padOTaHHBIE HEMOCPEICTBEHHO MJIsi MOJYYEHUS TaHHBIX

10 0COOBIM MOMYJISIIMOHHBIM NOATPYIIaM, BKIIto4asi peructpsol. [lomynsiuum,
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BKJIFOYAEMBIE B OILIEHKY 10 JaHHOMY pa3Jeily BKJIIOYAKT, HO HE
OTPAHUYMBAIOTCS CICAYIOIIAMU:

- IeUaTpUIECKas MOIMYJIAIus;

- NOMYJISIAS TTOKUIIOTO BO3PACTA;

- )KCHIIIMHBI B IEpro] OEpEeMEHHOCTH U KOPMIICHUS;

- MAIMEHTHI C HAPYIICHUAMH (QYHKIIMU TTEUCHU U/WUJTH TT0YEK;

- NALIMEHTHI C MTHOM BAYKHOU COITYTCTBYIOIIEH MMATOJIOTUE;

- TMAI[MEHTHI, CTEMEHb TSKECTU 3a00JIeBaHUS KOTOPHIX OTJIUYHA OT
MCCIIEIYEMOM B XOJ1€ KIMHUYECKUX UCCIICIOBAHUM;

- TIOJTOMYJISIMA ¢ HOCUTEILCTBOM T'€HETHYECKOro MmojuMopdusma (-
OB);

- NALIMEHTHI C MTHOM PACOBOW WJIM ATHUYECKOU ITPUHAJICKHOCTBIO.

3. OcobeHHOCTH MPUMEHEHHUS JICKAPCTBEHHOI'O Mpernapara

B cnywae, ecnm Jnepikarento pErucTPaAllMOHHOIO  yAOCTOBEPEHUSA
CTAaHOBHUTCS H3BecTHa wuHMOpMamus o0 ONpEeNeIeHHBIX OCOOCHHOCTSIX
NPUMEHCHUS JICKAPCTBEHHOTO TIpernapaTra, JOKHO OBITh IPUBEIACHO
OMMUCAaHUE JAHHBIX OCOOEHHOCTEW U cjielaHa COOTBETCTBYIOIIAs OIICHKA U
UMHTEpOpeTalus JaHHbIX Mo Oe3onmacHocTH. K udMcily Takux ocoOeHHOCTEeH
OTHOCUTCSI, B YAaCTHOCTH, NPUMEHECHHE B MEIUIMHCKONW MPAKTUKE IO
MOKAa3aHWSIM, HE BKIIOYEHHBIM B 4YHCIO OX00peHHBIX. Ecmm umerorcs
COOTBETCTBYIOIIME JAHHBIC, JACPHKATEIb PETUCTPALNUOHHOIO YIOCTOBEPECHUS
MOKET CAEeJIaTh KOMMEHTapuid B OTHOIIEHWH TOTO, HACKOJBKO JIAaHHOE
MPUMEHECHUE MOJIJICPKUBACTCS KJIMHUYECKUMU MPOTOKOJIAMH,
JOKa3aTeNbHOU 0a30i KJIMHUYECKUX HCCIEAOBaHUM, JIMOO OOYCIOBJICHO
OTCYTCTBHEM B IICJIOM 3apETHMCTPUPOBAHHBIX ajbTepHATHB. JlOoKHA OBITH
MpeJ/icTaB/IeHa KOJMYECTBEHHAsl OIlEHKa MO0 00beMy JaHHOTO IMPUMEHEHMS,
€CJIM TOJ00OHbBIE TAHHBIE UMEIOTCSI.

8.5.6. Paznen [TOOb «O0600111eHHbIE TAOIUYHBIE JaHHBIE)
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Henwro nannoro pasnena [IOOB sBnsercs npeacraBieHre JaHHBIX MO
HEXKENIATEIbHBIM PEAKIUSIM/ABICHUSAM, BBISBICHHBIM B XOJI€ KJIMHUYECKUX
uccinenoBanuii B popme 000OIIEHHBIX TaOMMYHBIX JaHHBIX. Ha ycMoTpeHue
JepKaTeIsl PErucTPallMOHHOTO YJIOCTOBEPEHUS! MOXKET OBITh MPHUBEACHO
rpaduueckoe OTOOpa)KEHHWE ONPENENICHHBIX AaCIEeKTOB JaHHBIX C IEIbIO
oOJieryeHust BOCIPUSTHS U TOHUMAaHUSI.

OTHeceHME K 4YHUCIY CEPhE3HBIX HEXKEIaTeIbHbIX pEakiuid B
00OOIIEHHBIX TAOJMYHBIX JAHHBIX JOJDKHO COOTBETCTBOBATH OTHECEHMIO,
CACIAaHHOMY IO pe3yJibTaTaM OIIEHKHM WHAUBUYAJIbHBIX COOOIICHUN O
HEXKENATENIbHBIX PEAaKIUAX C UCIOJIb30BAHUEM KPHUTEPUEB CEPHE3HOCTH,
YCTAHOBJICHHBIX 3aKOHOJATENbCTBOM. OIIEHKAa CEpPhE3HOCTM HE JOJDKHA
U3MEHATHCS NP MOATOTOBKE JaHHBIX Jyis BitoueHus B [IOOB.

8.5.6.1 ITogpaznen [TOOBb «CrnpaBounast nHGOpMALIHS»

B naHHOM mojpasjienie yKa3bIBaeTcsi BEpPCUS TEPMHHOJIOTHYECKOTO
KiIaccuukaropa,  HCHOJB3YyeMOro  JJIS  aHalIM3a  HEXeJaTeJIbHBIX
SIBIICHUI/PEaKIUH.

8.5.6.2 Tloapaznen IIOOB «OO0o0OmIeHHbIE TaOJWYHBIE JaHHBIE IO
CEPhE3HBIM SIBJICHUSIM, BBISIBJICHHBIM B X0J1e KIIMHUYECKHUX
UCCIICIOBAHUI/UCTIHBITAHUIN

B nannom monpaszaene [IOOb nomkHO OBITH IPUBEIEHO 0OOCHOBAHHE
M0 TPWIOKEHHUI0, KOTOPOE BKIIOYAET KYyMYJSITUBHBICE OOOOIIIEHHbBIE
TaOJUYHBIC JIaHHBIE TI0 CEPHhE3HBIM HEXKEJATEJIbHBIM SIBICHUSAM, KOTOPHIE
ObIM  BBISIBJICHBI B  XO0JI€ KIMHUYECKUX  MCCIIEAOBAHUM/UCIIBITAHUM,
OpraHU30BaHHBIX JIEPXKATEJIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS, HAUMHAs
OT MEXIYHApOIHOW MaThl OJ0OpeHHus pa3padaThiBaeMOro JIEKAPCTBEHHOTO
mpenapara 0 JaThl OKOHYaHHWS cOopa maHHBIX 1o Tekymemy I[IOOB.
JlepxateneM pEeTUCTPAllMOHHOTO YIOCTOBEPEHHS JIOJDKHBI OBITH CHCITaHbBI

OOBSICHEHHSI BCEX MCKIIFOYAaEMBIX JaHHBIX (HaHpI/IMep, JaHHBIC IIO
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pe3yibTaTaM  KJIMHMYECKOTO  HMCCJIEIOBAHUS/WUCIBITAHUS MOTYT  OBIThH
HEJIOCTYITHBI Ha MPOTSXKEHUHU HECKOJIBKUX JieT). JlaHHbIe B TaOMuuHOU popme
JOJDKHBI  OBITH CTPYIIIUPOBAHBI B COOTBETCTBUU C KIIACCHU(PUKAIMOHHBIM
OTHECCHHEM HEKEeJaTeIbHBIX PEaKIuil 10 OPraHO-CUCTEMHBIM Kjlaccam Jjis
UCCJIEYyEeMOro JICKapCTBEHHOIO TIpermapara, a TakKe Jis MpernapaToB
CpaBHEHMS (aKTHBHBIX W Tuiane6o). Korma ato sBisIeTCs 1ieecooO0pa3HbIM,
JAHHBIC JIOJDKHBI OBITh MPEJACTaBICHBl B TPYNIUPOBAHHOM BHIE TIO
KJIIMHAYECKUM HCCJICIOBAHMSIM/UCIIBITAHUSAM, TTOKA3aHUSAM, ITyTSM BBEIACHUS
Y UHBIM TICPEMCHHBIM.

Crnenyrorniye acieKThl JOIKHBI ObITh PACCMOTPEHBI:

a) Pexomenayercs mpencTaBlieHUE OIEHKH MPUYUHHO-CIIEICTBEHHOM
CBS3M MO PEAKAM HEXeNnaTelbHbIM peakuusM. CremayeT NpeacTaBisITh
JAaHHBIE T1I0 BCEM CEPHhE3HBIM HEXKEIATCIbHBIM  SBJICHHUEM U A
HCCJIeYyeMOTo JIEKApCTBEHHOTO Tpemnapara, u Jijis IpenapaToB CpaBHEHUS U
miaredo ¢ Tem, 9To0bl OblJIa BO3MOKHOCTH CJIeJaTh TPYIIOBOE CPABHEHHE, B
TOM YHCJI€, B OTHOIICHUH YacTOTHI. [lojie3HBIM SIBISIETCA MpEACTaBICHUE
JTAHHBIX ¢ OTPAKEHUEM B3aHMMOCBSI3HM Ha3HAYAEMOM T03bI U YaCTOTEHI.

0) OO0oOmeHHble TaOJWYHBIE JdaHHBIC JOJDKHBI BKJIIOYATh Kak
OCIICTIJICHHBIE, TaK MW  Pa30CICIUICHHBIC JaHHBIE TI0  CEPbE3HBIM
HEXEJIaTeIbHBIM SIBJICHUSIM B KITMHAYECKHUX HCCIICIOBAHUSX.
Pazocnennennbie gaHHBIE MOTYT OBITh MPEACTABIEHBI MO peE3yJibTaTam
3aBEPIICHHBIX KIIMHUYECKUX HUCCICAOBAaHUN U OT/ICTLHBIM WHIUBUAYATbLHBIM
CllydasiM, KOTOpble OBUIM pa3OCIeIICHbl 110 OINPEICICHHBIM MPUIUHAM,
HalpuMep TI0 acmleKkTaM Oe30MacHOCTH WJIM BBIOJTHEHUS TpeOOBaHUM
HE3aMEeIUTEeTLHOTO penopTupoBanus. CIIOHCOPHI/3aIBUTEIN KIMHUIECKOTO
WCCJICIOBAHUS/UCTIBITAHUS U JIEPKATEIN PETUCTPAIMOHHBIX yA0CTOBEPEHUN

HC BBIIIOJHAKOT Pa30CICINICHUC HCIIOCPCACTBCHHO B CBA3HU C HOI[I‘OTOBKOﬁ

[TOOB.
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B) OmnpeneneHHble HEXENaTelIbHbIE PEAKIIUU MOTYT ObITh MCKIIOUYEHBI
u3 oboOmaroniet nHpopmaiuu, HO Bce MOAOOHBIE HCKIIOUECHUS JTOJKHBI
000CHOBBIBaThCSI B oTtuere. Hampumep, HexenaTeabHbIE peakii, KOTOPbIE
ObUTM OMNpEeNeNIeHbl B MPOTOKOJIE KAaK HCKIIOYAIONIUECS W3 MPOLEIYPHI
HE3aMEeJIUTETLHOTO PEIOPTUPOBAHMS U TOJIBKO BKJIIOYAEMBbIE B O0IIYyI0 0a3y
JAHHBIX TI0O TPUYMHE TOTO, YTO OHM SIBISAIOTCS TPUCYIIMMHU IIE€JIEBOU
MOMYJISIIIAY, WM COBMAAAIOT C KOHEYHBIMU TOYKAMMU.

8.5.6.3. Ilogpaznen IIOOBb «O600IIeHHBIE TaOJUYHBIE HaHHBIE IO
JTAHHBIM TTOCTPETUCTPALIMOHHOTO TPUMEHECHUS

B nmamnom pasmene IIOOBb mnpencraBiasercs 0O0OCHOBaHHWE IO
MPWIOKEHUIO, BKIIOYAIOIIEMY B TaOIW4YHOW (opme oOoOIaromue JTaHHbIe
M0 HEXEJIATEJIbHBIM PEAKIIUSIM KYMYJISITUBHO 3@ BECh MIEPUOJ U 32 OTUETHBIM
NEePUOJI, OT JAaThl MEXyHAPOIHOM PErucTpalluu JEKaApCTBEHHOIO Mpenapara
0 JaThl OKOHYaHUsI cOopa JaHHBIX, BKJIIOYalOTCA CBEICHUS O
HEXKENATENbHBIX PEAKIUSIX, MOJYYEHHBIX B XOJAE HEHUHTEPBEHIIMOHHBIX
UCCIICIOBAHUIT M CHOHTAHHOI'O PENOPTUPOBAHUS, BKIIOYAs JAaHHBIE OT
MEIUIMHCKUX W (apMalleBTUUECKUX  paOOTHUKOB, TMOTpeOUTENEH,
MAlMEHTOB, PETYJISTOPHBIX OPraHOB U JAHHBIX, OIYyOJMKOBaHHBIX B
MenuIMHCKOW suTeparype. Cepbe3Hble U HECEpPhE3HBbIE HEXKeNaTeNbHbIC
peaKIy JOJDKHBI OBITh MPEACTABICHBI B OTACIBHBIX TaOnuIax. B Tabnuie
JAHHBIE JOJDKHBI OBITh PaCIpeAesieHbl COTIaCHO  KJIacCHU(UKAIMU IO
opraHo-(QyHKIIMOHAJIbHBIM KJlaccaMm. [1o 0co00 BakHbIM acmekTam Mpoduis
0€30MacHOCT  MOTYT  OBITh ~ NPEACTABIEHBI  OTJACJIbHBIC  TAaOJHUIIbI
HEXKEeJaTeNbHBIX PEaKIUi C TPYNIUPOBAHUEM JAHHBIX IO TOKa3aHUSM,
criocoOy BBEJICHUS U UHBIM TTapamMeTpam.

8.5.7 Paznen I11OOb «Pe3roMe BaKHBIX JaHHBIX, MOJYUYEHHBIX B XOJI€

KIIMHUYECKUX UCCIICIOBAaHUN/MCIIBITAHUN 32 OTUCTHBIA PO
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Jlepkatenb perucTpaliMoOHHOTO YAOCTOBEPEHHUS TOJKEH MPEJCTABUTD B
NPUJIOKEHUU TEPEUUCIICHUE OpPraHU30BAHHBIX WM HHTEPBEHIIMOHHBIX
KIIMHUYECKUX MCCIEJOBAHUM C I1EJIbI0 BO3MOXXHOCTH HJICHTU(UKALINH,
XapakTepPUCTUKM W KOJIMYECTBEHHOW  OIIEHKM  YpPOBHSI  PHCKOB,
NOATBEPKJIeHUST Tpoduiis 0e30MacHOCTH JIEKAPCTBEHHOI'O TMperapara Wid
ornleHKM J((PEKTUBHOCTH MEp MHUHHUMH3AIMU PHUCKA, KOTOphIE ObLIN
3aBEPIIEHBI WM MPOJIOKAIOT BBIMOJHITHCS B OTUETHBIM MEPHO/I.

Ecnu 3T0 mpencraBisieTcss BO3MOXKHBIM, JaHHBIE CIEAYyeT pa30uTh Ha
KaTeropuy MO TOJIOBOMY W BO3pacTHOMY MpHU3HAKY (B OCOOEHHOCTH
B3POCIIbIE 10 CPABHEHUIO C JAETCKOW MOMYJIALIMEN), TOKA3aHUSIM, PEKUMaM
JIO3UPOBAHUS U PETUOHAM.

CurHasibl, BBISBJICHHBIE B XOJ€ KIIMHUYECKUX HCCIICAOBAHUM, JTOKHBI
ObITH TIpeACTaBlIeHbl B TaOnuuHOU dopme B pazaene 15 [IOOb («O630p mo
CUTHaJaM: HOBBIC, HaxXOMsIIMecs B paboTe WM 3aBeplIeHHbIE»). Jls
CUTHAJIOB  JENAaeTCsd  OLEHKA, SBISIIOTCS  JIM  JIaHHBIE  CUTHAJIbI
NOTEHIIMATBHBIMU W HACHTH(PUIIMPOBAHHBIMU PUCKAMHU, PHUCK TOJDKEH
OBITH OlICHEH U XapakTepusoBaH B pazzaene 16.3 IIOOb («OneHka puUCKOB U
HOBOM nH(popmaiun») u 16.4 («XapakTepucTuka pucKOB)), COOTBETCTBEHHO.

B nannom paznene IIOOb nomkna ObITh peacTaBieHa 00001aromast
uHoOpMaIlig MO KIMHWUYECKH BaXKHBIM JaHHBIM TI0 3(P(EeKTUBHOCTH U
0€30MacHOCTH, TMOJYYEHHBIM U3 CIEAyIONUX HMCTOYHUKOB 32 OTYETHBIN
HNEPUO/I:

8.5.7.1. llogpaznen «3aBeplICHHbIE KIIMHUYECKUE UCCIIETOBAHUS

Haunwiii  nogpaszaen IIOOb  fmomxeH MpeACTaBIsITH  KPaTKYHO
uHOOPMAIIMIO 10 KIMHUYECKA BaXXHBIM JaHHBIM 10 S()PEKTUBHOCTH U
0€30MMacCHOCTH, TOJIYYEHHBIM B PE3YyJbTAaTe 3aBEPIICHHBIX 32 OTUYETHBIN
Nepuol KIMHWUYECKUX WCCIIeIOBaHUM/UCTbITanni. JlaHHas wHpoOpMarius

JOJIDKHA OBITH npeacraBJICHA B CKATOM BHJIC HIIN B (I)OpMe cunoncuca. Oun
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MOXKET BKJIIOUYaTh MH(POPMAIINIO, KOTOpasi MOATBEPKIAET WIM OMPOBEPraeT
paHee UJACHTUPUIMPOBAHHBIE CHUTHAJIBI MO OE30MACHOCTH, a TaKXKe
JI0KA3aTeNbCTBA M0 HOBBIM CUTHAJIaM 10 0€30MaCHOCTH.

8.5.7.2. Tlompazpgen IIOOb «lIpomomxaronmecss KIMHAYECKUE
MCCJIEI0BAHUS/UCTIBITAHUSD)

B ciuywae, ecnu gepiKarenm0 PETHCTPALMOHHOIO  YJIOCTOBEPEHHS
CTAHOBUTCS H3BECTHA Kakas-TMO0O KIMHUYECKH BakHas HUHpoOpMaIus,
KoTopass ObUla TMOJIydeHa B XOJ€ MPOAODKAIOIMIMXCS KIMHUYECKHUX
UCCIICIOBAHUI/UCTIHITAHU I (Hampumep, BBISIBJICHHASI B X0J1e
MPOMEXKYTOYHOTO aHaIM3a 0€30MaCHOCTU MO0 B pe3ybTaTe Pa3oCIeIICHUS
BBISIBJICHHBIX CEPbE3HBIX HEXKEIATEIbHBIX SIBJICHUI), B JAHHOM pa3Jelie
JOJDKHA OBITh KpaTKO W3JI0KeHa HWHGOpMalMs 10 BBISIBICHHOW HOBOM
uHpopmaruu 1Mo 0€30MaCHOCTU. ODTOT pa3fed TaKXKE MOXKET BKIIOYATh
uHpopmaiuoo, KOTOpash  MOATBEpP)KIAeT WM  ONPOBEpraeT  paHee
UJACHTU(OUIIMPOBAHHBIC CUTHANIBI IO OE30TMAaCHOCTH, a TaK)Ke JT0OKa3aTeIbCTBA
10 HOBBIM CHUTHAjaM 0 0€30MacCHOCTH.

8.5.7.3 TIloppazaen ITOOb «/lnutenpHOE OCeAyOIIee HaOII0ICHUE

B Tex cnaydasx, Kkorma UMEIOTCA JIaHHbIE IO JUIMTEIHHOMY
MOCJEAYIONIEMY HAOJIIOJICHUIO MMAIlMEHTOB, BKJIIOYEHHBIX B KIMHUYECKUE
WCCJICIOBAHUS/UCTIBITAHUSA, B pasjaelie MNpPUBOAUTCS uWHOOpMAIUA IO
MOJIydEHHBIM B pe3yibTaTe JIUTEIBHOTO TMOCIHEAYIOMIETO HaOII0AeHUS
3HAYMMBIM C TOYKHU 3peHUs Mpoduiisi 0€30MaCHOCTU JTAaHHBIM.

8.5.7.4. Ilompazgen IIOOb «HOE TepaneBTHUUECKOE TNPUMEHEHHE
JIEKApCTBEHHBIX MIPENapaToOB)

Hannbiid ogpaznen [IOOb gomkeH BKIIOYATh KJIWMHUYECKH BAXKHYIO
uHopMalMio 1O Oe30MacHOCTH, TMOJYYEHHYI0O B pe3yibTaTe APYTHX
porpaMm, MPOBEJCHHBIX JEPHKATEIEM PETUCTPALIMOHHOTO YIAOCTOBEPEHUSI,

mo CHICHraJIbHbIM IIPOTOKOJIAM (HaHpI/IMep, nporpaMmbl  paCIiMpCHHOTO
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JOCTYIa, TpPOTrpaMMbl UCIOJIb30BAHUSI B CBA3M C UCKIIOUHUTEIbHBIMU
O00CTOSITEILCTBAMH U3 COOOpaXEHWl COCTpaJaHusl, WHIUBUYaJIbHOTO
JOCTYIIA U UHBIE).

8.5.7.5. Ilompaznen IIOOBb «HoBbie naHHBIE MO 0E€30MaCHOCTH B
OTHOIIICHUHU Ha3HAYCHUS (PUKCUPOBAHHBIX KOMOWHAITUI

B cnydae, ecam WHOE HE  ONPEACIICHO  HAIMOHAIbHBIMU
pEryJATOPHBIMU  OpraHaMu, CJEAYIOUIME JaHHbIE  JOJDKHBI  OBITh
MIPEICTABJICHBI B OTHOIIICHUH KOMOMHUPOBAHHOMN TEparu:

a) B ciyuae, ecnu JieKapCTBEHHBIN mpemnapaTr TakKe OJ0O0peH i
HA3HAUYCHMUS B KA4yeCTBE KOMIIOHEHTa (PUKCHUPOBAHHOW JIEKApPCTBEHHOM
TEepanuu WJIA MHOTOKOMIIOHEHTHOTO PEXHUMa JIEKapCTBEHHOW Tepamnuu, B
paszenie JIOJDKHBI OBITh OOOOIIEHBI BaXKHBIC JIaHHBIE IO OE30MaCHOCTHU
IpUMEHEHNS] KOMOMHUPOBAHHOM TEepaInH.

0) B cnyuae, ecnaum  JIeKapCTBEHHBI  mpemapar  sBIAETCS
KOMOWHHUPOBAHHBIM JICKAPCTBEHHBIM MPENapaToOM, AaHHBIM pa3ien J0JKEH
0000mmaTh BaXHYI0 HWH(QOpMAIMI0 1O OCE30MaCHOCTH II0 KaXJAOMY U3
WHIMBHTyaTbHBIX KOMITOHCHTOB.

8.5.8. Paznen [IOOb «/laHHbIE HEMHTEPBEHIIMOHHBIX UCCIIECIOBAHUIN

B nanHoM paznene o0o0miaeTcss COOTBETCTBYIOIIAsE WH(pOPMAIUS T10
0€30MacHOCTH WJIM JIaHHbIE 00 UX BIWSHHUH HA OLIEHKY COOTHOIICHUS T0JIb3a-
PHUCK, TIONy4EeHHas IO pe3yJbTaTaM HEWHTEPBEHIIMOHHBIX KIMHUYECKUX
UCCJIeI0BaHUI/UCTIBITAHUN  (HanmpuMep, OOCEepBALMOHHBIX HCCIEIOBAaHUM,
SMUJIEMHUOJIOTHYECKUX HCCIICOBAaHUNA, PErUCTPOB, MPOTPaMM aKTHUBHOIO
MOHUTOPHHTA),  OPTaHU30BAHHBIX  JIEPXKATEJIEM  PEruCTPaIllMOHHOIO
YIOCTOBEPEHHUS, KOTOpasi CTajla JIOCTyllHA B OTYETHBIM mepuon. Pazgen
JOJDKEH BKJIIOYATh JAHHBIE, MMEIONINE OTHOIICHUE K acrheKTaM Mpoduis
0€30IacCHOCTH, TMOJYyYEHHBIE IO Pe3yjbTaTaM HCCIECIOBAaHUN MO OLICHKE

HCITOJIB30BaAHUA JICKAPCTBCHHOTO ITpCIiapara.



226

Jlepkatenb perucTpalioOHHOTO YJIOCTOBEPEHMs JOJDKEH BKIIOYATh B
NpWIOKEHWEe K  OTYETYy  TepPedYeHb  BCEX  HEHMHTEPBEHITMOHHBIX
WCCJICIOBAaHMUI/UCIIBITAHUH, OpraHU30BaHHBIX JepkaTeneM
PETHCTPAIIMOHHOTO YIAOCTOBEPEHHUSI, BBIMOJHEHHBIX C IIEJBIO BBISBICHUSA,
XapaKTEePUCTUKA M KOJMYECTBEHHOM OILICHKM BBI3BIBAIOIIUX OIACEHUS
acmeKkToB MpoduIsi 6E30MaCHOCTH, OATBEPKACHUS TTPoduis 6e30MacHOCTH
JICKapCTBEHHOTO TIperapara Wi OeHKH d(PPEKTUBHOCTH MEP MUHUMH3AITAN
pUCKa, KOTOpbIC OBLIM BBITIOTHEHBI WJIM BBITIONHSAIOTCS Ha MPOTSHKEHUU
OTYETHOTO Tepruoaa (HampuMep, IMOCTPETUCTPAIMOHHBIC WCCIICIOBAHMS
0€30MacHOCTH).

OT4eThl O CTAANH BBIMOJIHEHUS I UTOTOBBIE OTYETHI, KOTOPHIE ObLIH
MOATOTORJICHBI HAa MPOTSHKEHUH OTYETHOTO MEPUO/A, JOJIKHBI BKIFOYATHCS B
npunoxenue k [100b.

8.5.9. Paznen I1OOBb «/lanHble Ipyrux KIMHUYECKUX UCCIECIOBAHUN U
U3 IPYTUX UCTOUHUKOB

B pasmene nomkHa ObITh 0000mIeHa wHGOPMAIUS, WMEIOIIAs
OTHOIIIEHWE K OIIEHKE COOTHOIICHUS II0JIh3a-PUCK  JIEKAPCTBEHHOTO
mpenapara W TOJy4eHHass 110  pe3yibTaTaM HHBIX  KIMHUYECKHUX
WCCJICIOBaHUH JIMOO TIOy9YeHHAs U3 WHBIX HCTOYHUKOB, K KOTOPBIM HUMEJCS
JOCTYIl y JepXaTeisl PEeTUCTPAIMOHHOTO YIOCTOBEPEHUS, 3a OTYECTHBIN
nepuon (Hampumep, pe3ydabTaThl METa-aHAIM30B PAHIOMHU3UPOBAHHBIX
KIIMHAYECKUX HWCCICIOBAaHUM, JaHHbIE IO O€30MacHOCTH TapTHEPOB 10
pa3paboTKe JIEKapCTBEHHOTO MperapaTa u HHbIE).

8.5.10. Pazgen ITIOOb «/laHHbIe TOKIMHUYECKUX MCCIICIOBAHUI

B paznene npencrasisercs o6o0mieHHas nHGOpMAIS 10 3HAYMMBIM B
OTHOIIEHWU TPOomiIsi O0E30MaCHOCTH JaHHBIM, MOJYYCHHBIM B PE3yJIbTaTe
JOKJIMHMYECKHUX MCCIIeAOBaHMMA IN VIVO u IN Vitro (Harpumep, ucciieJoBaHUsS

KaHICPOTCHHOCTH, perOILYKTHBHOfI TOKCHNYHOCTH NN
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UMMYHOTOKCUYHOCTH), BBIMIOJIHSIEMBIX WM 3aBEPIICHHBIX B OTYETHBIN
nepuo. OlLeHKa BIUSHHE MOJYYECHHBIX JAaHHBIX Ha NMpoQuiIb 0€30MacCHOCTH
JIOJDKHA OBITH MpejacTaBiieHa B paznene 16 («CurHam u OlEHKa pUCKay) U
pasznene 18 («/HTerpupoBaHHBIN aHaIW3 COOTHOLIEHUS IMOJIb3a-pUCK IO
oJ100peHHbIM nokazanusam») [100Bb.

8.5.11. Paznen [IOOb «JIuteparypa»

Paznen BriodaeT oOOOIIEHHME TOMYYEHHBIX HOBBIX M 3HAYUMBIX
JAHHBIX MO0 0€30IaCHOCTH, KOTOpbIE€ ObUIM ONMYyOJMKOBaHbBI B MPOIIEANICH
HKCIIEPTHYIO OLIEHKY HAay4YHOW JuTeparype, Ju00 ObUIM MOJYyYEHbl W3
HEOMyOIUKOBAaHHBIX ~MOHOTpaduil, KOTOpbIE HMEIOT OTHOUIEHHE K
JEKApCTBEHHOMY  Mpemapary u CTaau  JOCTYNHBI  JIEPIKATEIIO
PErHCTPALIMOHHOTO YAOCTOBEPEHHUS B OTYETHBIN EPHUO/I.

Jluteparypusbiii nouck st noarotoBku [IOOBb momkeH ObITh mMpe,
YeM OCYILUECTBIIAEMBIA C IENbI0 MOMCKA MHAMBUIYAIbHBIX COOOILIEHUN O
HEXKENATENbHBIX  PEAKUMSIX, I[IOCKOJIBKY JIOJDKEH  BKIKOYATh  TaKXKe
UCCJICIOBaHMS, B XOJIe KOTOPBIX OBLIM OIEHEHBI MCXOABl C TOYKH 3PECHUS
0€30IacHOCTH B TPYyIINaxX CyObEKTOB UCCIEIOBAHMUS.

OcoObie  acmexkThl Tpoduias O€30MaCHOCTH, KOTOPBIE JIOJKHBI
BKJIIOUATHCS B TIOMCK, HO KOTOPBIE MOTYT HE OBITh BBISBIICHBI TIPU €r0
OCYILIECTBJIIEHUH C 1EIbI0 MOJIYUYEHHUS JAaHHBIX 110 UHIUBUYAIbHBIM CITydasM
HEXKENATENbHBIX PEaKIUi, BKIOYAIOT:

a) ucxoApl OepeMeHHOCTH (BKJIIOYas MpEpbIBAHHUE), KOTOPhIE HE
COMPOBOXKAAIOTCS HEXKEIATeIbHBIMU MOCIEACTBUAMU;

0) MpUMEHEHHE B TIEIUATPUUECKON TTOMYJISIITUY;

B) NPUMEHEHHME IO TMpOorpaMMaM HCMOJb30BaHUS B CBA3U C
UCKJIFOYUTEIbHBIMA  OOCTOSITEILCTBAMU U3 COOOPAXKEHUH COCTpajaHusl,
MEePCOHAIM3UPOBAHHBIM IPOrpaMMaM Ha3HAUYCHUS;

r) oTcyTCcTBUE 3P (HEKTUBHOCTH;
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) acUMITOMAaTH4YecKash Mepelo3UpOBKa, HECOOTBETCTBYIOIIEE U
HEMpaBUJIbHOE IPUMEHEHUE;

€) MEIUIMHCKAE OIIMOKH, HE COMNPOBOXKAABIIMECS Pa3BUTHEM
HEKEJIATCIIbHBIX SIBJICHUM;

) BaXXHBIC PE3YJIbTAThI TOKIMHUYECKUX UCCIICTOBAHUN.

B ciydae, eciiu 9T0 MpUMEHHUMO, B pasjielie JOJKHA ObITh pacCMOTpPEHA
uH(popmMaIus 1o JpyruM aKTUBHBIM BEIIECTBAM JIAHHOM TPYIIIIHI.

8.5.12 Paznen [1OOBb «/Ipyrue nepuoandeckue 0OOHOBIISIEMbIE OTUETHI

Hannbiii pazgen [IOOb npuMeHMM TONBKO B TEX OIPEIEICHHBIX
cly4yasX, KOrJa MO JOTOBOPEHHOCTH C PEryiIsiTOPHBIMU OpraHaMu
JepKaTeeM PEruCTPalMOHHOIO YJIOCTOBEPEHUs TOTOBUTCS 0o0Jiee OJIHOTO
[IOOb Ha gekapcTBEHHBI mpemapar: B cioydae (PUKCHPOBAHHOU
KOMOWHAIINH, JIEKAPCTBEHHOT0 Ipenapara ¢ MHOKECTBEHHBIMH MOKa3aHUSIMU
u/unu  ¢GopmMamMu BbIycka. B 1menoM jgepikarenb perucTpauuoHHOTO
yaoctoBepeHus roroBut oaud [IOOb Ha ogHO AelcTBYONIEE BEMIECTBO (3a
UCKJIIIOYEHUEM CIy4aeT, €eCJIM HWHOE He Tpedyercs peryasiTOpPHBIMU
opraHamu); B cily4ae eclid NoArotoBieHo Heckosibko I[IOOB mns ogHoro
JIEKApCTBEHHOI'0 TMperapara, B JaHHOM pasjiesie JOJDKHBI ObITb 000OIIEHbI
3HauYMMBbIE JlaHHble MO Oe3omacHoct w3 npyrux I[IOOb, ecnu ona He
npeAcTaBlieHa B UHbIX pa3aenax nanHoro [T0OOB.

B cmywae Hanumuus JgocTyna, Ha OCHOBAaHMHM  KOHTPAKTHBIX
JOTOBOPEHHOCTEM, JepKarellb PErMCTPAallMOHHOTO YAOCTOBEPEHUS IOJIKEH
MpEeJCTaBUTh B OOOOIIEHHOM BHJI€ 3HAUYMMbIC JaHHBIE MO OE30IMAaCHOCTH,
nosyueHHble B mpezacTtaBisgemMbix B [IOOB 3a oT4yeTHBIN mepuoa ApYruMH
CTOpOHaMU (HarpuMep, CIIOHCOPAMHU WJIM UHBIMU MTAPTHEPAMH ).

8.5.13. Paszmen  IIOOb  «Henmocratounas  TeparneBTHYECKAs

3(1)(1)6KTI/IBHOCTI) B KOHTPOJIHUPYEMBIX KIMHUYCCKHUX UCCIICIOBAHUAX



229

JlaHHBIE, TIOJIyYEHHBIE B XOAE€ KIMHUYECKUX HCCIEHOBAHUM, KOTOPHIE
MOTYT  CBHUJAETEIbCTBOBATH O  HEJAOCTAaTOYHOM  TEpameBTUYECKOU
3¢ (peKTUBHOCTH, MO0 HEAOCTATOYHOU TEPareBTUUECKON d(PPEKTUBHOCTH B
OTHOLIEHWW TMPUHATOM Tepanmuu, Mg JIEKapCTBEHHBIX IPENaparos,
UCTIOJIB3YEMBIX  JJI1  JIeYEHUS HW  TPOPUIAKTUKH  CEPbE3HBIX U
’KU3HEYTPOXKAIOIIKUX 3a00JI€BaHUM, 3TH JIaHHbIE MOTYT CBUJIETEIHLCTBOBATH O
3HAYUTEIBHOM PHUCKE JUIsl 1€JIEBOM MOMyJIsIUMM W JOJDKHBI  OBITh
poaHaIu3upoBaHbl U 000011IeHbI B JaHHOM pazzene [100b.

B ciyuae, ecnu 3T0 NpUMEHUMO K OIIEHKE COOTHOUIEHUS MOJIb3a-PUCK,
JAHHbIE KIMHUYECKUX HCCIIEI0BAHMM, JEMOHCTPUPYIOLIME HEIOCTATOUYHYIO
TEpPaneBTUYECKYIO JIEKAPCTBEHHBIX IPENAapaToOB, HE NPEIHA3HAYEHHBIX IS
JEYEHUS]  KM3HEYIpOXKAIoWIed  MaToJOTWMH, JOJDKHBI — Takke  ObITh
POAHAIIM3UPOBAHBI B JAHHOM pas3fene.

8.5.14. Pazmen IIOOb «Baxnas wundopManus, MoaydyeHHas IOCIe
3aBepieHus noaroroBku [10Oby

B pazgene o00o00maroTcs TOTEHIHMAIBHO BaXKHBIE JaHHBIC I10
0e3onacHOCTH M 3((HEKTUBHOCTH, KOTOPbIE OBUIM TOJYYEHBI IMOCIE JaThl
OKOHYaHMs cOopa naHHbIX, HO B mepuoj noAaroroBku [1OOb. Ilpumepst
BKJIIOYAIOT JAHHbIE KIMHUYECKH 3HAYMMBIX HOBBIX IMYOJIMKAIMW, Ba>KHbBIE
JAHHBIE MIOCJIETYIOILErO HaOJI0IeH NS, KJIIMHAYECKH Ba)KHBIE
TOKCHKOJIOTUYECKME JIaHHbIE, a TakXe BCE JCHUCTBHUS JepKaTess
PErMCTPALIMOHHOTO  YJIOCTOBEPEHUSI, KOMHUTETOB IO OLEHKE JaHHBIX,
PEryJISTOPHBIX OPraHOB, MPEANPHUHATHIE B CBA3M C acleKTamMu npoduis
oe3onacHocTy. HoBble MHIMBHIyaldbHBIE COOOIIECHHUSI O HEXKENIATEIbHBIX
peakuusaxX He JOJDKHBI BKIFOUAThCS B pa3fen, 3a MCKIIOUYEHHEM CIIy4yaes,
KOTJ]Ja OHU MOTYT MPEACTaBISATh BaXHbIN [MOKA3aTENIbHBIN Cilyyaid (Hanpumep,
NEPBBII CIy4yall pa3BUTHS BaXKHOTO HEKEIATEIBHOIO SBJICHMS) WJIU BaXKHBIN

CHUT'HAJI 1O OE30IaCHOCTH.
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Jlanuble paznena JOHKHBI OBITh YUYTEHBI IIPU OLIEHKE pHUCKa U HOBOM
uH(pOpMauu.

8.5.15. Paznen IIOOB «O030p curHajioB: HOBbIE, pacCMaTPUBAEMBbIE U
3aBEPILICHHBIEY

[enpro maHHOTO pasiesna ABISIETCS MPEACTaBICHUE HCUEPIIBIBAIOIIETO
0030pa BBISIBICHHBIX CHUTHAJIOB, CUTHAJIOB HA ATale OLICHKW M MPOIISAIINX
OLICHKY 32 OTYETHBIN MIEPUO.

JlepxateneM pEerucTpalliOHHOTO  YJOCTOBEPEHHS JOJDKHO — OBITh
NPEACTABICHO KpPAaTKOE OINHMCAHUE METOJa, KOTOPBIM HCIOJIb3yeTCs s
BBISIBJICHUSI CUTHAJIOB, & TAK)KE WCTOYHUKHA JAHHBIX IS BBISIBJICHUS
CUTHAJIOB.

K HOBBIM BBISIBICHHBIM CUTHAJIaM OTHOCSATCSI CUTHaJIbl, KOTOPbIE ObLIN
BBISIBJICHBI 32 OTUETHBIN mnepuoia. K paccmMaTpuBaeMblM CUTHaJaM OTHOCST
CUTHAJIbI, KOTOPbIE HaXOAWJIUCh Ha 3TAle OLUEHKHU Ha JaTy OKOHYaHus coopa
naHHbIX. K 3aBeplieHHBIM OTHOCAT CHUTHAJbI, OIIEHKA KOTOPBIX Oblia
3aBeplieHa 3a OT4YeTHhIM mnepuoj. CurHaimbl, KOTOpbBIE SIBISIFOTCS
OJIHOBPEMEHHO U HOBBIMM M 3aBEPILICHHBIMU 33 OTYETHBIM MEPHUOJ TOJKHBI
OBITh OTHECEHBI B pa3/ell 3aBEPIICHHBIX CUTHAJIOB.

Pa3ngen noibkeH BKJIIOYATh JAHHbIE IO pPacCMAaTpUBAEMbIM U
3aBEPILICHHBIM 32 OTYETHBIM MEPHOJI CUTHAJIaM, NMPUBEICHHBIC B TAOJIHMYHOU
dopme. Tabnuna mnpunaraercs K oOT4eTy B ¢opme mnpuioxkeHus. Ha
YCMOTPEHHE JIepXkKaTejsi PEruCTPAlMOHHOTO  yJAOCTOBEpPEHUs, JaHHas
uH(pOpMaLKg MOXKET TaK)K€ BKIIIOUYATh KYMYJISITUBHBIE JIAaHHbBIE 110 CUTHAJIAM,
BKJIIOYAsl paHee 3aBepIICHHbIE CUTHAJIbI, MPU ATOM JOJDKHA OBITh yKa3aHa
JaTta, OT KOTOPO# BBIMOJHEHO 0000IIEHNE M0 CUTHAJIaM.

JletanpHas oIreHKa cWrHamoB BkmrodaeTcs B paszmen [IOOb 16.2
(«Ouenka curHana») u 16.3 («O1eHka puCcKOB U HOBOM WH(OpMAITUN ).

8.5.16. Paznen [TOOb «CurHasel 1 OLIEHKAa pUCKa
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8.5.16.1. Tlogpazmen IIOOBb «O06oOmeHHas wuHpopMaIUsa 1o
npobJieMaM 1o O€30MaCHOCTHY

[lenbto moapaszena sBAsSETCS NpeacTaBieHue 0a3ucHon 0000Iaroeit
uHpopMaMu 1O  BaXHBIM  acrnekrtaM  npoduiass  0e30MacHOCTH,
MPEACTABIISIONMM TPOOJIEMBI MO O€30MaCHOCTH, C YKa3aHHWEM IO KaKIou
npobJieMe 1o 0e30MacHOCTH Kakasi HoBas MH(pOpMaIUs U OIleHKa 10 JJAHHBIM
acrmeKTaM MOXeT ObITh ciaenaHa. [Ipm ompeneneHnn BaKHOCTH KaKIOTO W3
aCTIIEKTOB PUCKA CIETyEeT PAaCCMOTPETh CIIeAyIomue (paKTophl:

a) CEpPhe3HOCTh pPHCKA C MEIWIMHCKONW TOYKH 3pEHUS, BKIIOYAS
BIIUSIHUE HA UHJIMBUAYaJIbHOE COCTOSIHHUE MAIIEHTOB;

0) yacToTa, MPeJCKa3yeMOCTh, MPEOTBPATUMOCTh U OOPATUMOCTH;

B) MOTEHIIUAJILHOE BIUSHUE Ha OOIIECCTBEHHOE 370pOBhE (YACTOTa B
MOMYJISAIAN; pa3Mep TOIMYJISAIUN, TTOABEPTIINNCS BO3ACHCTBHUIO); U

T') OOIIIECTBEHHOE MPHUATHE PHUCKA B CIIyJasX BO3MOXHOCTH BIUSHUS Ha
OOIIIECTBEHHOE 3/I0POBKE (HAIIPUMED, OTKA3 OT MPOTPAMMBbI BaKI[UHAIIWN).

O6o6maromas wHGOPMANMA JOJDKHA TMPEACTABISATh HMEIOIIHECS
CBEJICHHUS IO JICKAPCTBEHHOMY TMperapary OT Hadajga OTYETHOTO MepHoja
[IOOb u oTpaxars:

a) BaXXKHbIC UJICHTU(DUIIUPOBAHHBIE PUCKH;

0) BayKHbBIC TTOTEHIIUATBHBIC PUCKH;

B) BOKHYIO OTCYTCTBYIOIIYIO HH(OPMAIIHUIO.

JIIsi  MeKapCTBEHHBIX IMpenapaToB, WMEIOIIMX CIEUGUKAIUI0 TI0
Oe3omacHOCTH, WH(pOpMAIHMs, BKIOYaeMas a JaHHBIA TOApa3zdeil, JOJDKHA
COBIaJaTh C oOoOMmaronel uHbopMalueit, MpPeACTABICHHON B TEKylIeh
Bepcuu crnernudukanuy 1o Oe30ImacHOCTH Ha MOMEHT Hadaja OTYETHOTO
nepuoaa [10OBb.

JIJisi meKapCTBEHHBIX MpENapaToB, HE MMEIOMNX CHENU(DUKAINUI0 10

0€3011acCHOCTH, JaHHBIN MOJIpa3iell JHOKEH MPEICTaBIATh HH(POpMAIUIO TI0
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BOKHBIM HUJIECHTU(DUIIMPOBAHHBIM, TOTEHUHUAIBHBIM pPUCKAM U Ba)KHOMU
OTCYTCTBYIOIIEH MH(OPMAILIMH, CBA3aHHOW C MPUMEHEHUEM JIEKapCTBEHHOTO
mpernapaTa Ha OCHOBAHHH JAHHBIX JO- M MOCTPETUCTPALMOHHOTO MEPUOJA.
[Tpumepbl MOTYT BKIIFOUATH CIEAYIOUTYI0 HHPOPMAILIUIO:

a) BaXKHbIC HEXKENaTeIbHbIE PEaKIINY;

0) B3aUMOJICHCTBUS C IPYTMMHU JIEKAPCTBEHHBIMU MpETapaTaMu;

B) BBISIBJICHHbIC MEIWIIMHCKUE OIIMOKM WM TMPOMaxu, B CiIydasX, HE
COMPOBOXKIABIIINXCS PA3BUTHEM HEXKEIATEIbHBIX PEaKIUi;

I') B3aMOJICHCTBUS C MPOAYKTaMH MUTAHUS WM UHBIMU BEIIECTBAMHU;

1) pe3ynbTaTbl BO3ACHCTBUS NpPU BBINOJHEHUU MNpOdheccrnoHaAIbHON
NeSITEIbHOCTH;

€) KiaccoBble (papmakosnoruueckue 3 PEeKTh.

OO06oO1IeHne 1O Ba)XXHOM OTCYTCTBYIOLIEH HWH(POPMALMKU JIOJKHO
OLICHUTh KPUTHUYHOCTH MPOOETIOB B UMEIOIINXCS 3HAHUAX IO OINpeIeICHHBIM
acriekTam npouist 6€30MaCHOCTH 7Sl LEJIEBbIX MOMYJISLIHA.

8.5.16.2. Tloapaznen IIOOb «O1eHka curHasa»

Nudopmanus, npejacrasisemass B Tojpaszfeie, J0JbKHa 00001aTh
pe3yJbTaThl OLIEHKH CUTHAJIOB 10 0€30MacHOCTH, KOTopasi Obljia 3aBepIlieHa B
OTYETHBIN MIEPHUOJI; MOTYT OBITh IBE OCHOBHBIX KATETOPHH:

1. Curnanbl, KOTOpBIE IO pPe3yJbTaTaM OLEHKH MOTYT ObITb OTHECEHBI
K KaTeropuH MOTEHIMATbHBIX WM HUICHTUPHUIIUPYEMBIX PUCKOB, BKIHOYAsS
OTCYTCTBHE TepaneBTuueckon sddexTuBHOCTH. JlaHHBIE 3aBepIlICHHBIC
curHaibl oocyxpaatorcs B pasuene 16.3 IIOOb («OrieHka prUCKOB U HOBOM
uH(bOpMaLIUN).

2. CurHanel, KOTOpbIE MO pe3yjbTaTaM OLIEHKH ObUIM OTKJIOHEHBI KaK
JIOKHBIE CUTHAJbl HA OCHOBAHWW HAYYHOW OLIEHKH MMEIOIICHCS HA MOMEHT
npoBeneHus: mnpoueaypsl uHpopMmanuu. [lo naHHON KaTeropuu CHUTHAJIOB

JOJI2KHO OBITH NpeaACTaBJICHO OIMHUCAHUC KaXIAOTro CHIrHajlla C ICJIbIO
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00OCHOBaHHUS €r0 OTKJIOHEHHS OT KaTreropuu curHaia. JlaHHoe omucaHue
MOXET OBITh BKIIIOYEHO B OCHOBHOM TeKcT IIOOb umu B npuiioxeHue K
OTUETY.

JInsi curHajoB, MO KOTOPBHIM ObLIa 3aBeplieHa Mpoleaypa OIEHKHU 3a
OTUETHBI TEPHOJ, PEKOMEHIYETCS COOJIIOJICHUE COOTBETCTBUS MEXIY
o0beMOM M JeTanu3allield JaHHBIX IO OILIEHKE CHUTHaja U 3HAYUMOCTHIO
JAHHOTO acreKkTa mpoduis 0€30MacHOCTU ISl OOIIECTBEHHOTO 3/I0POBbS, a
TaKXe CTEMEHbBIO JIOCTAaTOYHOCTH JI0Ka3aTelbHOU 0a3bl. JlaHHas uHpopmanus
JIOJDKHA BKIJIFOYATh CIETYIONINE ACTIEKThI:

a) UICTOYHUK WIW MOOYIUTEIbHBII MOMEHT ()OPMHUPOBAHMS CUTHAIA;

0) o00CHOBaHME, UMEIOIIEE OTHOIICHUE K OLICHKE;

B) METOJIbl OIIEHKH, BKJIFOYAss MUCTOUYHHMKU JIAHHBIX, KPUTEPUHU TOUCKA
WJIU QHAJIMTUYECKUE MOJXO0/IbL;

') pe3yJibTaThl: 0000IeHHasT HHOOPMALIUS 10 KPUTUYECKOMY aHaJIU3y
JAHHBIX, PACCMATPUBAEMBIX MPH OLICHKE CUTHAJIA;

1) 00CYyXKIEeHHE;

€) 3aKJIF0UEHUE, BKIIIOYas IpejiaraeMble ICHCTBUS.

8.5.16.3. [Togpazaen [TOOb «OueHka puckoB U HOBOM MHGOPMAITUN

JlepxaTenb perucTpallioOHHOTO YJAOCTOBEPEHUS JIOJKEH IMPECTaBUTh
KPUTUYECKYIO OIICHKY HOBOW wuH(MOpMalMi 3a OTYETHBIM TMEpuoa B
OTHOILIEHUY HOBBIX WJIM PAHEE BBISBICHHBIX PUCKOB (BOXXHYIO UJIU UHYIO).

Haunbiii moapazaen [IOOb gomkeH coaepkaTh ONMUCAHUE U OLIEHKY
BCEX PUCKOB, BBISBJICHHBIX 3a OTYETHBIN MEPUO/I, a TAKXKE OLICHKY BJIMSHUS
HOBBIX JaHHBIX Ha paHEe BBIABJICHHBIE PUCKH. B pasnen He BKIOYaeTCS
o0oO0mIaronas win MOBTOPSIONIAascs WHPOpMAIHs, BKIIOUYCHHAS B JIPYrye
paznensl [IOOb, HO mpeACTaBIAETCS HWHTEPHPETALMS M OLEHKA HOBOU

nH(}OpMaIK MPUMEHUTEITFHO K XapaKTePUCTUKE MPODUIIs pUCKa.
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HoBas wundopmanus nomkHa OBITH NPEJCTaBlIEHA MO CIEIYIOIUM
paznenam:

1. HOBBIE IOTCHITMATBHBIC PUCKH;

2. HOBBIE UACHTU(UIIMPOBAHHBIC PUCKU;

3. HoBasg  uWHQoOpMaIMg 10  paHee  BBIABICHHBIM  pHCKaM

(MOTEHIIMAILHBIM M UICHTU(DUITMPOBAHHBIM ),

4. oOHOBJIEHHE MO BaXKHOUW OTCYTCTBYIOLIEH MH(OPMALIUU.

[IpencraBisieTcss KpaTKoe OMHCAHWE BAXXHBIX PHUCKOB. JlJIT PHUCKOB,
OTHOCHUMBIX K WHBIM U HE OTHOCHMBIX K «Ba)KHBIM» PHCKaM, MO KOTOPHIM
OblTa TMody4yeHa HoBas HHQPOpMAIMS 3a OTYETHBIA TIEPHOJ, YPOBEHB
JeTanu3alid JOJKEH COOTBETCTBOBATH UMEIOIIEHCS JOKa3aTeIbHOU 0ase 1mo
JTAHHOMY PHCKY W 3HAYMMOCTH €T0 BIHMSHUS Ha 0OIIECTBEHHOE 37J0POBEE.

Best HOBast nH(pOpManus 1Mo BIMSHUIO JICKAPCTBEHHOTO Ipernapara Ha
MOMYJISAINIO JINOO JTaHHBIC TIO paHee OTCYTCTBYIOIICH MH(POPMAIMH TOJKHBI
OBITh KPUTUYECKHU OIICHEHBI. YKa3bIBAETCS, KAKHE€ W3 aCMEKTOB Mpoduiei
0€30MacHOCTH, BBI3BIBAIOIIMX OIACCHHS, W HESICHBIX AaCIEKTOB MPOQuIs
0€30T1acHOCTH, OCTAIMCh HEBBISICHCHHBIMH.

