[MTPJIOXEHUE

K Pemmennro CoBera

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

N3IMEHEHMUA,
BHOocuMbIe B [IpaBuiia perucrpanuu M 3KCIEpPTU3LI
JIEKAPCTBEHHBIX CPEACTB /I MEIUIMHCKOr0 NPUMEHEHUA

1. B nynkre 3:

a) MOJIYHKT «0» WU3JI0KUTh B CIAEAYIOMIEH pelaKIuu:

«0) NeKapCTBEHHBIX MPeNaparoB, KOTOpblE NpeIHAa3HAYEHBbl s
OPUMEHEHHS B  YCJIOBHSX  YPE3BBIYAWHBIX  CUTyallud, Yrpo3bl HUX
BO3HUKHOBEHMSI WJIM BO3HUKHOBEHMSI YPE3BBIYAMHBIX CHUTYyalUd, MJIs
npoQUIAKTUKN W JIeYeHUs 3a00JeBaHUN M TMOPAXKEHUH, MPEACTABISIOMINX
OMACHOCTh [UIsl OKPY’KAIOIIWX, TOJIYYCHHBIX B PE3yJbTaTe BO3JACUCTBHUS
XUMUUYECKUX, OUOJOTHUYECKUX, PpPaJUAIMOHHBIX (akTopoB, oOpaleHue
KOTOPBIX PETyIUPYETCs 3aKOHOIATETLCTBOM TOCYapCTB-UJICHOB;:

0) TOTIOJIHUTD MOITYHKTOM «BY» CIEAYIOIIETO COMNCPKAHUS:

«B) BETEPUHAPHBIX JICKAPCTBEHHBIX MPENapaToB, 00paleHue KOTOPHIX
peryJupyeTcs UHBIMU aKTaMu, BXOISIIHME 1paBo Coro3a.».

2. B nynkre 5:

a) MOJMYHKT «I» JOTIOJHUTH CIIOBAMHU «TOCYAApCTB-UJICHOBY;

0) TOTOJHUTH a03arlamMu CJIEAYIOIIETO COCP KaHUS:

«B cnayuae u mopsake, NPEAyCMOTPEHHOM 3aKOHOJATEIbCTBOM
rocyJapCcTB-4JICHOB  JOIyCKaeTcsi  MpPENOCTaBlI€HHWE  NalUMeHTaM U
NpUMEHEHNE Y HHUX HE3aperHCTPHUPOBAHHBIX JIEKAPCTBEHHBIX IPEIapaToB.

K takum JICKAPCTBCHHLIM IIpClIaparaM OTHOCATCA B TOM YHUCJIC!
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JIEKapCTBEHHbIC TIpENaparbl, BBO3UMBIE B TOCYJApPCTBO-UJIEH IS
OKa3aHUs MEIUIIMHCKON MOMOIIHU O KU3HEHHBIM MOKAa3aHUSIM KOHKPETHOTO
naiyeHTa Ju00 OKa3aHWsd MEIMIIMHCKOM TOMOIIM  OrPaHHUYECHHOMY
KOHTUHTEHTY MAallMeHTOB C PeaKoi U (KMiau) 0co00 TsHKENION MaToJIoruH, Ha
OCHOBAaHMM 3aKJIIOYEHUs (Ppa3pelIuTEIbHOTO JOKYMEHTAa), BBIJAHHOTO
YIOJTHOMOUYEHHBIM OPTraHOM IrOCYAapCTBEHHOM BJIACTH TOCYIapCTBa-UJICHA;

BBICOKOTEXHOJIOTUYHbIC JICKAPCTBEHHBIC MIPENapaThl, U3roTaBJIMBaEcMbIe
HA HECTaHJAPTU30BAHHOW (HE pYTUHHON) OCHOBE M MPUMEHSEMBbIE B
npeaenax TOro K€ rocyJlapCcTBa-dJieHa B CTAallMOHApPE B LEJSAX UCIIOIHEHUS
WHIUBUIYAIBHOTO MEIUIMHCKOTO Ha3HAYEHUS JIEKAPCTBEHHOrO Mpenapara,
CHEUaIbHO NPOU3BEACHHOTO AJI OTAECIBHOTO Nal[UEHTA.

[Ipou3BOACTBO  TakKMX  BBICOKOTEXHOJIOTUYHBIX  JIEKAPCTBEHHBIX
MpPENapaToB pa3pellaeTcsl YNOJIHOMOYEHHBIM OPraHOM TOCY/IapCTBa-4iceHa.
['ocynapcTBa-unieHbpl 00s13aHBI 00ECIIEYNUTHh SKBHUBAJICHTHOCTH TPEOOBAHMM,
NPEABSABISIEMBIX K MPOCIEKUBAEMOCTH CEPUM W MAPTHUM JIEKAPCTBEHHBIX
MpernapaTroB, YCTAHOBJICHHBIX 3aKOHOAATEIBCTBOM TOCYJapCTB-YJICHOB U
(dhapMakoHaI30py B COOTBETCTBUU C IIpaBoM Coro3a.».