8.5.16.4. ITogpaznen [10Ob «XapakTepucTrka puckoB»

B moapasznene maercst xapakTepUCTHKA BaKHBIX HICHTH(PUITUPOBAHHBIX
PUCKOB M BaKHBIX MOTCHIIMAIBHBIX PUCKOB Ha OCHOBAHMHM KyMYJISTHUBHBIX
JaHHBIX (B TOM 4YHCIE HE OTPaHUYMBAEMBIX OTYETHBIM TIEPHOJIOM) U
OTHMCBIBACTCS Ba)KHASI OTCYTCTBYIOIIAast MH(pOpMaIusl.

B ciyuae, korga 3To mpuMEHUMO, TPUHUMAs BO BHUMaHUE MCTOYHUK
TAHHBIX, MH(POpMAIIHS 110 PUCKaM JIOJDKHA BKIIOYATh CIICAYIOIICE:

a) 4acToTa;

0) 4YMCIO BBIBICHHBIX Cily4daeB (HyMEpaTrop); TOYHOCTb OIIEHKH,

IIprUHUMAasa BO BHUMAHHUC UCTOYHHUK JAHHBIX;
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B) 00beM Ha3HAUYCHHHN (JIEHOMHHATOpP), BBIPAKEHHOE KakK YHCIO
MAIMEHTOB, MAIMEHTO-MECSIIEB (-JI€T) U T.lI.; TOUHOCTh OLEHKU;

T') OIICHKa OTHOCUTEJIBHOTO PUCKA M TOYHOCTh OIICHKHU;

1) OlleHKa a0COJIFOTHOTO PUCKA U TOUHOCTh OILICHKH;

€) BJIMSIHUE Ha MalueHTa (BJIUsSHUE HA CUMIITOMBI, KAYECTBO KU3HU);

) BIUSHHUE Ha OOIIECTBEHHOE 37I0POBhE;

3) ¢akTopbl pucka (HampuMmep, WHIWBHAyalIbHbIE (DAKTOPBI pPHUCKA
(paccMmarpuBaeTcsi BO3pacT, OEpeMEHHOCTh/AKTalUs, HApYIIEHUE (DYHKIIUU
NIEYCHU/TIOYEK, 3HAuUMMas COIMYTCTBYIOIIAs MAaTOJOTHUS, CTENEHb TAKECTH
3a00JIeBaHUM, TEHETHMYECKUN MOoIMMOpGHU3M, pacoBas /WM STHUYECKAs
MPUHAITIEKHOCTD), 1032);

1) MPOJIOJKUTEIBHOCTD JICUEHUS, IEPUO]] PUCKA,

K) MPeJOTBPATUMOCTh (OILIEHUBAETCS MPEACKa3yeMOCTb, BO3MOXKHOCTh
MOHHUTOPUPOBATH  COCTOSHUE TI0 HWHIUKATOPHBIM  CHUMITOMaM  WJIH
71a00paTOPHBIM TTapamMeTpam);

J) 00paTUMOCTb;

M) MOTEHIUATBHBIA MEXaHU3M;

H) YPOBEHb JI0KA3aTEIbHOCTH W HEONPEJEICHHOCTH, BKIIIOYAsl aHAJIU3
IPOTUBOpPEUAIIHX (HaKTOB MPU X HATHYHUH.

IIpu noaroroBke IIOOBb gnsi nekapCTBEHHBIX MPENapaToB C
HECKOJBKUMU TOKa3aHUsAMH, (OpMaMH BBITyCKA WJIM CIIOCOOaMU BBEJCHUA,
B Cy4yae HaJUYUSl CYIIECTBEHHBIX PazIM4Ui MO HMAESHTU(UIIMPOBAHHBIM U
MOTCHIIMATLHBIM PHUCKaM, MOXET OBITh OOOCHOBaHHBIM TMPEJICTABICHHE
JaHHBIX TI0 PUCKaM pa3lelibHO MO TMOKa3aHWsM, (opmaMm BBITyCKa WU
cnoco6am BBeieHHs. MOTYT ObITh PECTaBICHBI CIEIYIOUINE Pa3/Iebl:

a) PUCKH, XapaKTepHbIE JJIs1 TEUCTBYIOIIETO BEIIECTBA;
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0) pHUCKM, XapakTepHbIE [JIsi OMNpeleiaeHHBIX (OpPM BBIMYCKa WIH
cocoOOB  BBeACHMS  (BKJIIOYAs  BO3JCHCTBHE MPU  BBINOJIHEHUU
npodheCCUOHAIBLHOM A TETLHOCTH);

B) PUCKH, XapaKTEPHBIE JIJIsl ONPEACTICHHBIX MOMYJISIU;

I') PUCKH, CBS3aHHBIE C MPUMEHEHHEM O0€3 Ha3HayeHUus Bpada (I
JEHUCTBYIOIIUX BELIECTB, KOTOPHIC MPEACTaBICHBI B OpMax, OTIYyCKAEMBIX
0 pelenTy u 0€3 perenta);

) TMpoOiieMbl TO OE30MACHOCTH, CBA3AHHBIE C OTCYTCTBYIOLIEH
uH(pOpMaLKeH.

8.5.16.5. Ilogpazgen IIOOb «3ddekTUBHOCTE MEP MHUHHUMU3AIMNH
pHUcKa (€ECIU IPUMEHHMO )»

Mepbl MUHMMHU3AIMM pUCKAa BKJIOYAOT B  ceOs  AeicCTBUS,
HaIlpaBJE€HHbIE HAa MPEJAOTBPALICHUE HEXENIATebHbIX PEaKIIi, CBI3aHHBIX C
BO3JICUCTBUEM JIEKAPCTBEHHOI'O Ipenapara, JM0O CHI)KEHHME CTENEeHH HX
TSKECTH TpPU BO3HUKHOBEHHH. llenbio JeATEeNbHOCTH MO MHHUMH3ALUU
pHUCKa SIBJISICTCS CHM)KEHUE BEPOSTHOCTH PA3BUTHSI WM CTENEHU TSHKECTU
HEXKENATEIbHBIX JICKAPCTBEHHBIX peakiuil. Mepbl MUHUMHU3AIMHA pPUCKA
BKJIFOUAIOT PYTUHHBIE MEPHl MUHUMU3AINKA pUCKA (HAIIpUMeEp, U3MEHEHUS B
WHCTPYKIHIO 110 METUIIMHCKOMY MPUMEHEHHUIO) WU JIOTIOJHUTEIBHBIE MEPHI
MUHUMH3AIMNA PUCKa (Hampumep, IpsiMoe WHPOPMHUPOBAHUE CIICIIUATHUCTOB
CUCTEMBI 37JpaBOOXPAHECHIUN/00pa30BaTEIHbHBIC MATEPUATIBI).

B mnopgpaszgene OOKHBI ObITH MPEACTABICHBI PE3YIbTaThl OLEHKH
3 PEeKTUBHOCTM Mep MHUHUMH3AIMKU pucka. B 00001mIeHHOM BUjE
MPEACTABIISIETCS COOTBETCTBYIOMIAs UHGopManus no 3PPEeKTUBHOCTH W/UIU
OTpaHWYCHUSM KOHKPETHBIX MEp MHUHUMH3AIMA pPHUCKA 10 BaKHBIM
UACHTU(QUIIMPOBAHHBIM pPHUCKaM, KOTOpass Oblla MOJy4YeHa 3a OTYETHBIH
nepuoji. Pe3ynpTaThl OIICHKM 3a OTYETHBIA NEPHOJ MPEACTABISIOTCS B

IMPUITIOKCHUU K OTHCTY.
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8.5.17. Paznen [TOOb «O1ieHKa MOJIB3BI)

8.5.17.1 Ilompazmen IIOOb «Baxnasa Oa3ucHas wuHdopMmanus IO
3G (PEeKTUBHOCTH B XOJ€ KIMHUYCCKUX WCIBITAHUA W TPUMEHEHUS B
METUITMHCKON MPAKTHKE»

B nompasmene  cymmupyercss  OCHOBHas ~ MHpoOpManus IO
3 PEKTUBHOCTH JICKAPCTBEHHOTO TIpermapara B XOAC€ KIMHHUYECKHUX
uccienoBanuii U 3¢HEKTUBHOCTD, TPOIEMOHCTPHUPOBAHHAS MTPU TPUMEHESHUN
B MCIWIMHCKOMW TpPakTHKE OT Hadajga OT4deTHOro mepuoda. JlanHas
uH(opMaIisg O0JDKHA HWMETh OTHOIICHHE K OJOOPEHHBIM IMOKa3aHUSIM K
IPUMEHEHUIO.

JIist  IeKapCTBEHHBIX TMPENAapaTOB C HECKOJbKUMHU TMOKA3aHHSIMH,
IIEJICBBIMHU TIOMYJISAIUSIMHI W/WIM CIIOCOOaMHU BBEJICHHS T10JIb3a JOKHA OBITh
OXapaKTepr30BaHa B OTACIHLHOCTH IO KaXA0OMY (DaKTopy.

JIist JTIeKapCTBEHHBIX TMPEMapaToB, y KOTOPHIX 3a OTUETHBIH TEPHOJ
OB BBISIBIICHBI CYIIIECTBEHHBIE M3MEHEHUs] Mpoduiis Oe30MacHOCTH WU
3¢ (PEeKTUBHOCTH, MaHHBIA MOApPA3AEN MODKEH BKIIOYATH JOCTATOYHYIO
uHOpMalLMI0 MO OOOCHOBAHUIO OOHOBJICHHOW XapaKTEPUCTUKU TOJIb3bI
JIEKApCTBEHHOr0 Tpemnaparta, oTpaxkeHHOW B mnojapasaene [IOOb 17.3
(«XapakTtepucTuka TMOJb3b»). CoaepkaHWe W CTENEHb JIeTalu3aIuu
uH(opMaIlMy, TPEACTABIECHHON B pa3zeie, MOXET BapbUPOBATHCS IO
pa3IMYHBIM JIEKAPCTBEHHBIM TpernapaTraMm, BKJIIOYas B CIydasxX, KOTraa 3To
MPUMEHUMO, CJICTYIONTHE aCTIeKTHI:

a) SMHJIEMHUOJIOTHS U POUCXOXKACHUE 3a00JICBaHUS;

0) XapaKTepHCTHKa IIOJIb3bl  (HampuMep, JHArHOCTHYECKOEe,
poPUIAKTHIECKOE, CUMIITOMATHYECKOE, 00JIE3Hb-MOIU(PUIIHPYIOIICE);

B) Ba)XHBIC KOHEYHBIC TOYKH, TMOJTBEPKIAIONINE IMOJIL3Y (HampuMmep,

BJIMSHHUC HA CMCPTHOCTb, CHUMIITOMATHKY, I/ICXOI[BI);
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) I0Ka3aTeabcTBa d(PPEKTUBHOCTH B KIIMHUYECKUX HCCIEIOBAHUAX U
MEIUIMHCKOM TMpakTHUKE IO CPaBHEHHIO C [penapaToM CpaBHEHUS
(HampuMmep, CpaBHUTENbHBbIE KIMHUYECKHE UCCIEAOBAaHUSA C aAKTHUBHBIM
KOHTPOJIEM, ME€Ta-aHaJIn3bl, 00CEPBALIMOHHBIEC UCCIEAOBAHUA); U

1) TEHACHLUMM W/ WM JO0Ka3aTeIbCTBA IMOJIb3bl MO  Ba)XXHBIM
HNOMYJISILIUOHHBIM ~ MOArpyInaM (HampuMep, BO3PACTHBIM, IIOJOBBIM,
OTHUYECKUM, MO CTENEHU THKECTH 3a00JIeBaHUS, TIE€HETUYECKOMY
nojuMoppusMy) B cllydae, €CIM 3TO HMEET OTHOIIEHHUH K OLICHKE
COOTHOUIEHUS MOJIb3a-PUCK.

8.5.17.2 Tlompaznen IIOOb «HoBas BbeIABIeHHas uH(OpMaIUs 1O
3p(HEKTUBHOCTH B XOJ€ KIMHUYECKHX HCCIEAOBAHUM U TNPUMEHEHUs B
MEIULIMHCKOU ITPAKTUKE

JUIsi HEKOTOPBIX JIEKAPCTBEHHBIX IPENapaToB 3a OTYETHBIA MEPHO
MOXXET ObITh ToJlyueHa HoBass wuHpopmanus 10 3PPEKTUBHOCTH B
KJIIMHAYECKUX HCCIEHOBAaHUSAX M MENMIMHCKOW IPaKTHUKE, KOTOpas JOJDKHA
ObITh mpencraBieHa B mnoapazaene. OtaenvHas uHpOpManuUs 1O
JI0Ka3aTesIbHOW 0a3e B OTHOIICHUHM HE 0J00PEHHBIX MOKA3aHUN MPUMEHEHUIO
HE BKIIIOYAETCS B pa3fell, 3a HCKIIOYEHUEM CIIy4yaeB, KOrja 3TO UMEET
OTHOLIEHUE K OLIEHKE COOTHOIIEHUS MOJIb3a-PUCK.

OcobOoe  BHMMaHWe B  MoApasjeie  yAelserca  BaKIMHaM,
AHTUMH(QEKUMOHHBIM W HWHBIM TpenapaTaMm, [Js KOTOPbIX H3MEHEHHUS
TE€paneBTUYECKOW Cpelbl MOTYT IMOBJIUATH HAa COOTHOILIEHHUE MOJIb3a/PUCK C
TE€YEHUEM BPEMEHHU.

ConepxkaHue U CTENEHb JIeTalu3alui HHGOpMaIuK, NPeICTaBIIeMON B
JAHHOM pa3zelie, MOKET BapbUPOBATHCS B 3aBUCHMOCTH OT JIEKAPCTBEHHOTO
mpernapara; B ciydyae OTCYTCTBHSI HOBOM MH(OpMAIMH 32 OTUETHBIN MEPUO/,

MOXET OBITh cHellaHa cchika Ha pasgen 17.1 («Baxnas OasucHas
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uHpopMmanust 1O SPPEKTUBHOCTH B KIMHUYECKUX UCCICIOBAHUAX U
METUITMHCKOM MPAKTHKE ).

8.5.17.3 llogpaznen IIOOb «XapakTeprucTuka moiab3bh»

B nonpasznene mpeacrtaBisieTcs OO0beAUMHEHHAs HMHQPOpMALUS 10
0a3UCHBIM M HOBBIM JaHHBIM TI0 TEPANEBTUUYECKOMN IOJIh3€, KOTOPHIE CTaJH
W3BECTHBI 332 OTYETHBINA MEPHO/T TI0 000PEHHBIM MOKa3aHHUSIM.

B caydae OTCYTCTBHS HOBBIX JaHHBIX MO MPOGUIIO TONB3BI H
OTCYTCTBHsI 3HAYWTEIBHBIX HW3MEHCHHMH Npodwis O0e30macHOCTH, JaHHBIN
nojpaszieNn JIOJDKEH CoJAepkaTh CChUIKY Ha monpaszen 17.1 («BaxHas
0asucHas >((PEKTUBHOCTh B KIMHUYECKUX HCCIECIOBAHUIX U HHGPOpMAITUS
110 3QHEKTUBHOCTH B METUIIMHCKOMN MPAKTUKE) ).

B ciywae eciu 3a OTYETHBIM Tepuoj; OblIa TMOJy4YeHA HOBas
uHMOpMAIIKS TI0 TEPANEBTUISCKOMN MOIb3€ U HE OBIIIO 3HAYMMBIX U3MEHEHUH
npodusis O€30MacHOCTH, B pazjeiie KpaTKO MPUBOIATCS OOBEIUHECHHBIC
JaHHBIC 110 0A3MCHOM M HOBOW MH(pOPMAITUH.

B ciaydae HamuumMs ~ CYIIECTBEHHBIX  M3MEHEHHMM  MPOQuIiIs
0e30macHOCTH, JIMOO TIOAYyYEHHS] HOBBIX JAaHHBIX, MPEANOJararoimnx
3HAYNTEILHO MEHBIITUH YPOBEHb TEPANICBTUUYECKON TOJIB3bI 10 CPABHEHUIO C
W3HAYAJIBHO MPOJACMOHCTPUPOBAHHBIM, B pa3jieiie JOJDKHA OBITh MPHUBEIACHA
KpaTkasi, HO KpUTHYECKasi OICHKa TOKa3aTeIbHOM 0a3bl 0 0€30MmacHOCTH U
3¢ (PEeKTUBHOCTH B XONl¢ KIMHUYECKUX HCCIEAOBAaHUNW W MEAUITMHCKON
IIPaKTHKE, C MPUBEICHUEM JTaHHBIX 110 CIIEAYIOITUM acleKTaM:

a) KpaTKOe OIMCaHWE JIOKa3aTeJIhbHOTO YPOBHSA JaHHBIX TIO
TEepPaneBTUYECKOW II0JIb3€; PAaCCMAaTPUBACTCS CPAaBHUTEIBHBIA  ACIICKT
3G (PEeKTUBHOCTH, CTEMEHb BBIPAXEHHOCTH d(ddekra, MPaBUILHOCTH
CTaTUCTUYECKON 00pabOTKH, cladble W CHUJIBLHBIE ACTEKTHl METOJIOJIOTHH,

COOTBCTCTBHUC NAHHBIX B PA3HBIX I/ICC.]'IeI[OBaHI/IHX/ HUCIIbITAHUAX,
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0) HoBass mH(OpMaIUs, MOCTaBUBIIAS TOJI COMHEHHE CyppOraTHbIE
KOHEUHbIE TOUYKH, €CJIM TAKOBBIC UCMOJIb30BAJINCH;

B) KJIMHHUYECKAss 3HAYUMOCTb BBIPAXKEHHOCTH TEPaANEeBTUUYECKOTO
ahdexra;

r) 00001aeMocTs TepaneBTHYecKoro 3d@exkra MeXay I1eJIeBbIMU
NOATpyNnamMu (HampumMmep, uHdopmanus 0 HEJ0CTaTOYHOCTH
TeparneBTu4YecKoro 3pdexra no Kakou-11do MonyIsUOHHON MOJTPYIIINE);

1) aICKBaTHOCTh XapaKTEPUCTUKU J03a-TEPAIIEBTUUECKUIN OTBET;

€) NPOJIOHKUTEIBHOCTD 3 deKTa;

) cpaBHUTENbHAs 3 (PEKTUBHOCTD; U

3) ompeneleHUE CTENeHU, B KOTOpOW AaHHBIE MO 3((HEKTUBHOCTH,
MOJIYUYCHHBIE B KJIMHUYECKUX MCCIIECIOBAHUAX, MOTYT OBITh OOOOIIEHBI C
MOIYJISALIMEN, B KOTOPOM IIPUMEHSAECTCA JIEKAPCTBEHHBIW IIpernapar B
MEIULIMHCKOW ITPAKTUKE.

8.5.18. Pazgen IIOOb «MHTerpupoBaHHbI aHalW3 COOTHOIIEHUS
M0JIb3a-PHUCK IO OJJOOPEHHBIM MTOKA3aHUSIM))

B pazgene gepkarenemM perucTpalldOHHOTO YJIOCTOBEPEHHS JOJDKHA
ObITh MpeJcTaB/ieHa 0000IIEHHAs! OLIEHKA MOJb3bl U PUCKA JIEKAPCTBEHHOTO
npernapara npu ero NpUMEHEHUHU B KIIMHUYEeCKOM npakTuke. [Ipencrasmisercs
KPpUTUYECKUN aHamu3 M OO0benMHEHHas HWHQOpMalMs MO0 MNPEIbIIYITIM
paszmenaMm B 4YacTH MOJb3bl U pUCKa 0e3 myOnmpoBaHusi ¢ mHGoOpMaIuen B
paznenax 16.3 («OuneHka puckoB W HOBoM wuHMopmaruu») u 17.3
(«XapakTepucTHKa MOJIb3bI»).

8.5.18.1. ITogpaznen ITOOb «KOHTEKCT COOTHOMIEHHS MOJIb3a-PUCK —
MEIUIIMHCKAsT TOTPEOHOCTh B JIEKAPCTBEHHOM TMpenapare W BaKHBIC
albTEPHATHUBBD)

B  monpasjaene mpeicTaBisieTCss KPAaTKOE OINMCAHUE MEAUIMHCKOMN

HOTpe6HOCTI/I B JICKAPCTBCHHOM IIpCIIaparc I10 0,[[06peHHBIM [TIOKa3aHUsIM H
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CYMMHPOBAHO IO aJIbTEPHATUBAM (MEIUKAMEHTO3HBIM, XUPYPTUUECKUM WU
WHBIM; BKJIFOYasi OTCYTCTBHE JICUCHUS).

8.5.18.2. Ilompazmen IIOOBb «Ounenka mnpoueaypsl aHaau3a
COOTHOIIECHUS TOIb3a-PUCK»

CooTHOLIEHHE  MOJB3a-pUCK  HMMEET  pa3IMYHOE 3HAYCHUE B
3aBUCUMOCTH OT IIOKa3aHWW W LEJIEBBIX Nomyssinui. ClenoBarenbHo, IS
JIEKAPCTBEHHBIX  IPENApaToB, 3apErUCTPUPOBAHHBIX [0  HECKOJIBKUM
NOKa3aHUsIM, COOTHOUIEHUE TO0JIb3a-PUCK JOJKHO OBITh OLIEHEHO OTAEJIbHO
[0 KaXJIOMy IIOKa3aHuio. B ciyyae Hanuyus CYLIECTBEHHBIX pa3Inyui
COOTHOLIEHUSI MOJIb3a-pUCK MEXJy MOArPYIIIaMH B pPaMKax OJHOIO
MOKa3aHHs, OLIEHKa COOTHOIIEHHUS MOJIb3a-pUCK JOJIKHA OBITh MpeicTaBileHa
OTJEJIBHO W IS MOIMYJISAUUOHHBIX MTOATIPYIII, €CIIA 3TO BO3MOXKHO.

a) OCHOBHBIE BOIIPOCHI B OTHOUIEHUH MOJIb3bl U PUCKOB:

— KiroueBass uH(opMmanusi, NpeAcTaBI€HHas B MPEALIECTBYIOLIUX
paszzienax 1o Mnojiab3e U pUcKy, JOJKHA ObITh 00bEIMHEHA C 1IEJIbI0 OIIEHKH MX
COOTHOILICHHS.

— OneHnBaeTcss KOHTEKCT NMPUMEHEHHMS JIEKAPCTBEHHOTO IMpernapara:
u3jiedyeHue, npouiakThuKa, TUarHOCTUKA; CTENEHb TAKECTH U CEPbE3HOCTh
3a00sieBaHus; LeJeBas NOMyJsAlUs (OTHOCUTENIBHO 30pPOBbIE, XPOHUUECKUE
3a00JIeBaHUA).

— B oTHOmEHMM TONB3bI OLEHUBAETCA €€ XapaKTep, KIMHUYECKas
3HAYUMOCTB, MPOAOJIKUTEIBHOCTD s dexra, 0000111aeMOCTh,
J0Ka3aTenbcTBO A(G(EKTUBHOCTH Yy TAIMEHTOB, HE OTBEYAIOIIUMX Ha
allbTEPHATHUBHOE JICUEHUE, BBIPAKEHHOCTh d(pdexTa, HHIUBUIYaTbHBIC
AJIEMEHTBHI MTOJIb3bI.

— B oTHOmEHMM pHCKa OLEHMBACTCS KIMHAYECKAs 3HAYMMOCTH

(Hanpumep, XapakTep TOKCUYHOCTH, CEPbE3HOCTD, 4acToTa,
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PEACKa3yeMOCTh,  MPEJOTBPATUMOCTb,  OOpPaTUMOCTb,  BJIMSHUE  Ha
MalKueHTa), a TakXKe AacIleKThl PUCKA, CBSI3aHHBIE C MPUMEHEHUEM HE MO
ONIOOPEHHBIM  TIOKa3aHUSM, HOBBIM  TIOKAa3aHUSIM,  HENPaBUIbHBIM
MIPUMEHECHUEM.

— Ilpu  QopmynupoBKE  OIICHKM  COOTHONIIEHUS  MOJIb3a-PUCK
paccMaTpUBarOTCs Ca0ble U CUJIIbHBIE CTOPOHBI, a TAKXKE HEOINPEACIICHHOCTH
JIOKa3aTeIbHOW 0a3bl C ONMHUCAHMEM HMX BIMAHHUS Ha OleHKy. [IpuBomutcs
XapaKTEPUCTUKA OTPAHUYEHHUIN BBITIOJTHEHHOW OLICHKH.

0) IlIpencraBnsiercs omnuMcaHue U aAPryMEHTAIIMU HMCIOJIb3yEeMOM
METOJOJIOTHH JUJISL OUEHKH COOTHOILIEHUS TOJIb3a-PUCK:

— TMPEIIOJIOKECHUS, paccMOTpEHHUE, COOTHECEHMUS, KOTOpBIE
MOJATBEPKAAIOT CACTAHHBIN BBIBOJI MO OLIEHKE COOTHOLIECHHUS TOJIb3a-PUCK;

— KOMMEHTapUH B OTHOILIEHWH BO3MOXXHOCTH BBIPAXKECHUS IIOJIB3bI U
PHCKA B IIPEICTABICHHOM BUJE U UX CONIOCTABIICHUS,

— €CIIn TPEACTABIIEHA KOJIMYECTBEHHAs OLEHKAa COOTHOIICHUS,
BKJIFOYAETCsl 000OIIEHHOE OMMCAHNE METOIOB OIICHKU;

— JKOHOMHYECKas OIleHKa (HampuMep, CTOMMOCTh-3(()EKTUBHOCTD) HE
JIOJKHA PacCMaTPUBATHCS MPU OLIEHKE COOTHOLICHUS MOJIb3a-PUCK.

8.5.19. Pa3pen ITIOOBb «3akimouenne 1 1eiiCTBUI»

3akmountensbHbid pazaen [IOOb gomkeH coaepkaTh 3aKIFOYEHHUE O
BJIUSIHUM BCEH HOBOW MH(OpPMAIIMM, BBISIBJICHHOW B OTYETHBIM MEpHUOJ, Ha
OOIIyI0 OIIEHKY COOTHOIIEHHUS TOJb3a-pUCK MO KaXIAOMY OJ0OpPEHHOMY
MMOKA3aHUI0, a TaKXe MOATpyIlaM MNalueHTaM, B Ciydasx, KOrja 3TO
MIPUMEHHUMO.

OCHOBBIBasICh Ha OIEHKE KyMYJISITUBHBIX JIaHHBIX MO 0€30MAaCHOCTU U
aHaJIu3y COOTHOILICHMS IMOJb3a-PUCK, JEPKATEIb PETUCTPALUOHHOIO

YAOCTOBEPEHHUS JOJDKCH OICHHTh HEOOXOAMMOCTh BHECCHUS HM3MEHCHHH B



243

uH(OpMaIlMIO O JIEKAPCTBEHHOM IIpenapare M MPeISIOKUTh KOHTEKCT
COOTBETCTBYIOLIUX U3MEHEHUM.

3aKIioueHue JIOHKHO BKIIIOYATH MPEABAPUTENbHBIC MPEIJIOKEHUS 110
ONTUMHU3ALMUA WU JNAJTbHEHIIEN OLEHKU COOTHOLICHUS MOJb3a-PUCK C
HEeAbl0  MX  MOCJEAYIOIIETO  OOCYXJEHHS C  COOTBETCTBYIOIIMMU
PEryJISITOPHBIMU OpraHaMu. J[aHHbIE NPEAIOKEHHUST MOTYT BKIIFOYaTh MEPHI
MUHUMU3AIUU PUCKA.

JIns  JeKapCTBEHHBIX  MpENnaparoB,  UMEIOUIMX  IUIAH [0
dbapMakoHaa30py M MHUHUMM3ALMU DPUCKA TPEIJIOKECHHUS JOJDKHBI OBITh
BKJIFOYEHBI B IJIaH 10 (hapMaKOHA130py U IJIaH MUHUMU3AINN PUCKA.

8.5.20. Paznen I[1OOb «IIpunoxenus k [TOOb»

[TOOB nomKeH BKIOYATh CIEAYIOIINE TPUITOKECHHUS:

1. CnopaBouHas uHpoOpMaLUs

2. KyMmynsTuBHbIE 0000I1Ial0IIME TaOJUYHBIE JAHHBIC MO CEPHhE3HBIM
HEXKENATEIbHBIM  SIBJICHUSIM, BBISIBICHHBIM B  XOJI€  KIMHUYECKHUX
HACCIIEeI0BAHUN/UCIBITAHUI

3. KyMysiTUBHBIE U UHTEpBaJIbHBIE 0000IIAIONINE TAOTUYHBIC TaHHBIC
M0 CEPbE3HBIM M HECEPHhE3HBIM HEXKEIATEIbHBIM PEaKIUsIM 1O JaHHBIM
MOCTPErUCTPAIMOHHOTO MPUMEHEHUS

4. TabnuyHbIC JaHHBIE TIO CUTHAJIAM

5. OueHkKa CUTHaJIOB, €CIU TPUMEHUMO

6. Ilepeuenp BceX MOCTPErHMCTPALMOHHBIX  HMCCIEIOBAHUM  TIO

0€3011aCHOCTH

8.6 Cucrema kavectBa IIOOBb Ha ypoBHe Jep:Kares
PerucTpanuOHHBIX YA0CTOBEPEeHUIt
JepxaTteap PErucTPalMOHHOIO  YJOCTOBEPEHHUS] JIOJKEH HMETh

c(hOpPMHUPOBAHHBIC CTPYKTYpPhl M TIPOIECCHI IS TOATOTOBKH, KOHTPOJIS
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KauecTBa, 0030pa u npeacrasienus [100b, Bkitoyas KOHTPOJIb UICTIOHEHUS B
MpoIecce M MOcie UX OUEHKU. J[aHHBIE CTPYKTYpPhI U MPOIIECCHI JTOKHBI
OBITh OMHCAHBI B MUCHMEHHBIX MPOLEAYPAX CUCTEMBbI KauecTBa JepiKaTess
PErUCTPAIMOHHOTO Y/IOCTOBEPEHHUS.

[Ipoueccsl (apMakoHan30pa BKIIOYAIOT Psii HANPaBIECHUN, KOTOPHIE
MOT'YT OKa3aTh HEMOCPEICTBEHHOE BiausHUE Ha kauecTBo [IOOb (Hanmpumep,
00paboTKa COOOIIECHNI O HEXKENATEIbHBIX PEAKIUAX, TOJTYUYEHHBIX B pAMKax
CIIOHTAHHOT'O PEMNOPTUPOBAHUS WM KIMHUYECKUX HUCCIEIOBaHUI; 0030p
JUTEPaATyphl; BBISBICHUE, BaIUJAIlMS U OLICHKA CUTHAJA; JOMOJHUTEIIbHBIC
Mephl 0 (apMaKoOHAI30pPy M TMOCTPETUCTPAIMOHHON HCCIEI0BATEIbCKON
JEATEIIbHOCTH; TIPOIIeAypbl 00pabOTKN M O0BbEIMHEHUS JAHHBIX MPHU OIICHKE
nojib3bl W puUcCka W uHbIE). CucremMa KauyecTBa JOJDKHA OIMCHIBATH
B3aMMOCBSI3b MEX]y MpolleccaMi, KaHaJIbl UHPOPMUPOBAHUS U O0SA3aHHOCTH
no nmnpoueaypam cbopa Bceld HMMEKIIEH OTHOIIEHHE WH(POpMAIUUA IS
BmoyeHuss B [IOOb. JlomkHbl OBITH pa3paboTaHbl U BHEAPEHBI
JOKYMEHTUPOBAHHbBIE MPOUEAYPbl IO KOHTPOIK KadeCcTBAa IPOLIECCOB C
IEIbI0 00eCTeUYeHUsl MOJHOTHI M TOYHOCTU JAHHBIX, NPEACTABISIEMbIX B
[TIOOb. BaxXHOCTP MHTErPUPOBAHHOM OLEHKH COOTHOILICHMS I10JIb3a-PUCK
omnpeneysieT  HEoOXOAUMOCTh obecrieueHuss  BKJaja  Pa3IMYHBIX
nenapTameHToB/oTAenoB npu noarotoske [IOOB.

ITOOb nomkeH coJepkKaTh OILICHKY CIEUAbHBIX 3alpoOCOB IIO
acniektam npoduiis 0€30MacHOCTH CO CTOPOHBI PETYJISTOPHBIX OpPraHoB. Y
JepKaTessl pErucTPallMOHHOTO yAOCTOBEPEHUS JIOJKEH UMEThCS MEXaHU3M,
oOecrnieynBaONMi  HAAJISKAIIYI0 00pabOTKy W OTBEThl Ha 3ampocChl
PETYJISITOPHBIX OPTaHOB.

IIpencraBnenue  o0o0OmIarOMMX  TAOJUYHBIX  JAHHBIX  JOJHKHO
MOABEPTaThCs MPOIEAYyPe BepUPUKAINKI TAaHHBIX B OTHOIICHUH 0a3 JaHHBIX

AcpiKaTreiid PETUCTPAIMOHHOTO YAOCTOBCPCHHA C ICJIbRO oOecrieueHus
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TOYHOCTA M  TOJHOTHl  MPEJCTABIAEMbIX JAHHBIX B  OTHOLIECHUU
HEXeNaTeNbHbIX peakiuid/senenuil. [Iporiecchl pa3MmenieHus 3amnpocoB B 0aze
JIAHHBIX, WCIOJb3yEeMbI€ MapaMeTpbl JIJIsi U3BJICUCHUS JAHHBIX U KOHTPOJIb
Ka4yecTBa JOJDKHBI ObITh HAJIJIEKAIUM 00pa30M JOKYMEHTUPOBAHBI.

Hannexamiass cuctema KadecTBa JepiKareliss PErucTparmoOHHOTO
YAOCTOBEPEHHUS [OJDKHA HCKIIOYUTh PHUCK HEBBIIOJIHEHUS JepKaTeleM
PErUCTPALlMOHHOTO YJAOCTOBEPEHUS TpeOOBaHUN 3aKOHOJIATENIbCTBA, TAKUX
KaK:

a) HempencTaBieHUWe oTdera: mnojHoe HenpeacTtasieHue [1OOB,
HapyuieHue rpaduka wim cpokoB mnojgaun [IOOB (6e3 mpenBaputenbHOTO
COTJIACOBAHUS C PETYJIITOPHBIMU OPTraHaAMM );

0) HeOOOCHOBaHHOE HETPEICTABIICHHUE 3aIPOLIEHHON NH(OpMaLuu;

B) HM3KOE€ KaueCTBO OTYETOB (IUIOXOE€ JOKYMEHTHpPOBaHUE JHOO
HeJoCTaToOyHass WHGOpMalMsl WM OIIEHKA NpeJCcTaBlieHa II0 HOBOM
uHpopmaIy 1mo O€30MacCHOCTH, CUTHAJIBI 110 0€30IacHOCTH, OIICHKA PHUCKAa,
OLIEHKAa TOJIb3bl W HMHTErPUPOBAHHBIN aHAM3 COOTHOIIEHUS IOJb3a-PUCK,
OTCYTCTBHME YyKa3aHUE O HENPaBWIbHOM TPUMEHEHUHU, OTCYTCTBUE
CTAHJAPTHOM TEPMHUHOJIOTHHU, HEOOOCHOBAHHOE WCKIIIOUYEHUE CIIy4yaes,
HeTpe/ICTaBlIeHUue HHpOpMAIUU 10 (pakTopaM prcka);

r) npeacrtasienue [IOOb 6e3 oTpaxkeHus: paHee MOJTYYSHHBIX 3aPOCOB
OT PETYJISITOPHBIX OPTAHOB.

Bce 3HauumMble OTKJIIOHEHHMSI OT TMPONIEAYpbl TOATOTOBKH U
npeacrabienuss  [IOOb  gomkHBl  OBITH  JOKYMEHTHUPOBAHBI U
COOTBETCTBYIOITNE KOPPEKTUPOBOUYHBIE U TPEAYNPEAUTEIHHBIE MEPOTIPUATHUS
npuHATHL. JlaHHAst JOKyMEHTalus JOJKHA ObITh TOCTYITHA B JIFOOOE BpEMSI.

B cimyuae nenermpoBaHms oOsi3aHHOCTEH 10 moaroroBke I100b

TPCTbUM CTOPOHAM, ACPZKATCIb PCIUCTPANMOHHOIO0 YAOCTOBCPCHHUA AOJIKCH
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00eCIIeYnTh HAIMYHE y TpCTBeP'I CTOPOHBI HaJIJICXKaIeH CHUCTEMBI Kadc€CTBa,

COOTBETCTBYIONIEH TPeOOBaHUSIM 3aKOHOJATEIbCTBA.

8.7. O0yuenune nepconasna npouenypam no IIOOb

OTBETCTBEHHOCTBIO JIMI[A YIOJHOMOYEHHOTO MO (apMakoHAI30py,
ABJISIETCA oOecrnedeHrue HajyiexKalield KBamuUKaIllih, ONbiTa U OOy4YeHHS
nepcoHanga mo (apmMakoHaA30py, OICHKE MEIMIIMHCKON HHGOpPMALMK H
KOHTPOJISl KauecTBa, 3aJ€HCTBOBAHHBIX B MPOLIEypax MOJArOTOBKH, 0030pa,
KOHTPOJISl KauecTBa, olleHku U npezactapiienus [10OOb. [lpu HeobxoaumocTu
BBITIOJTHSAETCSI HEOO0XOJMMOE OOYydYeHHE IO Pa3JIMYHbIM COCTaBJISIOIIUM
mporieccaM, aclieKTaM 3HaHWM 1M HaBbIKaM. HarpaBiieHust 00yueHUs TOKHBI
BKJIFOYATh ACMHEKThl 3aKOHOJATEIbCTBA, PYKOBOACTB, HAYYHYIO OIICHKY
JAHHBIX, TMUCBMEHHBIE MNpoUeAypbl MO acnekrtaM mnoarotosku I100Bb.
JlIokyMeHTUpOBaHUE TIpollecca OOy4YeHHUs JOJDKHO TOATBEPXKIATh €ro
MPOXOXKJCHUE [0 Hadajla BBIMOJHEHUS COOTBETCTBYIOHIUX (GYHKIUK TI0

[TOOBb.
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8.8. Ilopsinok npeacrasienus [10Ob

8.8.1. Cranpaprhslii nopsaaok npeacrasienus [I00b

[lepyoguyHOCT W CPOKM  MOPEACTABICHUS  MNEPUOJAMYECKUX
OOHOBJISIEMBIX OTYETOB IO OE30MAaCHOCTH JICKAPCTBEHHBIX IPENapaToB
ONPENEIISIIOTCS  COTJIACHO MEPEYHI0, YTBEPKAAEMOMY  PETYJIATOPHBIMU
opranamu rocygapcts-uieHoB EADC.

JInst nexapCcTBEHHBIX MPEnapaToB, MEXKIyHAPOJHOE HEMATEHTOBAaHHOE
HAaWMEHOBAHKE WM IPYNIUPOBOYHOEC HAUMEHOBAHUE KOTOPHIX HE BKIIFOUECHBI
B YKa3aHHBIM NEpeUYeHb, NEpUoANYHOCTh npeacTtasiienus [I00b cocrasmuser:

- Kaxaple 6 MeECSIEeB OT MEXIYHAPOAHOM JaThl PETMCTpalldd Ha
NPOTSKEHUU MEPBBIX 2 JIET;

- ©KEroJIHO Ha MPOTSIKEHUU MOCICTYIOMMNX 2 JIET;

- 1ajiee - Kaxable 3 roja.

Cpok nogauu I[IOOb oT natel okOHYaHUsI cOOpa JTaHHBIX COCTABIISIET
He 6onee 90 KaJleH1apHbIX THEH.

8.8.2. BHeouepennas mogaua [IOOb

[IOOb mnoanexuT moOJave He3aMeIMTeNbHO, B Cpok g0 60
KUICHIAPHBIX JHEH, OT JaThl TMOJYyYEeHUs] MHUCbMEHHOI0  3ampoca
pEryJIATOPHOro oprana rocynapcra-uieHa EADC.

8.8.3. ®opma nmogaum [IOOb

I[TOOb mnoanexar mojadye B JJIEKTPOHHOM BHJIE C BO3MOXKHOCTBHIO
TEKCTOBOT'O TIOMCKAa HA PYCCKOM SI3bIKE WJIM aHTJIMMCKOM SI3BIKE C
00s13aTeNIbHBIM TIEPEBOJIOM Ha PYCCKUU SI3bIK  CICAYIOIIUX pPa3/eiioB:
KPaTKOTO W3JIOKEHHS OCHOBHOTO COJEP)KaHUs, HMHTETPUPOBAHHOTO aHAJU3a
COOTHOIIEHUS TI0JIb3a-PHUCK 0 0JIOOPEHHBIM MTOKa3aHUsAM U 3akitoueHus. [1o
3alpocy  PEryJsiITOpPHOTO  OpraHa  Jep)Karelb  PErUCTPAllMOHHOTO
yaocToBepeHus: 00s3aH B TeueHMH 30 KaJeHJApHBIX JHEH MpeaCcTaBUTh

NEPEBOJI HAa PYyCCKHM sA3bIK Apyrux pazaenos [I00B.
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8.9. IlIpouecc ouenku IOOb Ha TeppUuTOpPUU TOCYAAPCTB-YWICHOB
EAJC

Perynsaropapimu  opranamu rocygapctB-wieHOB EADC  nmomkHO
o0ecrieunBaThCsl  BBIMOJHEHUE OIIEHKU TMEPUOJUYECKUX OOHOBIISIEMBIX
OTYETOB 1O O€30MaCHOCTH C IIeJIbl0  ONPEICICHUS  COOTBETCTBUS
TpeOOBaHMAM 3aKOHOAATEILCTBA, a TAKKE BO3ZMOXKHBIX MU3MEHEHHM mpoduiis
0€30IMaCHOCTH JIEKAPCTBEHHOI'O TIpernapara W BIUSHUS JTAHHBIX U3MEHEHUU

Ha OLICHKY COOTHOUIIEHUS M0JIb3a-PUCK JIEKAPCTBEHHOTO Mpernapara.
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9. YHPABJIEHUE CUT'HAJIOM

9.1. CTPYKTYpHI U POLECCHI

9.1.1.icTOYHUKH MOJYYESHHSI CUTHAJIOB U UX 00paboTKa

9.1.1.1. UcToyHMKM MOJy4YEHHS CHUTHAJIOB BKIKOYAIOT BCE JAHHBIC,
MOJy4yaeMble IPU NPUMEHEHUM JIEKAPCTBEHHBIX [MPENAPATOB, BKJIIOYAs
JTOKJIMHUYECKHE, KIIMHUYECKUE JTaHHbIE, IaHHbIE METOJ0B (hapMakoHaa30pa
U CHCTEMBl KOHTpOJIA KauecTBa. JlaHHbIE MOryT BKJIIOYaTh CBEACHUS,
NOJIy4YaeMble ~ CUCTEMOH  CHOHTAaHHOTO  PENOPTUPOBAHUA, CHUCTEMaMH
aKTUBHOTO MOHUTOPHHIA, B pPE3yJbTaTe MPOBEICHUS HEUHTEPBEHIIMOHHBIX
UCCJIE0OBaHUM, KIMHUYECKUX HWCCICNOBAaHUNW M W3 JPYTMX HCTOYHHKOB
uH(dOpMaIUU.

9.1.1.2. CurHasibl U3 CHOHTAHHBIX COOOILIEHU MOXHO OOHAPYKUTH B
WHJVBUIyalbHBIX COOOIIEHUSIX O HEKEIATENbHBIX PEAKIMIX, BKIFOUCHHBIX B
0a3pl JAHHBIX O HEXENaTeJbHBIX pEeaKIUsAX, CTaThIX W3 HayYHOU
JUTEpaTyphl, MEPUOJAUYECKUX OOHOBISEMBIX OTUETaX MO 0€30MaCHOCTU WUIIU
Opyrod uHQOpMaALUU, MPEICTABICHHOW AepXkaTelssMU PETUCTPALMOHHBIX
YAOCTOBEPEHUI B paMKax HOPMATHBHO-IPABOBBIX Mpoleayp (Hampumep,
U3MEHEHUs U JOTOJTHEHUS, POJIJIEHUE, 00s3aTeNbCTBA o
NOCTPETUCTPALIMOHHBIM HCCIAEAOBAHUSAM) WM TOCTOSHHO BBIIIOJHSIEMOTO
MOHUTOPHUHIa COOTHOLIEHUS TOJIb3a-PUCK JIEKAPCTBEHHBIX MTPENApaToB.

9.1.1.3. Cur"asibl MOTYT OBITH BBISBJICHBI MPU TIPOBEACHUH PA3TUUHBIX
BUJIOB MCCJIe10BaHUI/UCTIBITAHUH, BKJIIOYAsI JOKIMHUYECKUE,
MHTEPBEHLIMOHHBIE U HEMHTEPBEHIIMOHHbBIC UCCIEIOBAHUs, CUCTEMATUUYECKUE
0030pbl, MeTa-aHaIu3bl. PaznuyHbie BUABI aKTUBHOIO MOHHMTOPUHTA MOTYT
IOMOraTh B BBISIBIICHUM CHUTHAJOB, a TaKXe CTUMYJIUMPOBATh MPOLECC
pPENOPTUPOBAHUS CIELUATMCTAMH ONPEJEICHHBIX THUIIOB HEXKEIATEIbHbIX

pEaKIuid.
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9.1.1.4. Jlpyrue wuctouyHukd wuHPopMaruu BKiIOYalOT MHTEpHeT,
uu@poBbie CpeAcTBa (TakuWe Kak OOIIEJAOCTYIMHbIE BEO-CalThl, COLMAIbHBIC
CeTH, OJOrM) WIM JPYrue CHCTEMBbI, 4Yepe3 KOTOpble MALHMEHThl U
MOTPEOUTEN MOTYT COOOIIUTH OO0 ONBITE pPa3BUTUA HEXeNIaTeIbHbIX
peakiil Ha JIeKapCTBEHHBIE IIPenapaThl.

9.1.2. Metoaomorust 00pabOTKH CUTHATIOB

9.1.2.1. OOnHapyxeHuU€ CUTHQJIOB JIOJDKHO  HPHUAECPKUBATHCS
CTPYKTYPUPOBAaHHOM W TNPHU3HAHHONW METOJOJIOTHH, KOTOpas MOXKET
BapbUPOBATHCS B 3aBUCUMOCTU OT BHJIa JIEKAPCTBEHHOrO IIpernapara, Io
KOTOPOMY BBITIOJIHSIETCS MPOLIETYPA.

9.1.2.2. C uenbio OIEHKH JOKAa3aTeJIbHOW OCHOBBI, MOJTBEPKIAIOIICH
MOCTYNHBIINN CHUTHAJ, HEOOXOAMMO MPUMEHITh CTPYKTYPHPOBAHHYIO U
MPU3HAHHYIO METOJIOJIOTHI0, KOTOpas JODKHA NPWHUMAaTh BO BHUMAaHHC
KIMHUYECKYI0  3HAYUMOCTb, CTEMNEHb  JIOCTOBEPHOCTH  B3aUMOCBS3H,
COTJIAaCOBAaHHOCTh JaHHBIX, B3aUMOCBSA3b CTEIEHU BO3JCHCTBUS M PEAKIUH,
MPUYNHHO-CIIEACTBEHHYIO CBSI3b, OHMOJOTUYECKYIO IMPaBIOMOJ00HOCTb,
OKCIIEPUMEHTAJIbHBIE PE3YNbTaThl, BO3MOXKHBIC CXOJHBIC II0 XapakTepy
SIBJICHUSI TAaHHBIC.

9.1.2.3. Ilpu npuOpUTH3AIMUA CUTHAJIIOB YYUTHIBAIOT Pa3JIUYHBIC
(dakTophl: HOBH3HY BBISBICHHOW B3aWMOCBSI3W WJIH JIEKAPCTBEHHOTO
npenapara, (akToOpbl, UMEIOIINE OTHOIICHHE K 3HAYMMOCTH B3aWMOCBS3H,
CEPhE3HOCTH COOTBETCTBYIOIIECH peakiiuu U (HaKTOPhI, UMEIOIINE OTHOIIIEHUE
K TOKYMEHTUPOBAHUIO COOOIICHHUSI.

9.1.3. IIpotiecc 00pabOTKH CUTHAJIOB

9.1.3.1. Beenenue

9.1.3.1.1. IIpomecc oOpabOTKH CHUTHAJIOB BKJIIOYAET BCE CTAJUH OT
BBISIBJICHUSI CHTHAJa J0 BBIPAOOTKM pexoMeHaarnuid. [IpaBuna BBITIOJHEHHS

O6pa6OTKI/I CUTHAJIOB HMCHOT OTHOHIICHHUC KO BCCM 3aMHTCPCCOBAHHBLIM
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CTOpOHAM, YYacCTBYIOIIUM B KOHTpOJIE€ O€30MaCHOCTH 3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX MPEMapaToB.

9.1.3.1.2. Tlpomecc 00paOOTKHM CHUTHAJOB BKJIIOYAET CIICAYIOIINE
CTaJIUU:

a) BeisBieHue curxana;

0) Banunanus cursana;

B) AHaJIU3 U IPUOPUTHU3ALMS CUTHAJIA;

r) OnieHKa curHana;

1) PexoMeHnmanum 1mo AeHCTBUSM;

e) Obmen uHpopmaIuei.

9.1.3.1.3.HecmoTpss Ha TO, 4YTO OTH CTaauHl, KakK MpaBUIIO,
NPUACPKUBAIOTCA  JIOTUYECKOW  ITOCJIENOBATEIbHOCTH, IMHPOKHH  PsJ
JOCTYITHBIX WCTOYHMKOB WH(OPMAIIMH, HWCIOIB3YEMBIX JJIsi OOHApYKEHUS
CUTHAJIOB, MOKET MOTPEOOBATh TMOKOCTH B 00paOOTKE CUTHAJIOB, HAITPUMED:

a) Korma oOHapykeHHe CUTHAJIOB B OCHOBHOM Oasupyercs Ha o030pe
WHIUBUIYATbHBIX COOOIIEHWH O HEXKeNaTeIbHbIX PEeaKIHUsIX, MpoIeaypa
MOXXET BKJIIOYaTh BEPUPHUKAIIUIO W MPEIBAPUTEIBHYIO IPHOPUTH3AIUIO
OOHapy>KEHHOT'O CUTHAJIA;

0) Ecnum curHan BbISBIEH 10 OOBEIMHEHHBIM pe3yJbTaTaM
UCCJICOBaHUs, KaK  MPaBWIO, HEBO3MOXHO  OLEHHUTh  KaXa0e
WHIUBUIyATbHOE COOOIIEHHWE, W B pE3yJbTaTe BalUJAllMd MOXET
noTpeOoBaThCS COOP JOMOJHUTENBHBIX IAHHBIX;

B) Pexomenpamuu 1o gedcTBHAM (C  TMOCIEAYIOIMUM TPUHSATHEM
peIlleHUsT  COTJIACHO  JICWCTBYIONIEMY  3aKOHOAATENbCTBY) H  OOMEH
uH(pOopMaIel SBISIFOTCS KOMIOHEHTaMH, KOTOPbIe HEOOXOAMMO YUUTHIBAThH
Ha KOKIOW CTauM Ipolecca.

9.1.3.2. BpIgBiI€HUE CUTHAJIA
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9.1.3.2.1. Ko Bcem MeToJaM BBISIBJICHUS CUTHAJIA TPUMEHSIOTCS
cleayrnme TpeOoBaHUS:

a) Wcnons3yembiii METOJ JOJKEH COOTBETCTBOBATH OOBEMY JIaHHBIX;
HalpuMep, UCIOJIb30BAHUE CIOXKHBIX CTATUCTUUYECKUX METOJI0OB MOXKET HE
IIOIXOAUTH JIJIS HEOOIBIIOT0 00beMa JaHHBIX

0) HeoOxoauMo y4MTHIBATH JIaHHBIE HM30 BCEX COOTBETCTBYIOIIHUX
HMCTOYHUKOB,;

B) B Hanuuuu NOMKHBI OBITH CUCTEMBI, TapaHTUPYIOIIHE KadeCTBO
BBITIOJTHSEMOM JIESITEILHOCTH 110 OOHAPYKEHUIO JIAHHBIX;

r) Pe3ynbraThl 0030pa KyMyJISTUBHBIX JaHHBIX JOJKHBI CBOCBPEMEHHO
1 HaJJIKAITUM 00pa30M OICHUBATHCS KBATU(OHUITMPOBAHHBIM JIUIIOM;

n) Ilpu oOHapy>keHHH YIpO3bl OOIIECTBEHHOMY 3JI0POBBIO JTOJKHBI
NpeANPUHUMATLCA HE3aMeIJIUTENIbHbIC U 3P (DEKTUBHBIE ACHCTBUS;

e) IIporiecc BBISIBJIEHUSI CUTHAIIOB JOJDKEH OBITh HaJUIeXKAIIMM 00pa3oM
JTOKYMEHTHUPOBAH, BKJIOYas OOOCHOBAHHE METOJa W TEPUOJANUYHOCTH
BBITIOJIHEHHSI IEUCTBUHM IO OOHAPYKEHHUIO CUTHAJIOB.