3. B mynkre 18:

a) B TPETbEM TMpEIOKEHNN ab3ama MEepBOro CIOBa «, yKa3aHHBIX B
pazaene VIl nactosimux [TpaBui, a Takke B ciydasix,» yAaaUTh;

0) mocie ab3alla MEepBOrO  JONOJHUTH  a03aleM  CIEAYHOUIEro
COJIepKaHUSL:

«Cpok  JIEUCTBUSI ~ PETHCTPAIMOHHOIO YAOCTOBEPEHUS Ha
JIEKApCTBEHHBIN Tpernapar, 3aperuCTPUPOBAHHBIN YCIOBHO, OMPENEIACTCS C
yueroM noJioxkenuu pazgena VILII nacrosmux [Ipasuit.».

4, ITynkt 20 U3710KUTH B CIAEAYIONIEH PEIaKIIUN:

«20. Perucrpanus JIEKapCTBEHHBIX nmpenapaToB MOXET

OCYyHCCTBIIATBLCA 110 Tpe6OBaHI/IIO 3as4BUTCIII B COOTBCTCTBHHU C Hpouez[ypoﬁ
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B3aMMHOTO  NpPU3HAHUS WM JCUEHTPAIM30BAHHOW  MPOULETYypOi
pEruCTpaIuu.».

S5.Tloanynkr «O» mnyHkta 21  JONOJHUTH  MPEIIOKCHHEM:
«/lommyckaeTcs ODHOBPEMEHHOE WHULMHUPOBAHUE MPOLEAYPHl B3aUMHOIO
MPU3HAHUS B HECKOJIBKUX TOCYJIapCTBaX MPU3HAHUSL. Y.

6. B nynxrte 45, B nynkre 1.3 mpunoxkenus Ne 1, mynkrax 4.1, 4.2
npunoxenuss Ne 11, mynkrax 4.1 u 4.2 npunoxenus Ne 16, mynkre 12
npunoxenuss Ne 17, nynkre 1.3.1 npunoxenus Ne 24  cioa
«I0 MEAUIIMHCKOMY TMPUMEHEHHUIO JICKAPCTBEHHBIX IIpenapaToB U OOIIeH
XapaKTEPUCTUKE JIEKAPCTBEHHBIX MpenapaToB» 3aMEHUTh CIIOBAMHU «IIO
MEIUIIMHCKOMY TMPUMEHEHHIO JIEKapCTBEHHOTO IIpernapara ©  oOiei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO MperapaTa

7. ITyHKT 47 M3J10KUTH B CIEAYIOUIEH PEAAKIUU:

«47. B uemax peructpanuy JEKapCTBEHHOIO Ipenapara 3asBUTEIb
NPEACTABIISIET B YIOJHOMOYEHHBIA OpraH (3KCHEPTHYK OpraHu3aluio)
pedepeHTHOTO rocyapcTBa CIeIyIOINe JOKYMEHThI U MaTepHallbl:

3asiBJieHHe 10 ¢dopMe, YCTAaHOBJICHHOW TmpuioxkeHuem Ne 2 k
HactosimuM [IpaBunamM, Ha OyMa)KHOM HOCHUTENE WJIM B BHJE JIEKTPOHHOTO
JOKyMEHTa,  TOJMUCAHHOTO  DJIEKTPOHHOM  HHU(PPOBONW  MOAMHUCHIO
(MIEKTPOHHOM  MOJAMHUCHIO) B  COOTBETCTBUM C  3aKOHOJATEIHLCTBOM
rocyaapcTBa (J1ajgee — 3JeKTpOHHAsl MOAMNKUCH), B KOTOPOE OCYIIECTBISETCSA
1ojiaya JaHHOTO 3asiBICHMUS,

JOKYMEHTBI, TOATBEP)KJAIOIMKUE ormiary cOopa (TOMIIUHBI) 32
pPErucTpalii0 M HKCOEPTU3Y JIEKAPCTBEHHOTO Mpemnapara B Cilydae U
MOPSIIKE, YCTAHOBJICHHBIX 3aKOHOJATEIHCTBOM PEPEPEHTHOTO TOCYyIapCTBa

Ha 6YMa)KHOM HOCHUTCJIIC WJIN B BUJC IJICKTPOHHOT'O JOKYMCHTA,
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PETUCTPALMOHHOE JIOChE B COOTBETCTBUU C MpUIIOKEHUSIMHU No 1 — 5 K
HacTosimuM [IpaBuiiaM Ha 3JIEKTPOHHOM HOCHUTENE B BUJAE BJIEKTPOHHBIX
JOKYMEHTOB;

o0Opas3Iibl JIEKAPCTBEHHBIX MPEMapaToB.