9.1.3.2.2. OOHapy>XeHHE CHUTHAJOB MO OE30MaCHOCTH MOXHO
OCYUIECTBJISITh Ha OCHOBAaHMU 0030pa 0a3 [aHHBIX WHAUBUIYAIbHBIX
COOOIIIEHUIT O HEeXeNaTeJNbHbIX peaKIUsIX, CTaTUCTUYECKOTO aHaIu3a
Oompmmx 0a3 MAAaHHBIX WM HAa OCHOBAaHWM KOMOWHHPOBAHHOTO IIOJX0Ja,
OCHOBAHHOI'O Ha COYETAHUU ATUX JIBYX METOJIOB.

9.1.3.2.1. OG30p UHANBUIYAIBHBIX OTYETOB O 0€30MACHOCTH

NunuBuyanbHble COOOIIEHUSI O HEXENaTeIbHBIX PEaKIUsIX MOTYT
OBITH TIOJTYYEHBI U3 CIIOHTAHHOW CUCTEMbI PEIIOPTUPOBAHMS, aKTUBHBIX (HOpM
MOHHUTOPHHTA, KITMHUYSCKUX UCCIACTOBAHUI UM MOTYT OBITh OITyOJIUKOBAHBI
B MEIMIIMHCKOM nuTepatype. [lake oaHOro CoOOIIEeHUsS O CephE3HON WU
TSOKEJIOM  HEXKelaTeJbHOM peaknuu (HampuMmep, OJIHO cooOiieHue o0

aHa(DMIAKTUYECKOM IIOKE) MOXKET OBbITh JOCTAaTOYHO JUIsi TOTO, YTOOBI
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oOpaTUTh Ha 3TO COOOIEHHE BHUMAaHHME W MPEANPUHATH JalbHEHIINE
nevictBus.  WMuadopmanus, mnoajexainas OIEHKE, JIOJDKHA — BKJIIOYATh
KOJIMYECTBO COOOIICHUHN (TI0CJI€ MCKITIOUECHUS! TOBTOPSIOMIMXCS COOOIIEHUM
U coO0IIeHNH, 0(pOPMIIEHHBIX HEHAJUIEKAIUM 00pa3oM), neMorpaduueckue
JaHHbIC TallMeHTa (HampuMmep, BO3pacT ©  TI0Jd), IOJ03pPEBAaEMbIit
JIEKapCTBEHHBIN TIpenapar (HampuMep, BBEIICHHAs /103a) U HEXKeNaTeIbHYIO
peakiuio (Hanpumep, NPU3HAKA U CUMIITOMBI), BPEMEHHYIO B3aUMOCBS3b,
KJIMHUYECKUIM MCXOJl B CBS3U C MPOJOIKEHUEM WIHM MPEKpalIeHUEM puemMa
JIEKApCTBEHHOr'0 TMpenapara, HaJIW4YME IMOTCHIMAIbHBIX aJbTePHATUBHBIX
OPUYMH PA3BUTHUS HEXKENATEIBHOTO SIBJICHUS, OIEHKY OTIpaBUTEIEM
COOOIICHUS  MPUYHUHHO-CJICICTBEHHOM CBSI3M U JIOCTOBEPHOCTh
OMOJIOTHYECKOU U (hapMaKOJIOTHYECKOU CBSIZH.

9.1.3.2.2. CraTucTHYeCKHE aHAJIU3bI B OOJILIINX 0a3ax JaHHBIX

CylecTBYIOT pa3iuyHble CTaTUCTUUECKHUE METOJbl aBTOMATUYECKOTO
BBISIBJICHUSI CUTHAJIOB HCXOJS W3 HEMPOMOPIUOHATHHOCTH KOJUYECTBA
OTUYETOB, T.€. O0JIEe BHICOKUN YPOBEHb PEMOPTUPOBAHUS O MPEATIOIAracMOi
[OJIO3PEBAEMOM  HEXKENATEJIbHOM  PEaklMM  Ha  COOTBETCTBYIOLIEE
JNEUCTBYIOIEE BEIIECTBO/JICKAPCTBEHHBIN TIpenapar IO CPaBHEHUIO C
JPYTUMHU JICUCTBYIOIIMMHU BEIIECTBAMU/JICKAPCTBEHHBIMU TIperapaTamMu B
0a3e maHHBIX. Vcmonb3oBaHWE CTATUCTUYECKUX METOJOB MOAXOIUT HE IS
Bcex cutryanui. [Ipu WCHONb30BaHUU CTATUCTUYECKUX METOJIOB M BHIOOpE
KpUTEPUEB UJCHTU(PUKAIMA CUTHAJIOB CIEAYET YUYUTHIBATh OOBHEM JaHHBIX,
MOJTHOTY JIOCTYITHOM MH(OPMAIIMU U CEPbE3HOCTh HEXKEIATEIIbHON PeaKIIvu.

[TeproMYHOCTD BBITIOTHEHUS CTATUCTUYECKOTO aHaIn3a 0a3bl JaHHBIX
U TEHEPUPOBAHMS CTATUCTUYECKOTO OTYETA 3aBUCUT OT XapaKTEPUCTUKU
JICHCTBYIOIIETO  BEIECTBA/JICKAPCTBEHHOTO TIpemapara, TMOKa3aHWui K

IPUMCHCHHUIO U IIOTCHIMAJIbHBIX HWJIN I/II[GHTI/ICI)I/IHI/IPOBaHHI)IX PHUCKOB.
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0.1.3.2.3. KomOuHammsi CTaTUCTHYECKUX METOJI0B M  0030pa
WHIUBUyAIbHBIX OTYETOB O O€3011aCHOCTH

Cratuctuueckue OT4EThl MOTYT ObITh MPEIHA3HAYCHBI ISl BBISBICHUS
MOJ03PEBAEMBIX HE)KeJIaTeIIbHBIX peakiui, COOTBETCTBYIOIIUX
MIPE/IBAPUTEIIBHO OINPEACICHHBIM KPUTEPUSIM YacCTOTHI, CTEIEHU TIKECTH,
KIWHUYECKOM 3HAYMMOCTH, HOBHM3HBI MM CTAaTUCTHYECKOM B3aMMOCBS3H.
Takue unpTpyronme MeToAbl MOTYT YIPOCTUTh OTOOp HanOoyiee BaKHBIX
WHJIUBUTy AJTbHBIX CcOOOIIIeHN I 0 HEKeJIaTeJIbHBIX peaKIusx,
paccMaTpuBaeMbIX Ha TEpPBOM cTaauu mpouenaypsl. llpenenbHoe 3HaueHHE
MoKa3aTeis, UCIOIb3yeMOoe B 3TOM (PHUIBTPYIOIIEM Ipoliecce (Hampumep, He
MEHEE TpeX COOOIIEHU), MOXKET BapbHUPOBATHCA B 3aBUCHUMOCTH OT
KJIMHUYECKOW 3HAYMMOCTHU IIOJ03PEBAEMOM HEXKEIATEIbHON pEaKuu U
CUTHaja, BIUSAHUSA  Ha  OOIIECTBEHHOE  3JI0POBRE U CTCIEHHU
pPacIpOCTPaHEHHOCTH MCII0JIb30BAHUS JIEKAPCTBEHHBIX MTPEIapaToB.

IIpy wucnosbp30BaHWM aBTOMATUYECKOTO CKpPUHHMHIA B IIpoOIEcce
OOHApY)KECHHSI CUTHAJIOB COOTBETCTBYIOIIME MHINBUAYAIBHBIC COOOIIEHUS O
HEXKEeJATEbHBIX PEAKIUAX CIEAYET B JabHEHIIIeM U3y4aTh M0 OTACIbHOCTH.

HeszaBucuMo OT UCIOIB3YEMOr0 CTATUCTUYECKOTO METO/a, Ipoieaypa
OOHapy>KEHMsSI CUTHAJIOB BCETJla JIOJKHA BKIIFOYATh KIMHUYECKYIO OIICHKY.
CraTtucTu4ecKuid METOJ SBJISICTCS JIONOJHUTEIBHBIM METOJIOM Ipoliecca
BBISABJICHUS U BaJIMJAIlM CUTHAJIA.

9.1.3.3. Banupgaims curaana

9.1.3.3.1. llpu BBISBIICHMM CHUTHaja [Jajie€ BBIMIOJHSIETCA OILIEHKA
JAHHBIX C T1Iebl0 BepUGUKAIUM U TOJATBEPXKACHUS TOro (akra, dYTO
TOCTynmHass  WHGOpPMAIMSA  COASPKUT  JOCTATOYHBIC  JOKa3aTeIbCTBa
BBISIBJICHUSI HOBOW NOTECHIHUAJIBHOM TNPUYUHHO-CICICTBEHHOM CBS3W WU
HOBOM acCMeKTe paHee YCTAaHOBJICHHON B3aMMOCBSI3U. Pe3ynbTaThl BaauIauu

OTPEICIISIFOT HEOOXOAMMOCTD JIaJIbHEUIIIeH OlICHKH CUTHAJIA.
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[Ipy BBINOJHEHUW TPOUEAYPHl BaIUAALUWNA CUTHAJIA, HE3ABUCHMO OT
MCTOYHUKA €ro MOJy4YeHUs, HEOOXOAUMO YUUTHIBATH CJIEAYIOIIEE:

a) KimnHnueckasi 3HauuMOCTh, HAIIPUMEP:

— YpOBEHb JOKAa3aTEIbHOCTA B OTHOUIEHWH NPUYUHBI SIBJICHUS
(HampuMep, KOJIMYECTBO COOOIIEHUM C Y4E€TOM BO3JICHCTBHS, BPEMEHHOMU
B3aMMOCBSI3M, MPABJONOJA00HOCTH/BEPOSITHOCTA  MEXaHHU3Ma  Pa3BUTHUSA
HEXKENATEeNbHOW PEaKUU, PE3YIbTATOB OTMEHBI M MOBTOPHOTO Ha3HAYEHUS
JIEKAPCTBEHHOTO npernapara, aIbTEPHATUBHOTO 00BSACHEHUSI/UHBIX
MPUYUHHBIX (PaKTOPOB);

— CEpbE3HOCTh HEXKENATEIBHON PEAKIINU U €€ UCXO/;

— HOBH3HA peakiuu (HampuMep, HOBBIE U CEPhE3HBIC HEXKETATEIbHbIC
peaKkuun);

— KJIMHUYECKUN KOHTEKCT (Hampumep, MOJ03pEeHUE Ha KIMHUYECKUU
CUHJIpOM, BKJIFOUAsl IPYyTHUE PEAKIIUH );

— BO3MOYKHBIC JICKAPCTBEHHBIE B3aUMOJICHCTBUS U PEAKIIMU Y OCOOBIX
IPYIII MAIUEHTOB.

0) [IpenmecTBytomas nHGopMaIus:

— uHbopManus YK€ BKIOUYEHAa B KPATKYI0 XapaKTEPUCTUKY
JIEKApPCTBEHHOTO MpenapaTa Uiu JUCTOK-BKJIA IbIII;

— CHUTHAJ YK€ OIIEHEH peryjaropHbiM opranoM B [1OOb wnu miane
ynpasienusi puckamu (IIYP), nubo 00CyXJIeH Ha ypOBHE HAy4YHOIO
OKCIIEPTHOTO KOMHTETa, JUOO SBIISIICS OCHOBAaHUEM [IJIl PETYJISTOPHOMN
MPOLEYPHI.

Kak mnpaBuio, Bammanuu TOJIEXKAT CUTHAIBI, HE OTHOCAIIHUECS K
BhIIIIEyKa3aHHBIM. (OJHAKO TI0 yX€ U3BECTHBIM CHUTHaJlaM  MOXET
MOTpeOOBaThCSI MPOBEACHUE BalUJAIMKM B CJIydae I10JI03PEBAEMOr0

BBISIBJICHUA OTINYUN I10 qacCTOTEC Pa3BUTHA, JIUTEIIBHOCTHU
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NEPCUCTHPOBAHUA, CTCIICHU TAKCCTH HIIM UCXOO4A (HaHpI/IMCp, BBISIBJICHHBIM

BO B3alMOCBSI3H JIETaTbHBIN UCXO[) o CPaBHEHMIO C
JAHHBIMH/XapPaKTEePUCTUKONW,  BKJIIOYEHHBIMU B HMHCTPYKIMIO  TIO
MEIUIIUHCKOMY MIPUMEHECHUIO 178105 paHee paccMaTpuBaEMbIMH

PEeryJISITOPHBIM OPTaHOM.

B) Hanumuume Apyrux COOTBETCTBYIOIIUMX HMCTOYHHKOB HH(pOPMAIIUHM C
00JIbIINM 00BEMOM JIAHHBIX MO OMPEJEICHHON HEeXKEeNaTeIbHON peaKinu:

— JIMTepaTypHBIE JaHHBIE O MOIO0OHBIX COOOIICHUSIX;

— OKCIIEpUMEHTAIbHBIE PE3YIbTAThl WX OMOJIOTUUECKNE MEXAHU3MBI,

— 0030p Oosee KpynmHBIX 0a3 MaHHBIX (OOBEIWHEHHBIE 0a3bl JAHHBIX
PEryJATOPHBIX OPTaHOB).

90.1.3.3.3. Curnan mnpuoOpeTaeT CcTaTyC BaJIMIUPOBAHHOTO, €CIU
mporiecc BepUUKAMM BCEH HMEIONMICH OTHOIICHHE JIOKYMEHTAIIUH
CBUJIETEIIbCTBYET O MPEANOJIOKUTEIBHO HOBOW MNPUYHMHHO-CIEACTBEHHOM
CBSI3M WJIM HOBOM acCHEKT€ HW3BECTHOM B3aMMOCBSI3M, U, CJIEJ0BATEIIbHO,
ABIAETCS 000CHOBAHUEM JaIbHENUIIIEN OLICHKH.

9.1.3.3.4. Curnan, st KOTOPOTrO B Tpollecce Bamuiallud HE ObLia
MOATBEPKICHA MPEANOI0KUTEILHO HOBAas MPUYUHHO-CIEICTBEHHON CBS3b
WIM HOBBIM AaCHEKT W3BECTHOM B3aUMOCBSA3H, MOXET MOTPeOOBaTh
BBITIOJTHEHUSI TAJIbHEHIIIEr0 aHaIN3a, HalpuMep, B CIydasiX HEI0CTATOUHOCTH
KOJIMYECTBA JIOKYMEHTAIIUH [0 COOTBETCTBYIOIIEMY CIIy4al0 HEXKeJaTeJIbHOM
peaknuu. B mOmOOHBIX cCiydasx HOBBIE COOOIIEHHS O HEXKeIaTeIbHbIX
peaKkmusaX WM Pe3yibTaThl TOCIEAYIONEro HAOMIOJACHUS 10 paHee
MOJIYYCHHBIM CJIy4asiM W3 TEepHoJa MOCTPETUCTPAIMOHHOTO HAOIIOACHUS
JOJDKHBI TIEPECMATPUBATBCS Y€pPe3 COOTBETCTBYIOIIUE TMEPUOJbI BPEMEHH C
IETbI0 OOECIeUeHHUsT y4eTa M PACCMOTPEHHUS BCEX COOTBETCTBYIOIIMX

COOOIIECHUIA.
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0.1.3.3.5. Jlepxarenun  perucTpallMOHHBIX  YJIOCTOBEPEHHM U
pEryJIsTOPHBIE OpPraHbl JIOJKHBI UMETh CHUCTEMbl OTCIICKUBAHUS C IIEJIBIO
ydyeTa pe3ylbTaTOB BaJMJAlMM CUTHAJIOB, BKIIOYAas H3y4YEHHE U
OTCIIC)KUBAHWE MPUYMH, MO KOTOPHIM CHUTHAJIBI HE OBUIM TPHHATHI KAk
CBUJICTEIHCTBYIOIIME O MPENOIOKUTEIHLHO HOBOM IPUUYUHHO-CIIEACTBEHHON
CBSI3M WJIM HOBOM acCMEeKT€ M3BECTHOW B3aMMOCBSI3H, a Takke MHGOpMaIuy,
KOTOpas moMorJja Obl B MOUCKE MOJIOOHBIX CIIy4aeB U OLICHKE CUTHAJIOB.

9.1.3.4. Ananu3 1 NpUOPUTH3ALINS CUTHAJIOB

9.1.3.4.1. KiroueBbIM 3JIEMEHTOM IIPOLECCA YIPABICHUS CHUTHAIIAMH
SBIISIETCS HE3aMEMJIUTENbHOE OIpeNeeHUEe UX BIUSHUS Ha OOIIECTBEHHOE
3I0POBBE WJIM COOTHOILIECHHE II0JIb3a-PUCK JIEKAPCTBEHHOI'O IIpenapara y
NAlMEHTOB, TOJBepralmuxcs Bo3aencTeuto. Ilpouecc npuopuruszanum
JOJI’KEH BKJIIOYATh:

a) JI0Ka3aTeJIbHOCTb M COIVIACOBAHHOCTh HMH(OpPMALIMM, HAMPUMED,
Ouosjoruyeckasi JOCTOBEPHOCTb, OOJBIIOE KOJUYECTBO JOCTOBEPHBIX
Clly4aeB, COOOLIEHHBIX B TEUEHHUE HEMPOJIOJKUTENIBHOIO MEPHOJia BPEMEHH,
BBICOKME 3HAUEHMs TIOKaszarelis O JUCHPONOPUUMOHAIBHOCTH, OBICTpOE
YBEJIMYEHUE OTOr0 TIOKa3arejis C TEUYEHUEM BpPEMEHM, HUACHTU(UKALUA
CUTHAJIa B Pa3HbIX YCJIOBHUSX NpUMEHEHUs (HampuMmep, B aMOylIaTOpHOU U
KJIIMHAYECKOW MPAKTUKE), UCTOYHUKHA WA CTPAHBbI, U3 KOTOPBIX MOTYYEHBI
JAaHHBIC,

0) BIMSHME Ha MAlMEHTOB, B 3aBUCUMOCTH OT CTENEHU TKECTH,
0o0OpaTUMOCTH, MOTEHIHMajda MPEJOTBPAILICHUS W KIMHUYECKOrO MCX0Ja
HEXEJNAaTeIbHOW  peakluu,  pe3yibTaThl  NpPEKpalleHus  JCYCHUS
OPUMEHUTEIBHO K TEYEHUIO 3a00JeBaHMsI W JIPyTHE TEpaleBTHUYECKUE
NOKa3aTellu;

B) BJIMSHHME Ha OOIIECTBEHHOE 3/I0POBbE, B 3aBUCUMOCTH OT CTEIECHU

HCITOJIB30BAHUA JICKAPCTBCHHOI'O IIpCIiapara B O6IJ.ICI>1 Irpyanc naiuceHToB U B
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NONYJIAMOHHBIX TPyNIax pHUCKa (HalpuMep, JIEKapCTBEHHBIE IIpenaparsl,
UCIOJIb3yEMble OEPEMEHHBIM KEHITUHAMHU, JETbMU WU MOKHUIIBIMU JTHOIbMH )
U crnocoba HCHOJb30BaHUSl JIEKAPCTBEHHOrO Ipenapara (Hampumep,
HEMPaBUJIBbHOE HCHOJb30BAHUE WIM HCIOJIb30BAHUE HE IO 3asBJICHHBIM
[IOKa3aHUsAM); BJIMSHUE Ha OOLIECTBEHHOE 3/I0POBbE MOXKET BKJIIOYATh
OLICHKY KOJMYECTBA NALMEHTOB, Y KOTOPBIX MOYET Pa3BUTBHCSA CEpbE3Has
HEeXeJaTelbHasl peaklus, 3TO KOJMYECTBO JOJKHO OBITh H3YYEHO 10
OTHOLIEHUIO K OOIeld BbIOOpKE NAlMEHTOB B OOWIEH TIpynmne, Ipymnme
NAlMEHTOB C LIEJIEBBIM 3a00JIEBAHUEM U TPYIINE MAl[MEHTOB, MOABEPIIIUXCS
BO3JICHCTBHIO;

I) TOBBIIIEHHAs 4YacToTa WM CTENEHb TSHKECTh M3BECTHOIO
HEXKEJIATCJIbHOI'O ACHCTBUS;

1) HOBHU3HA TIOJI03PEBAEMON HEXKEJATEIbHON peakluu, Hanpumep,
KOIJla HEM3BECTHas MOJ03peBaeMasi HexejaTeslbHash peaklusl pa3BUBAETCs
BCKOpE TMOCI€ TMOCTYIUIEHMS HOBOIO JIEKAPCTBEHHOIO IIPOJIYKTa B
MEIUILUHCKYI0 IPAKTHKY;

€) €CM 3asBJICHHE Ha MOJYyYEHHE PErMCTPAlMOHHOIO YJIOCTOBEPEHUS
HOBOTO JICHCTBYIOIIETO BEIECTBA BCE €Ill€ HAXOAUTCS HA PACCMOTPEHUU
HAllMOHAIBHBIM PETYJISTOPHBIM OPraHOM U CUTHAJI O O€30MaCHOCTH MOIYy4YeH
U3 TPETbEM CTpPaHbl, B KOTOPOM OITOT JEKAPCTBEHHBIA Mpenapar yxe
3aperuCTPUPOBAH, UM B MHOM 0a3e JAHHBIX MO HEXKENATENbHBIM PEaKIUsIM
oOHapy>XeHa TsbKellasg HeKeJaTelbHash peaklus U3 TPEThbed CTpaHbl, ITOMY
CUTHAJIy TaK>Ke JOJIKHO ObITh YAEJI€HO BHUMAaHUE.

0.1.3.4.2. B HEKOTOPBIX CiIyyasix NPUOPUTETHOE 3HAUECHHE OLIEHKHU
MOET OBbITh OTJAHO CUTHAjaM, MOJYyYEHHBIM B OTHOIIEHUH JIEKAPCTBEHHBIX
IpenaparoB WM SIBJICHUM C MOTEHUHUAJIbHBIM BBICOKUM BHHUMAHHEM CO

ctopousl CMU u 3amHTEepecOBaHHBIX CTOPOH (apMakoHAA30pa C IEIbIO
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HE3aMEJIUTETLHOTO JOHECEHUSI JO0 OOIIECTBEHHOCTH M MEAMIIMHCKHUX
PabOTHUKOB PE3yJIbTATOB TaKOM OLICHKH.

0.1.3.4.3. PesynpTaT mponeAyphl NPHOPUTHU3ANNHN CHUTHAIA JOJIKEH
BKJIIOYATh PEKOMEHIAIUIO [0 BPEMEHHBIM paMKaM OLIEHKU CUTHAIA.

0.1.3.4.4. PesynpTar mponeaypbl MNPUOPUTHU3AIMU CHUTHAJA JTOJHKEH
ObITh 3aHECEH B CUCTEMY OTCIEKUBAaHHUS C OOOCHOBaHHUEM MPUCBOECHHOTO
YPOBHS MPUOPUTHU3AIMU CUTHAJIA.

9.1.3.5. OneHka cUurHajioB

9.1.3.5.1. Ilenbro OIIEHKU CUTHAJIOB SIBJISIETCSA U3YUYEHHE JI0KA3aTEIIbCTB
MPUYUHHO-CJIEACTBEHHOM CBSI3U HEXENATENbHON PEAKIIUU U M10JI03PEBAEMOI0
JIEKAPCTBEHHOT'O CPEACTBA C LEIbI0 KOJUYECTBEHHOM OIIEHKH B3aUMOCBSI3H
(NpennovYTUTENIbHO B a0CONIOTHBIX ~ BEJIMYMHAX) M ONpEIEIeHUs
HEOOXOIMMOCTH  cOOpa  JIONOJHUTENbHBIX JAHHBIX WM  OPUHSATHUS
PEryJISTOPHBIX Mep. Ouenka COCTOUT u3 THIATEIBHOTO
(dhapMaKkoIOTUIECKOr0, MEAUIIMHCKOTO U AMUIEMUOJIOTHYECKOTO H3YUCHHS
BCEM MMeromecss mHQOpMauu 1O COOTBETCTBYIomEeMY curHamy. O030p
JIOJDKEH BKJIOYATh JIOCTYIHBIE (hapMaKOJIOTUYECKUe, MOKIMHUYECKUE W
KIMHUYECKUE JIaHHbIE W JIOJDKEH OBITh ~ MaKCUMAQJIbHO  TOJIHBIM
MPUMEHUTEIBLHO K UCTOYHUKAM IMOJy4YeHUs: UHGOpPMaIIUK, BKIIOYAsl JIaHHBIC
JIOChE JIEKAPCTBEHHOIO Mpernapara npyu nojayde 3asBieHUs HA PETUCTPALUIO U
MOCJICTYIONINE U3MEHEHHUS, TUTEPaTypHbIE CTaThU, CIOHTAHHBIE COOOIICHUS
U HEONMyOJIMKOBaHHYIO HWH(OpMAIMIO OT JepKaTeied pPerucTparmOHHbIX
YAOCTOBEPEHU W  HAIMOHAJIBHBIX PETYJISATOPHBIX OpraHoB. Takxke
HEOOXOJIUMO YYUTHIBaTh PEKOMEHJAIMM BHEIIHUX OJKCcHepToB. Ecuwm
uHopMaIlisg TOJydYeHa W3 HECKOJbKMX HMCTOYHUKOB, HEOOXOINMO
YUYUTBHIBATh YPOBEHb UX JI0KA3aTE€JIbHOCTH U OTPAHUYECHUS C IEJIbI0 OIEHKHU
UX BKJIaJia B OLIEHKY Bolpoca no 0e3onacHocTu. COBOKYyIHAsI WH(pOpMAIUs

U3 pa3HbIX HCTOYHMKOB Takxke TpeOdyer BbIOOpa MEXIyHApPOIHOU
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NPU3HAHHOW TEPMUHOJIOTUU MEAMUIIMHCKUX SIBIEHUU. B ciydae oTcyTcTBUs
TaKOTO TEPMHHOJIOTMYECKOTO OMPEICNICHUsI, HEOOXOIUMO OIeparuOHHOE
oIpeJieJICHuE.

0.1.3.5.2. B HEKOTOpHIX CIydasx CHUTHAJIBI HEOOXOIWMO OIICHHBATh
COTJIaCHO TEPANEBTUYECKOMY YPOBHIO MJIU KJIACCY CUCTEMbI OPTaHOB, HJIM Ha
YpPOBHE  CTaHAApTU3WPOBAHHOTO 3ampoca B  CIOBApe  MEAUIIMHCKOU
tepmunoniorun  MedDRA. Tlouck wuH(popMamuu MOXeT MOTPeOOBAThH
BKJIIOUCHHUS JPYTUX JIEKAPCTBEHHBIX MpenapaToB OJHOTO Kjacca U JPYrux
HEXKENATeNbHBIX pPEaKivii, HampuMep, OTHOCUTEIBLHO JPYTUX TEPMHUHOB,
UMEIOIUX OTHOIIEHUE K CJIOKHOMY 3a00JeBaHUI0 (HampuMmep, HEBPUT
3pUTENIBHOTO HEpPBA KAaK BO3MOKHBIA MEPBBIM MPHU3HAK MHOMXECTBEHHOIO
CKJIep03a), paHHEH CTaauu peakiuu (Hanpumep, yuinHeHne uatepaia QT)
WA KIWHUYECKAM OCJIO)KHEHUSAM COOTBETCTBYIOUIEH HEXKEIATEIbHOU
peakiuu  (Hampumep,  OOE3BOXKMBAHUE WM OCTpas  IOYeYHas
HEJIOCTaTOYHOCTB ).

9.1.3.5.3. Coop uHpopManmu M3 pa3HBIX UCTOYHUKOB MOXKET 3aHSThH
BpeMms. B 1mensx onTuMM3anuM Tpoiiecca MOXET OBbITh HCIO0JIb30BaH,
HalpuMep, IMOIIAroBbIA METOJ| OIIEHKM curHaiza. YTo KacaeTcss HOBOIO
CUTHAJIa O TSKEJIOM HEeOJaronmpusiTHOM peakuuud, MOXKHO MPHUHSTH
BPEMEHHBIE MEPbI, €CJIM B PE3YJIbTATE NEPBOM CTAUN OLICHKH Ha OCHOBAaHUHU
JOCTYMMHOW MH(OpMaIUu caiejaH BBIBOJ O MOTEHIIMAIBLHOM PHUCKE, KOTOPHIN
HE00XO0JIMMO MPEIOTBPATUTD.

9.1.3.6.Pexomenaiuu 1o AeHCTBUSIM PETyJISITOPHBIX OPTaHOB

9.1.3.6.1. PexkomeHmaiuu 1O  pe3yJbTaTaM  OIEHKH  MOTYT
BApbUPOBATHCA COTJIACHO MPUMEHUMOMY 3aKOHOJATEIbCTBY W BBIBOJY IO
pe3yJibTaTaM OIEHKHU CUTHAaJa.

Hecmotpst Ha TO, 4TO, KaKk MpaBUIIO, PEKOMEHAAIMU JEIAI0TCs MOCIIe

OLCHKHN CHUI'HaJla, Ha OCHOBAHHNU COBOKYHHOﬁ I/IH(bOpMaI_II/II/I, HCO6XO)II/IMOCTB
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JNEUCTBUM OLICHMBAIOT B XOJ€ BCEro Mpollecca YIpaBiICHUS CUTHAIOM,
onpeelisisi 000CHOBAaHHOCTh U 11€JIECOO00Pa3HOCTh 00Jiee paHHUX JICUCTBUIA
10 MUHUMU3AITUN PHUCKA.

9.1.3.6.2. JlelicTBUs 110 pe3yabTaTaM OLIEHKU CUTHAJa MOTYT BKJIIOYATh
JOTIOJIHUTEIbHOE W3YyYEHHE WM MEpbl MHUHUMHU3AIMU PHUCKOB, €CIU
MEXaHU3Mbl  pa3BUTUA  MOJ03pEBAeMON  HEONAroNmpUATHOW  peaKIuu
YKa3bIBalOT HAa BO3MOXKHOCTH MPEAYNPEKICHUS WIA CHIDKCHHE CTEMeHU
TSKECTU HEXKEJIATEJIbHOM peakuuu. Eciiv BbIBOJ OCHOBaH Ha OrpaHUYCHHOU
uH(OpMAIIHA, MOXKET TOTPeOOBaTHCA MPOBEICHHE IMOCTPETUCTPAIMOHHOTO
UCCJIEIOBaHUsI  O€30MaCHOCTH C LETbI0 HM3YYCHHUS IMOTEHIMAIBLHOTO
BOIIPOCa/TIPOOIEMBI IO O€30MTaCHOCTH.

9.1.3.6.3. Ecnu peryJadaropHbIii OpraH 3ampaiiuBacT y JAep:KaTems
PETHCTPAIIMOHHOTO  YIOCTOBEPCHHMS  TPOBEACHUE  JOMOJHUTEIBHBIX
JIEHCTBHI, B TAKOM 3aIpOCe HEOOXOINMO yKa3aTh CPOK, K KOTOPOMY JTaHHBIC
JEUCTBUSI JTOJDKHBI OBITH BBITIOJHEHBI, BKJIIOYAash OTYETHI O JOCTUTHYTHIX
HEJSIX U MPOMEXYTOUHBIX pe3yiIbTaTaX, MPOMOPIIMOHATBEHO CTETICHU TSKECTH
U BIUSHUIO MpoOsieMbl MO O€30MaCHOCTH Ha OOILECTBEHHOE 3J0pPOBBE.
Jlepxatenb pErucTPaAIllMOHHOTO YyJIOCTOBEPEHUS PEryJATOPHBICE OpTraHbl
JOJDKHBI ~ YYUTHIBaTh  BO3MOXKHOCTH  IIPOBEACHHUS  UCCIICAOBAHUSI B
YCTaHOBJICHHBIE BPEMEHHBIE CPOKHM, C YYE€TOM IapaMeTPOB HUCCIEAYEMOIO
BOIpoca 0€30MacHOCTH, HAmpUMEpP, YaCTOThI PAa3BUTHS W TMOTPEOHOCTH B
MIPOCIICKTUBHOM Ju3aifHe ucciieqoBanus. CleTyeT YYHUThIBaTh BPEMCHHBIC
Mepel MO obecneyeHuto Oe3omacHOro M 3(Q(EKTUBHOIO MNPUMEHEHUS
JICKapCTBEHHOTO TIpemnapara Wik yCTPaHCHHUIO pHUCKa, BKIIFOYas BO3MOYKHOCTD
BPEMEHHOTO MPUOCTAHOBJICHHUSI JIEHCTBUSI PETUCTPAIIMOHHOTO

YJOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara.
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9.1.3.6.4. B ciiyyae OTCYTCTBHS PUCKa JJIsl MMAIMEHTOB, PETYJISATOPHBIN
OpraH MOXET TPUHATh pelieHue 00 OTCYTCTBUM HEOOXOJUMOCTH
JaJdbHEHIIEH OLICHKHU WJIH JaJbHESHUIINX JICHUCTBUM.

9.1.3.7. Odmen unpopmanuen

9.1.3.7.1. Cnenyer obecneduTh BO3MOXXHOCTH BBIITOJHEHHS OOMEHa
uHopMmaled  MEeXIy  peryilsaTOpHbIMM  OpraHaMu,  JIepXKaTeJsiMU
PErUCTPAllMOHHOTO YJAOCTOBEPEHUST U JPYTMMH CTOPOHAaMU C IIEJIbIO
pacripocTpaHeHusi MH(pOpMalMU O CHUTHalIaX, cOopa JOMOJTHUTEIbHBIX
JIAHHBIX, TAJIbHEHUIIIEH OIICHKH BOMpPOCca OE30MacHOCTH U MPUHSITUS PEIICHUS
O 3alllUTe 3/I0pPOBBSl TMAIMEHTOB. BpemeHHble TpeOoOBaHUS 1O OOMEHY
uHdopMaleld MOTYT BapbUPOBAThCS B 3aBUCUMOCTH OT MPOOJEMBI IO
0€301acHOCTH, HO MH(OpPMAIIUS O CUTHAJaX JOJDKHA OBITh pacrpoCTpaHEHA
cpa3dy e IOCJ€ BBIMOJHEHUS MPOUEAYypbl UX BaIUAAIMA W TPU3HAHUS
CUTHaJI BaJIUIUPOBAHHBIM.

0.1.3.7.2. JlepkaTeau pErucTPallMOHHBIX YJAOCTOBEPEHUN IEPEIaroT
BCIO COOTBETCTBYIOIIYIO HMH(POPMAIIMIO O CUTHAJaX B PEryJATOPHBIC OPTaHbI
(kaKk 4acTh 0053aTEILCTB MO (PapMaKOHAA30PY U MOHUTOPHUHTY COOTHOIICHUS
MOJIb3a-PUCK JIEKAPCTBEHHOrO0 Tipenapara). BaiuaupoBaHHbIE CHUTHAJBI,
KOTOpPbIE MOTYT OKa3blBaTh BIIMSHUE Ha OOIIECTBEHHOE 3/I0POBbBE M
COOTHOIIICHUE TOJb3a-PUCK JIEKAPCTBEHHOTO TMperapara, IOJDKHBI OBITh
HE3aMEJIMTENIbHO TMEpellaHbl B PETyJISATOPHBIE OpraHbl, a TaKXke B
COOTBETCTBYIOIIUX CIIy4asX MPEJCTABICHbI MPEAJIOKECHUS IO BO3MOXKHBIM
JIEUCTBUSIM.

9.1.3.7.3. PerynaropHble OpraHbl NEPEAAIOT PE3YJAbTATHI OLEHKHU
CUTHAJIOB JEpPKaTeJsIM PErUCTPALIMOHHOTO Y/IOCTOBEPEHHUSI.

9.1.4. TpeboBaHUS K KQYECTBY

9.1.4.1. ITpocnexnBaeMoOCThb
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Banupanus, npuoputH3anus, OUEHKA, BPEMEHHBIE CPOKH, DPEIICHUS,
JEUCTBUS, TUTAHBI, PENOPTUPOBAHUE, a TAKKE MPOUYNE KIIOUEBbIE MPOLIETYPHI
JOJDKHBL  HAJJISXKAIIUM  00pa3oM JIOKYMEHTHUPOBATHCS U NEPUOAUUYECKU
orciexkuBaTbcsi.  CHCTEMBI  OTCIEXKHMBAHMS ~ TaKXKE  JIOJKHBI  OBIThH
JOKYMEHTUPOBAHbI U BKJIFOYaTh CUTHAJIBI, B PE3YJIbTATE MPOBEPKU KOTOPHBIX
ObLT clenaH BBIBOJA 00 OTCYTCTBMM HOBOM MOTEHUMAIBbHONW MNPUYUHHO-
CJICZICTBEHHOM CBSI3W WJIM HOBOT'O aCIIEKTa M3BECTHOM B3aMMOCBSI3H, TAK Kak
OHM MOTYT MpHUBJIEYb 0COO0€ BHUMAaHUE B Clydyae MOCIEIYIOIIEro aHaIu3a.
Bce 3anmucu  [OMKHBI  MOJJIEKATh apPXUBUPOBAHUID M XPAHEHUIO B
COOTBETCTBUU C AEHCTBYIOIIMMU MPOLETYPAMHU.

9.1.4.2. Cucrembl Ka4ecTBa M IOKYMEHTAIIHS

9.1.4.2.1. BaxHOH OCOOEHHOCTBIO CHUCTEMBI OOPaOOTKH CHUTHAJIOB
SBJISIETCS YETKOE JIOKYMEHTHPOBAHUE C 11€JIbI0 00€CTICUeHUs HAJICXKAIIETO U
3¢ PekTUBHOTrO (bYHKITMOHUPOBAHUS CHUCTEMBI, CTaHIApTU3AIUH
00s13aHHOCTEH 1 TpeOyeMbIX JEHCTBUM, BBIMOJHCHHS ITUX JCUCTBUN JIMIIAMU
C COOTBETCTBYIOIIEW KBajmupuKaimed W WX TOHUMAHUS  BCEMHU
BOBJICUCHHBIMU CTOPOHAMHU, OCYILECTBICHUS HAJICKAIIET0 KOHTPOJIS U, TIPU
HEOOXOJIUMOCTH, YCOBEPIICHCTBOBaHUS CHUCTEMBbI. Mcxoass W3 JaHHBIX
TpeOOBaHMI JOJKHA OBITH pazpaboTaHa cucTeMa 0OeCHeUYeHUs U KOHTPOJIS
KauecTBa COrJACHO CTaHJapTaM CHUCTEMbl KayecTBa, KOTOopas JOJIKHA
MPUMEHATHCSI KO BCEM IpoIleccaM YIMpaBlieHUs] CHUTHajlaMu. Jl0JDKHBI OBITh
pa3paboTaHbl, JOKYMEHTAIHLHO OGOPMIIEHBI UM BHEAPEHBI MOJPOOHBIC
IpoIEeaypbl CHUCTEMBI KadecTBa. HeoOXomumo pacnpeneauth pojid M
00SI3aHHOCTH BHYTPU KOMITAHUM OTHOCHUTEIBHO JICMCTBUM U BEJACHUS
JOKYMEHTAIllMU, KOHTPOJSI M M3YUYEHHsS BONPOCOB KAueCTBA, a TaKKe
NPUHATUS KOPPEKTUPYIOIIMX W TpeaynpeauTenbHbix Mep. Croga Takke
JOJDKHBI OTHOCUTBCSI OOS3aHHOCTH TO ayAuTy OOecmedeHusi KadecTBa B

CUCTEMC YIPaBJICHHUA CHUI'HaJIaMH, BKJIIXO4asd ayIAuT CY6HOI[p$IJI‘II/IKOB
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KOHTPAKTHBIX CTOPOH, BBINOJIHAIOIINUX KaKUe-Tn0o padoThl MO JaHHOMY
HanpalieHUt0. J{oKHA OBITH rapaHTHpPOBaHA KOH(DUECHIIMATBHOCTh JAHHBIX
U JOKyMEHTaluu, O€30MacHOCTh U JIOCTOBEPHOCTb JAaHHBIX (BKJIHOYAs
LETIOCTHOCTb TpH Mepeaye).

9.1.4.2.2. Cuctema OTCICKUBAaHUS JOJDKHA OOECIIEUUBATh TMOJTYyYCHHUE
BCEMHU BOBJICYEHHBIMM CTOPOHAMM JAHHBIX IO pE3yJbTaTaM ayAHTOB C
yKa3aHueM AEHCTBUN M0 00pabOTKE CUTHAJOB, COOTBETCTBYIOIIMX 3alPOCOB
U UX pe3ynbTaroB. [lomyuennas mHbopMaius, MOUCK, PE3yJIbTAaThl MOUCKA,
OLIGHKM ®  pemieHuss  (MOJIOKHUTENbHbIE W OTPUIATEIbHBIE)  TIO
NOTCHLIUAJIbHBIM CHUTHAjaM, a TakXKe pe3ylbTaTbl MPOBEPKH CHUTHAjA,
NOJJIeKAT AapXUBUPOBaHMIO. JlaHHBIE JOJDKHBI BKJIIOYATh PE3YJIbTATHI
BaJIMJAllMU CUTHAJIA.

9.1.4.2.3. Moxer mnoTpedOoBarbcs HM3y4Y€HUE JOKYMEHTALUH JeprKaTelis
PETUCTPALIMOHHOIO YIOCTOBEPEHUS] O COOMIONCHUM JAHHBIX MOJIOKEHUHA 10 U
10CJe MPOLEAYPhl PETUCTPAMK B LENSAX BBINOJHEHUS OLEHKU BBITOIHSIEMON
JEeATEIbHOCTH WM MHCIIEKTUPOBAHUSL.

9.1.4.3. O0yuenue

IlepcoHan nomkeH OBITh CHEIUaIbHO O0YYEH BBITIOJTHEHUIO JNEWCTBUMN
no o0paboOTKe CHUTHAJOB COIJIACHO pacCHpeAesieHHbIM (QYHKIUSAM U
o0si3anHOCTAM. [Iporiecc MokeT BKJIIOYATh HE TOJNBKO MEPCOHAN OTHAEeNa MO
dbapmakoHa130py, HO TAaKXK€ MEPCOHAJ, KOTOPOMY MOXET CTaThb U3BECTHO O
MOTEHIIMATBHBIX CUTHAJIaX WM KOTOPBIM Y4acTBYeT B Ipoliecce 00paboTKH
CUTHAJIOB, HAmpuMep, MEpPCOHAly HOPMAaTUBHO-NPABOBOTO  OTAEIA,
JNOKJIMHUYECKUX,  MEIUIUHCKHX,  (apMaKOdMHIEMUOIOTHUECKUX U
MapKeTUHTOBbIX  uccienoBaHui.  OOydeHue  JOMHKHO  BKIIIOYATh
TEPMHUHOJIOTUIO M JIOCTYINHbIE 0a3bl JAaHHBIX C HCTOYHHUKAMU CUTHAJIOB.
[Tpouenypsl cuctembl OOy4YeHHS W pa3MELIEHUE IaHHBIX MO OOYYEHHIO

JOJIX)KHBI OBITH HaAJICKallluM 06pa30M HJOKYMCHTHUPOBAHBI, PC3HOMC
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CIICIINAJIMCTOB n OITMCaHHucC BBITIOJIHACMBIX (I)YHKI_II/Iﬁ ImoaJicixKart

apXVWBHUPOBAHHUIO.

9.2. Posin 1 00s13aHHOCTH

9.2.1.Ponu u 0043aHHOCTH HALIMOHAJIBHBIX PETYJISITOPHBIX OPTaHOB

HannonanbHbIM peryssTOPHbIA OpraH:

a) KoHTponupyeT naHHble Ha CBOEW TEpPPUTOPHUH, BKIIOYAs JTaHHBIE,
NOJIyYEHHBIE U3 UHBIX HCTOYHUKOB, YKa3aHHBIX B noapaszzaene 1.1;

0) BrimonHseT BanuAanuio W WHBIE 3Tamnbl OPOLERYypbl 00pabOTKU
CUTHAJIOB, NIOJIYYEHHBIX U3 TOCTYIHBIX HCTOYHUKOB;

B) Ilepemaer curHansl, mpolienmme Yepe3 MpOLERypbl BaTUIALUU U
OLICHKHM, B COOTBETCTBYIOIIHME 3KCIIEPTHBIC HALMOHAJIBHBIE KOMUTETHI C LEJIBIO
OTpeNIeICHUSI 11€JIECO00PA3HOCTH TMOCSYIONMX JACUCTBUNA 10 JabHEUIIeMy
U3YUYEHUIO WA MUHUMHU3ALUHU PUCKA.

r) BelmonHser uHPOpMHpPOBAHHME APYTHUX PETYISATOPHBIX OPraHoOB
rocyaapctB-uiecHoB EADC o0 BBISIBJICHHBIX CUTHAJIaX, IPOIIEIIINX
BaJIMALINIO, U pa3paboTaHHBIX MEpaXx.

92.2. Ponum u 00s3aHHOCTM  JAepKareisi PErucTPaliMOHHOIO
YAOCTOBEPEHUS

Jlepkarenb perucTpallMOHHOTO YAOCTOBEPEHHUS:

a) KouTponupyer Bce wumeromecss JIaHHble W HHPOPMALUIO IO
CUTHaJaM;

0) KonrtponupyeT Bce MOSABISIONMIMECS JlaHHbIE B 0a3zax JJaHHBIX U
BBIMOJIHSIET MEXTYHAPOJHOE OOHAPYKEHUE CUTHAJIOB; OOHAPYKEHUE CUTHAJIOB
JOJKHO BKJIFOYATh MX BAIMIAIMIO C YYETOM KOMIIOHEHTOB MPEACTaBIsIEMON
uHbOpMaIH, U3JI0KEHHOH B pasaene 1.3.3;

B) BeimonusieT Banuaanuio Bcex 0OHApYKEHHBIX CUTHAJIOB U COO0IIaeT

O HUX B COOTBETCTBYIOIIUE PETYISTOPHBIE OPTaHbI;
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r) VYBeIOMJSIET PpEryJsTOPHbIE OpraHbl B CiIy4dae BBISBICHUS
IKCTPEHHOU MpoOJeMbl MO OE30MACHOCTH B pPe3yJbTaTe OCYIIECTBICHUS
JESITEIbBHOCTH 0 0OHAPY>KEHUIO CUTHAJIOB;

1) CoTpyaHHYAET C PETYIATOPHBIM OPTaHOM B BBHITIOJHEHUU MPOIEAYD
OLICHKM CHUTHAJOB IyT€M MPEACTaBICHUS IO 3alpocy IOMOJHUTEIbHON
uHpopmaruu;

e) ObecrieunBaeT HAJMYKME AyAUTOPCKOIO CJIEAAa MO BCEM IMPOLEAypam
BBISIBJICHUS CUTHAJIA.

9.2.3. [Ipouecchl NOCAEAYIOMIETO PETYIUPOBAHUS

B cnyyae nmpuHATHS  pEryNATOPHBIM — OpPraHOM — pEUIeHHs O
HEOOXOJIMMOCTH  JIOTIOJHUTENbHbIX JEHCTBUIl, CUTHAJ OLICHUBAIOT MU
COTJIACOBBIBAIOT MOCJEAYIONIUE JCHCTBUS B OTHOIICHUH PETUCTPALIMOHHOTO
yIOCTOBEPEHHUS B TpenesaX BPEMEHHBIX CPOKOB, COPa3MEPHBIX CTETICHH U
Cepbe3HOCTHU MpoOeMbl o Oe3onacHocTH. [1o pe3ynabTaTam npoueayp MOryT
OBITh IPUHSTHI CIIEIYIOIINE PEIICHUS:

a) JlomoysiHUTENbHAS OLICHKA WJIH IEUCTBUS HE TPEOYIOTCS;

0) Jlepxatenb perucTpallMOHHOTO YAOCTOBEPEHHUS JOJDKEH MPOBECTU
JIOTIOTHUTENFHYO OIIEHKY JAHHBIX U MPEJICTaBUTh PE3YJIbTAThl TAKOU OIEHKU
COTJIACHO YCTAHOBJICHHBIM BPEMEHHBIM CPOKaM;

B) [epxarenb  perucTpallMOHHOTO  YAOCTOBEPEHUS  JOJDKEH
npenoctaBuTh [IOOb ¢ y4eToM BBISIBIEHHOTO HOBOTO acHekTa MpoQuils
0e30ITacCHOCTH;

r) Jlepxarenb  pEeTrUCTPAllMOHHOTO  YAOCTOBEPEHHUS  JOJDKEH
npo(UHAHCUPOBATH MOCTPETUCTPAIIMOHHOE UCCIICIOBAaHNE B COOTBETCTBUH C
COIJIACOBAHHBIM MPOTOKOJIOM U MPEAOCTABUTDH 3aKIIOYUTENIBHBIE PE3YIbTAThI
TaKOI'0 UCCIICIOBAHUS;

n) Jepxarenb  perucTpallMOHHOTO  YAOCTOBEPEHMSI  JOJKEH

NpeACTaBUTD IIJIAH YIIPABJICHUA PUCKAMUA HUJIA €T'O OOHOBJICHHBIHN BapHUaHT,
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e) Jlepxxarenb perucTpalioOHHOTO YAOCTOBEPEHHUS JOJHKEH MPHUHATH
Mepbl, TpeOyemble s oOecreueHus Oe3omacHOro u  3(PEKTUBHOIrO
IPUMEHEHHU JIEKAPCTBEHHOr O Ipenapara;

k) PeructpanMoHHbI CTAaTyC MOJICKAT HM3MEHEHHIO, JCHCTBUE
PErUCTPAIIMOHHOTO  yJIOCTOBEPEHUSI JIODKHO  OBITh  MPHUOCTAHOBIIEHO,
OTO3BaHO WJIM HE MPOJJICHO;

3) J1oJ1KHBI OBITH BBEICHBI CPOUHBIE OTPAHUYEHUS IO O€30MaCHOCTH;

n) HeoOXxoaMMoO BBINOJHEHUWE BHEIUIAHOBOIO HMHCHEKTUPOBAHUS
CUCTEMBI (papMaKoOHaJ30pa C LENIbI0 MOATBEPKIACHUS TOrO, YTO JAEpHKATeNb
PETUCTPAIMOHHOTO  yJIOCTOBEpEHUsT  COOJIOJAaeT  3aKOHOJATeIbHBIC
TpeboBaHUs K cUcTeMe (papMaKoOHAI30Pa;

k) Heob0xoauMo BKIIOYEHHE TOJO3PEBAEMOr0O  JIEKAPCTBEHHOIO
npernapara B MEpeueHb MPOAYKUUHU, KOTOPAsl MOJJICKUT JOMOJIHUTEIBHOMY
MOHUTOPHUHTY.

9.2.5. OTKpBITOCTH

l'ocynapctBa-uniensl EADC  AOKHBI  OCYLIECTBISITh  KOHTPOJb
CBOEBPEMEHHOCTH JIOBEJICHUS O OOIIECTBEHHOCTH Ba)KHOM MHGpOpMAIUU O
npobyieMax 1O OE30MaCHOCTH, BBISBICHHBIX CHUCTEMOU (apmakoHaa30pa,
nyTeM nyOJuKalMu Ha BeO-mopTaje W NpU MOMOUIM APYTUX IOCTYIHBIX

CPEIICTB I0OBEICHUS NMH(POPMAIIHH.
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10. IOCTPEI'MCTPALHMOHHBIE UCCJUIEJOBAHUA
BE3OITACHOCTH

10.1. Beenenue

[Toctpeructpaniuonnoe  uccienopanue  O6ezomacHoctu  (ITPUB)
JIEKAPCTBEHHOI0 Mpernapara MOXXET HHULIHMHPOBATHCA, KOHTPOJIUPOBATHCS
Wil (UHAHCUPOBATHCA JIepKATEIEM PETUCTPAIMOHHOTO YJIOCTOBEPEHUS
J0OpPOBOJIBHO MJIM B COOTBETCTBUU C 0053aTE€IbCTBOM, HAJIAra€MbIM Ha HETO
pPEryJIATOPHBIM ~ OPraHOM KaK yCJIOBHE BBIIAYM  PETMCTPALMOHHOIO
YAOCTOBEPEHUS WIH MOCIIE BBIAAYU PETUCTPALMOHHOTO YAOCTOBEPEHUS, €CIIH
CYLIECTBYET MPEANOJOKEHUE O HAJIWYUM PUCKOB, CBA3AHHBIX C
3apErucTPUPOBAHHBIM JIEKapCTBEHHBIM Ipenaparom, TpeOyIommx
JOTIOJIHUTENBHOTO U3Y4YEHUS ITyTEM MPOBEIAECHUS UCCIEN0BAHUS.