OOpa3ipl  JIGKAPCTBEHHBIX  IpPEnaparoB, CTaHAApPTHBIE 0Opa3iibl
aKTUBHBIX (hapMaLEBTHUUECKUX CYOCTaHIMA M POJCTBEHHBIX IpPUMECEH,
cnenu(pUUecKue peareHTbl W JApyrue MaTephalibl, HEOOXOAMMbIE IS
MPOBEACHUS UCTIBITAHUN 00pa3lOB JIEKAPCTBEHHBIX MPENapaToB, YKAa3aHHBIX
B a03alle MIATOM HACTOSIIEr0 MYHKTa, MPEICTaBISIOTCS MO COIJIaCOBAHUIO C
DKCIIEPTHOU OpTraHU3aIUEH.

OOpa3upl JIEKapCTBEHHBIX MpEnapaToB, CHeNU(UUECKUE PEeareHTbl U
JIpyrue maTepualibl MNPEJICTABIAIOTCS B KOJIMYECTBaX, COTJACOBAaHHBIX C
HKCIIEPTHON OpraHu3anuell 1 HeoOXOIUMBIX JUIsl MPOBEACHUS HE Oosiee yeM
3-KpaTHOrO aHaju3a B COOTBETCTBUU C TpPEOOBAHUSIMU HOPMATHUBHOTO
JOKyMEHTa 110 KadeCTBY JIEKAPCTBEHHBIX IMpEnapaToB WIA HHBIMU
cnenupUKauiIMH, BXOIAIIMMHA B COCTaB PETUCTPALIMOHHOTO JOChE, B CPOK,
COTJIaCOBAHHBIM YMOJHOMOUYEHHBIM OPraHoM (3KCHEPTHOM OpraHusanuei),
HE BXOSIIMNA B OOUIMII CPOK 3KCHEPTU3bI M PETUCTPALMU JIEKAPCTBEHHOTO
npenapara.

He tpeGyeTtcs nmpencraBnenrne o0OpasmoB, CeU(PUIECKUX peareHTOB U
OpPYTUX MAaTepuajgoB MPHU HEBO3MOKHOCTH TPOBEICHUSI HCIBITAHUNH B
IKCIIEPTHON OpraHU3alMK BCIEICTBUE!

TPYIHOAOCTYITHOCTH 0o0pa3loB  JIEKAPCTBEHHBIX MpenapaToB
CTaHAAPTHBIX 00pa3LOB, cHEMU(UUECKUX PEAreHTOB U APYIMX MaTepuajoB
(B TOM 4YmCle, HO, HE OTPAaHWYMBASICh NPU HUX OTHECEHHH K KaTErOpuu
op(haHHbIX, BBICOKOTEXHOJIOTUYECKHX, paanogapmaleBTUYECKHX,
HAPKOTUYECKUX, TICUXOTPONHBIX WM TMPEAHA3HAUYCHHBIX JMJI JICYEHUs

BBICOKO3aTPATHBIX HO30JIOTUM BCIEACTBUE UX BHICOKOH CTOMMOCTH),
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HEBO3MOXHOCTU COOJIFOJICHUS] YCIOBHI TPAHCIOPTUPOBKHU YKa3aHHBIX
o0pa3lOB Ha TEPPUTOPHUIO TOCyJapCcTBa-wieHa W (WIM) HX XpaHEHUs,
OTCYTCTBUM CIIEIIMAIBHOTO OOOpYJOBaHUS W PACXOJHBIX MaTepUajoB B
AKCIIEPTHOW OpraHU3allny;

U JpYrdx TPUYUH TI0 PEIICHUI0 YIOJHOMOYEHHOTO OpraHa
(3KCTIEpTHOU OpraHu3alluy) B UHAUBUTyaTbHOM MOPSIIKE.

B cootBeTcTBUM ¢ TpeOOBaHUSIMH 3aKOHOAATEILCTBA TOCYJAapCTBa-
yjieHa TPEAOCTaBJICHHE JIOKYMEHTOB, YyKa3aHHBIX B abO3amax 2 — 4
HACTOSIIIIETO IyHKTa MOXET OCYIIECTBIATHCA B (OpPME IJIEKTPOHHOTO
JTOKYMEHT0000pOoTa oe3 JOTIOJTHUTEILHOTO MIPEJCTaBICHUS
COOTBETCTBYIOIIIUX JIOKYMEHTOB W CBEJIEHUMH Ha OyMaXHOM HOCHUTEIIE,
MOANUCAHHBIX U (WJIM) 3aBEPEHHBIX JJICKTPOHHOUN MOJNUCHIO 3asBUTENS, B
ClIy4asx MpeyCMOTPEHHBIX HacToAmumu [IpaBriamu. .

8. IlyHkT 48 nomoaHuTh ab3alaMu CIETYIOMEro CoAep>KaHus:

«[Ipu mpoBeaeHUU JA0OPATOPHBIX HCIBITAHUNW B TaKUX CIIy4yasx
y4acTU€ TMPEACTaBUTENIEHM JKCHEPTHOM  OpraHu3alid  MOXET  OBbITh
OCYILIECTBJIEHO C UCIIOJIb30BAaHUEM CpeACTB JUCTAHITUOHHOTO
B3aMMO/ICUCTBUSA MMOCPEICTBOM BUJIEOCBSI3H), B YCIOBHSIX:

yYIpO3bI BO3HUKHOBEHHUSI, BO3HUKHOBEHHMSI M JIMKBHUJALIUU
YpE3BbIYANHON cUTyaluu (Ype3BbIYaAHOTO MOJIOKEHHUS);

BO3HUKHOBEHHUS yTPO3bl pacrpoCcTpaHEeHUS AMUIEMUYECKUX
3a00J1€BaHUH, TIPECTABIISIFOIINX OMACHOCTD JIJIsI OKPYKAIOIIHNX;

3a00JIeBaHUN W TIOPAKECHUM, MOTYUYEHHBIX B Pe3yJbTaTe BO3JACUCTBUSA
HEOJIAroNPUATHBIX XUMUYECKHUX, OMOJIOTHYECKUX, PAIHAIMOHHBIX (DAKTOPOB;

BO3HUKHOBEHHSI ~ OOCTOSITEILCTB  HENPEOJOJMMON  CHUJIBI  WJHU
O0OCTOSITENILCTB, HE3aBUCSIIMX OT BOJIM CTOPOH, KOTOpPBIE HECYT YyIpo3y

NpUYUHCHUA BpCaa XKWU3HU W 3O0POBLIO NPCACTABUTCIIAM 3KCHCpTHOﬁ
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OopraHu3ainuu (Hampumep, Mo MOJIUTHYECKUM, MEAUIUHCKUM WIH HHBIM
IPUYHHAM).).

9. IlynkTt 64 NOTOJHUTH MOAMYHKTOM K» CICIYIOIIETO COACPKAHHUSA:

(CK) TIpY  HENPEACTABIICHUH 3asBUTEIEM B YCTAHOBJICHHBIM CPOK
JOKYMEHTOB M CBEJCHUMN, 3alpOIICHHBIX YHOJHOMOYEHHBIM OPraHOM
(opraHuzanuei).».

10. B nynkre 66:

a) ab3a1l BTOpOU U3JI0KHUTH B CIAEAYIONICH PeaKIiu:

«3asIBJICHUSI Ha PErUCTpALMI0 JICKQPCTBEHHOI'O IIpernapara 10
Ipoleype B3aUMHOIO NpPHU3HAHUS HAa OyMa)XHOM HOCHUTENE WJIM B BHUIE
AJIEKTPOHHOTO JOKYMEHTa, TIOJMUCAHHOIO JJEKTPOHHOM MOJIMUCHIO, TIO
dbopme cornacHo npuioxkennto Ne 2 k HactosiumM [IpaBunam;y;

0) ab3a1r TpeTHil IOMOTHUTD CIIOBAaMH «Ha OYMaKHOM HOCHUTEJIE WU B
BH/JIE DJIEKTPOHHOTO JOKYMEHTa;

B) a03all YeTBEPTHIN U3JIOKUTH B CIACAYIOMIEH PeIaKIUu:

«monyJisi 1 perucTpalMoHHOTO JIOCh€ Ha DJICKTPOHHOM HOCHUTENE B
BHUJIE DJICKTPOHHBIX JOKYMEHTOB B TOM 4YHCJI€ C OOHOBJICHHBIMU
JOKYMEHTaMHU, OTHOCSIIMUMUCS MCKIIOYUTEIbHO K CTpaHe MpU3HAHUS.
B conpoBoauTenbHOM MUCHME 3asBUTEIb 0053aH MPEACTABUTH CBEACHUS 000
BCEX BHECEHHBIX U3MEHEHUSIX B PETUCTPALIMOHHOE 1I0ChE, B CIIy4ae, €CIIU OHU
OBLTM MHUIIUMPOBAHBI 1O TOJAYM 3asBJICHUS HA PETUCTPAIUIO B TOCyAapCcTBa
NpU3HAHUS, C YKa3aHUEM HOMEPOB 3asBJICHUM M TMPUIIOKEHUEM KOIUM
pemeHuit  (3aKIIOYEHWI)  YIMOJHOMOYEHHOTO  OpraHa  pedepeHTHOro
rocyJ1apcTBa.».