ITPUb MOJKET [IPEICTaBIATH coOoi KIIMHUYECKOE
UCCJIEI0BaHUE/UCTIBITAHUE WIIN HEWHTEPBEHIIMOHHOE

HCCIIE0BAHNUE/UCIIBITAHHUE.

10.2. CTpyKTYpBI H IPOLECCHI

10.2.1 O6nacTh npUMEHEHUS

TpeOoBanusi JaHHOTO pasjesia NPUMEHUMbl K HEWHTEPBEHLIMOHHBIM
[IPVb, WHULMHPOBAHHBIM, KOHTPOJHUPYEMBIM WM (UHAHCUPYEMBIM
JEpKATEIEM  PEruCTPAallMOHHOTO  YJIOCTOBEPEHMS  HAa  TEPPUTOPUHU
rocygapctB-uicHoB EADC  1oOpoBOJBHO WIM B COOTBETCTBHU  C
00s3aTeNbCTBAMH, HaJaraéMbIMU Ha HErO peryisTopHsiM opraHom. [TPMb
BKJIIOYAIOT HCCIENOBaHUSA, B TPOLIECCE KOTOPHIX COOMPAIOTCS JAaHHBIE OT
NAllMEHTOB W  paOOTHUKOB CHUCTEMBbl 3JIpaBOOXPAHEHHUSA, a TaKkKe
MCCIIEIOBAHMS, KOTOPBIE IOBTOPHO HCIIOJB3YIOT TaHHBIE, [IOJIyYEHHBIEC PAHEE
U1l TPYTOW LEIW W XPAHSIIMECS B MEAULUMHCKAX KapTax IAlUEHTOB WU

Ipyrux (B TOM YHCJE SJIEKTPOHHBIX) (popMax XpaHEHHUS JaHHBIX.
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Ecou T1PUB npencraBisier coboil KIMHUYECKOE HCHBITAaHUE, TIPU €ro
MPOBEJICHUN  JOJDKHBI  BBIMOJHATHCS  COOTBETCTBYIOIIME  TPeOOBaHUS
JNEUCTBYIOLIETO  3aKOHOJATENIbCTBA K  OPraHU3allMd M NPOBEACHUIO

KJIMHUYECKUX UCCIIENOBAaHUI/UCIBITAHNH.

10.3. TepmuHoI0THS

JlaTa HayaJia HCCJIeJOBAHUS - aTa Hayaya cOopa JIaHHBIX.

Hauasio cGopa naHHBIX - JaTa PErMCTpallMM JAHHBIX IO MEPBOMY
NAlMEHTy, BKJIIOUEHHOMY B UCClEIOBaHUE/UcIbITaHue, B ¢opme (Oaze)
cOopa MaHHBIX HCCIEAOBAHUS/MCTIBITAHUS WJIM; B CIydae IOBTOPHOTO
UCIOJIb30BAHUS JAHHBIX - J1aTa Hauyaja U3BJICUCHHSI TaHHBIX.

Konen c6opa gaHHBIX - 1aTa, KOrja BIEPBbIE MOJHOCTHIO JOCTYIHA

aHaJIMTU4YEeCcKast 0a3a JaHHBIX.

10.4. O0mue NpUHUMIIBI

I'maBuoit 1menbto HeuHTepBeHIMOHHOTO [IPUB  gomxHO  OBbITH
IIOJIyYCHHE HAy4YHBIX JAHHBIX, MMEIOUIUX MOTCHUUAIBHYIO KIMHUYECKYIO
3HAYMMOCTb WJIM BaXXHOCTbH JUIS 3JJ0POBbsI HACEJICHUA. TaKue MCCIeN0BaHUs
HE JIOJDKHBI  TIPOBOJUTHCS, €CIM HUX MPOBEJICHHE  CHOCOOCTBYET
MIPOJABMKEHHIO JIEKAPCTBEHHOT'O IIPENapaTa Ha PhIHKE.

3agauu [IPUb mMoryT BKIIIOUYATH:

*KOJINYECTBEHHAs! OLICHKA MOTEHIMAIBbHBIX WIH UACHTU(PUIIMPOBAHHBIX
PUCKOB, HanmpuMep, OLEHKAa YacTOTbl BO3HUKHOBEHHs, OTHOCUTEIBHBIX
PUCKOB II0 CpPaBHEHUIO C IIOMYJSIUMEW, HE NPUMEHSABIIEH JaHHBIN
JIEKapCTBEHHBIM IIpernapar Wid MONYJSUHUEH, MNPUMEHSBIIEH Ipyrou
JIEKAPCTBEHHBIA NpenapaT WK KJAcC JIEKAPCTBEHHBIX MPENApaToB; a TAKKE
n3ydeHre (HAKTOPOB pHUCKAa M (HAKTOPOB, MOIU(PHUIUPYIOMHUX JICHCTBHE

JIEKQpCTBEHHOTO IIpenapara,;
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*OLICHKA PHUCKOB JEKAPCTBEHHOrO Mpemnapara, HPUMEHSIEMOIO IO
OJI00OpPEHHBIM MOKA3aHUsIM Y TPYMI MAIMEHTOB, KOTOPhIE HE U3YYaIUCh WIIU
ObUTM HEIOCTATOYHO H3YYEHBbl Ha JOPETUCTPALIMOHHOM AJTare (Hampumep,
OCpeMEHHbIC JKEHIIMHBI, OCOOBbIE BO3PACTHBIC TPYMIbI, MAIUEHTHl C
MOYEYHOW WJIM TIEYEHOYHOM HEJIOCTAaTOUYHOCTHIO);

°* OLEHKa pPHUCKA, CBSI3aHHOTO C JUIMTEIbHBIM IPUMEHEHHEM
JIEKapCTBEHHOTO Tpernapara;

*TIOATBEPKACHUE OTCYTCTBUSI PUCKOB JICKAPCTBEHHBIX MPENAPATOB;

*OlICHKA  CTaHJAPTHOM  KIMHUYECKOM  NPAKTUKU  Ha3HAYCHUSA
JIEKAPCTBEHHBIX IPENAPATOB C IMOJYYCHUEM JOIOJIHUTEIBHBIX CBEICHUM O
0€30MacHOCTH  MEIMIIMHCKOW TPOAYyKUUM (HampuMmep, T[OKa3aHus K
MPUMEHECHUIO, JO3WPOBKH, COIYTCTBYIOIAsg TEpanusi, MEIULMHCKUE
OIIH1OKN);

*ollcHKa 3(Q(QEKTUBHOCTH MEp MO MHUHHMMM3ALMU pPHUCKA (HAIpUMeEp,
M3y4YEHUE AacCIIEKTOB HCIOJIB30BaHUS JIEKAPCTBEHHOTO IIperapara, OIpocC
MAIMEHTOB WU MEIUIIMHCKUX PAOOTHUKOB).

IIpu  pa3paboTke  MPOTOKOJIOB  MCCIEAOBAHUM,  IPOBEIACHUU
UCCIICIOBAHUI U COCTABJICHHS OTYETOB 00 HCCIEAOBAHUSX JEpKATEISIMU
PETUCTPAIITMOHHBIX YIOCTOBEPEHUI JTOJKHBI YUYUTHIBATHCS
COOTBETCTBYIOLINE HAYy4YHbIC PYKOBOJCTBA. HaunonanbHeiMu
PETyISATOPHBIMM OpPTraHaMHM JUIsl OLIEHKW MPOTOKOJOB HCCIEAOBAHUN H
OTYETOB 00 HCCIEIOBAHUSAX TaKXe CJIelyeT NPUHUMATh BO BHHUMAaHUE
JNECUCTBYIOIIME HAy4YHbIE€ PYKOBOJCTBA,  METOAUYECKHWE CTAaHAAPTHI IO
(hapMaKo’UIEMHUOJIOT U H.

Hnsa  1IPUB, cnoHcupyeMbIX  AepXkKaTejieM  PEerHuCcCTPaluOHHOTO
yAOCTOBEpPEHHUs, W pa3pabaThIBa€MbIX, MPOBOJUMBIX W aHATU3UPYEMBIX
MTOJHOCTHIO WJIM YACTHUYHO MCCIIEIOBATEIIAMU, HE SBIISIIOIIMMHUCS HAEMHBIMU

pa6OTHI/IKaMI/I ACPKATCIIA PCTUCTPAIUMOHHOTO YAOCTOBCPCHUA, ACPKATCIIb
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PETUCTPALIMOHHOTO  YJOCTOBEPEHHUS  JOJDKEH  TapaHTHpOBaTh,  YTO
UCcleoBaTeNd  00JIajaloT  HEoOXOIMMOM KBalnu(uKaluendn B o0JacTu

O6pa3OBaHI/IH, IIOATOTOBKH U OIIbITA AJIA BBIIIOJITHCHUSA CBOHUX 00s3aHHOCTEHA.

10.5.11IpoToxo0.,1 Hccae10BaAHUS

Bce TIPUB nomKHBI BBITIOHATHCS COTJIACHO HAYYHO 0OOCHOBAaHHOMY
MPOTOKOJY HCCIEIOBaHUS, pa3padOTAaHHOMY JIHMIIAMHU C COOTBETCTBYIOIIEH
HAay4YHOU MOATOTOBKOU U OIBITOM.

s 100pOBOJIBHO VHULIMHUPOBAHHBIX ITPUb JepKaTeIIro
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI PEKOMEHAYETCS NepenaTh MPOTOKOI
UCCIIEIOBAaHUS 70 Hayana cOOpa JaHHBIX B HAIMOHAJBHBIM pPEryJsTOPHBIMI
opran rocynapcrea-uieHa EADC, Ha TeppUTOpPUM KOTOPOrO IUIAHUPYETCS
IIPOBEJICHUE NOCTPETHUCTPALMOHHOIO HEMHTEPBEHIMOHHOIO MCCIEA0BAHUS
0€30MacHOCTH JIEKApCTBEHHOTO Ipenapara.

Hna  TIPMb, wuWHULMUpPOBAHHBIX JEp)KATEIEM PETrUCTPALUOHHOTO
YIOCTOBEPEHUS B COOTBETCTBUM C  0OS3aTENbCTBOM, HAJIOKEHHBIM
PEryJIITOPHBIM OpPraHOM, JEpIKaTeNlb PETHCTPALUOHHOTO YIOCTOBEPECHUS
JOJDKEH O00ecneuuTh NpeacTaBieHre HHbopManuu 00 HCCleOBaHUU,
BKJIIOYask TPOTOKOJI MCCIENOBAHUS, B HAIMOHAIBHBIA PETYIATOPHBIN OPraH,
KOTOPBIM OBbLIIN HaJIOKEeHBI 00s13aTenbeTBa 1o nposeaeHuto [IPUB, no navana
coopa manabix. B cimyuyae nposenenus [IPUB Ttakxe Ha Tepputopun 1pyrux
rocygapctB-uiecnoB EADC, cnemyer obOecneunTh uHOOPMUpOBAHUE
COOTBETCTBYIOIIMX PETYJATOPHBIX OPraHOB C MPEACTABIEHUEM KpPATKOTO
OMMUCAHUsI NPOTOKOJIA UCCIIETOBAHUS.

B nensix BINOJHEHUS JEpPHKATEIEM PETUCTPALMOHHOTO YIOCTOBEPEHUS
CBOMX  00f3aTeJIbCTB MO  OCYIIECTBJICHHIO  JACSATEIBHOCTH IO
dbapmakoHa30py,  YHOJHOMOYEHHOE JIULO MO (papMakoHAA30py dOJIKHO

ObITh 3a3JCHCTBOBAHO B MPOLEAYPY PACCMOTPEHUSI U  YTBEPXKIACHUS
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IPOTOKOJOB  uccienoBaHuii. KoHTakTHOe JHUI0 MO OCYIIECTBICHHUIO
(¢apMakoHag30pa  Ha  HAlUMOHAJbHOM  ypOBHE  JOJDKHO  OBITh
npouHpopmupoBano o mgwobom I[IPMb, npoBoaumom Ha TeppUTOpUU
COOTBETCTBYIOLIET0 rocynapcrBa-wieHa EADC, a Takke JTOMKHO IMOJay4daTh
KOIHUIO MPOTOKOJa UCCIIETOBAHUS.

10.5.1.®opmMar u coaepkaHue MPOTOKOJIA UCTIHITAHUI

[IpoTokos wHCCleNOBaHUS JAOJIKEH COOTBETCTBOBATH CIEAYIOIIEMY
dbopmary:

10.5.1.1.Ha3Banue IIPUB: umHdopMaTuBHOE Ha3BaHME, BKIIOYAIOIICE
00IIeyTTOTPEOUTEIbHYIO TEPMUHOJIOTHIO, OTIPEICIISIIONIEE TU3aiH
UCCIICIOBAHUSI U UCCIEAYyEMBIM JIEKAPCTBEHHBIN TMpenapar Wid TCpynmny
UCCJIEAYEMOI0 JIEKapCTBEHHOrO0 IIpenapara, a TakKXe M[0J[3arojl0BOK C
yKa3aHUEM PEJAKLIUU U JaThl MOCIEIHEN PETAKIIUU.

10.5.1.2. depxarenb PETUCTPALIMOHHOTO YAOCTOBEPEHUSA:
HAaMEHOBAHHE U aJIpEC IEPKATEIIS PETUCTPALIMOHHOTO YI0CTOBEPEHUS.

10.5.1.3.0T1BeTCTBEHHEIC CTOPOHBI: MMCHa, JIOJDKHOCTH,
KBAIM(UKALIMKM, aJpeca M CBEACHHS IO BCEM OTBETCTBEHHBIM CTOpPOHAM,
BKJIIOYAas [EpBOrO aBTOpa IMPOTOKOJA, TJaBHBIX  HCCJEA0BaTeleH,
MCCJIE0BATENIEN — KOOPAMHATOPOB KaXKJIOU CTPaHbl U HCCIEA0BATEIIbLCKUX
LIEHTPOB, B KOTOPBIX TMPOBOJAUTCS uUccienoBaHue. IlepeueHb Bcex
BOBJICUCHHBIX B HCCIICIOBAHUE YUPEKACHUU M MCCIEAOBATENEH JIOJIKEH
OBITh JOCTYTIEH T10 3aMpPOCY PErYJIATOPHBIX OPTraHOB.

10.5.1.4 Kparkoe omnucaHue: OTACIbHOE  pE3lOME  MPOTOKOJA
UCCJIeI0BaHMs, BKIIIOYAIOIIEe CIIEYIOINE MOApa3iebl:

*Ha3Banue wucciaegoBaHusi C TMOJ3arojOBKaMU, BKJIOYAs BEPCUIO
pelaKkuy U JaTy NPOTOKOJIa, & TAKXKE UMS U CBEJEHUSI 00 OCHOBHOM MECTE
paboTHI IEPBOTO aBTOPA IMPOTOKOA;

*O00CHOBaHHE U IMPCAIIOCHIIKHU ITPOBCACHUA,
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*llenb 1 3agaun McclieIOBaHNUS;

*JIn3aiiH UCCIea0BaHMS;

*lccnenyemas nomysuus;

*MOHUTOpUPYEMBIE TTOKA3ATEIIN;

*MIcTOUHMKU JaHHBIX;

*Pasmep uccienoBanus (00eM BHIOOPKH);

* AHanu3 JaHHBIX;

*OCHOBHBIE 3TallbI.

10.5.1.5.3meHeHust u OOHOBJICHUS: BHECEHHE JTI000Tr0 CYIIECTBEHHOTO
U3MEHEHUsI U OOHOBJICHUS B MPOTOKOJ HCIBITAHWU IMOCTEe Hayaida coopa
JAHHBIX, BKJIIOYasi 000CHOBAHME KAXA0T0 U3MEHEHUS WJIM OOHOBJICHUS, JAThl
KaKJI0T0 M3MEHEHUS U CChUIKY Ha pas3liesl MPOTOKOJa, B KOTOPHIA BHECEHO
U3MEHEHHUE.

10.5.1.6.0cHOBHBIE  ATambl: JaHHbIE B Ta0iauyHOM (Qopme ¢
3aMIAHUPOBAHHBIMU 1ATaMU IO BBIMOJHEHHIO CIEIYIOIINX OCHOBHBIX 3TAIOB
UCCIIEIOBAHUSL:

*Hayas0 cOopa JaHHBIX;

*OKOHYaHME cOOpa IaHHBIX;

*0TYET(-bI) O X0 BHIMIOJIHEHUS UCCIICIOBAHMS;

*IIPOMEKYTOUHBIN(-bIE) OTYET(-bl) O PE3yJbTAaTaX UCCIEAOBAHUS, €CIU
3TO NPUMEHUMO;

*UTOTOBBIM OTUET O pPe3yJIbTaTax UCCICTOBAHMUS.

JIOJDKHBIL OBITH TPEACTABJICHBI JaHHBIE MO JIIOOBIM JIPYTHM BaXXHBIM
JTaramM MpoBEACHUS UCCIICIOBAHUS.

10.5.1.7.060cHOBaHME ® TPEANOCHUIKA TIPOBEJACHUS: OIHMCAHHUE
npoOnaeMbl 10 0e30macHOCTH, Tpodwist O0e30MacHOCTH WM Mep IO
YIOPaBICHUIO PUCKAMU, KOTOpPbIC MPUBEIM K WHHIMALUKM KCCIEIOBaHUS, a

TaK¥XE KpI/ITI/I‘ICCKHﬁ dHaJIn3 BCCX  NOCTYIIHBIX OHY6JII/IKOB3HHBIX 51
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HEOIMyOJIMKOBAHHBIX JAHHBIX, COJEPXKAIIMX OIEHKY COOTBETCTBYIOIICH
uHpopmaluu mo O€30MaCHOCTH WM YKa3aHUE HEJIOCTAIONIUX 3HAHUU TI0
0€30IacHOCTH, Ha MOJIyYEHHUE KOTOPBIX HaIpaBlIeHO uccieaoBanue. O030p
MOXET BKJIIOYATh B C€0sl pe3ybTaThl COOTBETCTBYIOIIUX IKCIEPUMEHTOB Ha
’KUBOTHBIX, KJIMHUUECKUX HMCCIICIOBAHUN, CTATUCTHYECKUE TMOIMYJISAIIMOHHBIC
JaHHBIC W JaHHbIC NPEABIAYIIMX DSMUAEMHUOJOTHYCCKUX HCCICIOBaHUMN.
O030p AO0JIKEH COACPKATh CChUIKU Ha PE3yJIbTaThl CXOXKUX UCCIEAOBAHUN U
0’KMJAaeMBIA BKJIaJ JAHHOTO MCCIICJOBAaHMS.

10.5.1.8.3amaua wm 1eaM WMcCCIEIOBaHUS: 3ajJadya MCCICIOBaHUS,
OOBSICHSOIIAs, KaKUM OO0pa3oM HCCleIoBaHue OyAeT CHnocoOCTBOBATH
pEILICHUI0 BOIPOCA, KOTOPHIM MpPHUBEN K €ro HWHUIMAIMU, a TaKxke Ielu
UCCIICIOBAHMS, BKJIIOYAsl JIFOObIE MPEABAPUTEIIbHBIC TUIOTE3bl U OCHOBHBIC
TE3UCHI, OMUCHIBAIOIINE CBEJACHUS WIM HHPOPMAIMIO, KOTOPHIC HTOJKHBI
OBITh MOJIYYEHBI B PE3YJIbTATE MPOBEACHUS UCCIICI0BAHNUS.

10.5.1.9.MeTonpl HcclieqoBaHUSA: OIMCAHUE METOJOB HCCIECIOBAaHUS,
BKJIIOYAs:

10.5.1.9.1. /In3aitn uccaemoBaHus: ONMCAHNUE AU3aliHa UCCICAOBAHUS U
000CHOBaHUE €ro BeIOOpA.

10.5.1.9.2.VcioBusi: monyJisiiius  MCCIEOBAaHUS, OIpeaenseMas B
KaTEeropusx JIMI, MECTa, TMEepuoJa BPEMEHU U KPUTEPHUEB BBIOOPKHU.
Heobxogumo Hanmuune OOBEKTMBHOTO OOOCHOBAaHUS BCEX KPUTEPHUEB
BKJIIOYCHHMS W HEBKIIOYECHUS W OIMCAHUS WX BIUSHHAS Ha KOJMYECTBO
CyOBEKTOB HUCCIEAOBAaHUS, JOCTYMHBIX ISl MOCHeAyronero ananusa. Ecnu
MIPOBOAUTCS JTF00ass BHIOOPKA U3 11€JIEBOM MOIMYJISAINN, HEOOXOAUMO HAIMYKE
OTMHMCAHUs TICICBOM TOMYISINA M TMOJAPOOHOCTH METOJ0B BBIOOpKH. Ecmm
JTU3aiiH MCCIICIOBAHUS TIPEACTABIIICT COOOM CHCTEMaTHYECKUH 0030p WU
MeTa-aHaIM3, HEOOX0IUMO OOBSICHCHHUE KPUTECPHUEB BHIOOpPA M IPUTOJTHOCTH

UCCIIEIOBAHM.
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10.5.1.9.3.TlepemenHbIe: UCXO0/IbI, BO3ICUCTBUA U JPYTU€ TIEPEMEHHBIE,
B TOM 4YHCIE H3MepseMble (AaKTOpbl PHUCKA, MOTEHUHMAIbHBIE (PAKTOPBHI,
UCKQXKAIOIIME pe3ynbTaTbl, W (akTtopsl, Momupuuupyromue 3hQexr,
BKJIFOYAsl ONEPALlMOHHBIE ONPEICICHUS.

10.5.1.9.4.VicTouHMKHM NaHHBIX: CTPATETUs] M UCTOYHUKH JaHHBIX JJIs
onpeneseHUus BO3ACHCTBUNM, MCXOAOB W BCEX JPYIHMX MEPEMEHHBIX,
3HAYMMBIX JUIsl LEJIeH HUCCIENOBaHUs, TAKUX KaK MOTEHLHAIbHbIE (PaKTOPHI,
UCKQXKAIOIINE pe3ynbTaThl, U (akTopbl, Moauduuupyomue >¢pdexr. Ecau
UCIIOJB3YIOTCA  BaJIUIUPOBAHHBIE MCTOUYHHMKU JAHHBIX, MUHCTPYMEHTHI H
U3MEpeHMs,, HEOoOXOAMMO OINHCAaHWEe MeToAa Bajauaanuu. Eciu meTombl
MOJIydeHUSI JAHHBIX WJIM HWHCTPYMEHTOB MCIBITHIBAIOT B MHJIOTHOM
UCCJIEIOBAaHUU, TO HEOOXOAUMO TMPEJCTABICHUE IUIAHOB MPOBEIACHUS
NUJIOTHOrO HucciaefaoBaHus. HeoOXoaumo MpeacTaBUTh ONUCAHUE BCEX
3aJICCTBOBAaHHBIX KOMHUTETOB JKCIEPTOB M MPOLEIYpP OLIEHKH, KOTOpPbIE
OyIyT MCHOJb30BaHbI JIJIsl BaluJallMy JUArHO30B. B ciydyae mcronb30BaHUs
B MCCJIEAOBAaHUM CYIIECTBYIOIIEIO MCTOYHMKA JAHHBIX, TaKOro Kak
AJIEKTPOHHBIC MEIUIIMHCKUE KapThl, HEOOXOJWMO YyKa3aHHUE JIH00OM
uH(popMaIuy B OTHOIICHUU BAJIMJIHOCTH 3aluCceld U KOJUPOBAHUS JaHHBIX. B
Clly4ae CUCTEMaTHYECKOro 0030pa WM MeTa-aHalii3a HEOOXOAMMO HaMYue
OMKCAaHUsI CTPATETWMH U TMPOIIECCOB MOMCKA, a TAKXKE JIOOBIX METOIOB IS
MOATBEPKJICHUS TaHHBIX HCCIeI0BaTENEH.

10.5.1.9.5.00beM  BBIOOpKH: IUIAHUPYEMBIM 00bEM  BBIOOPKH,
IIaHUpyeMasi TOYHOCTb pEe3yJbTAaTOB MCCIENOBAHMS M pacyeT o0bema
BBIOOPKH, KOTOpPbIE MOTYT MHUHHUMAJIBHO ONPEAEIUTh IMpeIBapUTEIbHO
3aJJaHHBIA PUCK C MIPEABAPUTEIBHO 3aJJaHHON MOITHOCTHIO.

10.5.1.9.6.YopaBnenne  JaHHBIMH:  YNPABICHWE  JaHHBIMU U

CTaTUCTUYECKOE MPOTPAMMHOE M allllapaTHOE oOecnedeHne, KoTopoe OyaeT
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UCIOJIb30BAaHO B X0Jie uccienoBanus. [Iponeaypsl coopa, BOCCTaHOBIICHUS U
MOJATOTOBKH JJAHHBIX.

10.5.1.9.7.Ananu3 naHHBIX: BCE BaKHBIE ATallbl OT HEOOPaOOTAHHBIX
JAHHBIX JI0 TIOJIYYCHHS HWTOTOBOTO pe3yJbTara, BKJIIOYAs METOJbI,
UCIIOJIb3YEMbIE I KOPPEKTUPOBKHM HECOOTBETCTBUH WM  OMIUOOK,
HEJIOCTOBEPHBIX 3HAYCHHM, MOAUGUKAIIUK HEoOpaOOTAaHHBIX JaHHBIX,
KaTeropu3allii, aHaju3a ¢ TPEACTABICHHS PE3yJbTaToB, a TaKkKe
MPOIEAYyPhl JUIsl KOHTPOJS HCTOYHHUKOB TOTPEITHOCTEH W WX BIHMSHUS Ha
pe3yNbTaThl;, JIOOBIE CTATHCTHYECKHE MPOIEIYPhl, IPUMEHUMBIC K JTaHHBIM
JUTS TIOJTyYEeHHS] TOUEYHOM OLICHKHU U JJOBEPUTEIIbHBIX MHTEPBAIOB U3MEPEHUN
YacTOTHl BO3HUKHOBEHHMS WJIM B3aUMOCBS3M ©  JIIOOOro  aHanm3a
qyBCTBUTEIHLHOCTH.

10.5.16.9.8.KonTposib kauecTBa: OMUCAHHE MEXAHU3MOB W MPOLEIYP
JUIsl o0ecIieueHrs KayecTBa M IEJIOCTHOCTH JAHHBIX, BKJIIOYAas TOYHOCTh U
YUTAEMOCTh TOJYYCHHBIX JAHHBIX U MEPBUYHOM NTOKYMEHTAIIMH, XpaHEHUE
3aMMCel W  apXUBHUPOBAHUE CTATUCTUYECKUX MPOTPAMM; OIHCAHUE
JOCTYITHBIX JIAaHHBIX TI0 BAJIMJAMKM TPOIEAYp BepU(PHUKAMKM 3amiceld Hu
BaJIUAIIMM KOHEYHBIX TOYeK. BKITI0OUarOTCS JaHHBIC M0 CePTUDHUKAIINN W/AITH
KBaJTU(UKALIUU mo0oi BCIIOMOTaTEIbHOU JabopaTopuu 7M1
HCCJIEIOBATENIbCKUX TPYMI, €CIIA ATO MPUMEHUMO.

10.5.1.9.9.0rpannuenus METOIOB WCCJIEIOBAHUS: JIF00BIE
MOTCHITMAIBHBIC OTPAHUYCHUS TU3aifHA MCCIICOBAHNS, NCTOYHIUKOB JaHHBIX
U aHAJIMTUYECKUX METOJIOB, BKJIIOYAs MPOOJIEMBl MCKaXCHUS PE3YyJIbTaTOB,
OmMMOOK, TEHEepadu3alMk W CIydYalHOW morpemHocTH. Heobxomumo
0o0CYXJICHHE BEpPOSITHOCTH YCIeXa Mep, HaIlpaBICHHBIX HAa YMCHBIIICHHE
KOJINYECTBA OIIHOOK.

10.5.1.10.3amuTa CcyOBEKTOB HCCICIOBAHUA: MEpPhl 0€30MacHOCTH C

OCJIbIO oOecIleueHUsT COOTBETCTBHS HallMOHAJIbHBIM Tpe6OBaHI/IHM I10
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oOecreueHn0 01arocoCTosIHUS U TpaB YYaCTHUKOB HEUHTEPBEHIIMOHHBIX
MOCTPErUCTPAIMOHHBIX UCCIIEIOBaHNN OE30MacCHOCTH.

10.5.1.11.VmpaBieHue NaHHBIMU U TpeacTaBlieHUue WHGOPMALUU O
HEXKEJIATEIbHBIX SBIICHUSX/HEXKENAaTeIbHBIX PEaKluax: MpoIeaypsl cOopa,
YOpaBJICHUST W TMPEACTABICHUS COOOMIEHUH 00 OTIAENIbHBIX CIydasx
HEXKeJIaTeJIbHBIX PEeaknuil U 000N HOBOW HH(pOpPMAIMHU, KOTOpas MOXKET
OKa3aTh BJIMSHUE Ha OLEHKY COOTHOIIEHUS MOJIb3a-PUCK JIEKAPCTBEHHOTO
mperapara npu MPOBEIEHUN UCCIIETOBAHUSI.

10.5.1.12.11nanpl 1O pacHpPOCTPAHEHHUIO TOJYYEHHBIX JAHHBIX H
COOOILIEHUIO PE3YJIbTATOB UCCIEIOBAaHUS, BKIIIOYAs TUIAHbI MOJIaYM TEKYILIUX
OTYETOB, UTOTOBBIX OTUETOB U MMyOJIHUKAIIH.

10.5.1.13.CcpLku.

Pazmen  moxeT  BKIIOYATh  JIOOYH  JIOTIOJHUTENIBHYIO — WIH
BCIIOMOTATENIbHYI0 WHMOPMAIMIO O CHENM(PUUECKHX AacCHeKTaX, KOTOpHIE
paHee He pacCMaTpUBAIIUCH (HapUMep, aHKEThI, POPMbI pEIOPTUPOBAHUS).

HccnenoBanuss 1O OIEHKE BBIMNOJHUMOCTH, TMPOBEIACHHBIC IS
MOJATBEPKACHUS  pa3pabOTKHM  MPOTOKOJA, HAmpuMep, TECTHPOBAHUE
AHKET/OMPOCHUKOB WJIM TPOCTHIE TMOJCYETHl MEIUIMHCKUX SIBICHUN WIH
Ha3Ha4eHUl 1o 0a3e MaHHBIX C IIEJIbI0 OMpPEACNICHUsS CTaTUCTUYECKOM
TOYHOCTH HWCCJEOBaHUs, JOJDKHBI pa3MeniaTbCsi B COOTBETCTBYIOLLEM
paszene MNpPOTOKOJA HCCIENOBaHUS C KpaTKUM OIKMCAaHUEM METOJO0B H
pe3ynbraToB. lcciemoBaHusi MO OLIGHKE BBIMOJTHUMOCTH, SIBIISOLIUECS
YaCThIO UCCIIEIOBATENIHCKOTO MPOIIECCa, TOJKHBI OBITh MOJHOCTHIO OMKCAHBI
B MIPOTOKOJIC (HampuMep, MIJIOTHAsI OLIEHKA HUCIIOJIb3yeMOT0 ONPOCHUKA JIsI
MaIMEeHTOR).

10.5.2.KoHTposib 32 BHECEHHEM U3MEHEHHM B MPOTOKOJ HUCCIEIOBAHMUS

Braecenne wu3meHeHuid W OOHOBIGHHWN B TPOTOKOJ HCCIEAOBAHUS

AOJDKHO OCYIICCTBIIATHCA IO MCEPC H€06XOI[I/IMOCTI/I B XO0J€ HUCCICAOBAaHUA.
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BHeceHne nr00BIX CYHIECTBEHHBIX M3MEHEHHH B IMPOTOKOJ IOCIE Haudaja
UCCJIE0BaHMUs JOJIKHO ObITh 3a()UKCUPOBAHO B MPOTOKOJIE TAKHUM 00pa3oM,
4TOOBI €r0 MOXHO OBLJIO OTCIEAUTH U MPOBEPUTH, BKIIIOUAs 1aThl BHECEHUS
U3MEHEeHUN. Eciiu BHECEHUs] U3MEHEHUN B IPOTOKOJ IPUBEIHA K TOMY, YTO
UCCIIEIOBAaHUE  OBUIO  MPU3HAHO  WHTEPBEHIMOHHBIM  KJIMHUYECKUM
UCCIIEIOBAHUEM/UCIIBITAHUEM, B JAJIbHEHIIIEM HCCIEAOBAHHE MPOBOJUTCS B
COOTBETCTBUM C JCHCTBYIOIIMM 3aKOHOJATEIbCTBOM IO TpeOOBAHMIM
JNEUCTBYIOLIETO  3aKOHOJATENIbCTBA K  OPraHU3allMd M NPOBEACHUIO
KJIMHUYECKUX HUCCIIENOBAHUI/UCIBITaAHN.

Hns noGpoBonbHo  unHunuupoBanHbsix  [IPUbB,  mepxkaremto
PErUCTPALlMOHHOTO YJIOCTOBEPEHUS PEKOMEHAYETCS IEepelNaTh IPOTOKOI
WCCJIEIOBAHUI C  HU3MEHEHUAMU/OOHOBJIEHUAMH B  HAIMOHAJIBLHBIHN
pEryJIATOpHBINA opraH rocyaapcrtBa-uieHa EADC, Ha TeppuTOpUU KOTOPOTO
IIPOBOAUTCSA TMOCTPETUCTPALIMOHHOE HEMHTEPBEHIIMOHHOE MCCIEN0BAHUE
0€30MMacCHOCTH JIEKAPCTBEHHOTO Ipernapara.

Hnsa TIPMb, wWHHALMUApPOBAHHBIX JEpKATEINEM PETUCTPALUOHHOTO
YAOCTOBEPEHHUS B COOTBETCTBMHM C  0053aTE€bCTBOM, HAJIOKEHHBIM
PETYJIATOPHBIM OpPraHoOM, J€pKaTelb PETUCTPALMOHHOTO YIAOCTOBEPEHUS
JOJDKEH 00ecneuuTh Npe/CcTaBlIeHne HHPOPMAIlMd O BHECEHUHU JHOOBIX
CYLIECTBEHHBIX W3MEHECHHMM B INPOTOKOJ HCCICAOBAHMS B HALMOHAJIBHBINA
PETYJSTOPHBIA OpraH, KOTOPHIM OBbUIM HAJIOXKEHBl 00s3aTENbCTBA 110

nposenenuto [IPMb, 1o MoMeHTa ux BBEICHUS.

10.6 IIpeacraBjeHue  [JaHHbBIX 1O  (apMaKOHAA30pPY B
peryJsiTOpHbIe OPpraHbl
10.6.1./TanHbIe 3HAYMMBIEC Ui OIICHKH COOTHOIIEHUS TI0JIb3a-PHUCK

JIEKApCTBEHHOTO Ipenapara
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Jlepkarenp PEruCTPallMOHHOIO YAOCTOBEPEHHUs BBINIOJIHAET KOHTPOJIb
JAHHBIX, TOJYYaeMbIX MPU NPOBEICHUHM HUCCIEAOBAHUS, U OLICHUBAET HX
BIJIMSIHUE HA COOTHOLIEHHUE MOJIb3a-PUCK COOTBETCTBYIOILIETO JIEKAPCTBEHHOTO
npenapara. Jlro0as HoBas uH(pOpManusa, KOTOpas MOXKET MOBIMATh Ha
OLICHKY  COOTHOLIECHMsI  IIOJb3a-pUCK  JIEKAPCTBEHHOTO  Ipenapara,
HE3aMEeUIMTEIBLHO COOOIAETCsl PErYJISATOPHBIM OpraHaM T'OCyIapCTB-YJIEHOB
EADC, na tepputopun kotopsix mnpoBomutcsa [IPMb m Ha teppuropun
KOTOPBIX 3apErMCTPUPOBAHO MCCIEAYEMBIM JIEKAPCTBEHHBIM Ipemnapar.
JlaHHBIE, KOTOpPBIE MOTYT OKa3aTh BIUSHHUE HA OLEHKY COOTHOILIEHUS IMOJIb3a-
PHUCK JIEKapCTBEHHOTO IpernapaTra, MOTyT BKJIIOYAaTh JAHHBIE, [10Jy4acMblE B
pe3ynbTare aHaiuM3a HWHQOpPMAMK O TMOJO03PEBAEMbBIX HEXKEIAaTeIbHBIX
peakuMsIX WIK Pe3ybTaThl IPOMEKYTOUHOIO aHaIn3a 00OOIEHHBIX JaHHBIX
110 0€30I1aCHOCTH.

JlanHoe HMHPOPMHUPOBAHME HE JIOJDKHO BIUATH HAa HH(OpPMALHIO O
pe3yibpTaTax  HMCCIEIOBAHMM, KOTOpas MPEACTaBIsIeTCS B paMKax
NEPUOUYECKOT0 OOHOBIISIEMOT0 OTYETA MO OE30MACHOCTH U B OOHOBIICHUSAX
IJIaHA YIIPABJICHHS PUCKAMU, ECIU 3TO IPUMEHHUMO.

10.6.2.1Tono3peBaembie HexkeNATENbHBIE PEAKIUHA U UHAST UH(POPMALIUS
1o 0€30NaCHOCTH, NOAJIEKAIAsE CPOYHOMY IPEICTABICHUIO

Uudopmanust 1o cepbe3HbIM HENPEIBHICHHBIM HEXeJaTeIbHbIM
peakuusM 1 uHasi uHQopMalus 1no 6€30NacHOCTU JIOJKHA MPEACTABIATHCS B
CPOYHOM TIOPSJIKE B PErYJISATOPHBIE OPTaHbl B COOTBETCTBUM C TPEOOBAHUSIMU
«IIpaBun Haamexkalen KIMHAYECKON MPAaKTUKU» TocyaapcTB-uieHoB EADC.
[Ipouenypsl cOopa UHPOPMALIMK MO HEXKETATEIbHBIM PEAKIUSAM, YIPABICHUS
JaHHbIMU (BKJIFO4asi 0030p W OLIEHKY, BBIIOJHIEMYK  Jep)KareieM
PErUCTPALIMOHHOIO YOCTOBEPEHUS, ECIIU 3TO PUMEHUMO) U MPEICTABICHHUS

COO6HI€HI’II>1 0 IIOAO3pPCBACMBIX  HCKCIIATCIBbHBIX PCAKIOUAX  JOJIKHBI
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BBITIOJIHATHCS. B IEHTpPaX MPOBEACHUS KIMHUYECKUX HCCIEAOBAaHUN U B
KpaTkou (popMe JOJIKHBI ObITh U3JI0KEHBI B IPOTOKOJIE UCCIIEIOBAHHUS.
10.6.3.0T14eTsI 00 HCCIEIOBAHUIAX

10.6.3.1.ITpomexyTO4HAst OTYETHOCTh

HaumonanbHblil perysaropHblid  opraH rocynapcrBa-wieHa EADC
MOXXET  3alpOCHUTh  MPEJCTABICHUE  TMPOMEKYTOYHOTO  OTYeTa IO
BeinoHAeMoMy [IPUb Ha nekapcTBeHHbIE Mpenaparel, 3aperuCTPUPOBAHHBIC
Ha Teppuropun rocynapcts-uieHoB EADC. 3anpocsl Ha NpencTaBICHHE
IPOMEXKYTOUHBIX OTUYETOB MOTYT OBITH CHE€JaHbl 10 Hayajaa MCCIEIOBAHUS
WK B r000€ BpeMs B XOJIe MpOBeIeHUs uccienoBanus. [IpuunHoii 3ampoca
MOXXET ObITb MH(pOpMAIUs B OTHOLIEHUU Npoduis dPPEeKTUBHOCTH W/ WU
0€30IacCHOCTH, BO3HUKAIOIIAS B XOJI€ UCCIEAOBaHUs, JTMOO HEOOXOIUMOCTh
noJiydeHus: UHQOpMalMM O XOJ€ BBINOJHEHUS HCCIIEIOBAHUS B KOHTEKCTE
PEryJISTOPHBIX MPOLEAYP, a TaKKe BakHass MHGPOpMaIUs Mo 0e30MacCHOCTH
JIEKApCTBEHHOTO IIpenapara.

Bpemsi mpencraBieHHsT MPOMEKYTOUYHBIX OTYETOB JIOJDKHO OBITH
COTJIaCOBAaHO C COOTBETCTBYIOUIMMHU PETYJISITOPHBIM OpraHaMu M YKa3aHO B
MpOTOKOJIE  ucciaenoBaHud.  Xox  BeimonHenus  [IPUb  nmoipken
COOTBETCTBYIOIIMM 00pa3oM OTpaxaThbCsi B MEPUOJUYECKUX OOHOBIIAEMbBIX
oTyeTax Mo Oe30MacHOCTH U B OOHOBJICHUSX TUIAHA YIIPABICHUSI PUCKAMH,
€CJIM 3TO IPUMEHUMO.

Coneprxanue IpOMEKyTOUYHOTO OTYETA JAOJHKHO CIIEI0BATh JOTUYECKOU
MOCJIEIOBAaTEIbHOCTH W JIOJDKHO BKJIIOYaTh BCE JOCTYINHbBIE JIaHHBIE,
MIPU3HAHHBIE MMEIOIIMMU OTHOIICHHE K XOJaY BBIMOJHEHUS HCCIEAOBAHUS,
HalpuMep, YHUCJIO BKIIOUYEHHBIX UCCIIEIOBAHUE TMAIlMEHTOB, YHUCIIO
NAlMEHTOB, MOABEPIIINXCS BO3JCUCTBUIO JIEKAPCTBEHHOrO Ipenapara, Win
YUCJIO TMAIMEHTOB, y KOTOPBIX 3a(pMKCUPOBAH MOHHUTOPHUPYEMBIH HCXO,

CJIOKHOCTH B BBIIIOJIHEHMHU HCCICAOBAHHA W OTKIOHCHUA OT OXHUAACMOI'O
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wiaHa. Ilocne paccMOTpeHus: oTyeTa PEryIsITOPHBIM OPraHOM MOXET OBbITh
3amnpollieHa JIONOJHUTENbHAs nH(popmaIus.

10.6.3.2.ATOroBBIA OTUET UCCIIETOBAHUS

Urorossiii otuer [IPUB nomxeH ObITh OAAH B PETYISTOPHBIE OpraHbl
KAaK MOYKHO CKOpee I0CJIE €ro 3aBEPIICHMS U B T€UEHUE 12 MecsueB OT 1aTbl
OKOHYaHUsl cOopa JaHHbIX. [lepkaTenb perucTpalluoOHHOTO YAOCTOBEPEHHUS
nogaet urtorosbiid ordyeT [IPUD B perynaropHsle opransl rocyapcTB-4JIEHOB
EADC, B KOTOPBIX MPOBOAUTCS UCCIIENOBAHUE.

Hnsa  TIPUb,  n10oOpoBOJIBLHO  MHUIMMPOBAHHBIX  JEpKaTeIeM
PETUCTPALMOHHOTO  yJAOCTOBEPEHUSA, TaKXe PEKOMEHIyeTCcs Mepenarb
UTOTOBBIM OTYET 00 MCCIIEJOBAaHUHU HALIMOHAIBHBIM PETYIATOPHBIM OpraHam
rocynapctB-wyicHoB EADC, Ha TeppuTOpUM KOTOPBIX 3apErMCTPUPOBAH
JIEKapCTBEHHBIN Mperapar.

Hna TIPMb, wuWHAIMUPOBAHHBIX JEp)KATEIEM PETUCTPALMOHHOIO
YIOCTOBEPEHHUS B COOTBETCTBHUHU C 00s13aTEIbCTBOM, HAJIAraeMbIM CO CTOPOHBI
PETYJISTOPHOTO OpraHa, €ciii He ObUIO MPEJOCTaBICHO pa3pelIeHUE Ha
OTCTYIUJIEHUE OT TpeOOBaHUM, IepKaTeNlb PErUCTPAIMOHHOTO YIOCTOBEPEHUS
JOJDKEH B TeueHue 12 MecsleB MO OKOHYAaHHMU cOOpa JaHHBIX JTOJKEH
pEeACTaBUTh UTOTOBBIM OTYEeT 00 UCCIEAOBaHUM, BKJIIOYas pe3loMe
UCCIIEIOBAHUS JJIs ITyOJIUKALIUH.

B ciydae OCTaHOBKM MCCIENOBaHUs ITOJAACTCA HWTOTOBBIM OTYET U
OOBACHEHMS IPUUUHBI OCTAHOBKH UCCIIEIOBAHUA.

Hroroseit otyer IIPUD nomxeH BKIIOYATH CIEAYIOLIME pa3leiibl U
uHdOopMaIuo:

10.6.3.2.1.Ha3Banue: Ha3BaHWE, BKIIOYAIOIIECE OOIICYIIOTPEOUTEIBHYIO
TEPMHHOJIOTHIO, YKa3bIBAIOIIYIO JW3alH HCCIEHOBAaHMS; IOA3ar0JIOBKU C
JATOM WMTOrOBOTO OTYETAa, UMEHEM WU CBEICHUSIMH OO0 OCHOBHOM aBTOPE

oT4ucTa.
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10.6.3.2.2.Kpatkoe COJIep>KaHHE: OT/ICJIbHOE pe3roMe B
MpeJICTaBICHHOM HUXe (popmare.

10.6.3.2.3. lepxatenb PErUCTPaIIOHHOTO yIOCTOBEPEHUS:
HAaUMEHOBAHHE U aJ[pec JepKaTessl pErucTPallMOHHOTO YAOCTOBEPEHUS.

10.6.3.2.4.ViccnenoBarenu: UMEHa, TUTYJIbI, YUYE€HBIC CTETICHHU, ajipeca U
CBEICHHsI 000 BCEX MCCIIEAOBATENNX, a TAK)KE IMEPEUYCHD BCEX BOBIICUCHHBIC B
UCCIIEIOBAHUE OPTaHMU3AIMI 1 MECT BBITIOJIHEHUS UCCIIEIOBAHUSI.

10.6.3.2.5.KoHTponbHBIE TOYKM: 3allJIaHUPOBAHHBIE W (PAKTUUECKUE
JaThI TIO CTEAYIOIIMM KOHTPOJIBHBIM TOUYKAM BBITOTHEHHS HCCIIEAOBAHMS:

*Hayajo cOopa IaHHbIX;

*KOHEIl cOOpa JaHHBIX;

*OTYETHOCTh O XOJE HCCIEAOBAaHMS, 3alpOIICHHAs PEryJIsTOPHBIM
OpraHoM;

*IIPOMEKYTOUYHAS OTYETHOCTh O pe3yjIbTaTaX MCCIEIOBaHUA, €CIH 3TO
IPUMEHUMO;

*UTOTOBBIN OTYET O PE3yIbTaTaxX UCCICIOBAHUA.

*JIf00bIC WHBIC BaXHbIE KOHTPOJIbHBIE TOYKH, TPHUMCHHMBIC K
UCCIICIOBAHUIO, BKIIIOYAs ATy YTBEPKACHUS TMPOTOKOJIA KOMHUTETOM IIO
ITHKE, €CITU O3TO MNPUMEHHUMO, W JaTy PErucTpaldyd HCCIEIOBaHUS B
3JIEKTPOHHOM PEECTpPE UCCIIEJOBAHUIA.

10.6.3.2.6.060cHOBaHNE M MPEANOCHUIKH MPOBEACHUS] MCCIICTOBAHUS:
onucaHue MnpodseMbl 1Mo 0€30MacHOCTH, KOTOpas MpuBela K HHUIMAIUU
UCCIICIOBAHUS, a TakKe KPUTHYECKUH aHalu3 BCEX JOCTYIHBIX
OIyOJIMKOBAHHBIX W HEOIyOJIMKOBAHHBIX JIAHHBIX, COJCPKAIINX OICHKY
COOTBETCTBYIOIIEH HMHGpOpPMAMK 1O OE30IMacCHOCTH MM  yKa3aHHe
HEJIOCTAIOIINX 3HAHUN MO 0e30MacHOCTH, Ha MOJIyYEHHUE KOTOPBIX ObLIO

HaIIpaBJICHO UCCJICIOBAHHUC.
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10.6.3.2.7.1lenn u 3a7a4n MCCICAOBAHMS: 11€]Ib UCCIICIOBAHMS B 3aJaUn
UCCIIETIOBAHMS, BKJIIOUas JIOObIE TPEABAPUTEIIbHBIC TUIIOTE3b], KaK YKAa3aHO B
IIPOTOKOJIE€ UCIIBITAHUM.

10.6.3.2.8.3menenust  u OOHOBJICHUS: NepevyeHb  JIF0OBIX
CYILIECTBEHHBIX H3MEHEHHWW M OOHOBJIEHUHN MEPBOHAYAIBHOTO MPOTOKOJIA
UCIIBITAaHUH MOcie Hayala cOopa JaHHBIX, BKJIIOYas 0O0OCHOBAHUE KaXKIOTO
W3MEHEHHUS I OOHOBJICHUSI.

10.6.3.2.9.MeTo1pI KCCIEIOBAHUS:

- JInzaifH uccie0BaHus: KIOUEBbIE AJIEMEHTHI IU3aliHa UCCIIEOBAHUS
1 000CHOBaHME BHIOPAHHOTO JAU3alHA.

- YcioBus: yCIIOBHS, MECTA M COOTBETCTBYIOIIUE AThl MPOBEICHUS
UCCJIEIOBaHMs, BKJIIOYAsl MepuoJpl HaOopa MalMEHTOB, MOCIEAYIOUIErO
HaOI0/IeHusT U cOopa NaHHBIX. B ciiydae cucrematuyeckoro o063opa WM
MeTa-aHaJIN3a - XapaKTEPUCTUKU UCCIICAOBAHUM, UCIIOIb3yEeMbI€ B KAUECTBE
KPUTEPHUEB NMPUEMIIEMOCTH, C KX 00OCHOBAHHUEM.

- IMammenTs: mro0ast 1eneBas MOMYJSIUAS U KPUTEPUHU BKIIOYCHUS
NalUeHTOB B uccieaoBanue. J[oMKHBI ObITh YKa3aHbl UICTOUHUKUA U METOJIbI
nogdoopa  y4aCTHHUKOB, BKJIIOYas, TJA€ O3TO MPUMEHUMO, METOJIbI
WHJIUBUyJIM3alUM CIy4aeB, a TaKkKe KOJUYECTBO U MPUUYMHBI UCKITFOUYEHUSI
U3 UCCJIEI0BAHUS.

- IlepemenHble: BCe peE3yJbTaThl, BO3IAECHUCTBUE, IMPOTHOCTUYECKUE
(dakTopbl, MOTEHUMANbHbIE  HMCKaxawlue  @aktopel U (HaAKTOpHI,
Moauduuupyroume 3pgexr, BKIoYas oneparuoHHble onpeneneHus. Eciau
3TO MPUMEHUMO, NMPEICTABISAIOTCS JUArHOCTUUECKUE KPUTEPUH.

- CTOYHMKM HaHHBIX W U3MEPEHME: I KaKIOW paccMaTpUBAECMOU
MEPEMEHHON YKa3bIBAIOTCSI MCTOYHUKHU JIAHHBIX W MOJPOOHOE OMUCAHHE
METOJIOB OLEHKA U U3MEpEeHUs (€Clu 5TO NPUMEHUMO), a TaKKe

COIMOCTaBUMOCTh MCTOAOB OILCHKH, CCIM HX 0oee ogHoro. Ecmm
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UCCJIEIOBAaHUE MCIIOIb30BANIO CYIIECTBYIOUIMN UCTOYHUK JaHHBIX, TAKON Kak
AJIEKTPOHHBIC  MEIMIIMHCKUE  KapThl, JOJDKHA  CoOoOIIaThecsi  JIro0ast
uH(OpMaIlisg O BaIUMAHOCTH 3alUCed W KOAUPOBAHWHU JaHHBIX. B ciyuae
CHUCTEMAaTHYECKOT0 0030pa WIM MeTa-aHain3a JOJKHBI OBITh OMHCAHBI BCE
UCTOYHUKKA HHGPOpPMAIIMM, CTpaTerus TOWCKa, METOJbl g BbIOOpa
UCCJICIOBAaHUM, METOJbl HW3BJICUCHUS] JAHHBIX M JIIOOBIE MPOIECCHl ISt
MOJTyYCHUS ¥ TIOATBEPIKICHUS TAHHBIX MCCIICIOBATEIICH.