T') IOTIOJIHATH a03ariaMu CISAYIOIIETO COIePKAHUS:

«3asiBIeHUE HE MOXKET OBITh MPEJCTABICHO B TOCYJapCTBa MPU3HAHUS
JI0 3aBEPIICHUS UHUIMUPOBAHHBIX B PedEPEHTHOM TOCYyAapCTBE MPOLEIYP

BHECEHUs M3MeHeHui (mpu Hanmuuuu). [lociie MHUUMHUPOBAHUS MPOLIEAYPHI


consultantplus://offline/ref=9CC72DFE5653A1A22E963C22B96B62243D14E98083D96F20A14A4BDC05C90D28685422F8CA24708DAE35596EBD3BDAF37472A21A9E5876B9I4sFM
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perucTpanid B TOCyJapCcTBaX MPU3HAHUS U JIO €€ 3aBepIICHUS B
rocyJlapcTBax MpHU3HAHUS, B KOTOPHIX 3Ta NpoIeAypa HHHUIMUPOBAHA,
3asBUTE]Ib HE B IIPAaB€ MHUIUMPOBATH IMPOLIEAYPHl BHECEHUS W3MEHEHUU B
pedepeHTHOM TrocymapcTBe, 3a HCKIIOUYEHHEM CPOYHBIX H3MEHCHHM I10
0€30IaCHOCTH.

[Ipy momade CpoUHBIX U3MEHEHUH MO OE€30MaCHOCTH B peepeHTHOE
roCyAapCTBO 3aABUTENb B CYTOUHBIA CPOK 00s3aH YBEIOMUTH 00 3TOM (hakTe
OCYIICCTBJISIIONIMX  NPOUEAYpPY MNpPU3HAHUS  YIOJIHOMOYEHHBIM  OpraH
(9KCIIepTHYIO OPraHU3alNI0) TOCYIapCTBA PU3HAHUS.

B cooTrBercTBUM ¢ TpeOOBaHUAMH 3aKOHOJATEILCTBA TOCYAapCTBa-
yjieHa TPEJOCTaBJICHUE JIOKYMEHTOB, YKa3aHHbIX B aOzamax 2 — 4
HACTOAIIETO ITYHKTA MOXET OCYIIECTBIAThCA B (OpMe 3IECKTPOHHOTO
JTOKYMEHT0000pOoTa oe3 JOTIOJTHUTETLHOTO MIpEeCTaBICHUS
COOTBETCTBYIOIIMX JTOKYMEHTOB U CBEACHUN Ha OyMa)XHOM HOCHUTEIIE,
MOANUCAHHBIX W (WJIM) 3aBEPEHHBIX 3JIEKTPOHHOW MOAMUCHIO 3asBUTEINS, B
Cilydasix MpeyCMOTPEHHBIX HacTosmumu [IpaBunamu.y,

11. JIOMOJHUTB YHKTOM 66" CIIEAYIOLIEro CONePIKAHHS:

«66". Jlomyckaercsi BHECCHHE M3MEHEHMH B PErHCTPALMOHHOE HOCHE
3apEruCTPUPOBAHHOTO  JIEKAPCTBEHHOrO0  Mpemapara B pedepeHTHOM
roCyJlapCcTBE B COOTBETCTBMHU C mnpuioxkeHusMu Ne 19 wm 20 no
WHULIMUPOBAHUSI TIPOLEAYPHhl B3aUMHOIO TMPU3HAHUS B TOCYJApCTBE
(rocynmapctBax) mnpusHaHus. Ilpu 3TOM B TOCYIapCTBO MpPU3HAHUS
pedepeHTHBIM rocyaapcTBOM JOKEH OBITH MpeJICTaBJICH
AKTyaJM3UPOBAHHBIA SKCHEPTHBIM OTYET MO MTOraM BHECEHHSI W3MEHCHUU
(ecu MPUMEHUMO).

ITo BeIOOpY 3asiBUTENS JIOMYCKAeTCS OJHOBPEMEHHOE WHHUIIMUPOBAHUE
OpOIEAYyphl  B3aMMHOTO  TPU3HAHUS B HECKOJBKMX  TOCYJapcTBax

MIPU3HAHUS.).



8

12. TlonmyHKTBI «a» W «O» TyHKTa 69 U3IOXKHUTH B CICAYIOIICH
peIaKIuu:

«a) pacCMOTpPEHUS 3asIBJICHUS, JOKYMEHTOB U CBEJICHUM,
MPEACTABICHHBIX B PETHCTPALMOHHOM JIOChE, AKTyalIbHOM (C YYETOM
BHECEHHBIX HW3MEHEHUN B PErUCTPAllMOHHOE JOChE, MPU HAIUYUHU) B
pedepeHTHOM TOCyJapCcTBE Ha MOMEHT MOJauM 3asiBIICHUSI B TOCYJlapCTBa
MpU3HAHUS,

0) pacCMOTpEHHSI PKCIEPTHOTO OTYETA MO OILIEHKE, MOJATOTOBICHHOTO
DKCIIEPTHOU OpraHu3anuein pedepeHTHOTO rocyzapcTaa,
aKTyaIM3UpPOBAHHOM B pe(depeHTHOM TOCyJapCcTBE Ha MOMEHT TOJlayu
3asBJICHUS B TOCY/IapCTBA IPU3HAHUSL. .

13.B nyHkTte 81 cloBa «JIEKapCTBEHHOTO Ipernapara.» 3aMEHHTb
CJIOBaMHU «JIEKApPCTBEHHOIO TMIpenapara, a TakXke IpPU HENpeICTaBICHUU
3asIBUTEJIEM B YCTAHOBJIEHHBIM CPOK JOKYMEHTOB M CBEAECHUM, 3aIIPOIIEHHBIX
YIOJTHOMOYEHHBIM OPTraHoOM (3KCIIEPTHOM OPraHU3ALMUEN).».

14. TTynkTt 86 M3JI0KUTH B CEAYIONIEH PeaKIUu:

«86. B mensx perucrpanuy JEKapCTBEHHOI'O IMpernapara 3asBUTEb
NPEACTABISIET B YIOJHOMOYEHHbIA OpraH (3KCHEPTHYK OpraHu3alluio)
pedepeHTHOTO rocyJapcTBa CISAYIOMNE TOKYMEHTHI:

3asiBJICHUE O PETUCTPAIlMU JICKAPCTBEHHOIO Tpernapara Ha OyMakKHOM
HOCUTENIE WM B BHUAE OJJICKTPOHHOIO JOKYMEHTa, TMOAMUCAHHOIO
AJIEKTPOHHOW TOJAMHUCKHI0, IO YCTAaHOBJIECHHOW ¢GOpMEe B COOTBETCTBUHM C
npuitoxkenrueM Ne 2 k HactossuuM [IpaBunaw;

JOKYMEHTBI, TIOATBEP)KIAIOMNUE oOrmiary cOopa (TOMIIWHBI) 32
pPErUCTpallUi0 U DJKCHEPTU3y JIEKapCTBEHHOrO IMpernapara B ciydae H
MOPSJKE, YCTAaHOBJIEHHBIX 3aKOHOJIATENIbCTBOM pe(epeHTHOro TrocyaapcTBa

Ha 6YMa)KHOM HOCHUTCJIIC WJIN B BUJIC JJICKTPOHHOT'O IOKYMCHTA,


consultantplus://offline/ref=2AF53B8FF7B608EB59D758F4E857C321883E2146C34A0DE71E1DA1C87A94D3EC7EB3D47F80A0259687806F1893DDF902AA52C1D4B0CD44ECx1A2K
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PETUCTPALIMOHHOE JOChE B COOTBETCTBUU C MPUIIOKEHUSIMH Ne 1 — 5 K
HactosamuM [IpaBuiaM Ha SJIEKTPOHHOM HOCHUTENIE B BHJIE AJIEKTPOHHBIX
JOKYMEHTOB;

00pas3iibl JJIEKapCTBEHHBIX MIPENapaToB.

OOpa3ipl  JIGKAPCTBEHHBIX  MpENnapaTroB, CTaHJIAPTHBIE 0Opa3ilbl
aKTUBHBIX (hapMalleBTUUECKUX CYOCTaHIIMA W POJICTBEHHBIX MPUMECEH,
cnenupuyeckue peareHTbl W Jpyrue MaTepualbl, HEOOXOJIUMBIC IS
MPOBEACHUS UCTIBITAHUM 00pa3I0B, YKa3aHHBIX B a03alle MSITOM HACTOSIIETO
MyHKTAa, OPEJICTABISIOTCSA [0 COTJIACOBAHUIO C HKCIEPTHON OpraHU3aluei.

OOpasupl, cnenuduueckue peareHThl W JIpyrue  MaTepHalibl
NPEJCTABISIIOTCS B KOJMYECTBAX, COIVIACOBAHHBIX C  DKCIEPTHOM
OopraHu3anueii, HeoOXOAUMBIX JIsI MPOBEICHUST HE Oosiee yeM 3-KpaTHOro
aHaiM3a B COOTBETCTBUU C TPEeOOBAaHUAMH HOPMATHBHOTO JTOKYMEHTa IO
KAueCTBY  JIGKAPCTBEHHBIX  IMpEMaparoB B  CPOK,  COIJIACOBAHHBIN
YIOJIHOMOYEHHBIM OPTaHOM (3KCHEPTHOW OpraHu3alneil) U He BXOASUIUNA B
OOIIHM CPOK IKCIEPTU3BI U PETUCTPAIIUU JIEKAPCTBEHHOIO Mpenapara.

He Tpebyercs npencraBieHrue o0pas3ios, crelnpruuecKux peareHToB 1
JIpYyrUX MaTE€pUaliOB IPHU HEBO3MOXKHOCTU MPOBEICHUS MCIBITAHUN B
HKCHEPTHOM OpraHUu3aliy BCIEACTBUE:

TPYAHOJIOCTYITHOCTH 00pasIoB JIEKAPCTBEHHBIX penaparon
CTaHJAPTHBIX O0pa3loB, CHEIU(PUIECKUX PEAreHTOB U JPYTUX MaTepUalioB
(B TOM uyucie, HO, HE OrpaHUYMBASICh, NIPU HMX OTHECEHUM K KaTETrOpHUHU
op(haHHBIX, BBICOKOTEXHOJIOTUYECKUX, paaunodapMareBTUIECKuX,
HAPKOTHUYECKUX, TMCUXOTPOMHBIX WM MPEJHA3HAYEHHBIX JUISl JICYCHUS
BBICOKO3aTPATHBIX HO30JIOTHUM BCIEACTBUE UX BHICOKON CTOMMOCTH);