- OmuOKH: ONKCaHUE NPEAIPUHATHIX ACHCTBUN/MEP MO OOPAILEHHIO C
MOTCHITUATBHBIMU UICTOYHUKAMH OIIHOOK.

- OO0bem BBIOOPKH: 00BEM BBIOOPDKM U OOOCHOBAaHHE JHOOOTO
BBIYHMCIICHHUS] pa3Mepa BBHIOOPKHM M METOJA JIOCTHKEHHUS MPEIIoiaraeMoro
pazmepa BbIOOPKHU.

- IlpeoOpa3oBanne JaHHBIX: NPEOOPA30BAHUS, BBIYUCICHUS WU
Olepalii C JaHHBIMH, BKJIIOYash METOJbl OOpaOOTKH KOJWYECTBEHHBIX
JAHHBIX TIPW BBHITIOJIHEHUHM aHajldn3a, OOOCHOBaHWE BBIOPAHHBIX METOJIOB
IPyNIUAPOBAHUS JAHHBIX.

- CTaTUCTUYECKHE METOIbI: OIMCAHKE 110 CICAYIOIINM aCTICKTaM:

*OCHOBHBIE METOJIbI 0000IIEHHUS,

*BCE€  CTAaTUCTUYECKHE  METOJBI, KOTOpbIE  MPUMEHSIIUCh B
WCCJICIOBAaHNH, BKJTFOYAsT METOIbI JIsl KOHTPOJISI MCKAKEHHUM 1, 4TO KacaeTcs
MeTa-aHaJIN30B, METOAbl KOMOMHUPOBAHUS PE3YyJIbTATOB UCCIEAOBAHUMN;

*JIFOOBIC  METOMABI, WCIOJIB3yeMbIe [JII HM3YYCHHS TOATPYIIT U
B3aMMO/ICHCTBUM;

*TI0JIXOJT K PEIISHUIO MPOOJIEMBI 110 HEAOCTYITHBIM JaHHBIM;

*OIICHKA YYBCTBUTEIHLHOCTH MCCIICIOBAHMUS;

*BCE M3MCHCHMs IIJlJaHA aHAIW3a JIaHHBIX, MPEAYCMOTPEHHOTO

IIPOTOKOJIOM HCCJIICIOBAHUI, C 000CHOBaHHEM U3MCHCHUM.
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- KoHtponp kadecTBa: MeXaHM3Mbl M MPOLEAYpPHl OOECTICUEHUS
Ka4yeCcTBa U 1IEJIOCTHOCTH JIAaHHBIX.

- PesynbTatel: mpeAcTaBieHne Tabdnuil, rpadUKoB U WILTIOCTPALAN IS
OTOOpa)KEHUsI TIOJYYCHHBIX JAHHBIX W MPOBEICHHOTO aHaiu3a. JloJKHBI
ObITh TpEACTaBICHBl KaK aJanTUpPOBaHHBIC, TaK M HeEaJalTUPOBAHHbIC
pesynbTaThl. OneHKa TOYHOCTU JAHHBIX [IOJDKHA OBbITh  BBIMOJHEHA
KOJIMYECTBEHHO C YKa3aHUEM JIOBEPUTEIBHBIX HHTEPBAIOB. ODTOT pazjen
JOJIKEH BKJIKOYATh CJIEAYIOIINE MOAPA3AEIbl:

* YYaCTHUKH: KOJIMYECTBO MAIIUEHTOB Ha KAKJIOM 3Tale UCCIIEeI0BaHUS
(HampuMep, YHMCIO  MOTEHLUHAIbHO  COOTBETCTBYIOIIMX, MPOIIEAIINX
NpOUEAYPY CKPUHUPOBAHHUS, TMOJTBEPKICHHBIX KaK COOTBETCTBYIOIIIHE,
BKJIFOYEHHBIX B UCCJIEIOBAHUE, 3aBEPIIAIOIINX MOCIEAYIOIIee HAOII0ACHUE U
MpOaHAIU3UPOBAHHBIX, 4 TAKXKE MPUUYMHBI BBIOBITUS U3 HCCIIEIOBaHUSA Ha
mo0oM stamne). B cnydae cucremarndeckoro o03opa WM MeTa-aHajIu3a -
KOJINYECTBO CKPUHUPOBAHHBIX, OLICHEHHBIX HA COOTBETCTBUE U BKIIFOUEHHBIX
B 0030p HCCIIEOBAHUH C YKAa3aHUEM PUYHMH HUCKIIOYEHHUS Ha KaKIOM dTare.

* OMUCATEJIbHBIC JaHHBIC: XapAKTEPUCTUKU YUaCTHUKOB HCCIICIOBAHUS,
uH(popMaIs Mo BO3ICUCTBUIO U MOTECHIIMATBHBIX HCKaXaMMX (hakTopax, a
TaKXe KOJIMYECTBO YYACTHUKOB C OTCYTCTBYIOIIUMHU JAHHBIMH JUISI KaXJ0M
paccMarpuBaeMoil mepemMeHHoi. B ciydae cuctemarmyeckoro o63opa wiH
METa-aHaJIN3a - XapaKTepPUCTUKA KaXKJOT0 UCCIIEIOBAHUSA, TAHHBIE KOTOPOTO
ObUIM  HUCIOJB30BaHbl  (HampuMep, oOObEeM BBIOOPKH, TMOCIEAYIOIIEe
HaOJIIOICHUE);

* JJaHHBIC O pe3yJbTaTaxX: KOJHMYECTBO YYACTHUKOB IO KaTErOpHsIM
OCHOBHBIX P€3yJIbTaTOB;

* OCHOBHBIC PE3YJIbTAThI: pe3yJIbTaThl HEAJANTUPOBAHHOW OLICHKU W,
€CIM 3TO MPUMEHUMO, AJalTUPOBAHHOW OLIEHKH C YYETOM HCKAXKAIOIINX

(GakTOpOB M UX TOYHOCTH (Hampumep, 95% noBeputenbHbId nHTEpBal). Eciu
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ATO MPUMEHHUMO, OIICHKA OTHOCUTEIHFHOTO PUCKA JTOJKHA OBIThH TIepEeBe/ICHa B
a0COJIFOTHBIN PUCK JIJI1 3HAYUMOTO TIEPUO/ia BPEMEHH;

e Ipyru€ BUAbl aHAIN3A: NPYTUE MPOBEICHHBIE AHAJU3bI, HAIPUMED,
aHallu3bl  TOATPYNI W B3aUMOJICUCTBUS, a  Takxke aHaJIMN3bI
YyBCTBUTEIIBHOCTH;

* HEXEJIaTeNIbHbIC SIBJICHUsI/HEKEIATeIbHbIC PEaKIMU: YIIPaBIICHHE
JaHHBIMA WU TPEACTABICHUE uHpopmanuu 0 HEXKEJIATCJIbHBIX
SBJICHUSX/HEXKENATENbHBIX PEAKIUSIX B PEryasiTOpHble opranbl. s
OIPENICJIEHHBIX JU3ANHOB MCCIEA0BAHUM, TAKUX KAK CIIy4au-KOHTPOJIb WU
PETPOCIIEKTUBHBIE KOTOPTHBIE HCCIEAOBAHMSA, OCOOCHHO BKIIIOYAIOIIAX
AHAIM3 JAHHBIX DJICKTPOHHBIX MEIUIMHCKUX KapT, CHCTEMaTHYECKHE
MEePECMOTPHl U METa-aHaJM3bl, JOJDKHO OBITh yKa3aHO, €CJIM HEBO3MOXKHO
OBLJIO MPOBECTHU OILICHKY CTENEHU JTOCTOBEPHOCTU MPUUYMHHO-CIIEACTBEHHOM
CBSI3W Ha YPOBHE UHWBUYaJbHbBIX CIIy4YacB.

- O6cyxIeHHe:

 KiroueBble pe3ynbTaThl:  KIOYEBBIE PE3YJbTAaThl, HWMECIOIIUE
OTHOILLIEHUE K 3aJlauaM MCCIICIOBAHUS; PAHEE IPOBEACHHOE HMCCIIEIOBAHUE,
pe3yabTaThl KOTOPOTO COTJIACYIOTCA WM IPOTUBOPEYAT MOJTYYEHHBIM
TEKYILIUM pE3yJIbTaTaM; BIUSHUE PE3YJIbTATOB HA COOTHOIIEHUE IOJIb3a-PUCK
JIEKapCTBEHHOTO Mperapara, €CJIu 3T0 IPUMEHUMO.

* OrpaHuyeHUs: OIrpaHUYCHHUS MCCIEIOBaHUs, NPUHUMAIOUINE BO
BHUMaHUE OOCTOSITEIBCTBA, KOTOPHIE MOIJIM TIOBJIUSTh Ha Kad4eCTBO H
IEJIOCTHOCTh JIAHHBIX, OTPAHMYCHUS TOJXO0JIa U METOJIOB, KOTOpPHIC ObLIH
WCIIOJIb30BaHbI VIS MUHUMU3AIMU UX BIUSHUS (HAIPpUMeEpP, OTCYTCTBYIOIINE
WM HEMOJHBIC JIaHHbIE, MPUMEHEHHbIC OIICHOYHBIC 3HAYCHUS), UCTOYHUKHU
MMOTCHIIMAIBHBIX OMMOOK W HETOYHOCTEH W BaJIMIHOCTH  SIBJICHHH.
HeoOxomumo  oOcykJieHME KakK  HalpaBjieHUs, TakK MW  MaciiTada

IIOTCHIINMAJIBHBIX OILIMOOK.
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* HWHrepnperanus: WHTEpHpeTanus pe3yJbTaTOB HCCIEAOBAHUNA C
y4eToM 3ajJlady, OrpPaHMYEHUN, MHOXXECTBEHHOCTH aHalHu3a, pPe3yJbTaToB
CXOXKHUX MCCIICIOBAHUMA U IPYTUX COOTBETCTBYIOIINX MTOITBEPKIACHUH.

* O60012eMOCTh: 0000111a€MOCTh (BHEIIHSS BAJIUIHOCTh) PE3YJIHTATOB
UCCJICIOBAHUSI.

* CCBUIKHU.

* [pyras undopmanus: aro0ast JOTMOTHUTEIbHAS WM BCIIOMOTaTeIbHAas
uHpopmarus o0  crnenudUUECKUX  acleKTaX  HUCCIAEJOBaHMS,  HE
paccMaTpuBaBIIUXCS paHEe.

PestoMe UWTOrOBOro oOTYETa MCCIEAOBAHHUS JIOJDKHO — BKJIIOYATH
00001IeHHYI0 HH(pOPMAIIUI0 O METOoAaX W pe3yibTaTax HMCCIIeI0BaHNUA,
IpEeJICTaBICHHYIO B cleAyolmeM hopmare:

1)Ha3BaHue ¢ moJ3arojIOBKaMH, BKJIFOYAs JIaTy COCTAaBJICHUS pPE3lOMe,
UMS U CBEJICHHSI IO TIEPBOMY aBTOPY;

2)KiroueBble ciioBa (He 00Jjiee MATH KIHYEBBIX CJIOB, OTOOPAKAFOIINX
OCHOBHBIC XapaKTEPUCTUKH UCCIICIOBAHNSA);

3)O060cHOBaHKE U MPEATIOCHLIKY;

A1lenp 1 3a0a4M UCCIIETOBAHMUS;

5)I1nan uccneaoBaHus;

6)YcnoBus;

7)I1anreHTsl 1 00BEM BHIOOPKH;

8)ITepeMeHHBIC M UICTOYHUKH JAHHBIX;

9)Pe3yibTathl;

10)O6¢cyxnenne (BKJIIOYasi, €CIM ATO MPUMEHUMO, OIICHKY BIIMSHUS
pe3yIbTaTOB UCCIEIOBAHUS HA COOTHOIIEHUE IMOJIh3a-PUCK JICKAPCTBEHHOTO
npermnapara);

11)/Iep>xareisb perucTpaiiOHHOTO YAOCTOBEPCHHS,

12)VMst 1 cBeJieHUs 10 TIIaBHOMY HCCIICI0BATEIIIO.
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10.7.I1ly6nukanus pe3yJabTaTOB UCCJIEJ0OBAHUS ABTOPaAMH

Jlepxarento  pPEerucTpallMOHHOTO  YJOCTOBEPEHHS PEKOMEHIYeTCs
3apaHee CorjacoBaTh CTPATErHIo MyOJuKaIMil ¢ TJIaBHBIM MCCIIEI0OBATENIEM B
clly4ae, €CJIM MCCJEeJ0BaHUE MPOBOJUTCA M aHAIM3UPYETCS MOJHOCTBIO WIIU
YAaCTUYHO HCCIIEIOBATEISIMU, HE SIBISIOIIMMHUCS COTPYIHUKAMH JAEpKaTens
PErUCTPALIMOHHOTO YAOCTOBEpeHUs. PekoMeHyeTcst onpeAeisaTh CTPATErHio
nyOJuMKanui TakuM 00pa3oM, YTOOBl TJIaBHBIA HCCIENOBATENb HMEN
BO3MOKHOCTb CaMOCTOSITEJIbHO TOTOBUTH IyOJIMKAMU IO pe3yibTaTam
UCCJIEIOBaHMs, BHE 3aBUCHUMOCTH OT aBTOPCTBA JIaHHBIX. B 3TOM ciyuae
JepKaTeNb PEruCTPAMOHHOIO YAOCTOBEPEHUSI IOJKEH OBITh YIOJIHOMOYEH
OpocMaTpuBaTh pe3yjiabTaTbl W MX HWHTEPHPETALMIO, BKIIOUEHHbIE B
PYKONHUCH, U MPEJCTABIATh KOMMEHTAPHUH JI0 TIEpelauyn PYKOINKCH B M€YaTh,
n30berasi HeOOOCHOBAHHBIX 3aEPXKEK IMyOauKaluu. 3arnpochl HA BHECEHHE
U3MEHEHUN B PYKOIMCh JIOJKHBI OBITh HaydyHO OOOCHOBaHBI. Jlepkaresnb
PErUCTPALIMOHHOIO  YAOCTOBEPEHHsI JIOJDKEH HMETh IPaBO  3alpOCUTH
yaalieHne KoHpUAEHIIMaIbHON HHhOpMAITUH.

10.7.1. IlpencrapineHue OnmyOJIMKOBAHHBIX PE3YJIbTATOB UCCIEAOBAHUS
B PETYJISTOPHBIEC OPTaHbI
Jlepkatento perucTpaioOHHOTO yAOCTOBEPEHUSI PEKOMEHIYEeTCs IMepenaTh
UTOTOBYIO PYKONUCH CTaTbU B PErYJISITOPHBIE OPraHbl T'OCYAapCTB-WJICHOB
EADC, Ha TeppuTOpHM KOTOPBIX 3apPErMCTPUPOBAH  JIEKAPCTBEHHBIM
npenapar, B TEUEHHE JABYX HeAeNlb IIoclie NpuemMa MyOoJuKauud B

n30aTCIbCTBC.

10.8.3amuTa 1aHHBIX
Jlep>xaTted PErHMCTPAllMOHHBIX  YJIOCTOBEPEHHMH M HCCIIEI0BaTEIN
JOJDKHBI COOJIIOIAaTh HAIMOHAIBHOE 3aKOHOIATEIBCTBO T'OCYAapCTB-UJICHOB

EADC, Ha TeppUTOpUU KOTOPBIX IPOBOAUTCS HCCIEAOBAHUE MO 3aIUTE
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JIMYHBIX JaHHBIX MAlMeHTOB. JlepKaTenb perucTpaloHHbIX yIOCTOBEpEHUH
JOJDKEH o0ecneyuTh oOpallleHHhe M XpaHeHue Bcel uHpopManuu Mo
UCCIICIOBAHUIO TaKUM OOpa3oM, 4TOObI €€ MOXHO ObUIO TOYHO COOOINATH,
UHTEPIPETUPOBaTh U BepUPHUIMPOBaTH, B  TO  BpeMs  Kak
KOH(UIEHITUAIBHOCTh JAHHBIX MEIUIIMHCKUX KapT IMallMeHTOB HE JOJDKHA

OBITH HApYIIICHA.

10.9.Cucrembl KayecTBa, AyAUTHI U IPOBEPKHU

Jlepkarenp pPErucTpalMOHHOTO YJIOCTOBEPEHUS JIOJKEH OOECIeyYUTh
BBIIIOJIHEHHE CBOMX 0053aTelbcTB MO (papMaKkOHaA30py B OTHOLUEHUU
BBITIOJIHEHHST MCCIICIOBAHUSI, a TakKe OOeCleunuTh BO3MOXKHOCTh ayJIUTa,
MPOBEPKH M BepuUKaMU AaHHOW AesATelbHOCTH. JIto0oe HW3MEeHEHue B
JAHHBIX JOJIKHO (PUKCHPOBATHCS, YTOOBI OOECIEUUTh MPOCIEHKUBAEMOCTb.
Jlepxatenb  PErrMCTPAllMOHHOTO  YIAOCTOBEPEHHUsI JIOJDKEH OO0EeCHeyuThb
nojAep>kaHue B JIEKTPOHHOM (hopMaTe aHAIUTHYECKUX HAOOPOB JAHHBIX U
CTaTUCTUYECKUX TIPOrpamMM, HCIOJIb3YEeMbIX JJIA TeHEpaluu JaHHBIX,
BKJIFOUEHHBIX B UTOTOBBIM OTYET MO UCCIEAOBAHUIO, 4 TAK)XKE UX TIOCTYITHOCTh

IUISL Ay AUTA U TPOBEPKH.

10.10.Biiusinue HA cHCcTeMY YIIPaBJIeHUsI PUCKAMU

HeuntepBenuunonnsie [IPUB (1, B 1enoM, Jir060€ MHTEPBEHIIMOHHOE
Wi HEUHTEPBEHIIMOHHOE MOCTPErUCTPALMOHHOE UCCIIEIOBAHUE
0€30ITacHOCTH ), TPOBOAUMBIC ISl M3yYCHUS TTPOOJIeM MO O€30MacHOCTH, Kak
omnucaHo B miane ynpasieHus puckamu (IIYP), nomkusl Bkitouarses B [TYP.
[IpoTokoi uccnenoBanus N0JKEH npuiararbes K [TYP.

B cinyuae ecnu IIYP orcyTrcTByeT, MOMmKEH OBITh pa3pabOTaH HOBBIN
I[IYP, Bximoyaromuid JaHHBIE MOCTPETUCTPALMOHHOTO  HCCIIEI0BAHMUS
6e3onmacHocT. Bo Bce cootBeTcTBytomue pazaensl/mMonyiu [TYP BHOcsTCS

COOTBCTCTBYIOIIIMC HM3MCHCHHA C Y4UYCTOM IIPOBCACHHA HCCICAOBAHMA,
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BKJIHO4Yas CHGL[I/I(bI/IKaLII/IIO 6C3OHaCHOCTI/I, IJ1aH (I)apmaKOHazBopa N IIJIaH

MUHUMU3AIUU PUCKOB, a TAaKXKe 0030p MEp MUHUMMU3AIIUK PUCKA.

10.11.1Tpouenypa 00513aTeJIbHBIX NMOCTPEruCcTPANMOHHBIX
HCCJIe0OBAHNN 0€30MMaCHOCTH

B EADC npoBeneHWe NOCTPETHCTPAllMOHHOTO  HCCIIEIOBAHUS
oeszomacHoctn  (ITPMB) mokeT sBmsATBCA 00s3aTEbHBIM IIPH  OLICHKE
MEPBOHAYAJILHOM 3asiBKM Ha TOCYJIAPCTBEHHYIO PEruCTpallii0 WIM Ha
MOCTPErUCTPAIMOHHOM JTare, €Clid €CTh O0E€CIMOKOEHHOCTh B OTHOIICHUU
npodusis 6€30MaCHOCTH 3apPErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara.
Jlannoe TpeOoBaHUE PEryJIATOPHOTO OpraHa AOHKHO OBITH HaJIeKalUM
oOpazoM OOOCHOBaHO JaHHBIMH OIEHKH mpoduis Oe30macHOCTH U
3¢ (PEKTUBHOCTH, JTOJKHO OBbITh 3a(UKCHPOBAHO B IUCBMEHHOM BHUJE U
JIOJDKHO BKJIIOYATh 3aJlaud U BPEMEHHbIC PaMKH IOJa4d U MPOBEJICHUS
uccinenoBanus. TpeOoBaHME MOXKET TAKXKE BKIIOYATh PEKOMEHJAIUM TI0
KJIIFOYEBBIM  XapaKTEPUCTUKAM  MCCIEAOBaHUsS  (Hampumep,  JAHW3alH
UCCIICIOBAHUS, YCIIOBUS, BO3JICMCTBUE, MCXOMbI, LiejieBas momyssinus). B
YUCJIO PEKOMEHIYEMBbIX METOJIOB MOTYT BXOJHUTh METOJbl AKTUBHOIO
MOHUTOPUHTa (HAmpUMEep, MOHUTOPUHI Ha OMNPEIACICHHBIX KIMHUYECKUX
0a3zax,  peUeNnTypHbIM  MOHUTOPUHT,  PETUCTPhI),  CPABHUTEIbHbBIC
HaOMIOAaTeIbHBIE ~ HEWHTEPBEHIIMOHHBIE  HCCIEOBaHUA  (HaAmpumep,
KOTOPTHOE HCCIeq0BaHUE (MOHUTOPHUHT), HCCIEIOBAHUE THUMA CIy4dail-
KOHTPOJIb, HCCIEJOBAHHE CEPUU CIy4YaeB U HHbBIC), KIUHUYECKUE
UCCIICIOBAHMS, UCCIICIOBAHUS MOTPEOIeHUs, (hapMaKOoIMUIEMUOIOTHIECKUE
UCCIICIOBAHMUSI.

[Ipu Haznauenun nposenenus [IPUb Ha mocTperucTpanimoHHOM 3Tane
B TeueHne 30 OHEW MO MOJYYEHHH MUCBMEHHOIO YBEJAOMJIEHHS O JTaHHOM

00513aTEJILCTBE ACPIKATCIIb PCrUCTPAIMOHHOIO YAOCTOBCPCHHA  MOIXKCT
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3allPOCUTh BO3MO>KHOCTh MPEACTABIICHUS IMCbMEHHBIX HAOIIOIEHUN B OTBET
Ha HaJlo)KeHUe o0s3arenbcTBa. HalMOHANbHBIA  pPEryJIITOPHBIA  OpraH
OIpeesieT BPEMEHHbIE paMKH I MPEACTaBICHUs TakuX HaOmoaeHui. Ha
OCHOBAaHMM NMCHBMEHHBIX HAOJIOACHUMN, TPEICTABICHHBIX JAepKaTeiaeM
PErUCTPALlMOHHOIO YJIOCTOBEPEHMs, HALMOHAIBHBIA PETYIATOPHBIN OpraH

JOJDKEH OTO3BaTh WIIM MOJITBEPAUTH 00513aTE€IIHCTRO.

10.12.KoHTpoJnb 3a HeMHTEPBEHIUOHHBIMH
MOCTPEruCTPANMOHHBIMH MCCJICIOBAHUAME 0€30IIACHOCTH

10.12.1.Ponu  u  0O0S3aHHOCTH  JEp)KaTelisl  PErUCTPAILIMOHHOTO
YA0CTOBEPEHHUS

Hepxarenb PETUCTPALMOHHOTO YAOCTOBEPEHUS HECEeT
OTBETCTBEHHOCTb 3a 00€CIEYEHUE COOTBETCTBUS HCCIICIOBAHUSL KPUTEPUSIM
HEUHTEPBEHIIMOHHOTO UCCIIEIOBAHMUS.

Jlepkarenb perucTpalMOHHOIO yJIocToBepeHus B oTHoueHuu [IPUDb
JOJKEH 00ECIeYUTh BBHIMOJHEHNE CBOMX 0053aTENbCTB MO (papMaKoHAI30DY,
a TaKXe BO3MOYKHOCTh €r0 ayAuTa, MPOBEPKU U BepUPHUKAIINH.

10.12.2.PerynsiTopHble OpraHbl

ITocne HanoxxeHusi o00s3aTeNbCTBA MPOBECTH HEUHTEPBEHIIMOHHOE
[IPUB nepxaTenb pErHCTPAIMOHHOTO YAOCTOBEpPEHUS pa3padaThiBacT
OPOTOKOJ  WCCIENOBAaHUA W  MPEACTABISIET €ro B  HAMOHAIBHBIN
pEryIsATOPHBIM OpraH Ha paccmoTpeHue. B Teduenue 60 gHeWl OT maThl
MPEJCTABIICHUS] MPOEKTa MPOTOKOJIa HAIIMOHAIBHBIA PEryJATOPHBIA OpraH
COCTaBJISIET OTBET, YTBEPXKIAIOIIMN MPOEKT MPOTOKOJIA, PEKOMEHIYIOIIHIMA
BHECEHUE TpPeOyeMbIX H3MEHEHMM, OTKa3bIBAIOIIMK B COIVIACOBAHUU WIIH
YBEJIOMJIIIOIIMN  JiepKaTesl  PErHCTPAIMOHHOTO  YAOCTOBEPEHUS, 4YTO
UCCIICIOBAHUE SIBJIACTCS KIMHUYECKUM UCCIEOBAHUEM, TOANAJAIOIINM O]

00JIacTh JACHCTBHS COOTBETCTBYIONIETO 3aKOHOJATEIbLCTBA B  00JACTH
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KJIMHUYECKUX ucciaenoBaHuid. OTka3 JOJDKEH BKIOYaTh OJAPOOHOE
000CHOBaHHE MPUYMH HECOOTBETCTBUS B JTIOOOM U3 CIEAYIOUIUX CITy4aeB:

*CUMTAETCS, YTO  MPOBEJICHHUE  HUCCIEAOBAaHUE  CHOCOOCTBYET
IIPOABMYKEHHIO JIEKAPCTBEHHOTO IIpenapara; u

*CUMTACTCSA, YTO IUIAH HCCIENOBAHUSA HE BBINOJHICT 3a7a4u
UCCIICIOBAHMUS.

HccnegoBanue MOXeT ObITh HA4YaToO TOJIBKO MOCIE  BbIAAYU
IIICBMEHHOIO YTBEPKJICHUS NPOTOKOJIA HAUMOHAIBHBIM PETYISITOPHBIM
OpPTaHOM.

[Tocne Hauana ucciaenoBaHUs JIOObIE CYIIECTBEHHbIE H3MEHEHUS B
IIPOTOKOJI TMOJAIOTCA B HAUHWOHAIBHBIM PETYIATOPHBIM OpraH OO0 UX
BBeZCHUA. HallMOHAIBHBIN PEryJIATOPHBIA OpraH B TeueHue 30 qHel mocie
NO/JAa4d JOJKEH BBINOJIHUTH OLEHKY M3MEHEHUH M COOOLIUTH JIEpPHKATEIIO
PErMCTPALIMOHHOTO YAOCTOBEPEHUS 00 UX YTBEPKACHUU WIH OTKIOHEHUH.

[Io 3aBepuieHMHM WCCIIENOBAHUA JEP)KATEIb  PETUCTPALMOHHOTO
YIOCTOBEPEHHUS MPEACTABIIAECT UTOTOBBIM OTYET 00 MCClIeJOBAaHUH, BKIIIOYAs
pe3tomMe uccaeAoBaHus ISl MyOJIMKaluy, B HAIMOHAIBHBIA PEryJsTOPHBINA
Opral Kak MO>XXHO CKOpee, HO HE Mo3[Hee 12 MecsleB Mmocie OKOHYaHUS
cOopa JaHHBIX, €CJIU HAUMOHAIBHBIM PETYJISITOPHBIM OpPraHoM HE ObLIO
IPEIOCTaBICHO MUCBMEHHOE pa3pelieHre Ha OTCTYIUIEHHE OT TpeOOBaHMIA
II0 BPEMEHU IPEJICTABICHUSA OTYETA. PEryisiTOpHbIM OpPraHOM BBIITOJHAETCS
pPacCMOTPEHHE WTOrOBOTO OTYETA C TMOCIEAYIOIIMM MPENCTABICHUEM
JEPKATETIO PETUCTPALIMOHHOTO YAOCTOBEPEHUS PE3YJIbTATOB OLEHKU OTYETA,
KOTOpPbIE MOTYT BKJIIOYaTh JOMOJIHUTENBHBIE BOIPOCHI K JEPHKATEIIO
PErUCTPAlMOHHOTO yaOoCTOBepeHus. [Io pe3ynpTary pacCMOTpPEHHs OTYETa U
OLICHKM BO3MOJKHOI'O BIJIMSIHUS ITOJYYEHHBIX JAHHBIX HAa COOTHOLIEHUWE
IIOJIB3Aa-PUCK JIEKAPCTBEHHOI'O IIpenapara pPeEryJsATOPHBIM OpPraH JOJDKEH

ONIPCACIINTDb H€O6XOI[I/IMOCTB peKOMeHI[aLII/Iﬁ 10 BHECCHUIO H3MCHCHUU B
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PEryJIATOPHBIA CTaTyC JIEKAPCTBEHHOI'O IIpemnapara, peKOMEHIALUU II0 €ro
IPUMEHEHUIO JINOO MPUHATUE UHBIX HAJJIEXKAIINX MEp C LENbI0 00eCTIeUeHUs

IIPUMEHEHUS JIEKAPCTBEHHBIX IIPENApaToOB IpPH IMPEBBIIICHUU IT0Jb3bI Hal

PUCKOM.
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11. AH®OPMHUPOBAHHE 110 BE3OITACHOCTH

11.1. CTpyKTYpBI H IPOLECCHI

11.1.1. 3agaun nHPOpMUpOBaHUS 11O OE30MACHOCTH

NudopmupoBanue mo 6€30macHOCTH HAMMPABICHO Ha:

*[IPE/ICTABJIICHUE CBOEBPEMEHHOM, HAyYHO 000CHOBaHHOW MH(OpMaIIH
no Oe3omacHoMy © 3(G(EKTUBHOMY HCMOJBb30BAHUIO JIEKAPCTBEHHBIX
penaparos;

*COJICHICTBHE ONTHUMM3AIMA MEIUIIMHCKON TPAKTUKH (B TOM YHCIIE
MIPaKTUKU CaMOJICUEHHUS ) B CITydasiX, T/Ie 3TO HEOOXOaMMO;

*M3MEHEHUE TIIOAXOAO0B, CIIOXKHBIICHCS TMPAKTUKH W  Xapakrepa
WCTIOJIb30BaHUS JIEKAPCTBEHHBIX MIPEIApaTOB,;

*TIOJIIEPIKKY ESITEIIbHOCTH 110 MUHUMH3AIIUN PUCKOB;

*COJICHICTBHE TPUHATHIO OOOCHOBAHHBIX PEIICHUN MO pallMOHATBHOMY
WCITOJIb30BAHUIO JICKAPCTBEHHBIX MPEIapaToB.

[TomuMo  BBIIEYKA3aHHOTO,  HajuIekamias  WHpopMmarus 1o
0€30MacHOCTH  CIOCOOCTBYET  YKPEIJICHHWIO JIOBEpUS  HACENIeHHS K
PEryJIsITOPHOU CUCTEME.

11.1.2. Ilpunuune! uHGOPMUPOBaHUS IO 0€30MACHOCTH

Cnengyer NPUMEHSTH CIEAYIONIME TPUHIUIBEI UHOOPMHUPOBAHUS TI0
0€30MacHOCTH:

*Heo6xoauMocTh nH(pOpMUPOBAHUS o 0€30IMacHOCTH
paccMaTpuBaeTcs MPH BBITIOJHEHUH JCATEIBHOCTH IO (apMaKOHAI30py H
yOpaBieHUs puckaMu. JIaHHBI KOMITIOHEHT JO/DKCH SBISTHCA YaCThIO
npolecca OleHKH PUCKA.

*Heo0xoauMo 00ecreunTh HaICKaITYy0 KOOPAMHALIMIO AEATEIbHOCTH
U B3aWMOJICUCTBUE MEXIY Pa3IUYHBIMA CTOPOHAMH, YYaCTBYIOIIUMHU B

cCo3JaHMM W oOOMeHe HuHpopMaler 1o 0e30macHOCTH (TaKUMH Kak
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PETYJISTOPHBIE OpraHbl, MHbIE TOCYJApCTBEHHbIE OpPraHbl M JAepKaTesu
PETUCTPAIIMOHHBIX YI0CTOBEPEHU).

*Mudopmanuss 1o O€30MaCHOCTU JOJDKHA COJIepkKaTh aKTyalbHbIE,
YEeTKHE, JIOCTOBEPHBIE U KOPPEKTHBIC CBEICHUS U TEPE/laBaThCs LIETIEBOM
ayUTOpUN B HEOOXOJUMBIE CpPOKH JJisi OOECHeueHUus BO3MOKHOCTH
IPUHSITHS COOTBETCTBYIOIIUX MED.

‘Mudpopmaruss mo Oe30macHOCTH JOJKHA OBbITh aJanTUpPOBaHA IS
pa3MYHBIX IIENIEBBIX ayJIUTOpUN (HAmpUMep, MAIUEHTOB U PaOOTHHUKOB
cdepbl 3IpaBOOXPAHEHNUS ), TyTEM HCIIOIb30BAaHUSI COOTBETCTBYIOIIETO S3bIKA
U C yYETOM pA3IMYHBIX YPOBHEW 3HAHUII M MOTPEOHOCTU B HH(pOpMALUH,
COXpaHsIsl IPU ATOM TOUYHOCTh U COOTBETCTBHE MEpeaaBaeMoi HH(OpMAITIH.

*MHdopmanus o puckax A0KHA OBITH MPEACTABICHA C YUYETOM OOIen
OLICHKH TOJIb3bI JIEKAPCTBEHHOTO Tperapara U BKIIOYATh B ce0s IOCTYITHBIE
U aKTyaJbHbIE CBEJEHUS O CEPbE3HOCTH, CTEMEHU TSKECTH, YacTOTe
HEe)KeNaTeNbHBIX peakiui, (pakTopax pucka UX pa3BUTHs, BPEMEHH Hayaa,
o0OpaTUMOCTH W, €CIIM BO3MOXHO, O [MpPEANnojaraéMoM TMepuoie
BOCCTAHOBJICHUSI.

*ndopmupoBanne 1o O€30MACHOCTA JOHKHO CHOCOOCTBOBATH
pa3pelieHro HEOMpeneIeHHOCTe B JIaHHBIX MO 0€30MacHOCTH. JTO
OCOOCHHO aKTyaJbHO B Cllydyae IMOSBICHUS HOBOM uUHPOpMaLUU MpU
BBITIOJTHEHUU PETYJISITOPHBIMU OpraHaMHu MpPOLEAYp OLEHKH JTaHHBIX I10
0€30IacHOCTH; MOJib3a MHOOPMHUPOBAHUS HA JAaHHOM JTale JOJKHA ObITh
COOTHECEHA C PUCKOM BO3HUKHOBEHHS OIIMOKH, KOTOPasi MOKET BOSHUKHYTh
B ClIy4ae, €Clid MMEBIINECS HEOINpeAeNIeHHbIE aCTIeKThl MPOQPMIS HE CMOTIIN
OBITh HAJJICIKAIIUM 00Pa30M Pa3bSICHEHBI.

*B omnpeneneHHbIX ciay4yasx MOpH MpeACTaBICHUH HH(OpMAIUHU 0
0€30MacCHOCTH CJEeAyeT YYHMTHIBaTh KOHKYPHUPYIOIIME PHCKH, HalpUMEp

TAaKHC, KaK PUCK OTKa3a OT JICUCHU .
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[Ipu onucanuu U CpaBHEHUU PUCKOB CIIEYET UCIOJIb30BaTh Hanbosee
O00OCHOBaHHbBIE KOJMYECTBEHHBIE IIOKA3aTEIM, HAIpuUMep, IOKa3aTellb He
TOJIBKO OTHOCUTEJBHBIX PUCKOB, HO U a0COJIIOTHBIX PUCKOB; JUIsl CPABHEHUS
PHUCKOB TPYIIIBI JOJKHBI OBITH OBITH CXOJHBI 10 CBOMM XapaKTEPUCTHKAM.
Takxe MoryT OBITh HCHOJB30BaHBI WU JAPYTHE CIOCOOBI TPEACTaBICHUS
uH(dOpMaIKY, TaKhe Kak rpaduueckoe MpeICTaBIeHUE OLEHKH PUCKOB W/UITU
COOTHOUIIEHUS MOJIb3a-PUCK.

*Ciaexyer 10O BO3MOXHOCTM IpU MOATOTOBKE HWH(OpManuu Mo
0€30IaCHOCTH  MPOBOJAMTH MPEABAPUTEIBHOE KOHCYJIBTUPOBAHUE  WJIU
TECTUPOBAHNE MEJAUIIMHCKUX PAaOOTHUKOB WM MAlMEHTOB, B OCOOEHHOCTU B
cllydya€ TMOJATOTOBKM HMH(OpMAUU 1O CIOXKHBIM IpobiieMaM 1O
0€30MacHOCTH.

*B ciyuasx, korma 3To ymMecTHO, MHGOPMUPOBAaHHUE 110 0€30MaCHOCTU
JOJKHO BKJIIOYATh MPEJCTABICHUE MOCIEAYIONe HHPOpMAaLINK, HAIpUMeEp,
NOCHEAYIOIUX U3MEHEHUN B pEKOMEHIAlMIX, pa3pelieHuss MpoOJIeMbl 10
0€30MacHOCTH.

*Crenyer BBINOJHATH OLUEHKY 3(G(EKTUBHOCTU MH(OOPMUPOBAHUS MO
0€30MacHOCTH, TI€ 3TO MPEACTABISAETCS LEIECO00Pa3HbIM U BOZMOKHBIM.

‘Undopmariuss no  OGe30omacHOCTH  JOJDKHA  COOTBETCTBOBATH
TpeOOBaHUSM O 3aIIUTE EPCOHATBHBIX JAHHbBIX.

11.1.3. IleneBbie ayautopun

OCHOBHOM  1LIEJIEBOM  ayJIUTOPUEHW, HA KOTOPYIO  HaIpPaBJIEHO
uH(pOpMUpOBaHUE 1O OE30MAaCHOCTH, OCYIIECTBISIEMOE PETYISATOPHBIMU
OpraHaMH W JepXKaTelsiMA PETUCTPALMOHHBIX YJIOCTOBEPCHHM, SIBISIOTCS
pabOTHUKHU CUCTEMBI 3pAaBOOXPAHEHHS M MAalUEHThI, KOTOPhIE MCIOJIb3YIOT
JIeKapCTBEHHbBIE MTPETapaThl.

KitoueByro posib B OCHOBHOM IIEJI€BOM ayJUTOPHUH UTPAIOT PAOOTHUKH

CUCTEMBI 31PaBOOXPAHCHHA. a(l)(l)eKTI/IBHOG I/IH(l)OpMI/II)OBaHI/Ie 10 aCII€KTaM
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0€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB IMO3BOJAET WM MPOBOIAUTH
dbapMakoTepanui C y4eToM HauOoJee aKTyallbHbIX CBEJICHUH 1O
0€30MacHOCTH ¥ BBIPAaOOTAHHBIX PEKOMEHJAINI, a TaKXKe MPeIOCTaABIATH
MOHSTHBIC W TIOJIE3HBIE CBEACHUS TMAlMEHTaM, TEM CaMbIM CIIOCOOCTBYS
oOecrieueHri0 0e30MacHOCTH TAIllMEHTOB W TIOBBIIMICHUIO HMX JOBEPHUS K
PEryJIsTOPHOM CUCTEME U CUCTEME 3JIPaBOOXPaHEHUS.

CpenctBa MaccoBod HMH(pOpPMAUU TakKe SBISAIOTCS — LIEJIEBOU
aynutopueit s uHbopManuu 1o Oe3zonmacHocTd. CroCOOHOCTH CPEACTB
MaccoBoil MHGOpPMAalMKM OXBaThIBaTh MAIlMEHTOB, PAOOTHUKOB CHCTEMBI
3/IPAaBOOXPAHEHHUS U IITUPOKHUE CIION HACETICHUS SIBISIETCS BaXKHBIM (DaKTOpOM
pacmpocTpaHeHHs] HOBOM W BaXHOW WHGPOPMAIIMM O JIEKAPCTBEHHBIX
npenaparax. Pacnpoctpanenue undpopmanuu no oesomnacHoctu yepes CMU
OKa3bIBaCT BIIMSIHHE HA OOIIECTBEHHOE BOCHPUATHE, W TOITOMY BaXKHO,
yTo0b1 CMU nonyvanu undopmanuo o 6€301aCHOCTH HEOCPEACTBEHHO OT
PEryIsATOPHBIX OPTraHOB B JIOMOJIHEHHE K TOM WMH(OpMaIMU, KOTOPYIO OHH
MOJIy4atoT M3 JAPYIMX HWCTOYHHKOB, Hampumep, OT JAepkarenei
PETUCTPAIIMOHHBIX YI0CTOBEPEHHUIA.

11.1.4. Conepxanue nadopmaiuu rmno 6€30macHOCTU

[IpyHrmass BO BHUMAHME TNPUHOMIIBI, W3JI0KEeHHbIEe B 11.1.2,,
nHpopmaIs o 6€30IMacHOCTH, JOJKHA COJICPKATh:

*TIOSIBJISIFONIIMECS Ba)KHBIE CBEACHHUS O JIFOOOM 3aperuCTPHUPOBAHHOM
JICKapCTBEHHOM Ipernapare, KOTOPhIe OKa3bIBAIOT BJIUSHHUE HA COOTHOIICHUE
MOJIb3a-PUCK  JIEKAPCTBEHHOTO  TpermapaTa TpH  JIIOOBIX  YCIOBHUAX
IPUMEHCHHS;

*IPUYMHBI WHUIMAPOBAHUA MPONUEAYPHl HHPOPMHUPOBAHHS  TIO

0€30macHOCTH B TIOHSATHOM JIJIs 1IEJIEBOM ayiuTOpuu Ghopme;
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*BCE HEOOXOJMMBbIE PEKOMEHJAlUU [JIsi PaOOTHUKOB CHUCTEMBI
3/IpaBOOXPAHEHUS U MAIIMEHTOB, CBSI3aHHBIE ¢ TPOOJIEMOI 10 O€30MaCHOCTH,
B OTHOIIICHWH KOTOPOU BBHIMIOJHSACTCS HHPOPMHUPOBAHNE,

*yKa3aHHE Ha COIJIAIICHHE MEXIy IepiKaTelieM perucTParioOHHOTO
YAOCTOBEPEHHUS U PETYISATOPHBIM OPraHOM IO MPEJCTaBICHUIO HH(DOpMaUu
1o 0e30MacHOCTH B ClIy4asiX, KOrJa IpUMEHUMO;

*CBeZIcHUSI 000 BCEX MPEUIOKEHHBIX M3MEHEHUSX B MHGOpPMAIUU O
JICKapCTBEHHOM TIpemnapare (HampuMep, B MHCTPYKIIUU TIO0 METUIIMHCKOMY
MPUMEHEHHUIO WIIH B JINCTKE-BKJIAIBIIIC);

*Oubnuorpaduueckuii CHUCOK WM, B COOTBETCTBYIOIIUX CIIy4asX,
CCBUIKM Ha MCTOYHHUKH, TJI€ MOKHO HaWTH Oojiee MOoApOoOHYI0 MHOOPMAITHIO
110 HHPOPMHUPYEMOMY aCEeKTy O€30MaCHOCTH;

*B COOTBETCTBYIOIIMX CIIydasX, HAIOMHHAHHUE O HEOOXOJAMMOCTH
CoO0IIaTh O MOJ03PEBAEMBIX HEKEJIATEIbHBIX PEAKIUAX B HAIIMOHAIBHBIN
pPEryJsATOPHBIM OpraH dYepe3 HAIMOHAIBbHYI0 CHCTEMY CIIOHTAHHOTO
pEnopTUPOBAHUS.

Nudopmarus 1mo 6€301macHOCTH HE JOJDKHA BBOAUTH B 3a0JyKICHUE U
J0JIKHA OBITH MpeJicTaBlieHa 00beKTUBHO. MHpopMalus o 6e30MacHOCTH He
JOJDKHA COJIEpXKaTh KaKUX-JIMOO MaTepHaJIOB U COOOIICHUH, KOTOPhIE MOTYT
MPEACTAaBIATh COOOM pekiiaMy U WHYI0 HH(POpMAIMIO, HANMpaBICHHYIO Ha
MIPOJIBIKEHHE JIEKAPCTBEHHOTO TIpemnapara.

11.1.5. Crnoco6s1 uHGOPMUPOBAHUS IO OE30MIACHOCTH

[Ipu BeIMOSHEHHH WMH(OPMUPOBaHUA MO O€30MACHOCTH HEOOXOIUMO
WCITOJIB30BaTh BECh CIIEKTP Pa3HOOOpa3HBIX CPEICTB INepeaadn HHGOpMaIun
JUTSL TOCTHIKEHUSI ITIEJIEBBIX ayJUTOPUN W YAOBIETBOPEHUS WX PaACTYIIHX
noTpeOHOCTeH. PaznuyHbie cpeacTBa KOMMYHUKAIIMM W KaHAJIBI TEpenadn
uH(OpMaIlii, KOTOPhIE MOTYT  OBITh  HMCIOJIB30BaHBI,  TOJIPOOHO

paccMaTpuBarOTCs HIKe B pazaenax 11.1.5.1.-11.1.5.5.
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11.1.5.1. HemocpenctBenHoe oOpalieHue K pabOTHUKAM CUCTEMBI
3/IpaBOOXPaHCHHUS

[lon HenmocpeACTBEHHBIM OOpallleHUEeM K pabdOTHUKAM CHCTEMBbI
3IpaBOOXpPAHEHMUS] B  HACTOAILEM  PYKOBOJCTBE  IOJpPa3zyMeEBaeTCs
MPEJIOCTABICHUE JEPXKATEeIAMH PErUCTPALIMOHHBIX YJOCTOBEPEHHUM WU
pPEeryJIsTOPHBIMM OpraHaMu BaXHOW  wHGoOpManuu 10 Oe30MacHOCTH
HaIpsAMYH pabOTHHUKAM CUCTEMBI 3IpaBOOXPAHECHMUS C IEJIbI0 COOOIIECHUS UM
0 HEOOXOJIMMOCTH COBEPIICHUS ONIPEACICHHBIX JACHCTBUI WU alanTalliyd UX
NPAaKTUKXH B OTHOIICHUHM JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU C
HOBBIMHU JIaHHBIMU 1O Oe3omacHocTH. HemocpencTBeHHoe oOpaiiieHue K
pabOTHUKAM CHUCTEMBI 3IpABOOXPAHECHUS HE SIBIISIETCS OTBETAMHU Ha BOIMPOCHI
PaOOTHUKOB CHUCTEMBI 3/IpaBOOXpAHEHMs, JTUO0 y4eOHBIMU MaTephaiaMu B
paMKax pyTUHHOM JESITEIbHOCTH 110 MUHUMU3AIIUUA PUCKOB.

PazpaboTka wmHOOPMAIIMOHHOTO MaTepuaja i HEMOCPEICTBEHHOTO
oOpamieHusi  TOpeanojaraer  COTPYOHHUYECTBO  MEXIy  JeprKaTeiaem
PETUCTPALIMOHHOTO YIOCTOBEPEHUSI U PETYJISITOPHBIM opraHom. Jlep:karens
PErUCTPAIMOHHOTO  YJIOCTOBEPEHHUSI  JOJDKEH  MOJy4UTh  OJ00peHue
COOTBETCTBYIOILIETO PETYyJIATOPHOrO opraHa rocynapcrBa-uiena EADC B
4acTH coJiepKaHusi UHGOPMAIIMOHHOTO MaTepuaia JJisi HEMOCPEICTBEHHOTO
oOpamieHusi K pabOTHUKAM CHCTEMBI 3JPaBOOXpAHCHHS U  IUIaHa
undopmupoBanus. CormacoBaHue MeEXAYy PEryIssTOPHBIM OpPraHOM U
JepKaTeJIeM PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS JOJDKHO OBITH 3aBEPIICHO
hi () Hayajga  pacHpoCTpaHECHUS JepKaTeaeM  PEerucTpaldoOHHOIO
yAOCTOBEpPEHUS MH(POPMAIIMOHHBIX MaTepuaaoB. Oqo0peHue perysiTopHoro
opraHa JOJKHO OBITh TOJIy4EeHO B OTHOIIEHUHU COAepKaHus HHPOPMAITUU U
miaHa WHPOPMHUPOBAHMS, BKJIIOYAs IEJEBYI0 ayAWTOPUIO H Tpaduk
pacrnpocTpaHeHHUs uH(}OpMaITUH. Hepxarento PErUCTPALlMOHHOTO

YAOCTOBCPCHUA H€O6XOI[I/IMO BBIACIINTG HC MCHCC JIBYX pa60‘II/IX )IHCﬁ JJIA
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NPEACTaBICHUS] KOMMEHTApUMEB Ha 3aMEUaHUsl PETyJIsSTOPHOIO OpraHa B
4acTW  cojJiepKaHus ~ HMH(POPMAIMOHHOTO  Marephaja Wi  IUIaHa
uH(popmupoBaHus. B ciayuae HEOOXOAMMOCTH U MO MEPE BO3MOKHOCTU Ha
JAHHYIO TIpOUEAYPY MOXKET OBbITh BBIJCICHO OOJIbIIIE BPEMEHH TIO
YCMOTPEHHIO PETYJISTOPHOTO OpraHa, CpOKHM MOTYT OBITh aJanTHPOBAHbBI C
y4€TOM CPOYHOCTHU CUTYAaIlUH.

[Ipy  HanMYMU  HECKOJBKUX  JIep)KaTesied  PEerucTpaldOHHbBIX
YAOCTOBEPEHU Ha OJIHO U TO K€ JICUCTBYIOIIEE BEIIECTBO, JJISI KOTOPOTO
HEO0OXOJIMMO BBIMMYCTUTH UH(OPMALIHIO ISl HEOCPEACTBEHHOTO OOpalieHuUsI
K pa0OTHUKAM CHUCTEMbI 3JPAaBOOXPAHECHHS, OOBIYHO COOOIIEHHE HOCUT
€IVHBIM COTJIACOBAHHBIN XapaKTep.

[Ipu moaroToBke MHOOpPMALMU JJIsi HEMOCPEICTBEHHOIO OOpalleHuUsI,
110 BO3MOHOCTH, PEKOMEHYEeTCSl PUBJIEKATh B COOTBETCTBYIOIIUX CIydasiX
OpraHu3allui  37paBOOXPAHEHUS WM HAayyHble OOIIecTBa, YTOOBI
rapaHTUPOBaATh, YTO MpenoCcTaBisieMas UM HWHopMaius OyneT MoJIe3HON U
aJanTAPOBAHHOM JIJIA LIEJICBOM Ay IUTOPHH.

HenocpencrBennoe  oOpamieHue K paOOTHUKAM  CHCTEMBI
3IpaBOOXPAHEHUS] MOXKET BBICTYyNaTh B KauyeCTBE JOMOJHUTEIBHBIX MeEp
MUHUMU3AIMN PUCKOB TIJIaHA YIIPABJICHUS PUCKAMU.

Nudopmanus 111 HEMOCPEACTBEHHOTO oOOpamieHusi K paboTHHUKaM
CUCTEMbI 3/IPAaBOOXPAHEHHUS JIOJDKHA PACHPOCTPAHATHCS B  CIEAYIOIINX
CUTyaIMsX, KOrJla BO3HUKAET HEOOXOAMMOCTh MPHUHSTHS HEOTJOXHBIX MEp
WM U3MEHEHUS CYIIECTBYIOIIEH MPAKTUKU B OTHOILICHUM JICKAPCTBEHHOIO
npemnapara:

*[IPUOCTAHOBKA Wi AHHYJIMPOBAHUE YAOCTOBEPEHUS 0
TOCYJJapCTBEHHON PpETHCTpalMK, OOYCIOBICHHON W3MCHEHHUSMH MPODHIIS

0€30IacCHOCTH JIEKAPCTBEHHOTO Mpenapara;
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*BA)KHOE  H3MEHEHHE B  PEKOMEHJAlMSIX [0  NPUMEHEHUIO
JIEKApCTBEHHOI'0 TIpernapara MO TMPUYUHE OrpPaHUYCHHS T[IOKa3aHUM K
NPUMEHEHUI0,  HOBOTO  MPOTUBOINOKA3aHUS  WJIM  WU3MEHEHUS B
PEKOMEHJYeMbIX  J03aX,  OOYCJOBJICHHbIE  HM3MEHEHHUEM  Npoduis
0€30MacHOCTH JIEKapCTBEHHOTO Ipenapara;

*OTpaHUYCHUS B JOCTYIMHOCTH WJIM TMPEKpalleHue MPOU3BOICTBA
JIEKQpCTBEHHOTO Mpernapara, Y0 MOXKET HEOJIaronpusTHO CKa3aThCsl Ha CUCTEME
OKa3aHMsI MEJUIIMHCKOM TOMOIITH.