HEBO3MOXXHOCTHU coOJTrOIeHUSI YCJIOBUU TPaAHCTIOPTUPOBKHU
BBIIIIEYKAa3aHHBIX O0Pa3I[0OB Ha TEPPUTOPHUIO TOCYJApCTBa-WiIeHA U (WJIH) UX

XpaHCHU,
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OTCYTCTBHSI CIIEIMAIBHOTO 000PYIOBAaHUS U PACXOIHBIX MaTEpPUAJIOB B
DKCIIEPTHOU OpraHu3aIuy;

U JIpyTUX TNPUYMH 10 PEHICHUI0 YIOJHOMOYEHHOTO OpraHa
(3KCIIEpTHOM OpraHu3aIlui) B UHANBUIyATbHOM TTOPSIIKE.

B cooTrBercTBUM C TpeOOBaHHMSAMHU 3aKOHOJATEILCTBA TOCYAAapCTBa-
yjieHa NPEJAOCTaBICHUE JIOKYMEHTOB, YyKa3aHHBIX B aO3amax 2 — 4
HACTOSIIIETO ITyHKTa MOJXKET OCYIIECTBIATHCA B (OpPME IIIEKTPOHHOTO
JTOKYMEHTO000pOoTa oe3 JIOMOJTHUTEIILHOTO MIpEeCTaBICHUS
COOTBETCTBYIOIIMX JOKYMEHTOB M CBEICHUM Ha OyMa)KHOM HOCHTEIE,
MOAMUCAHHBIX W (WIM) 3aBEPEHHBIX JJEKTPOHHOM MOMUCHIO 3asBUTEIS,
B CIIydasx MPeayCMOTPEHHBIX HacTosmuMu [IpaBumamMu. .

15. IlynkT 87 1OMOJHUTH a03a1eM CIEAYIOIIET0 COIePKaHMUS:

«B crmydasx HEBO3MOXKHOCTH MPOBENCHUS JTa0OPATOPHBIX HCIBITAHUN
B JabopaTopusix TPOU3BOAUTENSI WM KOHTPAKTHBIX JAOOpaTOPHsIX
MpOU3BOAUTENS (B YCJIOBHSIX YIPO3bl BO3HUKHOBEHHWS, BO3HHUKHOBEHUS U
JUKBUAAIMN YPE3BbIUAHON CUTyaluu U (WJIHM) TTPU BO3HUKHOBEHUHU YTPO3BI
pacnpocTpaHeHuss  3a0O0JIeBaHWM, TIPEICTABISIONIETO  OMACHOCTh  JUIS
OKPY’KaIOIMX, 3a00JICBAaHUN W TOPAKEHUM, TOJYYEHHBIX B pe3yJbTaTe
BO3JICUCTBUS HEOIATONMPUATHBIX MPUPOTHBIX, XUMUYECKUX, OMOIOTUUECKHX,
paguanMoHHBIX (PAKTOPOB, MPHU KOTOPHIX TMPUCYTCTBHE TPEICTABUTEIS
OKCIIEPTHON OpraHU3allMK HE MPEACTABISACTCS BO3MOXKHBIM WIIH TPU APYTHX
00CTOsATENLCTBAX (HAPUMEP, CBI3aHHBIX C OCOOCHHOCTSIMU MPOU3BOJICTBA U
KOHTPOJII Ka4yecTBa KOHKPETHOTO JIEKAPCTBEHHOTO Mpemapara KaTeropuid,
yKa3aHHBIX B ab3amax 8 — 11 mynkra 47), 1m0 COTJacOBaHHUIO C
YIOJHOMOYCHHBIM OpPTaHOM (PKCIIEPTHOM OpraHmW3alyeil) JKCIepTh3a
KauyecTBa IMPOBOJWTCS HAa OCHOBAaHWUW JOKYMCHTAIlUU IPOW3BOJIMTEIIS

(HpOTOKOJIOB daHaJIn3a HpOI/ISBOI[I/ITeJ'IH) B TOM YHCIIC C HCIIOJIBb30BaHUCM
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CPEACTB  JUCTAHIIMOHHOTO B3aWMMOJICHCTBHS, BKJIIOYas ayJIdo- WIH
BUJICOCBSI3b.».