Curyanuu, npu KOTOPBIX JOJDKHA paccMaTpUBAThCS HEOOXOIUMOCTh
HEMOCPEICTBEHHOTO OOpaIeHus: K paOOTHUKAM CUCTEMBI 3IpaBOOXPAHECHHUS:

*[IOSIBJICHUE B PEKOMEHAAIUAX [0 MPUMEHEHUIO JIEKAPCTBEHHOIO
npernapara HOBBIX BOXKHBIX MPEIOCTEPEKEHUN WIIH OCOOBIX YKa3aHUM;

*HOBBIC JIaHHBIC O BBISBJICHUU pPAaHEE HEU3BECTHOTO PUCKA, a TAKKe
W3MEHEHHMS 4YaCTOThI WJIU CTETICHU TSXKECTH U3BECTHOI'O PUCKA;

*TOSIBJICHHE OOOCHOBAHHBIX JIAHHBIX O TOM, YTO JIEKAPCTBEHHBIM
mpenapar siBIsieTCsl He CTOJIb Y(PPEKTUBHBIM, KaK CUUTATIOCh PAHEE;

*HOBBIE PEKOMEHJAIIMM 1O TMPEIOTBPAICHUIO Pa3BUTUS WU
KYNIUPOBAHUIO HEXKEJIATCJIbHBIX  peakiui, JuO0 PEKOMEHJAIMU IO
NPEJOTBPAIICHUIO 3JIOYIIOTPEOSICHUN WM CHUKEHUIO PUCKA MEIUIIMHCKHUX
01115 ()

suHdOpMaIUsl TIO pe3yibTaTaM TMOCTOSHHOW OIICHKHA Ba)KHBIX
MOTEHIMAIBHBIX PUCKOB, JOCTYIHBIE JaHHBIE IO KOTOPHIM Ha OMPEICIICHHBIM
MOMEHT SIBJISIOTCS HEJOCTATOYHBIMU JIJIsl TIPUHSITUSL PETYJISITOPHBIX Mep (B
9TOM CJIydyae€ HeMOCPEACTBEHHOE OOpallleHHe JIOKHO COJICMCTBOBATH
TIIATEIbHOMY MOHUTOPHUHTY MPOOJEMBI MO OE30MaCHOCTH B KIMHHUYECKOM
MPaKTUKE, MPEJCTABICHUIO COOOIICHW O HEXKEIaTeIbHBIX pPEaKIusIX, a

Tak)ke HHPOPMHUPOBATH 0 MEpPaX MUHUMU3AINH MOTCHIIMAIIBHOTO PUCKA).
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PerynaropHsiii opran BOpaBe HEMOCPEACTBEHHO paCIpPOCTPAHUTD
uH(pOpMaIuIo AJisl HEMOCPEJACTBEHHOTO O0palieHuss K pabOTHUKAM CHUCTEMBI
3[paBOOXPAHEHUS WM  3alpOCUTh  JAepKareis  PErucTpalluOHHOIO
yAOCTOBEPEHUS MOJATOTOBUTH, COTJIACOBATh U PACIPOCTPAHUTh HH(POPMALIMIO
JUIL  HEMOCPEACTBEHHOTO  oOpaimieHuss K  pabOTHUKaAM  CHCTEMBI
3IpaBOOXPAHEHUS B TOM Clly4ae, KOrJa PEryJsiTOPHBIA OpraH CUUTAET 3TO
HEOOXOJIUMBIM 11 JajbHeumero Oe3omacHoro U 3G (PEeKTUBHOTO
UCITIOJIb30BaHUs JIEKAPCTBEHHOTO IIpenapara.

Perynaropueie opranbl BIIpaBe ONYOJMKOBAaTb OKOHYATEIbHBIM
BapuaHT HWH(OPMAIMOHHOTO  MaTepuanga [  HEMOCPEACTBEHHOTO
oOparieHusi K paOOTHHKAaM CHCTEMBbl 3JIpaBOOXpaHeHus. PerymstopHbie
OpraHbl MOTYT TaKXe, MO HEOOXOJMMOCTH, BBIIYCKAaTh JIONOJHHUTEIHbHOE
cooOmieHue no ©0e30NmacHOCTH, W PacHpoCTPaHATh HH(YOPMALMOHHBIN
MaTepuan Cpelld COOTBETCTBYIOIIMX OpPraHU3aluid U pabOTHHUKOB CHUCTEMBI
3JIpaBOOXPAHEHUS.

11.1.5.2. Uudopmanust 1715t HECTIEMATIUCTOB

NudopmanroHHbIi Marepual, HaIMCaHHBIN IIPOCTBIM
(nenpodeccroHaNbHBIM) A3BIKOM (Hampumep, B QopMare BOMNPOCOB U
OTBETOB), TOMOTAaeT MallMeHTaM W HACEJIEHHWIO B IEJIOM pa3ol0paTbci B
HAyYHBIX JAHHBIX M PETYISTOPHBIX Mepax, Kacarmomuxcs MpoljeM 1o
Oe3omacHOCTH. JIOKyMEHTBHI Ha HENpPO(PECCUOHATBLHOM S3BbIKE JIOJKHBI
collepKaTh PEKOMEHJAIMM W COBEThl PEryJATOPHBIX OpPraHoB IO
MUHUMU3AIMA ~ PUCKOB JUIsl  TAIIMEHTOB W  PAOOTHUKOB  CHUCTEMBI
3/[paBOOXPAHEHUS B OTHOILIEHUM MpoOJIeM MO Oe30MacCHOCTH, M JIOJKHBI
COMPOBOXKAATHCSI COOTBETCTBYIOIIEH CITPAaBOYHOM HH(POPMAITHEH.

PerynsitopHbie OpraHbl pasMenaT uH(popManuio TUTSt

HCCIICHHUAJIMCTOB HAd HAIMOHAJIBbHBIX MCIMIHWHCKHX HWHTCPHCT-1IOpTAIaX H
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MOTYT JOTOJHUTENBbHO pAacCHpoOCTPaHATh HMX CPEId COOTBETCTBYIOIIMX
CTOPOH, HAIIPUMeEp, MAIIMEHTOB U OPTaHU3aIUi 37]PaBOOXPAaHEHUSI.

[Io BO3MOXKHOCTH, pEKOMEHAYETCS TMPUBIEKATh MAIMEHTOB U
pabOTHUKOB CHCTEMBI 3/IpaBOOXPAHECHUS K YYACTHIO B IIPOIIECCE MOATOTOBKHU
JOKYMEHTOB Ha HENpo(eCcCUOHATBLHOM SI3bIKE, YTOOBI TapaHTUPOBATH, YTO
npeaocraBigeMas UM HHQopManus OyJeT MOJIe3HOM M alanTUPOBAHHOU
JUI LIEJICBOM Ay IUTOPHH.

11.1.5.3. Uudopmarus B npecce

K undopmaimu, pazMmeiiaeMoil B mpecce, OTHOCITCS: MPECC-PEIU3bl U
npecc-KOH(EepeHIMN, KOTOpbIE B MEPBYIO OuYepeAb IpeIHa3HAu€Hbl IS
KYPHAJIHCTOB.

PerynsitopHble opraHbl MOTYT HANpaBlsATh MPECC-PENN3bl HAMPAMYIO
KYpHAJIMCTaM B JOMOJIHEHHE K WX Pa3MEIIECHUIO Ha CalTax peryssTOPHBIX
OpPraHoOB, YTO IMO3BOJHUT XYpPHAIMCTaM HANpPSIMYIO MOJYYUTh WH(GOPMAIIHIO,
KOTOpasi COOTBETCTBYET HAay4YHOM OILIEHKE pEryjisTOpPHOTO  OpraHa.
B3aumopeicTBue co cpecTBaMU MacCOBOM MH(POPMAIUU SIBISIETCS] BaKHBIM
croco0oM oxBara 0oJjiee MIMPOKOW ayJAUTOPUU, & TAKKE CIOCOOCTBYET
YKPETUICHUIO TOBEPHSI K PETYJIITOPHON CHCTEME.

JlepxaTenu  pPeTUCTPAIIMOHHBIX ~ yAOCTOBEPEHHUH  TaKXKEe  MOTYT
MOJATOTOBUTH M OMYOJIMKOBATh MPECC-PENU3 C OTPAKEHUEM CBOEH MO3UIUU
no npo6ieme o 6€30MacHOCTH, HO OHM JOJIKHBI COJEP)KaTh CChUJIKU Ha BCE
pEeryJNSTOpHBIE  MEpPBI,  NPUHUMAEMBIC  PETYJATOPHBIM  OPTaHOM.
CoOTBETCTBYIOIINE BHIMOJIHIEMbIE 0030Pbl JOJKHBI OBITh YKa3aHbI B JTIO00H
uH(pOpMAIIHH, IpeICTaBISIEMOM JepKaTeeM PETUCTPAIIIOHHOTO
yIOCTOBEPEHUS.

[TockonbKy mpecc-penau3bl, MOMHUMO KYPHAJIUCTOB, MOTYT OBITh
OPOYUTAHBl JAPYTMMU YHUTATEISIMU, TaKUMH Kak pPAaOOTHUKH CHCTEMBbI

3APAaBOOXpPAHCHUA, IMALWCHTBI M HACCICHHUC, B HUX HCO6XOIII/IMO A€JIaTh
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CCBUIKY Ha MH(OpPMAIIMOHHbIE MaTE€pUasbl, UMEIOIINE OTHOIIEHUE K JaHHON
npobiieme 10 Oe3omacHOCTH. B ciydasx, Korjga TOTOBUTCA TakKxkKe
HEIMOCPEJCTBEHHOE 00pallleHue K paOOTHUKAM CHCTEMBI 3JIpaBOOXPaHEHUS,
cleayeT o0ecrne4YnTh uH(pOpMUpPOBaHUE PabOTHUKOB CUCTEMBI
3paBOOXpaHeHUs] MO0 70 TNyOJMKanu, JHOO OJHOBPEMEHHO C
nyOJuKaIend Wik pacrpoCTPaHEHUEM Mpecc-penn3a, 4To0bl MPeoCTaBUTh
BO3MOXHOCTh MEIUIIMHCKAM paO0OTHUKAM OBbITh TOJATOTOBIEHHBIMH K
OTBETaM Ha BOIPOCHI MMAIUEHTOB.

B caydae ecium mnpobGiema 1o  O€30MACHOCTH  MPEICTaBIISIET
MOBBILIEHHBIM UHTEPEC AJISl CPEACTB MAcCOBOM MH(OpManuu, J100 B ciayyae
HEOOXOJIMMOCTH JOBEJIEHUSI J10 HACEJICHHs] MHOTOIUIAHOBOM U CJIOKHOM
uHbpOpMalMM TI0O BaXHOMY JUIS  3J0POBbS  HACElEHUs  BOIPOCY,
pEeryisITOpHBIMA ~ OpraHaMu B KauecTBe  3(PQPEKTHBHOTO  MeToja
uH(OpMUpOBaHUsI OOIIECTBEHHOCTH MOXKET OBITh PacCMOTPEH BOMIPOC
IPOBEJIEHUS IIPecC-KOH(EPEHIIUU C )KypHATUCTaMH.

11.1.5.4. Be6-caiir

Beb6-caiiT npezncrasisier co00il BaKHBI MHCTPYMEHT WMH(GOPMHUPOBAHUS
HaceseHus (BKJIIOYAsl MAIEHTOB M PAaOOTHUKOB CHUCTEMBI 3[PAaBOOXPAHECHUSN).
PerynsatopHbie opraHsl, a TaKke JeprKareid PEruCTPAMOHHBIX YI0CTOBEPEHHIA,
JOJDKHBI  TapaHTUPOBaTh, YTO BaxkHas uHGoOpMaMsa 1O Oe30MacHOCTH,
pa3MelieHHasi Ha KOHTPOJIMPYEMbIX UMHU BeO-cailTax, OyJeT JIErKo JOCTYIHOU U
NOHATHOM moJb30BaresisiM. MHpopmanuss Ha cailTax JOKHA TOCTOSIHHO
OOHOBJISTHCS, a Jito0as ycrapesinas HH(GoOpMaIMsl T0KHA OBITh MTOMEUEHa Kak
TaKoBasi UJIM yAaJieHa.

11.1.5.5. lpyrue cpeacrtBa MHTEPHET-KOMMYHUKAIIAN

Nudopmanust mo 0€30MacHOCTH MOXKET TakKKe paclpOCTPaHATHCA B
HNutepHeTe mocpeacTBoM Jpyrux BeO-npuiioxenuil. [Ipu umcnonb3oBaHuu

0osee HOBBIX, BBICOKOCKOPOCTHBIX KdaHAJIOB CBA3H, CJICAYCT IIPUHATDH
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HEOOXOJUMBbIE MEphbl, 4YTOOBl HE JONYCTUTh HAPYIIEHUS TOYHOCTH
nepeaaBaeMoil uMHpopmanuu. B KOMMYHHUKAalMOHHON MpPaKTHUKE CJIEAYEeT
YUHUTBIBATh MOSIBISIOIIMECS HOBBIE CPEACTBA KOMMYHHMKALIUH, UCIIOJIb3yEMbIE
Pa3IUYHBIMU LIEJIEBBIMU Ay JUTOPHUSIMHU.

11.1.5.6. UudopmarnimonHbie MUChMa U OOJUICTCHU

WupopmanMoHHble NHUCbMa W OIOJUIETEHUM NpeIHa3HauY€Hbl s
pPEryJisipHOrO MPEIOCTaBICHUS HOBOM HWH(MOpMaUUMU O JIEKApCTBEHHBIX
npenaparax u ux Oe3omacHocTH M 3pdextuBHOCTH. C MOMOIIBIO 3THX
MEXaHU3MOB HMH(OPMUPOBAHUS PETYISATOPHBIE OpPraHbl MOTYT OXBAaTUTh
OOJIBIIYIO ayJUTOPHUIO, HCIOJb3Ysl BEO-NPUIIOKEHUS] U JIPyrue JTOCTYIHBIE
CpEICTBa.

11.1.5.7. B3aumoneucTBrE MEXY PETYIAATOPHBIMU OpraHAMU

[Ipu NpUHATUM OJHUM U3 PETYISTOPHBIX OPraHOB MEP PETYJIATOPHOTO
XapakTepa B OTHOUIEHUHW OIPEACICHHOW MNpoOieMbl MO O€30MacHOCTH, Y
OPYTUX PEryJATOPHBIX OpPraHOB MOXET BO3HUKHYTh HE0OXOJAMMOCTh
OTBEUaTh Ha 3ampochl WM OOMEHHBATHCS HH(POpPMaLUMENd IO ITOMY Ke
BOIIPOCY. Pexomenayercs UCIOJIb30BaTh MEXPEryIsiTOpHbIE
uH(OpMallMOHHBIE MaTepuaibl B (GOpME JIOKYMEHTOB, CIELHUAIBHO
MOATOTOBJICHHBIX PEryJISATOPHBIM OPraHOM B MOMOIIb CBOMM KOJUIEraM st
OTBETOB Ha BHEIIHHUE 3ampOoChl WM OOMeHa MH(pOpMalHe Mo KOHKPETHON
npoOseme 1o 0€30MacHOCTH.

11.1.5.8. OTBETHI Ha 3aPOCHI HACEJICHUS

Perynaropusie OpraHsl U JIepXKaTelad  PErucTpaluOHHBIX
YAOCTOBEPEHUN  JOJDKHBI  pacrojararb  JIEUCTBYIOIIMMHU  CHUCTEMaMU
pearupoBaHUsl Ha 3alpocChl OTHAENBHBIX TpaXJaH O JIEKaPCTBEHHBIX
npenapatax. OTBETHl JOKHBI COAEpX aTh HH(DOpPMAIUIO, HAXOMAIIYIOCS B
OTKPBITOM JIOCTyII€, U BKJIKOYAaTh B C€0s COOTBETCTBYIOLIME PEKOMEHAAIINN

JJIA [NaguECHTOB u pa6OTHI/IKOB CUCTCMBI 3APaBOOXpPAaHCHNA,
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IPEIOCTaBIICHHbIE PEryJATOPHBIMU oOpraHamMu. Kopa BONpOCHl KacaroTcs

KOHCYJbTAallM MO0 WHIWBHUIYAJIbHOMY JICUCHHIO, TAIUEHTY CJEeayeT

MOPEKOMEHI0BATh OOPATUTHCSA K CIIELUATMUCTAM CUCTEMBI 3[PaBOOXPaHEHUSI.
11.1.5.9. Ipyrue cpencra nepegayu nHpopmanuu

KpoMme paccMOTpeHHBIX  BBHIIIE  CIIOCO00B  MH(OPMHUPOBAHMS,
CYILIECTBYIOT U JPYru€ MHCTPYMEHTHI M KaHAIbI Nepeaayr MHGOpMaIuu 1o
0€30MacHOCTH, TaKhe Kak MyOJMKallid B HAYYHBIX KypHAJIaX M >KypHalax
npoheCCUOHAIBHBIX OpPraHU3AIUH.

HekoTopble HHCTpYMEHTHI U CHOCOOBI HH(DOPMHUPOBAHUS MOTYT
UCIIOJIb30BaThC B O0JAcTH yMOpPABJICHHUS PHUCKAMH; MEPOIPUITHS IO
MUHHUMH3AIAA PUCKOB YaCTO BKJIIOYAIOT B C€0s CIEHaTbHBIE MPOTPAMMBI
UHQOPMHUPOBAHUSI O puCKaX. VHCTpYMEHTBI, HCIONB3yeMble B 3THUX
nporpaMMax, Takhe, KaK MaMsITKH JUIsl TAIMEHTOB WM PYKOBOJCTBA IO
0€301acHOCTH LISt pabOTHHUKOB CUCTEMBI 31paBOOXPAHEHHS,
paccMaTpuBarOTCA B pazaene 12 TaHHOro pyKoOBOJICTBA.

11.1.6. D dexTuBHOCTL MHDOPMAIIUU TTO OE30TTACHOCTH

Nudopmanuss mo Oe3zonacHOCTH cuuTaercs 3>PGEeKTUBHOM, Korja
neperaBaeMoe  COOOIIeHHE TPUHUMAETCS MW TIOHUMAeTCS  LIEJICBOM
ayJUTOpUEH Tak, Kak 3TO OBLJIO 3alyMaHoO, U IIeJieBas ayAUTOPHs pearupyer
HAa MHPOPMALIMIO TPUHATUEM COOTBETCTBYIOUIMX Mep. /[l oOLeHkH
sbdexTBHOCTH HMHPOPMAIMK JTOJDKHBI MPUMEHSTHCS COOTBETCTBYIOIIUE
MEXaHM3MBbI, OCHOBAaHHBIX Ha YETKMX TapaMmerpax (mokaszarensx). Ha
OCHOBaHUU BBITIOJIHEHHOHN OIEHKU (DPEKTUBHOCTH JOHKHBI OBITH CETaHBI
BBIBOJIBI, OTPECJICHBl TMPUOPUTETHI TIO JAbHEHIICH JeSTEIBHOCTH II0
UH(GOPMHUPOBAHUIO, a TaKXKe MPU HEOOXOJUMOCTH BBINIOJIHEHA aJanTalius
UHCTPYMEHTOB M NPAKTUKMA B HAMPaBICHUU COOTBETCTBUSA MOTPEOHOCTSIM
LEJIeBOM ayIuTOpuu. [l yCTAaHOBJIEHHS COOTBETCTBUS HH(MOPMAIMH IO

oe3zonacHocTH TpeboBaHusiM 1. 11.1.2. gaHHOTO pYKOBOJICTBA ClEIyeT
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UCIIOJIb30BaTh MOJAXO0J, OCHOBaHHBIM Ha uccienoBanuu. [lpu npumeHeHUU
JAHHOTO TMOJX0J[a MOTYT OBITh COMOCTABJICHBI PA3IMUHbIE PE3YyIbTaThl, B TOM
Yrclie TIOBEICHUEe, OTHOUICHHUS, U 3HAHMSI.

Jepxarenu PETUCTPAIIMOHHBIX yIOCTOBEPEHUN HECYT
OTBETCTBEHHOCTh 3a OILICHKY 3((PEKTUBHOCTH MPSIMOTO HH()OPMHpPOBAHUS
MEIUIIMHCKUX PaOOTHUKOB IO mMpobiemMaM mo Oe3omacHocTd. Jlepkarenu
PETUCTPAIIMOHHBIX YJIOCTOBEPEHUN NOKHBI HH(POPMUPOBATH PETYIISATOPHBIE
Opranbl O TOJYYEHHBIX pe3yJbTaTax OIEHKU A((HEKTUBHOCTH MPSMOTO
UH()OPMUPOBaAHUS, a TAKXKE JIOOBIX BBISIBICHHBIX TPYAHOCTSX, (HAalpuUMep,
npobsieMax €O CHUCKOM IMoJIydaTeled WM CO CpOKaMHU M MeXaHU3MaMu
pacrnpoCcTpaHeHUs]). CooTBeTCTBYIOIINE KOPPEKTHUPOBOYHBIE 17}
npenynpeauTebHbIE MEphl JIOJDKHBI OBITh TMPHUHATHI BO BCEX CIydasx
BBISIBIICHUS HEJIOCTaTOYHON s dexTuBHOCTU HEIOCPENCTBEHHOTO
oOpanieHust K paOOTHUKAM CUCTEMBI 3/IpaBOOXPAHEHHUSI.

11.1.7. TpeboBanus k cucteMe KauecTBa HHGOPMUPOBAHUS TIO
0€30MMacHOCTH

B cootBerctBHM ¢  TpeOOBaHUSIMH K  CHCTEME  KayecTBa
uHpopMUpoBaHUs 1O OE€30MACHOCTH, M3JIO0XKEHHBIMU B paszaene 2
HACTOSIIIETO  PYKOBOJCTBA, TpeOyeTcss HalMyue  COOTBETCTBYIOIIMX
Opoueayp, OOECHeunBalIIUX  COOTBETCTBHE  HMHMOPMUPOBAHUS IO
0€30MacHOCTH NOpUHLMIAM, omnpeneiasemMbiM B 1. 11.1.2 HacTosiero
pykoBoacTBa. J[OKHO OBITH 00€CIIEYEHO BBHIMOTHEHUE U IOKYMEHTHPOBAHUE
KOHTPOJIBHBIX MPOLEAYp B OTHOLICHUHM TMepenaBaeMoil HH(OpMaIMu 1o

6C3OHaCHOCTI/I, HpCI[CTaBJ'IHIOH.Ieﬁ co00i1 00BEKT KOHTPOJIA Ka4deCTBaA.
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11.2. B3aumoaeicrBue nmo HHGOPMHUPOBAHUIO 10 0€30MACHOCTH HA
TePPUTOPHUH rocygapcrB-4ieHoB EAJC

11.2.1 B3auMoerncTBrE PETYIATOPHBIX OPraHOB I'OCYNAPCTB-YWICHOB
EASC no napopMupoBaHUIO IO 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB

B pamkax uH(QOpMalMOHHOTO B3aUMOJACHCTBUA PETYJISATOPHBIX
opraHoB  rocynapctB-uieHoB  EADC,  perynsTopHbIMH  OpraHamMu
BBIIIOJIHSIETCSL ~ PEryJISIpHBIA ~ OOMeH  HMH(poOpMalued B OTHOLIEHUHU
IUIAHUPYEMOH K pa3MEIICHUIO HH(POpMaLUU 10 O€30MaCHOCTH.

11.2.1.1 HenocpenctBeHHoe oOpaiieHue K paOOTHUKAM CHCTEMBI
3JpaBOOXPAaHEHUs IO BOIIPOCaM O€30MACHOCTH JIEKAPCTBEHHBIX MPENaparos,
3apETrUCTPUPOBAHHBIX HA TEPPUTOPUHU rocynapcTB-uwieHoB EADC

B cnydae, ecium JneKapCTBEHHBIM Mpemapar 3aperucTpupoBaH Ha
TeppuTopuu Oosiee oaHOTO rocyaapcrBa-uieHa EADC, HanumoHanbHbIE
pEryisiTOpHbIE OpraHbl OOMEHHMBAIOTCS MH(OpMaLMel B 4acTH COJAEpHKaHUs
uH(pOpMaIMU 111 HEMOCPECTBEHHOTO 00pallieHns K pa0OTHUKAM CHUCTEMBbI
3[PaBOOXpPAaHEHUS W TUTaHa WH()OPMHUPOBAHUA, NPOLIEANNX NPOLUEIYPY
COTJIaCOBaHUSI. HanuoHnanbHble peryisiTOpHble OpraHbl OOMEHUBAIOTCSA
OKOHYATEJIbHbIM BAapUAaHTOM HH(POPMALIMOHHOIO Marepuajia U IUlaHa
nepeaadyd HMHQOpPMALMKM C HCMOJIb30BAaHUEM CHUCTEMbl MH(OPMALMOHHOTO
B3aMMOJCHUCTBUSL.

11.2.2. TpeGoBanus K AepKaTeIsIM PETUCTPAIMOHHBIX yIOCTOBEPEHUI

Jepxarenb PErUCTPALIMOHHOTO yIOCTOBEPEHUS 00s13aH
UH(OPMUPOBATh PEryJATOpPHBIE OpraHbl rocynapcts-uieHoB EADC, rne
3apEruCTPUPOBAH JIEKAPCTBEHHBIA Mpenapar O CBOEM HAMEPEHHH CJIeaTh
MyOJIMYIHOE COOOIICHHUE/TTyOTMIHOE nH(pOopMHUpPOBaHNE/pa3MEIIICHHE
uHpopMaluK, OTHOcsIeecs K uHbopMmanuu 1o (apMakoOHAA30py WU
npobiemamM 1o O€30MACHOCTH,  CBA3aHHBIM  C  MPUMEHEHHEM

COOTBCTCTBYIOIICTO JICKAPCTBCHHOTO npcemapara. HpCI[CTaBJICHI/Ie
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uHOpMallMA PETrYyJISTOPHBIM OpraHaM C IeJbl0 WH()OPMUPOBAHUA U
NOJIyYEHHUSI COIIACOBAHMS JOJDKHO OBITh CHENAHO 3apaHee M Ha YCIOBUAX
3arpera Ha ee MyOJIMKAIUIO 10 UCTEYEHHS CPOKa, KAK MUHUMYM, 24 4acoB /10
ee MyOJMKauuu. YBEAOMJICHUE PETYJSITOPHBIX OpPraHOB OJHOBPEMEHHO C
OpeACTaBiICHUEM  HUHPOPMAIMM  HACEJICHUI0  BO3MOXHO  TOJIBKO B
VCKJIFOYUTEIbHBIX CIy4YasiX U 0 BECKMM IMPUYUHAM.

Jlepxarenb PErUCTPALIMOHHOTO yA0CTOBEPEHUS HeceT
OTBETCTBEHHOCTh 32 OOBEKTHMBHOCTH W TOYHOCTh MPEACTaBISIEMOMN
HaceJICHUI0 UH(POPMAIIUH.

B ciywae ecnu gepkarenb PErMCTPALMOHHOIO  YAOCTOBEPEHMS
nojsiyyaeT MHQPOPMALMIO O TOM, YTO TpPEThsl CTOPOHA HaMEpEeBaeTCs
pacnpocTpaHuTh UHPOPMALIHIO, KOTOPas MOYKET MOBJIUATh Ha COOTHOLIEHUE
NOJIb3a-PUCK  JIEKAPCTBEHHOr'O  IpernapaTra, 3aperuCTpUpPOBAHHOIO  Ha
TeppuTOpun rocynapcrB-wieHoB EADC, nepxarenb perucTpaliruoOHHOTO
YAOCTOBEPEHUS JOJDKEH COOOIMT, 00 3TOM B  COOTBETCTBYIOIIHE
pEryJISITOpHbIE OpraHbl rocyaapcTB-wieHoB EADC.

11.2.3. BzaumoeiicTBre ¢ TPEThbUMU CTOPOHAMHU

TperbuM cTOpOHaM (HampuMep, HAy4YHBIM KypHajaMm, Hay4YHbIM
oOlIecTBaM, OpraHu3alusM MalUEeHTOB) PEKOMEHIyeTcs HHGOPMHUPOBATH
perynsTOpHbIC OpraHbl rocyaapcTB-wieHoB EADC o moboi mosBiIsIonecs
HOBOM wHpOpMAIM 1O OE30MaCHOCTH JICKAPCTBEHHBIX TPEMapaToB,
3aperucTpupoBaHHbiX Ha Tepputopun EADC u B ciiyyae, €ciii MIaHUPyeTCs
nyOnuKanuss JaHHOW UWHGOpPMAlMU, O3HAKOMUTH C HEW PpEeryssTOpHOE

AIr€HTCTBO 00 HY6HI/IKaHI/II/I.
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12. MEPbBI MUHUMM3BAIIUU PUCKA

12.1. BBenenue

Mepbl MUHUMHM3AIMU pPUCKA TMPEJCTABISAIOT COOOM  AeiCTBUS,
HaIlpaBJICHHBIE HAa NPEAOTBPAIICHUE Pa3BUTH HEKEIATEIbHBIX PEAKLIHM,
CHIJKCHUE YaCTOThl pPA3BUTHsSl WA CTENEHU TSHKECTU HEXKEIATENbHbBIX
peakuuii, a TakkKe MHUHUMM3ALUIO HEONAronmpUATHBIX MOCIEIACTBUN
BO3JCHUCTBUAS Ha NALMEHTAa IPU Pa3BUTUN HEXKEIATEIbHBIM pEAKLUU Ha
JIEKAPCTBEHHOI'O IIpenapara.

Mepbl MUHUMHA3ALUKA PUCKA, BKIFOYEHHBIE B TAHHBIM MOAYJIb, JOJIKHBI
paccMaTpuBaThCsl B KOHTEKCTE OCHOBHOW YacTH TpeOOBaHUU K CHUCTEME
MUHUMU3AIUU pUcKa (pa3aen 6 HaCTOSIIIEr0 PyKOBOJICTBA).

Meppl MUHHMHM3ALIMM PUCKA MOTYT BKJIKOYAaThb PYTUHHBIE MEpPBI
MHUHUMU3AUUA PUCKA WIM JIONOJHUTEIbHBIE MEpPbl MWUHHMH3AIUU PHUCKA.
PyTvHHBIE MEpBl MUWHHMHU3AIMM PHUCKA PACHPOCTPAHSAIOTCA Ha BCE
JIEKapCTBEHHBIC IIpenapaTa W ONHUCAHbl JAETAIBHO B pasjene 6 HacTOSLIEro
pykoBoACTBa. bosbmivHCTBO Tpo0jeM MO OE30MacHOCTH MOTYT OBIThH
HAJUIeKAIIMM 00pa3oM YNpaBISATbCS PYTUHHBIMU MEpPaMH MUHUMU3AIUU
pUCKa, OJHAKO B OTHOIIEHWM HEKOTOPbIX PHUCKOB pPYTHHHBIE MEpPBI
MUHUMM3ALMUA PUCKA MOTYT OBbITh HEJAOCTATOYHBIMM W ISl OOecredeHUs
HA/JIeXKAIIETO YIPaBJIECHUS PUCKAMU W/WUJIU YIY4IIEHUS COOTHOIICHUS PUCK-
10JIb3a JIEKAPCTBEHHOT'O Mpernapara MOHAA00STCS JOMOJTHUTEIbHBIE MEpHI
yIIpaBJI€HUs pUCKaMHu. JlaHHBIA paszgen COAECPKUT PYKOBOIACTBO IO
OPUMEHEHUIO JOTOJIHUTENbHBIX MEp MHUHUMHU3AIMU pPHUCKA U BBIOOpY
WHCTPYMEHTOB MUHHMU3AllMN PUCKA.

Mepbl MUHUMU3ALMK PUCKA OMPEAEISIOTCS Ha OCHOBAaHUU MPOOJIEM 10
0€30macHOCTH, TPEACTABICHHBIX B CHCNU(PUKANNN 10 OE30MaCHOCTH.

Kaxnyro mpobiemy 1o 0€30MacHOCTH CJIEAYeT paccMarpuBaTh B



311

WHANBUAYAJIHHOM TOPSAKE, TIPU BBIOOpPE Hambosee 1esecooOpa3Hoil Mephl
MUHUMU3ALUNA PUCKA HEOOXOIMMO yYUUTHIBATh CEPHE3HOCTh MOTEHIIUATBHBIX
HEXKENATEIbHBIX PEAaKIUi, WX CTENEHb TSHKECTU, MPEAOTBPATUMOCTH WIIH
KJIMHUYECKUE JEHCTBUS, HEOOXOAUMBIE ISl CHUKEHHUSI PUCKA, MOKa3aHUsS K
NPUMEHCHHUIO, TyTh W CIOCOO0 BBEJACHHUS JICKAPCTBEHHOTO Ipemnapara,
IEJIeBbIC TOMYJISIUU W THN  YUIPEKACHUA  3ApaBOOXpAHEHUS, TIE
IpUMEHSETCA JIEKapCTBEHHBIN npemnapart. [Ipodiema nmo 6€301acHOCTH MOKET
ObITh ajpecoBaHa Oojiee YyeM B OJHOM Mepe MO0 MUHUMHU3AIMU PUCKA, a
ornpezeNieHHass Mepa MUHUMU3ALMKA PUCKa MOXKET PacpOCTPaHATbCA OoJee
4yeM Ha OJIHY MpoOsemMy 1o 6€30MacHOCTH.

Jepxatenb PErucTpaMOHHOTO yIOCTOBEPEHUS HECeT
OTBETCTBEHHOCTH 32 00ECTIeUeHNE HAJUISKAIIETO KOHTPOJIS BBITIOTHEHUS MEp
MUHUMU3AIUA ~ PHUCKA, KOTOPbIE  BKJIIOYEHHI B COIJIACOBAHHBIM
pPEeryJISATOPHBIMA OpraHaMy IUIaH yIOPaBIECHUS PUCKAMH WA KOTOpPbBIE
c(opMyIHpPOBaHbI KaK YCIOBHS IOCY1apCTBEHHON perucTparu.

HammonaneHble peryyisiTOpHblE OpPraHbl HECYT OTBETCTBEHHOCTh 3a
KOHTPOJIb PE3YJIbTaTOB BBEJACHUS M peaTu3allid MEp MUHUMHU3ALUUA PHCKa,
KOTOpbI€ BKIIOUEHbI B IUIAH YMPAaBICHUS PUCKAMH WIH KOTOPHIE

chopMyIMPOBAHBI KaK yCJIOBUS FOCYIapCTBEHHONW PErucTpalinu.

12.2. CTpyKTYpBI H IPOLECCHI

12.2.1. O061mme TpuHIIHAIIBI

Mepbl MUHUMM3ALUHUM PUCKA HMEKOT CBOEM LEIBKD ONTUMHU3ALUIO
0e3omacHoro u 3(PEeKTUBHOrO HCIOJIH30BaHUS JIEKAPCTBEHHOTO Iperapara
Ha TPOTSHKEHUM BCEro >KM3HEHHOro 1ukjiaa. COOTHOIIEHHE IMOJb3a-pPUCK
JIEKapCTBEHHOT'O MpernapaTra MOKET ObITh YIYUIIIEHO MyTEM CHIKEHHUS PHCKa
W CTEIECHU TSHKECTHU TIOCIEACTBUM HEXKENATEIbHBIX PEaKIUK, a TaKkKe

OIITUMHU3AMH II0JIb3bl IIYTCM ILCJIICBOI'O H0)16opa W/WIA  UCKIIIOYEHUS
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MalMeHTOB JMOO0 IMyTEeM TINATEJIHPHOTO MOHUTOPUHIA JieYeHUs (Hampumep,
cnequpuyueckas cxema IpUeMa, COOTBETCTBYIOIIMK  J1abOpaTOpPHBIN
MOHUTOPHUHT, MOCJIEAyIolee HAOJIOJeHUEe 3a MalueHTaMu U T.J1.). Mepsl
MHUHUMM3AIUNA PUCKA JIOJKHBI SBJISATHCS PYKOBOJICTBOM JIJI1 ONTHUMAIIBHOTO
HCIIO0JIb30BaHUsl JICKAPCTBEHHOTO IMpernapaTta B MEIUIMHCKON MpPaKTHUKE B
LeJIX TapaHTUM  OPEJOCTABJICHUS  ONTHUMAJIBHOTO  JIEKAPCTBEHHOTO
npenapara JJisi ONpeIeICHHOTO MAllMeHTa, B ONTUMAIBHOM /103€, B HYKHOE
BpEMs, CHEHUAIMCTOM, WMEIOIIMM  HAJICKAIIY) TMOATOTOBKY IO
HA3HAYCHUIO JIEKAPCTBEHHOI'O Mpernapara U BEACHHUIO MAlMECHTA, & TAKKE C
JTOCTOBEPHOM MH(pOpMaIMel U MPU HaJIeKaIIeM KOHTPOJIE.

CymiecTByeT psiji pa3HOOOPa3HBIX METOJIOB, UCIIOIB3YEMbIX B KaueCTBE
JNOMOJHUTENBHBIX ~ MEp  MHUHUMM3alMKM  pucka. JlaHHBIM  paznaen
peryJupoBaHusl OOpalleHus] JIEKApCTBEHHBIX IIpenapaToB HAXOJUTCS B
CTaJMy HEMPEPHIBHOTO PA3BUTHS U UMEIOIIHUECS METOIbl OYAyT AOMOJHSITHCS
HOBBIMH, B TOM UYHCJIE€ OPUEHTHUPOBAHHBIMU 00JIE€ IIMPOKOE HCIOJIb30BAHUE
VHTEPHET-TEXHOJIOTUH.

YcnemHoe OCylIeCTBIEHUE JOMOJIHUTENIBHBIX MEP MO0 MUHUMM3AUU
pucka TpeOyeT BKjIaJa BCEX 3aUHTEPECOBAHHBIX CTOPOH, B TOM YHCIIE
JepKaTesel perucTpallMOHHBIX YJOCTOBEPEHUM, MAIMEHTOB U PAaOOTHUKOB
CHUCTEMBI 3IPABOOXPAHCHMUS.

JlormonHUTENBHBIE MEPBl MUHHMUW3ALHUU PUCKA JOJDKHBI UMETH YETKO
OMPENCIICHHYIO 11€JIb, COOTBETCTBYIOIIYIO OOIIEeH 1M MUHUMU3AIUU
Crenu(PUYECKUX PHUCKOB W/WUIU ONTUMH3AIMU COOTHOIICHUS IOJIb3a-PUCK.
KoHkpeTHble 1enM W 3apaHee OINPEACIICHHbIC IMapamMeTpbl  OLECHKH
JOCTH>XKEHUSI TTOCTABJICHHOW WEJIHA C KIKOYEBBIMU 3TallaMU JIOJDKHBI CTaTh
PYKOBOJICTBOM MpPHU pa3pabOTKe JOMOJHUTEIbHBIX MEP MUHUMH3ALINYU PUCKA.
JomxeHn ObITb oOOecmeueH HaUIekKallui MOHHUTOPUHI TI0  3apaHee

OonpeACIIsICMbIM mapamMeTpam, KaK Ha  JTalle BHCAPCHUAI, TakK u
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apdeKTHBHOCTH B  TMpolecce W 10  OKOHYAHUIO  BBHITIOJHEHUSI.
XapakTepucTUKa MpoOIeMBbI TI0 OE30MTACHOCTH B KOHTEKCTE XapaKTEPUCTUKU
COOTHOIIICHHUS TI0JIb3a-PUCK JICKAPCTBEHHOTO TIpermapara, TepareBTUYECKON
3HAYMMOCTH  JICKAPCTBEHHOTO  TMpermapara, I[eJieBOM MOMyJsAluH U
HEOOXOJIMMBIMU KIIMHUYSCKUMHU JICUCTBUSMH IS MUHUMHU3AIHMHA pPHUCKA
ABJISIIOTCS  (haKTOpaMH, KOTOpPbIe HEOOXOJMMO YYUTHIBATH IPU BHIOOPE
WHCTPYMEHTOB/METOJ0B MUHUMH3AINN PHUCKA W CTPATETHH BHEAPCHUSI MEp
MUHAMH3AIAA PHUCKA C IMEIbI0 OOCCIEYCHHUS JIOCTHIKEHHUS IKEITaeMBbIX
pe3ynbTaTOB IO OXpaHe OOIIECTBEHHOTO 3J0POBbA. BrimosHeHue
PEryIsipHONl TPOMEXKYTOYHOU OLCHKHA 3(PGHEKTUBHOCTH PEATU3YyEMBIX MEP
MUHUMM3AIMA pUCKA JOJDKHO OBITh HAaNpaBJICHO Ha CBOEBPEMEHHOE
BBISIBIGHHE WX  HEJAOCTaTOYHOM  A(OPEKTUBHOCTH W  BHEIpPEHUE
COOTBETCTBYIOIINX KOPPEKTHPYIOMINX MEPOIIPHUITHH.

[Iman MUHUMU3AIMU PHUCKA SBJISETCS COCTABJISAIONICH YacThIO IIIaHa
yOpaBieHus puckamu. [lnaH MHUHUMU3AIMU pPHUCKAa OJDKEH BKJIIOYATH
CJICTYIOIINE Pa3/Ieibl:

eO00CcHOBaHNE HEOOXOIMMOCTH BBEICHUS JOTOJHUTEIBHBIX MEp IO
MUHUMH3AIMA pPUCKAa (B CBSI3H C OmpeNeICHHBIMU ~ TTpoOJIeMaMu
0€30macHOCTH): B JaHHOM paszfene JOJDKHO OBITh C(HOpPMYyIHPOBAHO
000CHOBaHHE TMPEIOKEHHBIX TOMOJHUTEIBHBIX MEp MHUHUMHU3AINHN PHUCKA,
KOTOpO€ JIOJDKHO BKJIOYATh KOHKPETHBIC eI 1O KaKIOH W3
npeaIoKeHHbIX Mep. JlomkHO OBITH JaHO YETKOE OMUCAaHWE TOro, Kak
npeasiaraeMasi  JIONOJHUTENbHAS Mepa MHHUMHU3AIMU pUCKa  Oymer
HaIlpaBJICHa HAa KOHKPETHYIO Mpo0IeMy 1o 0€30IacCHOCTH;

eOnrcanre OMOJHUTEIBHBIX MEP MUHUMH3AIMHA PUCKA: B JTAHHOM
pasmene  MOJDKHO — OBITh  MPEACTaBICHO  OMHCAaHWE  BBIOPAHHBIX

JOITOJIHUTCIIBHBIX MCp MHUHHUMH3aAIInn PHUCKa, BKJITO4asd OIIMCaHHue
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UHCTPYMEHTOB/METOAOB, KOTOpble OyAyT HCHOJb30BaHbl, M KIHOYEBBIX
AJIEMEHTOB COJICPKAHUS;

e[[;1aH BBHIMIOJIHEHUS: B TAaHHOM pa3fesie JOJKHO OBITh MPEACTABICHO
NOAPOOHOE ONMHMCAHUE MPEAJIONKEHUHN MO BBHIMOIHEHUIO JOMOJTHUTEIBHBIX MEP
MUHUMH3AIMA ~ pUCKa  (HalpuMep, XapakTePUCTHKA  BMEIIATEILCTB,
neTanbHas WHPOPMANHMS O IEeJIeBOW ayauTOPHWH, IUIaH MPOBEIACHUS
0o0pa3oBaTeNbHBIX MPOrPaMM W/UJIM PACIPOCTPAHEHUS 00pa30BaTEIbHBIX
WHCTPYMEHTOB, MEXaHU3M KOOpPJWHAIMA JIaHHBIX Mep C JAPYruMHU
JepKaTeNIMHU PETUCTPAIIMOHHBIX YIOCTOBEPEHUH, €CIIA IPUMEHUMO);

e[lman oOlIGHKU: B JAaHHOM pasjeiie OJDKeH OBITh MpeaCcTaBlIeH
NOAPOOHBIA IJIaH € KJIIOYEBBIMU JTanmaMyd MO OIeHKEe 3(PGEeKTUBHOCTU
JOTIOJTHATEIBHBIX MEP MHUHHUMM3AIMA PHUCKA C TOYKUA 3PCHUS BBITOJTHEHUS
3allJJAaHUPOBAHHOTO TMpoIllecca M C TOYKM 3peHHs] OOlmuX ToKazaresen
BIIUSIHUSI HA KCXOBI (HAIpUMeEp, CHIDKCHHUE PHUCKA).

12.2.2. Mepbl MUHUMHU3ALUH PUCKA

JlomomHuTEbHBIE MEPhl MUHUMM3AIMUA pPUCKA MPEAJIaraloTcsl B TEX
CllydasiX, KOTJIa OHHU OIICHMBAIOTCS KaK yCIOBUS 0€30MacHOro M
3¢ (PEeKTUBHOrO UCIOJIb30BAHUA JIEKApCTBEHHOTO mpenapara. [Ipennaraemblie
JOTIOJTHATEIbHBIE MEpPhl MHHUMHU3AIIMM pHUCKA JIOJDKHBI OBITh HAy4HO
O00OCHOBAaHHBIMHU,  JOJKHBI ~ pa3pabaThiBaThCi W MPEICTABIATHCS
CIEIUAINCTAMHU ¢ COOTBETCTBYIOIICH KBATH(HUKAIIUCH.

JlomomHUTEbHBIE MEpbl MHHUMHU3AIMM pPHUCKA MOTYT HMETh
pa3jMuHbIC I1IEJIU, TU3aiH, LEJICBYI0 ayJIUTOPHUIO U CIOXKHOCTh. DTH MEpPHI
MOTYT HCIIOJB30BAThCS C IENbI0 OOEcTeueHus Ha/uIexkalled MpoLeIyphl
BBIOOpA COOTBETCTBYIOIIMX MAIMEHTOB, NJII KOTOPBIX IMOJIh3a MPUMECHEHHS
JICKapCTBEHHOTO Tpernapara MPEBHIIIACT PUCK, U HCKIIOUYCHUS TMalUCHTOB,
KOTOpPHIM TPUMEHEHHE JICKapCTBEHHOTO IIpernapara MpPOTHBOIOKA3aHO; C

OCJIbIO oOecrieueHus HaUICKamero MOHUTOPHUHTA TCEpallmu, HUMCHOIICTO
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OTHOIIIEHNE K KOHTPOJIIO BaXXHBIX PUCKOB W/UJIM HAJJIEKAIIETO YHPABJICHUS
HEXXEJIATEIbHOW peakluuerd B cilyyae €€ pa3BUTUA. [[ONOJIHUTEIBHO MOTYT
ObITh pa3paboTaHbl cHeuupuueckue Mepbl MHUHMMHU3ALHMM pUCKA B
OTHOIIICHUU PHUCKA MEIUIIMHCKOM OMMOKKW W/WIM B MENISIX OOecrleueHus
HAJUICKAIEr0 Ha3HAYEHUsS! JICKAPCTBEHHOI'O Mperapara, B Ciiydasx, Korja
SBIIIETCS] MPAKTHUUYECKU HEOCYIIECTBUMBIM JIOCTHKEHUE STOW 1IN TOJIBKO
MOCPEACTBOM MPECTaBICHUSI MHPOpMAIIUK O JICKAPCTBEHHOM IIperapare B
UHCTPYKIIMM 1O MEIUIIMHCKOMY TPUMEHEHUIO WM UWHOOpMAIMU Ha
ATUKETKE.

Ecnu cnenan 3anmpoc Ha JONMOJTHUTEIbHBIE MEPHI MUHUMHU3ALIUHA PUCKA,
0o0OCHOBaHHE [JIsl 3ampoca JOJDKHO OBITh JOKYMEHTHPOBAHO, a TaKXKe
JIOJDKHO OBITh CJIENIaHO yKa3aHUE KOHKPETHBIX MPoOsieM Mo 0€30MacHOCTH U
MPEJCTABIICHO JICTAIbHOE IIAHUPOBAHWE TANOB BHITIOJIHEHUS U OLICHKHU.

JlonoIHUTEIbHBIE MEPbl MUHUMU3AI[M1 PUCKOB MOTYT BKJIFOYAaTh
CJIe Iy IOLIHE:

e00pa3zoBareibHas IPOTpaMma;

eIIporpaMma KOHTPOJIUPYEMOTO JOCTYMa;

®Ipyrue Mepbl N0 MUHUMU3AIMU PUCKA.

12.2.2.1. Ob6pa3oBartenbHas mporpamma

MHorue JONOJHUTEIbHBIE HWHCTPYMEHTBI/METOJAb  MUHUMHU3AIMU
pHUCKa, KOTOPbIE MOTYT OBITh UCIIOJIB30BaHbI B 00Pa30BATEILHON NMPOrpaMMe,
OCHOBaHBI Ha IEJICBOM MH()DOPMUPOBAHUU C MpeCTaBICHUEM HHGOpPMAIUH,
COJIEpIKAILICCSl B MHCTPYKUIHUHU MO MEAUIMHCKOMY MPUMEHEHUIO U JIUCTKE-
Bkiaaeime. Jlro6oii  oOpa3oBaTenbHBIM  MaTepual  JOJDKEH  OBITh
OPUEHTUPOBAH HA JIOCTHKEHHUE OMIPEACICHHBIX IIEJIel MUHUMU3AIU1 PUCKa U

BKJIHOYAaTh YCTKYIO U KOHKPCTHYIO I/IH(I)OpMaI_II/IIO.
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[enpto oOpa3zoBaTenbHOM MPOrPaMMbl  SIBJSIETCA  ONTHUMHU3ALIMS
NPUMEHEHMsI JIGKQPCTBEHHOTO TMpemapara IOCPEICTBOM  IMO3UTUBHOTO
BJIMSTHUSI HA IEUCTBUSI paOOTHUKOB CHUCTEMBI 3/IpaBOOXPAHEHUS U MAIMEHTOB
B HAMpaBlICHUM MUHUMM3AIMK pHUCKa. (OOpa3oBaTelbHBIE MaTepHAIIbI
JOJDKHBI  OBITH CO3JaHbl HMCXOJs U3 TMPEAMNOJIOKEHHUS, YTO CYIIECTBYET
MPaKTUYECKH BBIOJTHUMAs U JEWCTBEHHAsT PEKOMEHAAIMs IJisi I11€JIEBOTO
oOpa3oBaHusl, U 4YTO TNPUMEHEHUE [AHHOW Mephl CUMTACTCS BAXKHOU W
3HAYUMOM I MHUHUMH3AIMM BaXXHOTO pHUCKA W/MIU ONTUMU3AIIH
COOTHOIIIEHUS TOJb3a-pUCK. Mcronbp3yembie B KOHTEKCTE 00pa30BaTeIbHOM
nporpaMMbl  00pa30BaTENbHbIE WHCTPYMEHTBI MOTYT HUMETh HECKOJIBbKO
Pa3IMYHBIX IIEJIEBBIX ayJUTOpPUN, MOTYT ObITh HallpaBi€Hbl Ha 0oJiee YeM
OJIHY TIp0o0JieMy 10 OE€30MMaCHOCTH U MOTYT TE€PEIaBaThCsl C UCMOJIb30BAHUEM
KOMOMHAIIMKM HWHCTPYMEHTOB UM CPEJICTB MaccoBOM wuHpopmanuu (Ha
OyMa)kHOM HOCHUTEJE, ayJuo, BUaeo, HTEpHET, MepCOHAIbHOE OOy4YEeHUs).
PekoMeHyeTcs mpeacTaBiieHue MaTepUajIoB B AMana3oHe (opMaToB B LIETAX
o0OecnieyeHust JOCTyna, B TOM YHUCJe, B Clly4ae BbIXOJa M3 CTPOsI CpPEeACTBa
UHGOPMHUPOBAHUS WM HEBO3MOXXHOCTHU BbIXoJa B IHTepHeT.

Conepxanue JIIOOBIX 00pa3oBaTEIbHBIX MAaTEPUATIOB JIOJKHO OBIThH
MOJIHOCTBIO COTJIaCOBAaHO C JEHCTByromed oa00peHHoW uHpopmalmeln Ha
JeKapCTBEHHBIH MpernapaTr, Takod Kak HMHCTPYKUUS MO MEAUIMHCKOMY
OPUMEHEHUIO M JIUCTOK-BKJIAJBINI. OJEMEHTBl pEKIaMmbl, MNpsIMble WU
3aByaJMpOBaHHbIC, HE JOJDKHBI BKIIOUAThCS B COJAEpXKaHHE. AKIICHT
00pa30BaTENIbHBIX MaTEPUAIOB JOJKEH OBITh ClIeJaH Ha PUCKU, UMEIOIINE
OTHOIIICHHE K JICKAPCTBEHHOMY Tpernapary M ymnpaBlIeHUE TaKUMU PUCKaAMHU,
TpeOYIOUIMMU TOMOJHUTEIBHBIX MEP MUHUMU3AIMH PUCKA.

Jrobass oOpazoBaTenpHas MpOTpaMMa JIOJDKHA OBITh  MOJTHOCTHIO

OTIIeTIEeHA OT PEKJIAMHBIX JCHCTBUM, a KOHTAKTHYI0 MH(OPMAIUIO Bpadyeu M
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MAIMEHTOB, MOJYYCHHYIO IOCPEICTBOM 00pa30BaTEIbHBIX MPOTpaMM, He
CJIETyeT UCIIOJIb30BaTh B PEKJIAMHBIX IIEJISIX.

OOpazoBaTenbHbIE  WHCTPYMEHTHI, OMHCAHHBIE  HUXKE, MOXHO
paccMaTpuBaTh B HWHIWBHAYaJIbHOM TIOPSAKE WM B KOMOWHAIUA TIpU
pa3paboTke oOpa3oBaTeIbHOW TMPOTPaMMbl B IEISIX JOTOJHHUTEIHHOMN
MUHUMU3AIUNA PUCKA.

12.2.2.1.1. O6pa3oBareiabHble HHCTPYMEHTBI

OO0pa3zoBaTenbHBIC WHCTPYMEHTBI JTOJKHBI UMETh YETKO
OTpe/IeJICHHYI0 HANpPaBICHHOCTh W BKJIIOYATh OJHO3HAYHOE OMpESTICHUE
pHCKa Mo paccMaTpuBaeMou mpodiieMe, XapakTePUCTUKY JaHHOTO pUCKa(-OB)
U KOHKPETHBIX JEWCTBHM, KOTOpPBbIE JOJDKHBI OBITh  TPEANPUHSTHI
paOOTHHKAMU CHCTEMBI 3PaBOOXPAHEHUS W/WIM TAIMeHTaMH B ICIISIX
MUHUMH3AIMA TakuxX pHUCKOB. JlanHas wHdOpManus AoKHA OBITh
aKIICHTHPOBAaHA Ha YETKO OMPECICHHBIX ACHCTBUAX, UMEIOIINX OTHOIIICHUE
K crnenuuyeckuM mpodiaeMaM 1o OE30MacHOCTH B TUIAaHE MHHUMH3AIIUH
puUcka, W HE JOJDKHA BKJIIOYaTh HWHQPOpMANMIO, KOTOpas HE UMeEeT
HEIMOCPEICTBEHHOTO OTHOIICHUS K IMpobJieMe Mo Oe301acHOCTH W KOoTopas
HaJUICKAIMM 00pa30oM TIPEJCTaBIICHA B WHCTPYKIIUU IO MEAUITUHCKOMY
NPUMEHEHUIO WJIH JIMCTKE-BKIAJBIINIE. ODJIEMEHTHl HWH(POpMAIMH IS
BKJIIOYEHUS] B OOpa3oBaTeNbHbIE  WHCTPYMEHTHI/METOIBI ~ MOTYT
peayCMaTprBaTh:

®pPYKOBOJICTBO TI0 HA3HAYCHUIO JICKAPCTBEHHOTO TIperapara, BKIOYas
BBIOOp MAaIMEHTa, KOHTPOJIh MU MOHUTOPHWHT, HalpaBJICHHbIC HA MUHHMH3AIIUIO
B)XHBIX BBIOOPOYHBIX PHCKOB;

®PYKOBOJICTBO TIO YMPABICHUIO TaKUMU pPHUCKaMU (IJi1 paOOTHUKOB

CHUCTEMBI 3/IpaBOOXPAHEHHUS, TTAIIMEHTOB WJIU JIMII, OCYILIECTBIISIIOMMNX YXO/I);
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®pPYKOBOJICTBO II0 TMPEACTABICHUI0 HWH(POPMAIMU O BBISBICHHBIX
HEXEJATEeNbHBIX PEaKIUsAX, MPEJCTABIAIONIMX OCOOBId HWHTEpeC s
XapaKTEPUCTUKU OIMPEACIICHHOTO pUCKa.

1)oOpa3zoBaTelibHbIC  WHCTPYMEHTBI/METOABI  JIISL  CIICHUAIKCTOB
CUCTEMBbI 3IPAaBOOXPAHCHUS

[lenpto  nr0OOTO  OOpa3oBaTEIBLHOIO  HMHCTPYMEHTa/METOona  JUIst
pabOTHUKOB  CHUCTEMBI  3JPAaBOOXPAHCHUS  SIBIIAETCS  MPEAOCTABIICHUE
crenu@UUecKuX acrleKkTOB PEKOMEHAANMM M0 MPUMEHEHHUIO (YTO CIIEeIyeT
Jenath) W/WIM TPOTUBOMOKAa3aHUM (YTO HE CIeAyeT JeNaTh) W/ Wid
npeocTepeKeHUd  (KaKk  YNpaBisTh  HEXKEJIATCIbHBIMU  PEAKIUAMHU),
CBSI3aHHBIMM C JICKAPCTBEHHBIM IIpENapaToM U CHenuUUeCKUMH PUCKAMH,
HY)KJIQIOIIMMHUCS B JIONMOJHUTENBHBIX MeEpax M0 MHUHUMHU3AIMU PHCKA,
BKJIIOYAS:

®BLIOOP MAIMEHTOB;

®METOIUKY JICUEHUSI, PEKUM JO03UPOBAHUS, KOHTPOJIb U MOHUTOPHHT;

eCIICHIMAIbHBIE  AJMUHUCTPATUBHBIC  MPOUEAYPbl WUIU  OTIYCK
JIEKapCTBEHHOTO MpEeTnapara;

ejicTaibHasi UWHMOpMaIKg, KOTOPYIO HEOOXOAUMO TPEIOCTaBUTH
MaIMEeHTaM.

Bri6op popmara 006pa3zoBaTeibHOTO MHCTPYMEHTA/METO/Ia 3aBUCUT OT
npeaocTasisieMoit undopmanuu. Hanpumep, eciv HE0OXOIUMO COBEPIIUTH
ONPENECICHHOE  KOJMYECTBO  JCWCTBHM  MEPE]  BBIIACKOW  peuenta
WHIUBHUIYATHPHOMY MAIMEHTy, TO TMOIXOIAIMNUM (OPMATOM MOXKET OBITh
KOHTPOJIbHBINA JCT. DopmaT OpOUTIOPEI MOXKET OBITh OOJiee MOIXOIAIUM
JUIS OCO3HAHUSA CIICIIMAIMCTaMU KOHKPETHBIX PUCKOB C aKIICHTOM Ha paHHEM
BBISIBJICHUW U YNPABJICHUU HEXKEIATEIbHBIMU PEAKIMUSIMU, B TO BpeMs Kak

INIAKaTbl MOI'YT BKIKOYAThb IIOJIC3HBIC TCPAIICBTHUYCCKHUC PYKOBOJCTBA HIJIM
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CXEMbl TpUEMa JIEKapCTBEHHOIro Ipemnapara. MoxkeT OBIThb OTAaHO
OpeAnoYTeHue JpyruM QopmaraMm, B 3aBUCHUMOCTH OT HAaINpPaBIIEHHOCTH,
o0beMa HHPOpMaLINH, IETIEBON ayIUTOPUHU U UHBIX (DAKTOPOB.

2)o0pa3oBareibHBIE WHCTPYMEHTHI/METOABI JUIS IAlMEHTOB U JIHII,
OCYIIECTBIISAIOIIUX YXO/I.

OOpazoBareiabHble UHCTPYMEHTBI/METO/IbI 1711 NAL[UEHTA JI0JKHBI OBbITh
HalleJIeHbl Ha YJIy4yll€HUWE T[OHMMaHUs MNalMeHTaMU WIH JIHUIaMH,
OCYUIECTBISIOIIUMH yXOJ, MNPU3HAKOB M CUMIITOMOB, CYIIECTBEHHBIX IS
paHHEro BBISBJICHUS CIIELU(PUUECKUX HEKENATEIbHbIX peakui, TPEOYIOMMX
OPUHATHS JOMOJIHUTENBHBIX MEp 10 MHUHUMHU3ALMHU pPHCKA, a TaKXKe
ONTHMHU3AIMK JaJbHEHIIero BeAeHUs] mnauueHta. Eciu 310  sBisercs
YMECTHBIM, 00pa30BaTelIbHbIi HHCTPYMEHT/METO]T MOKET OBbITh UCIIOJIb30BaH
JUISL TIpeOCTaBJICHUST MH(QOpPMAIMU M HAMOMUHAHHS TMAIMEHTY O Ba)XHBIX
JNEUCTBUSIX, HAlNpuUMep, MO BEJICHHUIO 3alHCcCel MO  JO3UPOBAHUIO
JIEKapCTBEHHBIX MPENapaToB WM JUAarHOCTUYECKUM MIpoUeAypam, KOTOpbIe
JNOJKHBI  OBITH  3apPETUCTPUPOBAHBl WM  BBIIOJHEHBl MAllUEHTOM C
NOCJIETYIOIUM OOCYXKIEHUEM C pa0OTHUKAMU CUCTEMBI 3PABOOXPAHEHUS B
IesiX oOecIredeHuss COOIOACHUS JIFOOBIX JTaloB, HEOOXOAUMBIX IS
3¢ (PEeKTUBHOTO MPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara.

- [TamaTka nasg manueHTa

[lenpto JaHHOTO WHCTPYMEHTA SABJISETCA TapaHTUs TOTO, 4YTO
crenuaibHas MH(GOpMalMs B OTHOLIEHUWU TEKYLIEro JIeYEeHUs NalueHTa U
CBA3aHHBIX ~ C  JICUEHHMEM  PHUCKOB  (Hampumep,  TMOTEHUHUAJbHbIE
B3aUMOJICHCTBUS C JAPYrMMHU JICKaPCTBEHHBIMU Ipenaparamu) BCeria
UMEETCAd B paCHOPSHKEHUMM NAlUMEHTa W JOCTYIIHa COOTBETCTBYIOLLEMY
paboTHUKY cdepsl 3apaBooxpaHeHus. WHbopmanus momKHA CcoAcpKaTh
HEOOXOJMMBI MUHUMYM JJid MepeJadyd KIIIOYEBBIX MHCTPYKIUN 10

MUHUMU3AIMNA PUCKA U HEOOXOJAUMBIX JACHCTBUHM, 00JIETUAIOIIUX COCTOSHUE
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opu JH0OBIX O00CTOSATENbCTBAX, B TOM YHUCIE OHKCTpeHHble. OnHON U3
KJIIOUEBBIX  XAPAaKTEPUCTUK  JAHHOTO  HMHCTPYMEHTa JOJDKHA  OBITh
NOPTATUBHOCT.

12.2.2.1.2. IIporpaMma KOHTPOJIMPYEMOTO AOCTYIIA

[IporpamMmmMa KOHTPOJIMPYEMOTO JOCTYIIa COCTOUT U3 OIIEPATUBHBIX MEP,
HAlICJICHHBIX Ha KOHTPOJb JOCTyHa K JIEKAPCTBEHHOMY IIpenapary 3a
npeaesiaMi YpOBHS KOHTPOJISl, TapaHTUPOBAHHOTO CTaHAAPTHBIMH MEpaMu
0 MUHUMH3ALUU PUCKA, T.C. PETYJSATOPHBIM CTAaTyCOM JIEKAPCTBEHHOTO
npenapara. KoHTpoaupyeMblii JOCTyI CIEAyeT paccMaTpuBaTh B KaueCTBE
METOJa MUHUMH3ALMU CEPhE3HOr0 PHUCKA JUIsl JIEKAPCTBEHHOIO Ipenapara ¢
JIOKa3aHHO MOJIb30M, HO KOTOPYIO HEJb3s TIOCTUTHYTh 0€3 JOTOTHUTEIbHBIX
Mep 10 MUHUMM3ALMU PUCKA BCIEACTBUE PHUCKA BO3JIEHUCTBHS HA 310POBBE
NAIlMECHTOB.

[Ipumepsl TpebOoBaHUM, KOTOpPHIE MJOJKHBI OBITH BBIITOJIHEHBI [0
Ha3HA4YeHUs  JIEKApCTBEHHOrO  Ipemapara W/WIM  OTIyCKa  W/WIu
UCIIOJIb30BAaHUS B MPOTPaMME KOHTPOJIUPYEMOIO JOCTyIa, MEPEUUCIICHBI
HUXE (OHM MOTYT OBITh BKJIIOYEHBbl WHIWBHUAYAJIbHO WJIM B KOMOMHALUMU C
JIPYTUMU TPEOOBAHUSIMU):

ecrien(puIeCKue METOJbI KOHTPOJIS /WX OO0CIIeIOBaHUS IallieHTa
JUIsi  00ecrieYeHHs] COOTBETCTBHSI CTPOTO OMNPENETECHHBIM KIMHUYECKUM
KpUTEPUSIM;

eBpay, BBIIUCHIBAOLINI JIEKapCTBEHHBIN npenapar,
dapmaneBTHUECKUI PaOOTHUK, OTIYCKAIOUIUMN JIEKAapCTBEHHBIM mpenapar,
W/WIY  TAlMEeHT, JOKYMEHTAJIbHO TOATBEPKIAIOT CO CBOEH CTOPOHBI
MOJlyYeHHE U OCO3HaHWE WH(OPMAIMK B OTHOILIEHUU CEPHE3HOTO PHCKAa,

COIIPAKCHHOI'O C IIPUMCHCHHUECM JICKAPCTBCHHOI'O IIPCIIapara,
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®TOYHBIE MPOUEAYPHl IO CUCTEMATHYECKOMY  IOCIEAYIOMIEMY
HAOJIOZCHUIO 3a MAllMEHTOM TIOCPEACTBOM PETUCTpAlMd B CIEHUATBLHON
cucTemMe coopa JaHHBIX, HAIIPUMEP, B PETUCTPE NMAIMEHTOB;

®JICKapCTBEHHBIE IIpenapaTbl MOT'YT ObITh OJIYY€HbI TOJIBKO B aNTEKax,
MMEIOLIUX JIMIEH3UIO Ha OTIIYCK TAKOT'0 JIEKAPCTBEHHOIO Mpemnapara.

B onpeneneHHbIX ciydasx B KAYECTBE MHCTPYMEHTA KOHTPOJIHPYEMOTO
JOCTyIIa MOTYT OBbIThb HCHOJB30BaHbl TpPeOOBaHHWA O MPOBEACHUU
CHEIUAIbHOTO OO0CJEeIOBaHUSl WJIM KOHTPOJISI COCTOSIHUSA  NAlMEHTA.
Hampumep, KOHTpOJIb COCTOSIHUS MallMEHTa, Ja0OpaTOPHbIE NTOKA3aTeNId WU
uHble Xapaktepuctuku (Hampumep, OKI') g0 nedeHuss w/uinm B mporecce
J€YeHUs, aHaau3bl (YHKLUUU TEYEHU, PETYJAPHbIE aHAIU3bl KPOBU, TECT Ha
OepeMEHHOCTh (KOTOPBIM MOKET SBISTHCS KOMIIOHEHTOM IPOTIPaMMbl
npeoTBpaleHuss OepeMeHHOCTH). Mepbl JOJDKHBI  OBITh  BBEACHBI B
JEeHCTBHUE B 1IENSIX 00€CleueHns] KOHTPOJIsl B COOTBETCTBUU C MHCTPYKLUEH
0 MEAUIMHCKOMY NPUMEHEHUI0, KOTJa JTO SBISETCA KPUTHYECKUM
(GakTOpoM € TOYKM 3pEHHUS COOTHOLICHUS PHUCK-TIOJb3a JIEKAPCTBEHHOTO
npenapara.

12.2.2.1.3. JIlpyrue Mepbl MUHUMU3alMH PUCKa

1) [Iporpamma npegoTBpaileHusi 0epeMEeHHOCTH

[Tporpamma mnpenoTBpamieHus OepeMEHHOCTU MpeAcCTaBisieT coOoM
COBOKYIIHOCTb MEp, HAIIPaBJICHHBIX HA MHUHMMH3ALHMIO PUCKA BO3JEHCTBUS
JEKapCTBEHHOrO0  MpenapaTta C  M3BECTHBIM WM MNOTEHLHAIbHBIM
TEpaTOTeHHbIM JEHCTBUEM Ha IUIOJ B mepuoi OepeMeHHOcTU. JlaHHas
nporpamMma J0JKHa OOECHEUYUTh BHEJIPEHUE TAKOro MEXaHU3Ma KOHTPOJIS,
YTOOBI MAILIMEHTHI KEHCKOTO IM0JIa He ObUTH OEpEMEHHBIMH B Hayase Tepanuu
WK He 3a0epeMeHeNN Ha MPOTSHKEHUU Kypca JICUEHUS! W/WITH OTIPEAeNIEHHOTO
OPOMEXYTKa BpPEMEHM TIociie TpekpamieHuss Ttepanuu. lIporpamma

NpcaAoTBpALICHUA 6epeMeHHOCTI/I TaK)K€ MOXKET OBITH OPUCHTHPOBAHA Ha
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MalMeHTOB MY’)KCKOTO I0Jjla B Clydae, €ClIM NMPUMEHEHHE JICKapCTBEHHOIO
npenapara OMOJIOTMYECKUM OTIIOM MOKET UMETh HETAaTHUBHbBIC MOCJEACTBUS
JUIsl ucxo1a OEpEeMEHHOCTH.

[Iporpamma mnpenoTBpaileHusi OEPEeMEHHOCTH COUYETAeT MPUMEHEHUE
0o0pa3oBaTebHBIX HHCTPYMEHTOB M COOTBETCTBYIOIIUX HHCTPYMEHTOB
KOHTPOJISL JIOCTyIla K JICKapCTBEHHOMY mpemnapaTy, IlosToMy ciemyrommue
AJIEMEHTHl CJIEAYEeT pacCMaTpuBaTh KaK WHJMBUIyalbHO, TaK U B
COBOKYIMHOCTH MpU  IUIAHUPOBAHMM  MPOrpaMMbl  MpPEAOTBpaIICHUs
OEpEeMEHHOCTH:

e00pa3oBaTe/ibHbIE HMHCTPYMEHTHI, HaIMpaBJICHHbIE Ha PaOOTHUKOB
CUCTEMbl 3JPaBOOXPAHEHUS M TALMEHTOB, B UEIAX HHPOPMUPOBAHUS B
OTHOIIICHWU TEPATOTEHHOTO pHUCKAa H HEOOXOAUMBIX JCHCTBHH IS
MHUHUMM3AIMU JJAHHOTO PUCKA, HapUMeEp, PYKOBOJACTBO IO MCMOJIb30BaHUIO
OoJjiee 4eM OJHOTO METOJa KOHTPAICHIIMU M PYKOBOJCTBO MO Pa3IWYHBIM
BUJIaM KOHTPAIIENTHUBHBIX CpeACTB; wuHbOpMauus Jyisl TalKeHTa B
OTHOIIICHUU JIJTUTEILHOCTH TIEPUOa, B TE€UYEHHUE KOTOPOTro clielyeT u30erarhb
OepeMEHHOCTH IOCIIe TTPEKpAIICHUS JICUCHNUS;

®KOHTPOJUPYEMBIM JIOCTYIl Ha YPOBHE Ha3HAYEHUsI WU OTITyCKa
JIEKApCTBEHHOr'0 TMpenapara ¢ oOecredyeHWeM BBINOJHEHUS TecTa Ha
OepeMEHHOCTh W KOHTPOJIEM OTPHUIIATEIIBHBIX PE3yJIbTaTOB MEAUIIMHCKUM U
(dbapManeBTUUYECKUM PaOOTHUKOM TIepe]l HA3HAUYCHHEM WM OTIYCKOM
JIEKapCTBEHHOTO Ipenaparta (u);

®OIpaHMYCHUE MAKCUMAJIBHOTO CpoKa AeUCcTBUsA penenTta 30 qHsIMu;

®KOHCYJBTUPOBAHUE B ClIydae HEMpeIHaMEpPEeHHOW OepeMEHHOCTH U
OIIEHKA UCXO0/1a JIF00O0H ciydyaliHOM OEpEMEHHOCTH.

CrnenyeTt TakXe pacCMOTPETh HEIECO00Pa3HOCTh BHEJPECHUS U TU3alH

peructpa 6epeMeHHBIX sl pCrucTpaivu OaHHBIX II0 BCEM IIAIIUMCHTKAM,
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KOTOpble 3a0epeMeHelld B TMpPOllecce JIEYEHUs WM B COOTBETCTBYIOUIUHN
MIEPHO]T BPEMEHH C MOMEHTA OKOHUYAHUS JICUCHUS, HAIIPUMED, 3 MecsIIa.

2) HenocpeacTteenHoe oOpaiieHMe K  pabOTHHKaM CUCTEMBbI
3JIpaBOOXPaHEHUS

Hemnocpencreennoe oOpaiene K pabOTHUKaM CHUCTEMBI
3[pAaBOOXpPAHEHUs  SIBIIsIETCA  akTUBHOM  (opmoil  mHOpMUpOBaHUS,
NOCPEJICTBOM  KOTOpPOM  BaxHas  uHPopMamuss 1O  0OE30MacHOCTH
MPEOCTABIISACTCS HEMOCPEICTBEHHO OINPE/EICHHBIM CIEIUAIUCTAM CUCTEMBI
3IpaBOOXPAHEHHUs JIEp)KATEIEM PEruCTPALMOHHOIO YJIOCTOBEPEHUS WJIU
PEryJIsATOPHBIM OPraHOM B IENsIX HHGOPMHUPOBAHUS O HEOOXOAMMOCTU
OPEANPUHITh CEPbE3HBbIE  JEWCTBHUS WJIM  aJalTHPOBaTh  NPHUHATYIO
MEIUITMHCKYIO TPAKTUKy C IEeJbI0 MHUHHMHU3AIWH OMPEICICHHBIX PHCKOB
W/ATW  CHIDKEHUS TSDKECTH HEXENAaTeNIbHBIX PEaKIUi JIEKapCTBEHHOTO
npenapara (cM. pazzuen 11).

12.2.3. BeinonHeHne Mep MUHUMHU3ALUHA PUCKOB

JlomomHUTEIbHBIE MEPhl MUHUMU3AIIMN PUCKA MOTYT BKJIIOYATh OJIHY
WM 0oJiee aKTUBHBIX Mep, KOTOpas JO/DKHA ObITh BHEJAPEHA W BBITIOJIHITHCS
B OIPEACICHHOM LENEeBOM ayauropuu. Haanexainee BHUMaHUE JIOJDKHO
YACNIATHCS KaK BPEMEHHBIM paMKaM peau3aiii Mepbl MUHUMHU3AIUU PUCKA,
TaKk W TpoLeaypaM, HAMpaBJICHHBIM Ha JOCTIDKCHHE IIeJie B IIeJIeBOU
rpynmne. Hampumep, oOgHOKpaTHOE  BBIMOJHEHHWE  00pa30BATEIBHBIX
WHCTPYMEHTOB/METOJIOB «IEPE]I 3aIlyCKOMY MPOrpaMMBbl M0 pean3aiuu Mep
MOXET OBITb HEJOCTATOYHBIM [IJII OOECIEUYEeHHUsT TOTOo, YTOObI OXBATUTh
uHopMalied  BCEX  IMOTCHIHMAIBHBIX  MEIUIMHCKUX  paOOTHUKOB,
BBITIMCHIBAIONINX JIGKAPCTBEHHBIN Tpenapar, W/Wiu MOTPeOuTeNed, B TOM
YUCJI€ HOBBIX MEIMIIMHCKUX pPAOOTHUKOB W mOTpeOuTenei. Moxker
BO3HUKHYTh  HEOOXOJUMOCTh B  JIOMOJHUTEIBHOM  MEPHUOIUIECKOM

nepepacnpeeeHud THCTPYMEHTOB/METO/I0B TOCIIE 3allyCcKa IporpamMMsl 1o
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peanuzauuu Mep. Hamyexxamiee BHUMaHUE JOJDKHO YJIIETSATHCS OOILIEMY
dbopmary oOpa3oBaTEIbHBIX HHCTPYMEHTOB/METOJOB Il OO€eCleueHUs
YETKOTO  pa3iIuyusi OT JI00Oro  pojJa  peKJIaMHBIX  MaTepHalioB.
[IpencraBnenne oOpa3oBaTENbHBIX MATEpUATIOB ISl COTJIACOBAHUSA B
PEryJsATOPHBIA OpraH JOJKHO OCYIIECTBISITHCS OTIAEIBHO OT Tepeaadu
pPEKJIaMHOTO MaTepuaia, Ipu 3TOM B CONPOBOAUTEIHHOM MUCHME JOJAKHO
ObITh  0003HAYEHO, SBISAIOTCA JIM  MaTepuaibl  PEKIAMHBIMUA WM
00pa3oBaTEIbHBIMHU. OO6pasoBarenbHbIC MaTepuabl clieyeT
paclpoCTpaHATh OTACIBHO OT PEKJIAMHBIX MAaTE€pPUAIOB, OHHU JOJDKHBI
COJIEpKaTh yKa3aHHe, YTO MaTepuai He SBISETCS peKiIaMHbIM. MexaHU3MbI
o0ecrieyeHnsi KauyecTBa JIOJKHBI TAPAHTUPOBATH, YTO UMEIOLIUECS CUCTEMBI
pacmipoCTpaHeHUs COOTBETCTBYIOT TOCTABJICHHOW 1€ MEPbl MUHHUMU3AIIUU
pPHCKa U SIBJISIFOTCS. KOHTPOJIUPYEMBIMH.

12.2.4. DpdHeKTUBHOCTH MEP MUHUMHU3ALUU PUCKA

Onenka S()QPEeKTUBHOCTH Mep MHUHUMH3AIMUA PHUCKA  SBIAETCS
HEOOXOAMMOM It yCcTaHOBIEHUA JS(OPEKTUBHOCTH AKTHUBHBIX  MeEp
MUHUMM3ALUMUNA PUCKA, TPUUYUH HEIDPEKTUBHOCTH, & TaKKE€ HEOOXOJUMOCTH
KoppekTupyrommx aercteuii. OneHka 3(¢GEKTUBHOCTH BBIMOIHIETCS 10
KaXKI0W Mepe MHHUMH3AIUU PUCKA U JJIsI IPOTPAMMBI B IIEJIOM.

Onenka 3¢G(}EKTUBHOCTH MeEp JOJDKHA paccMaTpuBaTh pa3IudHBIC
aCIeKThl BBIMOJIHIEMOW Mepbl MHUHUMHU3ALMM pUCKA: caMm Impouecc (T.e.
CTETICHb BBIMIOJHEHUS 3aIJTAHUPOBAHHOW MPOTpamMMbl), €€ BO3JCHUCTBHUE HA
OCBEJIOMJICHHOCTh M W3MCHEHHsI B TOBEIACHHUH LIEJICBOW TPYIIbI, a TaKXkKe
pe3ynbTaT (T.. B KaKOW CTEMeHW OBbUTM JOCTUTHYTHI TPEIBAPUTEIBHO
OTpeeNICHHbIC 1€ MUHUMU3AIMKA PUCKA, 32 KOPOTKUN WIM JITUTEIbHBIH
Cpok). Bpemsi olleHKM KaXJ0ro acrmekTa aKTUBHOM Mephbl JODKHO OBITh

TIIATEJIbHO CIUIAaHUPOBAHO B pamkax [IYP no mHuuuupoBanus mep.
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Jlia oueHku 3(pPEKTUBHOCTH Mep M0 MUHHUMHU3ALMHM PHUCKA CIEAYET
VCIIOJIb30BaTh JIBE€ TPYNIIbI TOKA3aTEIECH:

®110Ka3aTelN IIpoLEecca;

®110Ka3aTeIu Pe3yJIbTaTa.

[Toxazarenn mnpomecca HEOOXOAUMBI Juisi cOOpa J0Ka3aTelbCTB
YCIEIIHOCTA OCYILECTBICHUA BCEX OTAllOB MEP MHUHHUMM3ALMU PHUCKA.
JlanHas rpyIna rnokasaresieil mpouecca J0JKHA 00eCeYUTh OLIEHKY CTENEHU
BBINIOJIHEHMS 3aIUIAHUPOBAHHOM MNpOrpaMMbl U JOCTUKEHUE TpeOyeMoro
BIUSHUS Ha TOBeJeHue/neicTBus — neneBod  rpymmbel.  [lokasarenu
BBITIOJTHEHUSI IPOrpaMMbl  JIOJDKHBI ~ OBITh ~ ONpENEeHbl  3apaHee WU
OTCJIC)KMBATBCSI HA NPOTSHKECHUU BBIIOJHEHUA nporpaMmsl. llomyueHHsle
JAaHHbIE H ONBIT MOTYT OBITh MCHOJIB30BaHbl [JIsi ONTUMH3ALUU
KOPPEKTUPYIOIIUX JEUCTBUA B ciaydae ux Heobxomumoctu. OlieHKa
BBITIOJIHEHHSI ITPOLIECCA TAKKE MOJKET YJIYYIIUTh MOHUMAHHE IPOILECCOB H
IIPUYMHHBIX MEXaHW3MOB, B CHIYy KOTOPBIX JOIIOJHUTEIbHBIE MEpPBI
MUHUMU3ALUNA PUCKA TMO3BOJIWIA UM HET JOOUTHCS >KETAeMOro KOHTPOJIS
crienu(puIeCcKuX PUCKOB.

[lokazaTenu pe3yapTara O0OECHEUYMBAIOT OOIIYIO OLEHKY CTEIEeHU
KOHTPOJISL  PUCKA, JOCTUTHYTOIO  MOCPEICTBOM  BHEIPEHHBIX  MEP
MHUHMMU3AUMA pucKa. Hampumep, Korga IeNbl0 ONEPATUBHOW MEPHI
SBJISIETCS CHIDKEHUE 4YaCTOThl W/WIM TSHKECTH HEXKENaTeJbHOM peakluu,
KOHEYHBII KpUTEpHil ycriexa Oy1eT NpuBsA3aH K JaHHOM 1IEJH.

[lo pesynbraram mnpoueAypbl OLUEHKH 3(P(HEKTUBHOCTH  MEP
MHUHUMU3ALUMA PUCKA JEJAeTCd BBIBOJ O BO3MOXHOCTH JAJIBHEHIIETO
BBIIIOJIHEHMSI OLICHMBA€MOW MEpbl MUHHMM3ALMHA pUCKa 0€3 H3MEHEHUH,
amb0 0 HEOOXOIMMOCTHM BHECEHHS H3MEHEHUH B  BBINOJIHIEMYIO
nesaTeabHocTh. OneHka 3(PPEeKTUBHOCTH MEep MHUHMMHU3ALMM PUCKA MOXKET

CBUACTCIILCTBOBATL, UYTO ACATCIIBHOCTL II0 MHUHUMMH3AIUA PHUCKA ABJIACTCS
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HEJOCTAaTOYHOM M JOJKHA OBITh YyCUJIeHa (HampuMmep, MOCPEICTBOM
BHECEHUS WU3MEHEHUW B TMPEIOCTEPEKECHUS WM PEKOMEHAAIluU B
UHCTPYKIIMIO 10 MEIUIIMHCKOMY TMPUMEHEHHUIO WM JUCTOK-BKIJIAJBIII,
MOCPEACTBOM YJIYUIIEHUS] YETKOCTH PEKOMEHIAlNM 10 MUHUMU3AIUU PUCKA
W/WIU TOJKIIIOYEHUEM JOTOJHUTENbHBIX UHCTPYMEHTOB MO MUHHUMM3AIUU
pUCKa WIH YIYYIIEHUEM CYIIECTBYIOIMINX). IHBIM pe3ylnbTaTtoM MpoLEaypbl
OLICHKU MOJKET SBJISTHCS OIpPEJEICHUE HECOOTBETCTBUSI MEp MUHHMU3AIUU
pucka, MO0 OTCYTCTBHS B HEl TpeOyeMoul HampaBJIEHHOCTH, B CBSI3U C UEM
MOXET ObITh YMEHBIIIEH 00heM paldOoT MO MporpaMMe WIH €€ PaCCMOTPEHO €€
yOpolleHne (HampuMmep, YMEHBIIUB YHCJIO HWHCTPYMEHTOB/METOMIOB TIO
MUHUMU3AIUN PUCKA WU YaCTOTY BBIIOJHEHUS 3JIEMEHTOB MED).

B nononxenue k oneHke 3PHEeKTUBHOCTH MEp MUHUMM3ALMKU PUCKA B
yIpaBlIeHUH MpoOjaeMaMu Mo 0€30MaCHOCTH TAKXKE OYEHb BAXKHO OLICHUTD,
MOXET JIM  JOTIOJIHUTEJIbHAs Mepa MHUHUMHU3AIMM pUCKA  UMETh
HENpEHAMEPEHHbIE (HETaTHBHBIE) TMOCIEACTBUS JJISI paccMaTpUBaeMOM
npoOJeMbl 370pOBbSI HACEJIICHHWs] Ha NPHUOIMIKEHHOM WM OTIAJICHHOM
BPEMEHHOM HHTEpBaJIE.

12.2.4.1. Ilokazarenu npouecca

[Tokazarenu mpoiiecca SBISIOTCS IMapaMeTpaMu OIICHKH o0bema
BBITIOJIHCHHSI M3HAYAIBHOM MPOTPAaMMBbI, W/WIM HW3MEHEHHH B €€
BbINOJTHEHUH. [lokazarenu mporecca JOMKHBI JOMOJHATh, @ HE 3aMellaTh
OIICHKY JOCTHMKEHMSI HAMEUEHHBIX IIeJIed MOCPEJCTBOM pealiu3aliid Mep
MUHUMU3AIMA pUCKa (T.e. TMOKazaTeau pesylbrara). B 3aBucuMocTH OT
XapakTepa aKTUBHBIX MEp, pa3IMYHbIC MMOKA3aTeM Mpoliecca MOTYT OBITh
OTIpeJIeICHBI JJIsl OIICHKU WX (P (HEKTUBHOCTH.

12.2.4.1.1. JlocTxkeHre 1EICBOM NOMYJIALUN

Korga Mepbl MUHHUMH3AIMM pPUCKA BKIIOYAIOT MPEIOCTABICHUE

uHOpMallMd U PYKOBOACTB I PaOOTHUKOB CHUCTEMBI 3paBOOXpaHEHUs
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W/WIU  TAIMEHTOB TMOCPEACTBOM 00pa3oBaTeIbHBIX METOAOB, CIEAyET
WCITIOJIH30BaTh MEPHI OIICHKU PACIpOCTpaHeHUsI HHGOPMAITUH TSI TIOTyICHHS
0a30BBIX JAHHBIX IO BBITIOJHCHHWIO. JlaHHBIE MOKa3aTenu JOJIKHBI OBITh
OPHUEHTHPOBAHBI HA OIIEHKY COOTBETCTBUS MCIIOJIB3yEeMOTO HHCTPYMEHTA JIJIst
[EJIeBOM  ayUTOpUU (HampuMep, COOTBETCTBYIOIIUMA SI3bIK, PHUCYHKH,
JIyarpaMMbl WM WHas Tpaduyeckas MoAAepKKa) WIH OIEHKY (PaKTHYECKOTrO
II0JIy4YE€HUs] MAaTEPUAJIOB LIEJIEBOM IPYIIION.

12.2.4.1.2. OneHka KIMHUYSCKUX 3HAHUHN

B memsx oIeHKH OCBEIOMIICHHOCTH IICJICBOM ayJIUTOPHUH W YPOBHS
3HAHWM, TMOJYYEHHBIX MOCPEICTBOM O0Opa30BaATENbHBIX OINEPATUBHBIX MEP
W/WIY IPEOCTaBICHUS UH(POpMAINK (HATpuMep, TOCPEICTBOM UHCTPYKITUU
0 MEAMITMHCKOMY TPUMEHEHHUI0), CIeAYeT NMPUMEHSTh CTPOTHE HaydJHBIS
METObI AaHATTUTHIECKUX OTIPOCOB.

AHaIUTHYECKAA OMPOC OOBIYHO BKJIIOYAET OCHOBHBIC CTaHIAPTHBIC
BOIIPOCHI, 3aJaBaeMble MO TeiedoHy, B JIMYHOM HMHTEPBBIO WJIHU
CaMOCTOSITENIbHO OTIPABJICHHBIE MO TMOYTE/IJICKTPOHHOU IMOYTE, KOTOPHIE
BpeMs OT BPEMEHHU MOBTOPSIOTCA. Takoi Mmoaxoa MOXKeT OBITh amanTHPOBaH
K KOHTPOJIIO OTHOIIICHUS ¥ OCBEIOMJICHHOCTH B PEIPE3ECHTATUBHBIX I'PYIIITaxX
paOOTHUKOB CHCTEMBI 3JPAaBOOXPAHCHHS W/WIW TAIMEHTOB IOCPEICTBOM
COOTBETCTBYIOIINX MCUXOMETPUUECKUX BEeTUYHH. [[J1s1 BBHITOTHEHUS! OLIEHKU
CJIETyeT OMPEACIUTh aJeKBAaTHBIM 00bEM BBHIOOPKH, BKIIOYECHUE B KOTOPYIO
BBITIOJTHSITH C HCTIOJIb30BAaHUEM PaHIOMH3aIINH.

Hannexamee BHUMaHHE CIEAyeT YACIUTH IENIM aHATUTHIECKOTO
orpoca, TU3aiHy HCCIeIOBaHUSA, 00beMYy BBIOOPKH U PEIpPe3eHTAaTUBHOCTH,
OTIEPAIIMOHHBIM OTIPEICTICHUSM 3aBUCHMBIX W HE3aBUCHUMBIX TIEPEMEHHBIX, a
TaK)K€ CTAaTUCTUYECKOMY aHaIu3y. TIIaTeIhbHOE BHUMAHHE JOJIKHO OBITH
TaK)Ke YACJIICHO BBIOOpPY Hambojee COOTBETCTBYIOIIMX HWHCTPYMEHTOB II0

cOOpy IaHHBIX (HApUMEpP, aHKETbI, OIPOCHUKH).
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12.2.4.1.3. Onenka KJIMHUYECKUX OJEUCTBUU

B nensx oueHku 3¢ (HeKTUBHOCTH 00pa30BaTEIbHbBIX OMEPATUBHBIX MEP
u/unu UHPOPMAIIMOHHOTO O0OECIEUEHHUs], CIEAYyEeT OINPEAEIUTh HE TOJIbKO
KJIMHAYECKUE 3HAHUS, HO U BBITEKAIOMINE U3 3HAHUI KIIMHUYECKUE EeHCTBUS
(HampuMep, Ha3HAuY€HUE JIEKapCTBEHHOro mpemnapara). MccienoBaHus 1o
UCIIOJIB30BAHUIO JIEKAPCTBEHHOI'O IIperapara I[OCPEICTBOM BTOPHUYHOIO
UCIIOJIb30BaHUS JTAHHBIX JJIEKTPOHHBIX MEIUUMUHCKUX KapT CJleayer
paccMaTpuBaTh KaK LIEHHBIA WHCTPYMEHT JUIsl KOJMYECTBEHHOW OLICHKU
KIIMHUYECKUX JIEWCTBUM JUIA TNPEACTABUTENA LEJNEBOM TPyNNbl. AHAIU3
JMCTOB Ha3HAUYCHMsI JIEKAPCTBEHHBIX MPENapaToB, OCOOEHHO BO B3aUMOCBSI3U
C JpYrdMH JaHHBIMM  IIAMEHTOB  (HAmpuMep, KIMHUYECKHE U
neMorpaduueckue JaHHbIC), MOXET OO0€CHeUYUTh OICHKY Ha3HAYeHUs
JIEKapCTBEHHBIX IMpenapaToB, BKIIOYAas COBMECTHOE HAa3HAUYE€HHE JBYX
B3aUMOJICHCTBYIOIIMX  JICKAPCTBEHHBIX  MPEMapaTroB,  COOTBETCTBUE
pEeKOMEHAAMsIM MO0 JabopaTOPHOMY MOHHUTOPHHIY, a TakXke BBIOOp U
KOHTPOJIb ~ COCTOSIHMSL ~ manueHTta.  [IpumeHsis  COOTBETCTBYyrOLIME
CTaTUCTUYECKHE METO/Ibl (HapUMep, aHAIN3 JUHAMUYECKUX PAJIOB, aHATIU3bI
BBDKMBAEMOCTH, JIOTUCTUYECKasi perpeccus) AJis KOropThl NOTpeOuTeneit
JIEKapCTBEHHBIX MPENapaToB MOXHO CHIENaTh OLEHKY PAa3JIMYHBIX aCHEKTOB
HA3HAYCHMSI WM NPUMEHEHUs JIEKapCTBEHHBIX MPENApaToOB, 4YTO MOKET
o0ecrneunTh TMOHHMaHHE 3a pPAMKaAaMU HCKIIOYUTEIBHO OIMUCATENIbHBIX
JI0Ka3aTelIbCTB.

12.2.4.2. Tloka3arenu pe3yJibTaTa

KoHeuHbIMU HMHJIMKATOpAMU YCIEUIHOCTH MPOTPaMMbl MUHUMU3ALNU
pHUCKa SIBIISIOTCS pe3yJbTaThl 0€30MacHOCTH, T.€. YacTOTa W/WIH TSKECTh
HEXEJATeNIbHbIX pEaKkIUMid B CBA3M C BO3ACHCTBUEM JIEKAPCTBEHHBIX
[penaparoB Ha MalMEeHTa BHE pAMOK MHTEPBEHLIMOHHOIO HCCIIE0BaHNUA (T.€.

B paMKaX HCHHTCPBCHIMOHHOTO I/ICCJ'IGI[OBaHI/ISI), HAaHHBIC PC3YJIbTATBhI I10
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0€30MacHOCTH JOJIKHBI SIBIIATBCS WHAUKAaTOpaMu pesyibTata. OlleHKa,
OCHOBaHHAas Ha JAHHBIX I[OKa3aTelsiaX, JOJDKHA BKIKOYATh CpaBHEHUE
AIUIEMUOJIOTHYECKUX MEP YACTOTHOCTU pe3yJibTaTa, TaKUE Kak MOKa3aTelb
4acTOThl ~WJIM  KyMYJISITUBHOM  4YacTOThl  HEXKEJATEIbHOM  peakiud,
MOJIYYCHHBIN B KOHTEKCTE UCCIIEIOBAHNI 0€30MacHOCTH Ha
MOCTPETUCTPAIMOHHOM 3Tane. B cOOTBETCTBUM C JTIOOBIM MOAXOOM CTPOTHE
Hay4YHbI€ W NPU3HAHHBIC MPUHITUIIBI AMHIEMUOJIOTHUYECKOTO HUCCIEA0BAHUS
BCErjJa JOJDKHBI  OBITh ~ PYKOBOJICTBOM IS OIEHKHM  KOHEYHOIO
paccMaTpuBaeMoro mokasatesst pe3yiabrara. CieayeT yUYuThIBaTh CPaBHEHHE
4acTOThl JO M TMOCJE BBINOJHEHUS Mep MUHMMU3auuu pucka. Korma
BBITIOJITHEHUE OILIEHKM W pacyera /10 U TOCJE BBIIOJIHEHUS MEp SABISETCA
MPAKTUYECKH HEOCYIIECTBUMBIM (HAapUMEpP, MEpbl MHHUMHU3AIUU PHUCKA
ObIM BBEACHBI B JIEUCTBUE B MOMEHT IIOJY4YEHUS PErUCTPAIMOHHOTO
YAOCTOBEPEHUS ), TTOKA3aTEIb YaCTOThI UCX0/1a, TTOTYUCHHBIM Ha ATaIe MocCIe
BBITIOJIHEHHSI MEp, COOTHOCUTCA C 3apaHee OmNpenesieHHbIM pedepeHTHBIM
3HAYEHUEM, TTOJIYUYEHHBIM U3 JIUTEPATYPHBIX UCTOUYHHUKOB, PETPOCTIEKTUBHBIX
JAHHBIX MEIMIIMHCKUX KapT MallMeHTOB, OXXUJIAEMOW 4YacTOThI B OOIIEH
nonyysiiuu  (Hampumep, HaOMOJaeMbIi  aHAIU3 B CPABHEHHM  C
npeanojaraéMbiM) UM JIOJDKEH  YYUTBIBaTh  BO3MOXHBIM 3 dexT
CTUMYJIUPOBAHUS PENOPTUPOBaHMs. BpIOOp Tpynmel CpaBHEHHUS HOJKEH
OBITH HaJICKAIIMM 00pa3oM 00O0CHOBAH.

YpoBEeHb CHOHTAHHOTI'O PENOPTUPOBAHUS (T.€. YHMCIO COOOIIEHUN O
MOJ03PEBAEMBIX HEXKEJIATEJIbHBIX pEAKIUSIX 3a (DUKCUPOBAHHBIN TEPUO
BPEMEHHU) HE CJIEAYeT paccMaTpUBaTh KaK MPUEMJIEMYIO OIICHKY YacCTOTHI
HEXKENATENbHbIX SBJICHUW B TMOMYJSIUMU, TMOJy4Yarolled JIeUeHHe, 3a
UCKIIFOUCHHEM  OCOOBIX  OOCTOSITENhCTB, KOrja ©Oa3uWcHas  4YacToTa
HEXKENATENIbHOTO SBJICHUS B TPYIIE HE3HAYUTEIbHAs U CYIIECTBYET

BbIpAKCHHAA B3dMMOCBA3b MCIKAY JICHCHHUCM H HEXKeJIaTSJIbHOU peaKuHeﬁ.
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[Tpu Takux 0OCTOATEIBCTBAX, KOI/IAa MPSIMOE ONpE/eICHHE CTEIICHU PHCKa B
paccMaTpuBaeMON TpYIIe SBJISCTCS IMPAKTUYSCKH HEOCYIIECTBHMBIM,
CIIOHTAHHBIC COOOIICHUS MOTJIM OBl TO3BOJIUTH CHEIAaTh IPEAMOIONKCHHUE
OTHOCHUTCIIBHO TMPUOJIM3UTEIILHOTO 3HAYCHHMSI YacTOThl HEXKeNaTeIbHOM
peaklyy B TPYIIIE, MPU YCIOBHH, YTO HEKOTOPHIC pa3yMHO 00OCHOBAHHBIC
JaHHBIE MOTYT OBITh TIOJAYYEHBI JUIS OIICGHKH II0Ka3aTelld YpPOBHS
pPEIIOPTUPOBAHUS B KOHTEKCTEC NPUMEHEHHUs JICKAPCTBEHHOTO Ipernapara.
OnHako, XapaKTEPHBIC TOTPEIIHOCTH, KOTOPBIC BIHUSAIOT Ha YPOBCHb
PEIIOPTUPOBAHMUS B OTHOIIICHHH IPEAIOIAracMbIX HEXKEIATCIIbHBIX PEaKIn,
MOTYT IPUBECTH K pe3yibTaTaM, BBOIAIIMM B 3a0myxiaeHue. Hampumep,
BBCJICHHC MPOTpaMMbl MUHHMH3AIMA PUCKA KaK PEakiys Ha IpoOjIeMy I10
0€30IMaCHOCTH, BBISBJIICHHYIO Ha dTaIle MOCTPErUCTPAIIMOHHOIO MOHUTOPUHT A
JCKApCTBEHHOIO0  IIpermapara, MOXET  CIIOCOOCTBOBATH  IOBBIIICHHUIO
OCBEJIOMJICHHOCTH B OTHOILICHUHU OIPEICICHHBIX HEKEIaTeIbHBIX PEaKIui,
YTO, B KOHCYHOM CUETe, MOXKET IPUBECTH K IIOBBIIMICHHOMY ITOKa3aTEIIIO
penoptupoBanus. IIpu TakMx OOCTOSTENBCTBAX aHAM3 CIIOHTAHHOIO
PEIIOPTUPOBAHUSAN MOXKET MPHBECTH K OMIMOOYHOMY 3aKIIOUCHHIO, YTO
BMEIIIATEJIbCTBO  OKazaloch Hed(pGeKTuBHbIM. CHIKEHHBIC IOKA3aTeIH
OTYETHOCTH 3a OIPEACICHHBIA BPEMEHHON MPOMEKYTOK MOTYT TaKkKe
IPUBECTH K OIMMOOYHOMY 3aKJITFOUCHHUIO, YTO BMEMIATEIHCTBO OKAa3aJIOCh
3 PEKTUBHBIM.

12.2.5. Koopaunanus

Ecin  HecKoJbKO JIGKApCTBEHHBIX MpernaparoB, B TOM YHCIIE
JCKapCTBCHHBIC IIpermapaThl, C OJWHAKOBBIM JICHCTBYIOIIUM BCIIECTBOM,
UMECIOTCS B HAJWYMM HA PBIHKE, JOJDKCH OBITh BBIPAOOTAH IEJIOCTHBIN
NOAX0J B TNPHMCHCHUU JOMOJHUTCIBHBIX MEpP MHUHHUMH3AIMA PHUCKA,
IPEIYCMOTPCHHBIM HAIMOHAIBHBIMKM PEryJIITOPHBIMU opraHamu. Korga

BO3HHKACT HCO6X0)II/IMOCTB B KOOpAWMHAIIMOHHBIX I[eﬁCTBHHX IJIA TPYIIIIbI
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JIEKapCTBEHHBIX MpEnapaToB, COOTBETCTBYIOIIMM OOpa3oM JIOKEH ObITh
BbIpa0OTaH corjacoBaHHbli moaxod. Ilpu Takux 0OCTOSITEIBCTBAX
MpEIBAPUTEIILHOE IJIAHUPOBAHUE  JIOJDKHO 00€eCTeUnTh, YTOOBI
3 PEeKTUBHOCTh MEp MHHUMM3ALUM PUCKA OIEHUBANACh JUISI KaXKJOro
OTZEJIBHOTO JIEKAPCTBEHHOTO Mpernapara, a TakXKe ISl JIEKApCTBEHHBIX
MIPENapaToB B COBOKYITHOCTH.

12.2.6. Cucremspl KauecTBa MEP MUHMMU3aLUN PUCKA

XoTs B pa3pabOTKy U OCYIIIECTBICHUE MEP MUHUMU3AIUUA PUCKA MOTYT
OBITh BOBJICUCHBl MHOTHE HKCIEPThI, OKOHYATEIbHAsi OTBETCTBEHHOCTH 3a
KA4eCTBO, TOYHOCTh W HAYYHYIO LEJIOCTHOCTh TAKUX MEP BO3JAraeTcs Ha
JepKaTeasl PEruCTPAlMOHHOIO YJOCTOBEPEHHUSI M JIMIA YIMOJIHOMOYEHHOIO
o ¢hapMakoHa30py B rocyaapcrBax-wieHax EADC.

Hepxarennb PErUCTPaAIlMOHHOTO YAOCTOBEPEHUS HeceT
OTBETCTBEHHOCTHh 3a OOHOBJICHHE IUIaHA YMpPaBJIEHUS PUCKAMH B Ciyyae
MOSIBJICHUSI HOBOM HHGOpPMAIMU, a TaKXKe TOJDKEH MPUMEHATH MPUHIIUIIBI
KAuecTBa, ACTAJIbHO HW3JIOKEHHbIE B pa3feie 2 HACTOSIIEro PYyKOBOJICTBA.
OTtcnexvBaeMble BEpPCHMU IUJIaHA YINPABJICHUS PUCKAMHU JIOJDKHBI OBITh
nepe/laHbl Ha PAacCMOTPEHHME U BBIMIOJHEHUE OIIEHKU PEryJISITOPHBIMU
opraHamu. JlaHHbIE OTYETHI, TUIAH YNpPaBJICHUSI PUCKAMU U BKJIIOYCHHBIC B
IJIaH CUCTEMBI YTMPABICHUS] PHUCKOM, TakXKe Kak U JI0ObIe JOKYMEHTHI B
OTHOILIEHUU MEp MO MUHHUMU3AIMU PUCKA, MOTYT MOABEPraThCs ayJIUTy WIU
WHCIIEKTUPOBAHUIO.

JlepkaTenab pEerucTpaliiOHHOTO YIOCTOBEPEHUS JOJDKEH 00EeCIeUuTh,
4TOOBl MEXaHU3MBbl OTYETHOCTH II0 pe3yJibTaTaM HCCIECIOBaHUN WM
aHAMM30B 1O OleHKe H(PPEeKTUBHOCTH MEpP MHUHHMH3AIUAA  PHUCKA
MOATBEPKIATUCH TOKYMEHTANbHO. [[aHHbIE TOKYMEHTHI MOTYT MOJBEPraThCs

ayauTy Wi HHCIICKIMWH.
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12.3. OTBETCTBEHHOCTb PEryJSTOPHbIX OPraHOB TIOCYAApPCTB-
wieHoB EADC

Perynsartopueie  opranel  rocynmapctB-uieHoB ~ EADC  Hecyr
OTBETCTBEHHOCTh HAa  HAllMOHAJbHOM YPOBHE 32  OCYIIECTBJICHHUE
JOTIOJIHUTENBHBIX MEP MUHUMHU3ALUUA PUCKA, HAJIAraeMbIX KakK YCIIOBHE IO
oezormacHoMy ¥ 3(p(}EKTUBHOMY  HCMOJIb30BAHHIO  JICKAPCTBEHHOIO
npenapara.

B oTHOmIEHMH MEp MUHHUMH3AIMU PUCKA, KOTOPhIE OBUIM BBEJECHBI
1OCJIE€  BBIJAYM  PETUCTPAIMOHHOTO  YJOCTOBEPEHHMS, HAIMOHAJIbHbBIE
PEryIsTOpHBIC OpraHbl AOHKHBI 00ECIIEUUTh ONEPATUBHOE PACCMOTPEHUE U
COTJIACOBAHUE MPEACTABICHHBIX MEP C JEPKATEIEM PETHCTPAIMOHHOIO
YA0CTOBEPEHUH.

HanroHnanbHble peryiasiTopHble OpraHbl MPU HEOOXOAMMOCTH MOTYT
OKa3aTh COJICMCTBUE COIIACOBAHUIO BHEAPSIEMBIX MEp MUHUMHU3AIUU PUCKA
Il TEHEPUYECKUX  JIEKAPCTBEHHBIX  IMPENaparoB C  OJUHAKOBBIM
NCHCTBYIOIIMM  BemiecTBOM. B ciyyae HeoOXoauMoCTH  BBEICHUS
JTOTIOJIHUTEIBHBIX ~ MEpP  MUHUMHU3AIMA  pUCKA  JUII  TE€HEPUUECKUX
JIEKapCTBEHHBIX  MpENapaToB,  OOYCIOBJEHHBIX  mOpoOjeMaMud 1O
0€30IaCHOCTH JIEMCTBYIOIIETO BEIIECTBA, MEpPbl MHUHUMU3AIMU PHCKA,
NPUMEHSIEMbIE K TE€HEPUUYECKUM JIEKAPCTBEHHBIM IMperaparam, CJIeAyeT
NPUBECTH B COOTBETCTBUE C MEpaMU MHUHUMH3ALMM PUCKA A
OpUTMHAJIBHOTO  JIeKapCcTBEHHOro  mpemnaparta. [lpu  omnpeneneHHBIX
00CTOSITENILCTBAX, B OTHOILUIEHWU THOPUAHBIX JIEKAPCTBEHHBIX MPENApPaTOB
MOT'YT TOHaJJOOUTHCS IOTIOJHUTEIbHBIC MEPhl MUHUMU3AIIUN PUCKA, TOMHMO
Mep MUHHUMM3ALMUU PUCKA, BBOJUMBIX JII OPUTHHAIBHOTO JIEKAPCTBEHHOTO
npenapata (Hampumep, OOyCIOBJICHHBbIE Pa3IUYMsIMH B COCTaBe, CIOCO0e

Ha3Ha4YC€HUA NN HpO6JIeMaMI/I HGCOBMCCTI/IMOCTI/I).
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HanvonanbHble  perysisiTOpHbIE  OpraHbl  JIOJDKHBI  OOECIICUHTH
OPUMEHEHHE JII0OOro MHCTPYMEHTa/METOJa MO0 MHUHHMMH3alUd PHUCKA.
HanunoHanbHble  peryisTOpHble  OpraHbl  JOJDKHBI ~ COIJIacoBaTh €
3asiBUTEJIEM/JEPIKATENIEM PETUCTPALMOHHOTO YJIOCTOBEpPEHUS (QopMar u
CpeliCTBa UHCTPYMEHTOB/METO/IOB MUHUMM3AIIMN PUCKA, BKIIIOYAsl TEYaTHbIE
MaTepHuaibl, THTEPHET-TIAaTGOPMBI U UHBIE ayJIUO-BUJIUO CPEJICTBA, & TAKXKE
wiaHupoBaHue  (rpauk)  OHEpAaTUBHBIX  MEp  MHeped  BBIXOJOM
JIEKapCTBEHHOT0 Ipenapara Ha UX PbIHOK WJIU B JIOOOE MHOE BpPEMsI B CIydae
HEOOXOAMMOCTH.

HanmoHanbHbeI pEryJIATOPHBIM OpPraH NPUHUMAET CaMOCTOSITEIIBHOE
pelieHue B OTHOIIEHWH BHIOOpAa COOTBETCTBYIOIIMX  HAIIMOHAIBHBIX
00pa3oBaTe/bHbIX MaTEpPUANOB W/WIM HWHBIX HHCTPYMEHTOB/METOJIOB 10
MUHUMM3ALUNA PUCKA, TPU ITOM PEKOMEHIYETCS COrJacOBAaHUE MEXIY
pPEryJNSTOPHBIMU  OpraHamMu  rocyaapctB-ujieHoB EADC  kiroueBbIX
AJIEMEHTOB IUIaHA YIPaBICHUS pUCKamMu. HalWoHalbHBIE PEryJISITOPHBIC
opranbl  rocymapctB-wieHoB ~EADC Ha  HallMOHAaTbHOM  YPOBHE

OCYIICCTBIIAIOT KOHTPOJb PE3YyJbTAaTOB BBEACHUA MEP MUHHUMHU3AlIUH PHUCKA.

12.4. OTBETCTBEHHOCTH AepaxaTesien PerucTpanuOHHbIX
YAOCTOBEpPEHU i

JepxaTenap  PErucTpallMOHHOTO  YIAOCTOBEPEHUS JOJDKEH  YETKO
ONpPENCNIUTh LENU MNPEIJIOKEHHBIX JOMOJHUTEIBHBIX MEpP MUHHMHU3AIUU
pHUCKa U MOKa3aTeyu OIeHKU WX 3(PeKTuBHOCTH. JIt0ObIE JOMOIHUTEILHbIE
OTiepaTUBHBIC MEPhl MUHHMU3AIMU PUCKA JOJDKHBI OBITH pa3padOTaHbI B
COOTBETCTBUHU C OOIIMMH TPUHIHUIAMU, CHOPMYJIMPOBAHHBIMU B pasjeiiax
12.2.1 w 12.2.2, 1 uMeTh NOJHOE AOKYMEHTAJIbHOE MOATBEPKICHUE B

nporpaMMe MUHUMM3AIMU pUCKa (CM. pa3jien 6).
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Meppbl, 0100peHHBIE PETYISTOPHBIM OpPraHOM B IJIAaHE MUHUMM3AIUU
pUCKa, JIOJDKHBI OBITh BBIMIOJIHEHBI HAa HAIMOHAJIBHOM YpoOBHE. [lepikarenb
PErUCTPAIMOHHOTO YJOCTOBEPEHUSI JIOJDKEH TMPEACTaBIATh HHPOpPMAIUIO B
OTHOILLIEHUY CTaTyCa BBINOJHEHUS JOMOJHUTENBHBIX MEP MUHUMU3ALMNA PUCKA
COINIaCHO IPEABAPUTEIILHON JIOTOBOPEHHOCTH c HallMOHAJIbHBIMU
PETYJIATOPHBIMU OpPraHaMHM, a TaKXe MH(POPMUPOBATH PETYISITOPHBIC OPTaHbl B
OTHOIIICHUH JIFOOBIX W3MEHEHUM, CIOKHOCTEH WM BOMPOCOB, BO3HUKAIOIIUX
IpU  BBINOJHEHUW JOTOJHUTEIBHBIX MEp MHUHUMH3alud pucka. JlroObie
COOTBETCTBYIOIIIME M3MEHEHHS B  OTHOIICHUUM HWHCTPYMEHTOB/METOJIOB
BBITIOJTHEHUSI MEpP MHHHMH3alldd PHUCKA JIOJDKHBI OBITh COIVIACOBAHBI C
HallMOHAJILHBIMU PETYJISITOPHBIMU OpPraHaMy JI0 BBEIACHUS MW3MEHCHHU B
JICUCTBUE.

[Tpu BBeICHUM B ACHCTBUE MHCTPYMEHTOB/METOIOB HA OCHOBE MHTEPHET-
TEXHOJIOTUM  JEpXKarelb  PETUCTPALMOHHOIO  YIOCTOBEPEHUSA  JOJDKEH
MPUMEHATh TPeOOBaHMWSA, XapaKTepHBIC I KaXKJIOTO W3 TOCYIapCTB-UJICHOB
EADC, ¢ ydyeroM MNOTEHIMANBHBIX MPOOJIEM, CBS3aHHBIX C JOCTYHMHOCTHIO,
pPacro3HaBaEMOCThIO, OTBETCTBEHHOCTHIO, KOH(MHUICHIIMATBHOCTBIO U 3aIlUTON
JIAHHBIX.

B oTHOUIEHUN TE€HEPUYECKHUX JIEKAPCTBEHHBIX IMPENAPATOB JACPKATEIb
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS JIOJKEH pa3paboTarthb MEPBI
MUHUMU3AIMA PHUCKAa B COOTBETCTBUH C OOBEMOM, HAIPABJICHHOCTHIO,
cojepkanueM u (HopMaToM HHCTPYMEHTOB/METOJIOB, MPUMEHSIEMBIX JIJIs
OpPUTMHAJIIBHOTO JIEKapCTBEHHOro rmnpenapara. CocraBiieHue Trpaduka Hu
IJJAHUPOBAHUE OTEPATUBHBIX MEP JOJDKHBI OBITh HaJJIekKalUM O00pa3oM
CKOODJIIMHUPOBAHbl B I1EJISAX MWHUMHU3AIMA HArpy3Kd Ha CHUCTEMBI
31paBOOXPAHCHUS.

Onenka >((PEKTUBHOCTH MEp MHHHUMHU3AIMA PHUCKAa B OTHOIICHHH

IFCHCPHUYCCKHUX  JICKAPCTBCHHLIX  IIPCIIAPATOB  JOJIZKHA OBITH CAcCJIaHa
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JepKaTeIeM PEeTUCTPAMOHHOTO yIOCTOBEPEHHUSI B TECHOM COTPYIHUYECTBE
C peryiJsaTOpHbIMH oOpraHamu. B cioydae 00OCHOBAaHHOCTH IIPOBEIACHUS
WCCJICOBaHUN, B  IENIX MHUHUMHU3AIMM  HArpy3Kd Ha  CHUCTEMBI
3/IPaBOOXPAHEHUS HACTOSTEIHHO PEKOMEHIYETCS MPOBEICHHE COBMECTHBIX
uccienoBanuii. Hampumep, eciiv Ha3HAYeHO MPOBEJCHUE MPOCIIEKTUBHOTO
KOTOPTHOTO HCCJICIOBAHUS, BKJIIOYCHHE B HCCIICNOBAaHUE JIOJDKHO OBIThH
HE3aBUCHUMBIM OT Ha3HA4YEHUs JICKAPCTBEHHOTO Ipemnapara ¢ ONpeAcICHHBIM
TOPTOBEIM HAaWMEHOBAHMEM WIH OT OIPEJACICHHOTO IIPOU3BOAUTEIIS
JICKapCTBEHHOTO TMperapata. B 3THX ciydasx perucTpainus JaHHBIX
OTIPEICJICHHOTO JICKAPCTBEHHOTO Ipenapara sBISETCS BAXKHOW B LETAX
ObICTpON UIeHTU(PUKALUK JTFIOOOTO HOBOTO PUCKA, MPUCYIIETO KOHKPETHOMY
JICKapCTBEHHOMY IIpemnapary.

Jlepxarenb PETUCTPAIIMOHHOTO YAOCTOBEPEHUS TIOJKEH
KOHTPOJIUPOBATH PE3YIbTaThl MEP MUHUMHU3AIMN PUCKA, KOTOPBIC BKIIFOUCHBI
B IIVP. OOGmme mnpuHIUIBl ONEHKA 3(PGEKTUBHOCTH MPEAYCMOTPEHBI B
n.12.2.4. HacTosIero pasziena.

Jlepxatenb PEruCTPAMOHHOTO YIOCTOBEPEHHS JOKEH IPEICTaBUTH
OTYET B OTHOIICHUH OICHKH 3(PQPEKTUBHOCTH JOMOTHUTEIBHBIX MeEp
MUHUMH3AIAA PUCKA, HMMEIONUX OTHOIIEHHWE K OIGHKE COOTHOIICHUS
M0JIb3a-PHUCK B MEPUOANIECKOM OOHOBIISIEMOM OTYETE MO OE30MACHOCTH.

Jlepxatenb perucTparMOHHOTO YIOCTOBEPEHHUS TOJDKEH O00ECreYUTh
CBOCBPEMEHHYIO CBsI3b C KOMIIETEHTHBIMH OpTaHaMH JUISl BBITTOJTHCHUS

COOTBETCTBYIOLLIEN PETYIATOPHOM OLIECHKU U JEUCTBUM.
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12.5. PaGOTHUKM CHCTEMBI 3IPABOOXPAHEHUS U MANMEHTHI

CoTpyaHUYECTBO  pPaOOTHUKOB  CUCTEMbl  3/IPABOOXPAHCHUS U
MAIMeHTOB SIBJSETCS KpallHe BaXHBIM (PAKTOPOM, HEOOXOIUMBIM IS
YCIEITHOTO BBIMMOJHEHUS 00pa30BaTEbHBIX MPOTPAMM HW/WIIM TPOTpaMM
KOHTPOJIUPYEMOTO JIOCTyNa B ILENAX ONTHUMHU3AIMH COOTHOIICHHUS I0JIbh3a-
puck. JKenmateiabHO, YTOOBI 3THUMH CTOPOHAMHU YJIEISIOCH Tpedyemoe
BHUMaHHE 000 Mepe MUHUMU3AINK PUCKA, KOTOpas MOXKET ObITh BBEJCHA
st obecrieueHust  O0e3omacHOro u - 3(@EKTUBHOrO  MCIOJIb30BAHUS

JIEKapCTBEHHBIX MPENapaToB.

12.6 Bausinue 3ppekTHBHOCTH Mep MUHMMHU3ALMH PUCKA HA
IIYP/ITIOOb

OOHOBJICHUSI TIEPUOANUYECKOTO OOHOBIIIEMOTO OTYETa MO OE30MAaCHOCTU U
TUIaHa YIIPaBJICHUS pUCKaMU JIOJKHBI BKIIFOUaTh CYMMAPHYIO OLIEHKY pe3yJibTara
JIOTIOJIHUTENIBHBIX MEp MHUHHUMHU3AIMA PUCKA, BBEIACHHBIX JIJII YMEHbIIICHUS
BRXHBIX PHUCKOB, CBSI3aHHBIX C MPUMEHEHHUEM JIEKAPCTBEHHOIO mpemnapara. B
ITYP akieHT noipkeH OBITh CAEIaH Ha TOM, KaK BBITOJIHSIEMAs! IeITEILHOCTD U €€
pE3yNBTaThl OTPaXKAeTCsl Ha IUIAHUPOBAHUM MEpP MHUHUMU3ALMW PUCKA W/WUIU
dapmakonanzopa. B IIOOb pomkHa OBITH clelaHa OIICGHKAa BO3ICHCTBUS
BBEJICHHBIX MEp Ha Mpoduiib 0€30MaCHOCTH W/UIM COOTHOIIEHUE TOJIb3a-PUCK
JICKapCTBEHHOTO Tpernapara. B o0mieM, akieHT 1o/bkeH OBITh CHelaH Ha
uH(pOpPMaIIMIO, KOTOpas TOJIy4YeHa B TMPOIECCE OTYETHOTO Tepuoja WA C
MOMEHTA OCYIIIECTBJICHUS CAaMbIX HEABHUX MEP TI0 MUHUMU3AIIUU PUCKA.

Pesynsrarel onieHku 3()D(PEKTUBHOCTH MEp MUHUMH3ALMKA PUCKA BO BCEX
ciyvasx nojjexar BkioueHuro B [TYP. Kak yacTe Takoli KpUTUYECKOU OLIEHKH
Jiep KaTellb PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JOJDKCH CeiaTh HAOMIONCHYS B
OTHOITICHNY (HaKTOPOB, CIOCOOCTBYIOIIMX JOCTIDKEHHUIO TICJTM WM, HAMPOTHB,

NPUBOISIIAX K HETOCTATOYHOCTH/HEA(PPEKTUBHOCTH MEP MUHUMH3AINN PUCKA.
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Takolf KpUTHUYECKUI aHAJIM3 MOXKET BKJIIOYATh CCHUIKY Ha OIBIT 3a MpeneiaMu
rocynapcte-wieHoB EADC, ecii TakoBOM UMEETCH.

Ouenka 3()@PEeKTUBHOCTH MEp MHUHUMU3AIMU pUCKA JIOJKHA OBIThH
aKLIEHTUPOBAaHA Ha TO, OBUIM JM OHHU YCHEHIHBIMM B OTHOUICHUU
MUHUMM3ALKUNA 1e1eBOTr0 pucka. OIlleHKa BBIMOJHSAETCS C MCIOJIb30BAaHUEM
KOMOMHAIIMM TIOKa3zaTeleld TMpolecca U pe3yjbTaTa, B COOTBETCTBUHU C
onucanueM B 1. 12.2.4. wacrosimero pasnena. PekoMeHayeTcs caenarthb
pasrpaHMYeHUEe MEXAYy MepaMH MHUHUMU3AIMU pPHUCKA, BBEACHHBIMH B
MOMEHT BBIAA4M YIOCTOBEPEHHSI O TOCYJapCTBEHHON PETUCTpald U TEMHU
MepaMH, KOTOpbIe ObUIH BBEJIEHBI MO3/IHEE HA TIOCTPETUCTPAIIMIOHHOM JTarle.

OneHky 3¢ GEeKTHBHOCTH MEpP MHUHHUMH3AIMM PHCKA JOJKHA OBITH
IPEACTABJICHA C YUYETOM CIIEIYIOUIUX PEKOMEHAAIINI:

eOLleHKa JOJDKHA TMPEACTaBISITh KOHTEKCT MYTEM a) KpaTKOro
OINHCaHUs BBEJIEHHBIX MEP MUHUMU3ALMK PUCKA, O) ONpeneseHne ux Lemnen,
C) OIKCaHUs BBIOPAHHOTO Ipoliecca U MmoKa3areyen pe3yibrara.

eOleHKa JOJDKHA BKJIKOYATh COOTBETCTBYIOLIMW aHAlW3 XapakTepa
HEXEJaTeNIbHbIX PEeAaKIUi, BKIIOYas UX CEPbE3HOCTh U MPENOTBPATUMOCTb.
['me 310 yMecTHO, cCleAyeT TakyKe BKJIOYWUTH JIOTUCTUYECKHE (PaKTOPHI,
KOTOpPbIE MOTYT MOBJIMSTh Ha KIMHUYECKOE BBHIMOJHEHUE MEP MUHUMU3AIUU
pHcCKa.

eOreHKa JOJKHA BKJIKOYATh HCCIEJOBAHUE BBIMOJHEHUS MeEp
MUHUMU3AIUA PUCKA B PYTMHHOW KIMHUYECKOM MPAKTUKE, BKJIIOYAsl BCE
OTKJIOHEHMSI OT NEPBOHAYAJIBHOIO IUIaHA. Takas OLIEHKAa MOXET BKJIIOYAaTh
pe3yabTaThl HCCIIEAOBAHUN UCIIOJIB30BAHUS JIEKAPCTBEHHOIO Mperapara.

e[lokazatenn pe3ynprara (T.e. YacToTa W/WIH  CEPhE3HOCTD

HEXEIIAaTCIIbHBIX peaKHHﬁ), KaK IIpaBHJIO, HOJIZKHBI SABJIATBCA KIIHOYCBBIMHU
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KOHEYHBIMU TOYKAaMU IIPU OLECHKE CTEIEHU JAOCTUIKEHUs ITOCTABICHHBIX
3a71a4 IIPU BBIMOJIHEHUU ME€p MUHUMU3AIUN PUCKA.

[IpensioxkeHuss B OTHOIEHUU U3MEHECHUN N0 COBEPUICHCTBOBAHUIO MEP
yIOpaBJICHUS PUCKAMHU JOJDKHBI OBITh MPEJICTABICHBI B COOTBETCTBYIOIIEM
paznene [1OOBb. [lnan MUHMMHU3alUKA PUCKOB CJIEAYET OOHOBIISTH C YYETOM
noctynaromeii  uHpopmaruu B OTHOMIEHHMH  A(OQPEKTUBHOCTH  MEP
MHHUMM3AIMHA PUCKA.

Yacrora ooHoBieHus IIYP noikHa ObITh MPONOPLMOHATIBHON pHCKaM
JIeKapCTBEHHOro Tmpemnapara. B oOmiem, oOHoBiieHust [IYP nomkHBI OBITH
aKI[EHTUPOBAaHbl HA MPOrpaMMy MHUHHMMHU3ALUU PUCKA W NPEIACTABICHUE
OOHOBJICHUW 10 OCYIIECTBICHUIO MEP MHUHUMHU3AIMU PHCKA, TIE OTO
NpuMEeHUMO. B ciydae OOHOBJIEHHMSI OTPAaHUUYCHHOTO KOJUYECTBA Pa3iciioB,
paznielibl, KOTOPbIE MOJIBEPTrajiiCh U3MEHEHUSIM, JIOJIKHBI ObITh MEPEUHCIICHBI
B COIIPOBOJUTEIILHOM MUCHhME MPHU MPEICTABICHUHN IOKyMEHTaluu. B ciaydae
€CJIM TI0O pPe3yJIbTaTaM BBHITIOJIHEHHS MEpP MHUHHMH3AIMH PHUCKa TpeOyeTcs
BHECCHHE HW3MCHEHHW B HMHCTPYKLUHIO 110 MEIUIUHCKOMY IPUMEHEHUIO,
OCHOBAaHUSA M JAHHBIE U3MEHEHUS JOJHKHBI TOATBEpxKAaThCs nojgadeit [I00D,

OTPaXaIoIEro YKa3aHHbIE aCIIEKTHI.

12.7. Ilpo3pavHocTh

HannonanpHbIe perynsaTOpHbIE OpPraHbl 00ECTICYMBAIOT MPO3PAYHOCTH
U JIOCTYMHOCTh WH(GOPMAIMU MO BBEICHHBIM MEpaM MUHHUMH3AIUNA PUCKA
MyTeM pa3MEIICHHs] Ha COOTBETCTBYIOIIMX MHTEPHET-TIOpTaIaxX CIICIYIOMmeH
uH(bOpMaIUK: JEHCTBYIOMEH HHCTPYKIIMU TI0 MEIUIIMHCKOMY TTPUMEHEHHUIO;
pe3oMe TUTaHa YIpaBleHWS pPHUCKAaMU C YKa3aHWEM BBEICHHBIX MeEp

MHUHHUMMA3AIIUHU PHUCKA.
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13. JOMOJHUTEJbHbI MOHUTOPUHT

13.1. BBenenue

dapMakoHAA30p SIBISIETCS JKU3HEHHO BaXXKHOW (YHKIMEW CHUCTEMBI
3/IpaBOOXPAHEHHUSI, TTOCKOJbKY UMEET CBOECH II€JIbI0 OBICTPOE BBISIBJICHUE U
pearupoBaHre Ha IMOTEHIHAJIbHBIE YIpo3bl OE€30MAaCHOCTH, CBS3aHHBIE C
HCIOJIb30BAaHUEM JIEKApPCTBEHHBIX Ipernapara.

['ocynapcTBeHHass ~ perucrpainus  JEKapCTBEHHOTO npemnapara
OCYILIECTBIISIETCSI HA OCHOBAHUU IOJIOKUTEIIBHOTO Ha MOMEHT PErucTpaluu
COOTHOIIICHUS MOJIb3a-PUCK JICKAPCTBEHHOI'O Tpernapara Jijisi ONpeiesICHHbIN
1[EJI€BOM TPYMIBI MAIUEHTOB, B MIpeeiax 0J400pEHHOTO(-bIX) MOKA3AHUSI(-Hi1)
U peKoMeHAaui 1o mnpuMeHeHuto. OJHAKO HE BCE PUCKU MOTYT OBITh
BBISIBJICHBI K MOMEHTY NE€pPBOHAUYAJIbHOW PETHCTpallui, HEKOTOPhIE PHUCKU
BBISBJISIIOTCSL HA TIOCTPErUCTPAIlMOHHOM dTare MpU MHUPOKOM MPUMEHECHUU
JIEKApCTBEHHOr'0 TIperapara Ha TMPOTSKEHUM BCETO >KW3HEHHOrO IMKIJa
JIEKapCTBEHHOTro mpemapara. st oGecrieueHrs BO3MOKHOCTH BBIIOJTHEHUS
KOHTPOJIZ 0€30MaCHOCTH JICKAPCTBEHHBIX MPENapaToB MPOMOPIIMOHATIBHO
YPOBHIO PHCKA, CONPSDKEHHOMY C WX MPUMEHEHHUEM, I1eJIeCO00pa3HbIM
sBisieTcs (GOPMUPOBAHUE TIEPEUHS JICKAPCTBEHHBIX MPENapaToB, TPEOYIOMTUX
pacuIMpeHHOro cOopa JaHHBIX MO 0E30MaCHOCTH MOCIE UX PETUCTPALMH, YTO
O3HAYaeT BBEJCHHE KOHLEMNIMU JOMOJHUTEIBHOTO MOHHUTOPUHIAa B
OTHOILIEHUU HEKOTOPBIX JIEKAPCTBEHHBIX MpenapaToB.

PerynstopHbiMu opraHamu rocy/J1IapCTB-4JICHOB co3Jiaercsl,
MOACPKUBACTCS B aKTyaJIbHOM COCTOSTHUM M TyOJIMKYETCS €AUHBIN CIHUCOK
JIEKApCTBEHHBIX TMPEINapaToB, MOJICKAIIUX JOTOJIHUTEILHOMY MOHUTOPUHTY
(manee — Cnmcok) Ha Tepputopuu rocyaapctB-uieHoB EADC. JlanHble
JIEKaApCTBEHHbIC MpenapaTbl B MHCTPYKIUHU MO MEJUIIMHCKOMY MPUMEHEHUIO

151 JIMCTKE-BKJIA/IBIIIIE 0003HaYaKOTCs MIEPEBEPHYTHIM YEPHBIM
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paBHOOCAPEHHBIM  TPEYroJIbHUKOM ¥,  KOTOPBI  CONPOBOXKIACTCS
CIEOYIOLIEN  IIOSICHUTEIIbHOM  HAANUCBIO:  «JlaHHBIM  JIEKAPCTBEHHBIN
npenapar MOJJIEKUT JIOMOJHUTEIbHOMY MOHHUTOPHUHTY. OTO MO3BOJUT
OBICTPO BBISIBUTH HOBYIO HH(OpMaLHio 1o 6ezonacHocTH. Mbl oOpamiaemcs K
pabOTHHUKAM CHCTEMBbI 3JIpaBOOXPaHEHMsI ¢ MPOCHLOOH cooO0IaTh O JHOOBIX

IMOJO3PCBACMBIX HCIKCIIATCIIBHBIX PCAKIUAX)).

13.2 CTpyKTYpBI H IPOLECCHI

13.2.1. IlpuHOMOBI  OPUCBOEHHS  CTAaTyca  JIONOJHUTEIBHOTO
MOHUTOPHUHTA JICKAPCTBEHHOMY IIpernapary

Peructpanus Bcex JEKapCTBEHHBIX IPENApPATOB OCYIIECTBISETCS Ha
OCHOBAaHHUM TMPU3HAHUA COOTHOIIECHUS TMOJIb3a-PUCK IMOJOKHUTEIBHBIM C
Y4ETOM HUMEIOIIUXCSA Ha MOMEHT pPErucTpald CBEACHUU (JaHHBIX
KIMHUYECKUX HUCCIEOBAHUI/UCTIBITAHUM, KOTOpPbIE MPOBOAWINCH MPHU
pa3paboTKe JieKapCTBEHHOTO Tpenapara). OgHaKo HeKeNaTelbHbIC PEaKIluy,
KOTOpbI€ BO3HUKAIOT PEAKO, JMOO pPa3BUBAIOTCS MpPH  JIATEILHOM
NPUMEHEHUN, MOTYT CTaThb OYEBUAHBIMU TOJBKO TMOCIE MNPUMEHEHUS
JIEKApCTBEHHOr0 mMpemnapara 0oJiee MIUPOKUM KPYroM MaIlMeHTOB W/UiIU
nocjie JJIUTeNbHOro mnpuema. Kpome TOro, mOpeuMyIiecTBa U PHUCKH,
CBSI3aHHBIC C JICKAPCTBEHHBIM MpernapaToM, BO3MOKHO, OIICHUBAIUCH B
YCIIOBUAX, OTJIMYAIOIIMXCA OT YCJIOBHM TOBCEAHEBHOW MEIUIIMHCKON
MPaKTUKH, HaMpUMeEp, KIWMHUYECKUE HWCCICIOBAHUS/UCTIBITAHUS MOTYT
UCKJIFOYATh  OMNpEJEJICHHbIE THUIBl TMAalMEHTOB € MHOXXECTBEHHBIMU
COMYTCTBYIOIIMMU 3a00JICBAHUSIMU WJTM COMTYTCTBYIOIIUMU JICKAPCTBEHHBIMU
npenapatamu. Takum o0pa3oM, TMOCJE BbIXOJa JIGKAPCTBEHHOTO Ipernapara
Ha PBIHOK, €ro HMCIOJb30BAaHUE PA3TUYHBIMU MOMYJALHUOHHBIMU TPyNIIaMHU
TpeOyeT TMOCTOSHHOTO MOHHWTOpWHTA. Jlepkarenu perucTparroHHOTO

YIOCTOBEPEHUSI M PETYJSTOPHBIE OpPraHbl OCYUICCTBIISIIOT MOCTOSTHHBIN
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MOHUTOPUHT JICKAPCTBEHHBIX MPENapaToB JUIsl MOJYyUYEHHUs TMOSABISIIOLIEHCS
uH(popMaIuy Mo 6€30MacHOCTH, a TAK)KE BBHITIONHSAIOT OIICHKY €€ BIUSHHS Ha
COOTHOIIIEHUE TOJIb3a-PUCK JEKAPCTBEHHOro mpenapaTta. OJHaKO HEKOTOphIE
JICKapCTBEHHBIC TMperapaThl TPEOYIOT BBHINIOJHEHHS 0oJjiee HWHTECHCHUBHOTO
coopa MaHHBIX MO OE30MaCHOCTH MOCTE MPOXOXKICHUS TOCYIapCTBEHHOMN
perucTpanum ¢ TeM, YToObl MaKCHUMaJIbHO OBICTPO BBIABIIATH JIFOOBIC HOBBIC
3HaYMMBIE MPOOJIEMBl IO OE30MacCHOCTH W HEMEIJICHHO MpeANpPUHUMATh
HajuIekamuye Mephl. Jlmst  moBbimieHUs 3G()EKTUBHOCTH MOHUTOPHUHTA
0€30macHOCTH  OMpEJEICHHBIX JICKAPCTBEHHBIX  IpPEmaparoB ®W A
CTUMYJIUPOBAaHUS 00JIe€ HHTEHCHUBHOTO TIPEACTABJICHHUS CIIOHTAHHBIX
COOOIICHUI O BBISIBJICHHBIX HEXKEIATCIbHBIX PEAKIUAX, BBEICHA KOHIICTIITUS
JOTIOJTHATEILHOTO MOHUTOPHHTA.

Craryc JOTOJIHUTEILHOTO MOHHTOPHWHTAa MOXET IPHUCBANMBATHCS
JCKapCTBEHHOMY TIpemapary BO BpeMs BBAAYM  yJOCTOBEPEHUS O
roCyJapCTBEHHOM PErucTpaliy Wik Ha 0oJiee MO3IHUX dTarnax KU3HEHHOTO
IIMKJIa JICKAPCTBEHHOTO TMpernapaTta TMpHU BBIABICHHH B  MPOIECCE
MOCTPETUCTPAITMOHHOTO MOHUTOPHHTA HOBOW TIPOOJEMBI, CBS3aHHOH C
0e30macHOCThI0. B 4YacTHOCTH, cTaryc JOOTMOJHUTEIBHOTO MOHUTOPWHTA
BaOXEH MPHU BBIJIaU€ PETUCTPAMOHHBIX YJAOCTOBEPEHUU HA JICKAPCTBEHHBIC
mpemnapara, CoOJAEpIKallue HOBOE JCHCTBYIOIIEEe BEIIECTBO, MJs BCEX
JICKapCTBEHHBIX TIPEMapaToB OMOJIOTHYECKOTO TPOUCXOXKICHUS, KOTOPHIC
SBIITFOTCS ~ TPUOPHTETaMU  JUIS  OCYIISCTBICHUS  (papmakoHaa3opa.
Perynaropubsie opraHbl MOTYT TakKXe IOTpeOOBaTh BBEACHHE CTaryca
JOTIOJTHATEILHOTO MOHHMTOPHHTA JIJIs JICKAPCTBEHHOI'O IIperapaTra IpH
OTIPEICTICHHBIX OOCTOSTENBCTBAX, HAIPUMEDP, MO pe3yJbTaTaM IPOBEIACHUS
MOCTPErucTpalMoHHOro  uccienoBanus  Oe3onacHoctu  ([TPUB)  wnwm
OTpaHWYCHUN B OTHOIICHWH OE€30MacHOTO M 3()PEKTUBHOTO HCIIOIH30BAHUS

JICKAPpCTBCHHOTO IIpCIiapara.
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13.2.2. OOMeH TaHHBIMU U TIPO3PAYHOCTh

CraTyc JOMOJMHUTENFHOTO MOHUTOPUHTA JIOJDKEH JOBOAMUTHCS [0
CBEJICHUSI PaOOTHUKOB CHCTEMBl 3PaBOOXPAHEHUS M MAIMEHTOB TaKUM
o0pa3oMm, 4YTOOBI YHUCIO COOONICHUN O MperojaraéMbIX HEXeJIaTeIbHBIX
PEaKIUAX MOBBIIIAIOCH, HO MPU 3TOM HE CO3/IaBajiach uype3MepHasi TPEBora.
OTOro MOXHO [JOCTUTHYTb, HalpuUMep, TMOJYEPKUBasi HEOOXOAUMOCTh
JTy4IIed XapakTEpPUCTUKH Mpouis 0€30MacCHOCTH HOBOTO JIEKAPCTBEHHOTO
npernapaTa IMyTeM BBISBICHUS JTOTOJHUTENBHBIX PUCKOB, HO COOTHOCSI ATH
NOTCHIIMATbHBIE  PUCKH  C  JOKAa3aHHBIMH  TPEUMYIIECTBAMH U
TEpaneBTUUYECKOW  MOJIb30M  JAHHOIO  JIEKApCTBEHHOrO0  Ipemnapara.
OO1en0CTynHBIA  CHMCOK  JIEKApCTBEHHBIX IPENaparoB CcO CTaTyCcoM
JOTIOJTHUTEIFHOTO ~ MOHMTOPHMHTA  JOJDKEH  TOCTOSIHHO — OOHOBIISITHCS
HAI[MOHAJILHBIM PEryJISTOPHBIM opranoM. Kpome Toro, pabOTHUKH CHCTEMBI
3[PAaBOOXPAHEHUS M TMAIMEHTHl JOJDKHBI HMETh BO3MOXKHOCTh JIETKO
pacrno3HaBaThb 3TU MPOAYKTHI MO uX MapkupoBke. [lyOnmukanusa choucka
BMECTE C COOTBETCTBYIOUIMM COOOIIEHHEM JOJKHA MOO0YKIaTh paOOTHUKOB
CUCTEMbI  3paBOOXpaHEHUs U TMalMEHTOB coo0marb 000  Bcex
MI0JI03PEBAEMBIX HEXKETATEIbHBIX PEaKIMAX Ha JICKApCTBEHHBIE Mperaparhl,

MOJIJIEKAIKNE JOTIOJTHUTEIIbHOMY MOHUTOPHUHTY.

13.3. Kputepuu BK/JIO4YEHUSA JEKAPCTBEHHOI0 NMpPenapara B CUCOK
JAONOJHUTEIHLHOT0 MOHUTOPHHIA

13.3.1. O6s3aTenbHbIe KPUTEPUU BKIIOUEHUS

B CIIUCOK JIEKapCTBEHHBIX npenaparos, MO/JIeXKAITUX
JOTIOJIHUTEILHOMY MOHUTOPUHTY, BKJIIOYAIOTCA CIEIYIOIIME KaTeropuu
JIEKapCTBEHHBIX NIPENapaToB:

. JIEKapCTBEHHBIC MpeNnaparbl, PETUCTPUPYEMBIE HA TEPPUTOPHUU

rocynapctBa-wieHa EADC, copepxkaiine HOBOE ACHCTBYIOIIEE BEIIECTBO.
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Kotopoe 110 BcTymienus B cuity gaHHbIX [IpaBuit He ObUTO 3aperucTpupoBaHO
HU B OJHOM u3 rocynapctB-uwieHoB EADC B coctaBe Kakoro-amodo
JIEKapCTBEHHOIO MIpenapara;

. JIEKapCTBEHHbIC Ipernaparbl OHUOJIOTMYECKOTO IPOUCXOXKICHHUS,
perucTpupyemMble Ha TeppuTopuu rocyaapctBa-uieHa EADC mocne
BCTYIUICHHS B CUJTY JaHHBIX [IpaBun;

. JIEKApCTBEHHBIE  Mpernaparbl, Ha KOTOpPbIE  HAIMOHAJIbHBIM
pEeryiasiTOpHbIM OpraHoMm rocyaaprBa-wieHa EADC Obuio 3aTpeOoBaHO
BbInosTHEHUE [IPUb Ha MOMEHT BbIJauu yAOCTOBEPEHUS O IOCYIAPCTBEHHOM
pPEruCTpallM WIM T[OCJIE BbLAAYM YJOCTOBEPEHHS O TOCYIapCTBEHHOU
PEruCTpaLMH.

13.3.2. dononnutenbHble ((paKynbTaTUBHBIE) KPUTEPUU BKIFOUECHHUS

1o 3anmpocy peryasaTopHOro opraHa JeKapCTBEHHbIE MpenapaTbl MOTYT
OBITh BKJIFOUEHBI B CIHCOK MOMAJIEKAIIMX JIOMOJHUTEIIbHOMY MOHUTOPHUHIY
HA OCHOBAHUU CJIEAYIOIINX JOMOJIHUTEIbHBIX KPUTEPUEB BKIIOUCHUS:

—pEKOMEHJIalluk [0 TNPUMEHEHUIO0 JIEKAPCTBEHHOTO Mpernapara
COJIEp)KaT CYIIECTBEHHbIE OrpaHUYEHUS, HEOOXOIMMBbIE i OOeCHeUeHHUs
ero 6e3omacHOTo U 3 (PEKTUBHOTO MPUMEHEHHS;

—pEeryJasaTOpHBIM OpraHoMm rocygapcrBa-uieHa EADC onpeneneHo
UCIOJIb30BAHUE UHBIX MEp MO o0ecrneyeHnio 0e30MacHOCTH JIEKapCTBEHHOTO
npernapara B CUCTEME YIIPABICHUSI PUCKAMU;

—pEryJISITOpHBIM OpraHoM rocyjapcrBa-wieHa EADC ycTaHOBIIEHO
00513aTeNBCTBO AJIS IEpP>KATENsl PETUCTPALIMIOHHOTO yI0CTOBEPEHHUS MPOBECTH
MOCTPETUCTPAIMOHHOE HCClieoBaHne dY()DPEKTUBHOCTH.

Pemienne 1o BKIIOYEHHUIO JIEKAPCTBEHHOTO IIpernapara B CIHCOK
NOJIeXKAIIUX JOMOIHUTEILHOMY MOHHUTOPUHTY JOJKHO TakKK€ YYUTHIBATh

BOIIPOC O HGHCCOO6paBHOCTI/I JaHHOro craryca C Yy4€TOM  HHBIX
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JOITOJIHUTCJIBbHBIX MCpOHpI/IHTI/II\/’I @apMaKOHazlezopa, MPCAJIOKCHHBIX B IIJIAHC

YIPaBJICHUS] PUCKAMM.

13.4. Kpurepuu onpeneJeHus HAYAJILHOTO BpeMeHU
KOPPEKTHPOBKH CIHCKA JIEKAPCTBEHHBIX MpPenaparoB, MOAJeKAMMUX
JAOMOJHUTEILHOMY MOHUTOPUHTY

13.4.1. O6s3aTenbHbIe KPUTEPUU

Jljis nekapcTBEHHBIX MperapaToB, COJACPKAIIMX HOBBIE JACHCTBYIOIINE
BEIIECTBA, a TAKXKE JJIsl BCEX JIEKAPCTBEHHBIX MPEMapaToB OMOIOTHUYECKOTO
MIPOUCXOXKACHHUS HAYaJIbHBIN TMEPHOJI BKIIOYCHHUS COCTABIISIET MSATH JIET OT
JaThl TOCYJApCTBEHHON PErucTpaliili Ha TEPPUTOPHUH TOCyJdapCcTBa-dJIeHA
EADC.

13.4.2. JlonnonHUTENBHBIE KPUTEPUU

Jljig iekapCTBEHHBIX MPENapaToB, BKIOYCHHBIX CIIMCOK HA OCHOBAHUU
YCTaHOBJICHUS OTIPE/ICIICHHBIX YCIOBUIA (IPOBEACHNUE MOCTPETUCTPAIIMOHHBIX
uccienoBaHuil  0e3omacHOCTH, A(P(HEKTUBHOCTH, TpeOOBAaHUU K CHCTEME
yOpPaBJICHUS] PUCKAMH) TIEPHO]T BKIIOUEHHUS B CIIUCOK CBSA3aH C BBIMOJHEHUEM
COOTBETCTBYIOIIMX YCIOBUH U 00S3aTENbCTB, BO3JIOKEHHBIX Ha JEpKaTEIs
PETUCTPAIIMIOHHOTO  YJIOCTOBEPEHUSI, M  OINPEACISeTCS PEryJIATOPHBIM
OpPraHoM COO0OpPa3HO UX BBHIIIOJIHEHUIO U MOJYyYaeMbIM pPe3yJIbTaTaM.

Ha mnpoTsskeHMHM >KM3HEHHOTO IMKJIA BO3MOXHO HEOJHOKPATHOE
BKJIFOYCHHE  JICKAPCTBEHHOTO  TMpemapaTta B CIOUCOK  MOJJEXKAIINX

JOTIOJIHUTETBHOMY MOHUTOPHUHTY.

13.5 O0s13aHHOCTH HAIMOHAJBHBIX PEryJSITOPHbIX OPraHOB

HarmoHanbHble peryJisiTOpHbIE OpTraHbl JOJHKHBI:

* “HQOPMUPOBATH PETYISTOPHBIC OPTaHbl IPYTUX TOCYIAPCTB-YJICHOB
EADC o0 0OpuHATOM pENIEHHMHM N0 BKJIOUYCHUIO  PETUCTPUPYEMBIX

(3aperucTpupOBaHHbBIX ) JICKAPCTBEHHBIX MPENapaToB B CIHCOK MOJIEKAIINX
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JOTIOJTHUTEIILHOMY MOHUTOPHUHTY; 00ECIIEYUTh MPEICTABICHUE JIEKTPOHHOU
CCBUIKM Ha HAIMOHAJIBHYIO BEO-CTpaHUIy PETYJISATOPHOTO OpraHa, Te
OTKPBIT OOIHUKA AOCTyn K HMH(QOpPMAIMU O JIEKApCTBEHHOM IIpernapare u
pe3toMe IJIaHa yIpaBJIeHUs PUCKAMU;

* OmnyOJMKOBaTh HA  HAIMOHAIBHBIX  BeO-TIOpTajiax  CIHMCOK
JIEKapCTBEHHBIX MMPENapaToB, 3apETUCTPUPOBAHHBIX HA CBOMX TEPPUTOPUSIX,
KOTOpbIE  MOAJIeKAT  JOMOJIHUTEIRHOMY MOHHUTOpPUHTY. B cmucke
YKa3bIBAETCs SJICKTPOHHASI CChIJIKA HAa BEO-CTPAHUILYy PETYIATOPHOIO OpTaHa,
I7Ie OTKPBIT OO JAOCTYN K MHQOpPMAIMU O JEKApCTBEHHOM IIpernapare u
pe3toMe IJ1aHa YIpaBJIeHUs pUCKaMU;

* ”HGOPMUPOBATh PETYJIATOPHBIE OPraHbl APYrUX roCyapCTB-UJICHOB
EADC 0 HauuOHAIBHO 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax,
BKJIFOUEHHBIX B CITUCOK TOJIJIEKAIUX JTOTOTHUTEIIbBHOMY MOHUTOPHUHTY;

* YYUTBIBATh CHHUCOK MOJICKAIIUX JOTMOJHUTEIEHOMY MOHHUTOPHHTY
JIEKapCTBEHHBIX MPENapaToB IMPHU OINPEAEIEHUH YacTOThl U OCOOEHHOCTEH
BBITMIOJTHSAEMBIX TPOLEAYP MO 0OHAPYKEHUIO CUTHAJIOB;

* UHHOPMHUPOBATH COOTBETCTBYIOIIETO JAEpPXKATelsl PErUCTPAIMOHHOTO
YIOCTOBEPEHUS O TPHUHATHH PEIICHUsS 10 BKIIOUEHHIO B  CIIHCOK
JIEKapCTBEHHBIX IpernapaTos, MOJITIEXKALITUX JIOTIOTHUTEIILHOMY
MOHUTOPUHTY;

* MPUHUMATh BCE HAJJIeXKAIIMEe MEphbl JJs TOro, 4yToObl pabOTHHUKH
CUCTEMbl  3JIpaBOOXPAHEHUS] W  MaIllMeHThl COOOIaIu O  JIFOOBIX
M0JI03PEBAEMBIX HEXKENATEIbHBIX PEaKIMsIX Ha JICKApPCTBEHHBIA Mpemnapar,
BKJIFOUEHHOE B CITMCOK IMOJICKAIINX JOMOJHUTEIFHOMY MOHUTOPHHTY;

* BBINOJHATh €XEMECSYHOe OOHOBJICHHE CIHCKAa JIEKApPCTBEHHBIX

npeuaparos, IOMJICKAIMUX JOIIOJHUTCIbHOMY MOHUTOPHUHI'Y.
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13.6. O0s13aHHOCTH aepaxaresien PerucTpanuOHHbIX
YAOCTOBEpPEeHUM
Jlepkarenb perucTpallMOHHOIO YAOCTOBEPEHHUSI 00s13aH:

* BKJIIOYNTH B HHCTPYKIIUIO 110 MEAUITUHCKOMY TTPUMEHEHHUIO U JINCTOK-
BKJIAJIBIII CBOMX JICKAPCTBEHHBIX MPEMApaTOB, BKIIOUYEHHBIX B CIIHUCOK
NO/JIeKAIIUX  JOMOJHUTEILHOMY  MOHUTOPHUHTY, CHMBOJI ~ YEpPHOIO
TpeyrojipbHuka V¥, a TakKe CTaHJAPTHOE IOSCHEHUE O JOTOJHUTCIHHOM
MOHUTOPHHTE;

* BKJIIFOUYNUTHh MH(POPMAIIMIO O CTATyCE MOTOJHUTEILHOTO MOHUTOPHHTA
B JIFO0OM Marepuai, KOTOPBI OyJIeT paclpOCTPaHAThCA Cpeau pabOTHUKOB
CUCTEMBI 3[I[paBOOXPAHEHUS U MAI[MEHTOB, & TAKXKE JOJKEH MPHUIIOKUTh BCE
YCHIIHS, YTOOBI CTUMYJIUPOBATh PETIOPTUPOBAHUE HEXKETATCIBHBIX PEAKITUMH,
KaK 3TO COTJIACOBAHO C HAIMOHAIBHBIMH PETYJISITOPHBIMU OpraHaAMU;

* IPEACTABUTH PETYIATOPHBIM OpTraHaM JaHHBIC W TIOJITBEPIKICHUS
cTaTtyca BBITIOJTHCHUS KaKuXx-JI10o YCIIOBU, HaKJIaJIbIBAEMbIX
HAIMOHAIBHBIMH PETYJISITOPHBIMU OpraHAMU;

* B YCTaHOBJICHHOM 3aKOHOJATEIBCTBOM TIOPSIKE TMPEIACTaBUTH
COOTBETCTBYIOIIIME WM3MCHCHHMS B HMHCTPYKIIMIO 110  MEAMIIMHCKOMY
NPUMEHEHHUIO W JIMCTOK-BKJIAJBIII IO BKJIIOYCHHIO/YIAIICHUIO YEPHOTO

CUMBOJIa M CTaHJIAPTU3UPOBAHHON MOSCHUTETHLHON (HOPMYIUPOBKH.

13.7. YepHblil CHMBOJI M OSICHUTEILHAS 3aIHCKA

JImst  meKapCTBEHHBIX — IPernaparoB, BKIIOYEHHBIX B CIIMCOK
MOJUTeKAIUX  JIONMOJIHUTEIbHOMY ~ MOHHMTOPWUHTY,  WHCTPYKIHS  IIO
MEIUIITMHCKOMY TPUMEHCHUIO W JIMCTOK-BKJIAIBIII JIOJDKHBI COJIEPXKATh
0003HaYCHHE TIEPEBEPHYTOrO0 YEPHOTO PaBHOOCIPEHHOTO TPEyroJibHuKa V¥,

KOTOPOE COMPOBOKAAETCS CIAEAYIONMIEH MOSCHUTEIbHON HANNUCHIO:
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«JlaHHBII JIeKapCTBEHHBIN MpenapaT MOMJICKHUT JOMOJIHUTEILHOMY
MOHHUTOPHUHTY. OTO TO3BOJUT OBICTPO BBISIBUTH HOBYIO HH(MOPMAIHIO O
0e3onacHOCTH. MBI oOpaiiaeMcsi K paOOTHUKAaM CHCTEMbI 3/IpaBOOXPAHEHUS
C MmpoceOoil coolmare O JOObIX MOAO3PEBAEMBIX HEKEIATEIbHBIX
PEaKIIIX».

[locne TOoro Kak JeKapCTBEHHBIA MpenapaT BKIIOYEH B CHUCOK WM
ylaJeH M3 Hero, JepkaTellb PErucTPalMOHHOIO YAOCTOBEpPEHHS O0s3aH
BHECTH COOTBETCTBYIOIINE H3MEHEHUS B WHCTPYKIMIO MO MEIUIIUHCKOMY
NPUMEHEHUIO M JIMCTOK-BKJAQJBIII, YTOOBI BKJIIOYUTH WM YAAJIUTH, B
3aBHCUMOCTH OT 0OCTOSITENIbCTB, YEPHBIN CUMBOJI, 3asBJICHUE U CTaHIAPTHYIO
NOSICHUTENIbHYIO 3amucKy. Ecinu pellieHne O BKIIOUEHUU JIEKapCTBEHHOTO
npernapaTa B CIUCOK WM YAAJIEHUW M3 CIHCKA JENAeTCs MPU BBITOJIHECHUH
HOPMAaTUBHON TpoleAyphl (Hampumep, NPOUEAYpPhl TOCYAapCTBEHHOMN
perucTpaiuu/mepeperucTpalii, BHECEHUs M3MEHEHUN B HHCTPYKIUIO T10
MEAUIMHCKOMY  TNPUMEHEHHUIO), TO  COJE€pKaHWe MHCTPYKIUU IO
MEAUIIMHCKOMY MPUMEHEHUIO0 U JHCTKa-BKJabla TpeOyeTcsi 0OHOBUTH 10
3aBEpIICHUS]  MPOIEAYPHl, UYTOOBl  BKIIOYUTH B  HMHPOPMALUIO O
JCKapCTBEHHOM IIpenapare WM YIAIUTh W3 HEE YEPHBIH TPEYTONbHHUK U
CTaHJIaPTHYIO TIOSICHUTEIbHYIO 3amucKy. Ecnm pelieHne o BKIIOYEHHUH
JIEKapCTBEHHOI0 Mpernapara B CIUCOK WM yJAJeHUH U3 HEro MPUHUMAETCS
BHE pPaMOK TMPOBEACHHUS HOPMATUBHOW MPOLEAYpPhl, TO JepKareib
pPETUCTPAIIMOHHOTO  YyJIOCTOBEpPEHHsT  00si3aH B YCTaHOBJICHHOM
3aKOHOJATEILCTBOM TOPSIIKE BHECTH COOTBETCTBYIOIIME WM3MEHEHUS B

HHCTPYKIHUIO IT0O MCAUITMHCKOMY ITPUMCHCHHNUTIO U JIMCTOK-BKJIAABbIII.