16. ITynkT 88 M3IOKUTH B CAEAYIONIEH PEIAKITUU.

«B cpok He Oonee 14 pabouux gHEH CO JTHS MOJAYM JOKYMEHTOB B
YIOJIHOMOUYEHHBIM oOpraH (3KCHEPTHYIO OpraHu3ainui) pedepeHTHOro
rocyJlapcTBa 3asiBUTEIb TMPEACTABISAECT B YHNOJHOMOYEHHBIE OpraHbl
(3KCIIEpTHBIE OPTaHU3ALMHU) TOCYAAPCTB MPU3HAHNUSA:

3asBJICeHUE Ha OyMa)XHOM HOCHUTENIE WM B BHUAE DIJIEKTPOHHOTO
JOKYMEHTa, MOAINMUCAHHOTO 3JEKTPOHHOW NOAMNUCHIO, MO YCTAHOBICHHOM
dbopme B cooTBEeTCTBUU ¢ TpriioxkeHueM Ne 2 k HacTosiium [IpaBumnawm;

MOAYJb 1 perucTpalimOHHOrO JOChE Ha 3JIEKTPOHHOM HOCHUTEIE B BUE
AJIEKTPOHHBIX JOKYMEHTOB;

JOKYMEHTBI, TOATBEp)KJAOIMKUE ormiary cOopa (TONIIMHBI) 32
PErUCTpallUI0 W BKCIEPTU3y B CiIydyae W MOPSAKE, YCTAHOBJIEHHBIX B
COOTBETCTBUU C 3aKOHOJATEIHbCTBOM rocyJapcraa MIPU3HAHUS
MPEJCTABIISIIOTCS B BUJIEC DJICKTPOHHBIX IOKYMEHTOB.

[Ipy HanWuuM COOTBETCTBYIOIIMUX TPEeOOBAHUI B 3aKOHOJATEILCTBE
rocyJlapcTBa-ujieHa PEACTABIIAIOTCS oO1mmas XapaKTepUCTUKA
JIEKAPCTBEHHOIO Tpernapara, MHCTPYKIUS 10 MEAUIIMHCKOMY MPUMEHEHHIO U
MaKeThl YIAaKOBOK JIEKAPCTBEHHOTO Mpernapara Ha rocy/IapCTBEHHOM S3bIKE
rocyJapcTsa npU3HaHHUs.

B cootrBercTBUM ¢ TpeOOBaHUAMM 3aKOHOJATEILCTBA TOCYAAapCTBa-
YWICHa TMPeNoCTaBJICHUE JOKYMEHTOB, YKa3aHHBIX B abzamax 2 — 4
HACTOAIIETO IMYHKTA MOXET OCYIIECTBIAThCS B (POpME BIEKTPOHHOIO
JOKYMEHTO000poTa 0e3 JOTIOJTHUTEIBHOTO MPEJCTaBICHUS
COOTBETCTBYIOIIIUX JIOKYMEHTOB M CBEIACHUNW Ha OyMa)XHOM HOCHUTEIIE,
MOJNMCAHHBIX W (WJIM) 3aBEPEHHBIX AJIEKTPOHHOW TOAMUCHIO 3asBUTEIS, B

Cllydadax npecayCMOTPpCHHBIX HACTOAIIUMHA HpaBI/IJ'IaMI/I.».


consultantplus://offline/ref=F2840C76258594A1DCE14EC6AFEF72DB62D284A9A7DE5BDEE0C124697713A7C32458223EC44F4C1009E93E9362B10F85AB551E8D57A3B398h2FBK
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17.1lyaxkr 114  [OMOAHUTH MOJAMYHKTOM  «X»  CJIEAYIOLIErO
COJICPKAHUSL:

(CK) TIPU ~ HETIPEJICTABJICHUW 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK
JTOKYMEHTOB M CBEJCHUM, 3alpOIICHHBIX YIOJHOMOYEHHBIM OPTraHOM
(3KCTIEpTHOM OpraHu3aiuen).».

18. Paznmen VII u310uTh B CleayroIIeit peIaKkiuu:

«VII. YcranoBiieHME NOCTPETUCTPALMOHHBIX MEP

VI1.1. Peructpanus iekapCTBEHHOTO MPENapaTa ¢ yCTAHOBIEHUEM
JOTIOTHUTEIBLHBIX TPEOOBaHUMN

116. Yo1HOMOYEHHBIM  OpraHoM  (PKCIEPTHOM  OpraHu3aiuei)
pedepeHTHOro TocyAapcTBa B OTHOIICHUH JIEKAPCTBEHHOTO Mpernapara mnpu
€ro perucTpanuu U OCYyIIEeCTBICHUU MPOLEIYP, CBI3aHHBIX C PErucTpaluei,
MOTYT  YCTaHaBIMBAThCSI OJIHO WM  HECKOJbKO U3  CICAYIOIIUX
JOTIOJTHUTEILHBIX TPEOOBAHUIA:

BKJIFOYEHHE B CUCTEMY YIIPABJIICHUS PUCKAMH OMPEAECICHHBIX Mep s
oOecrieueHrs 0€30MacHOr0 MPUMEHEHHS JICKAPCTBEHHOTO Mpernapara;

MPOBEJICHUE TMOCTPETUCTPAIIMOHHBIX HCCIIENOBaHUNA 0€30MacHOCTH
JIEKapCTBEHHOIO Mpernapara;

YCTAaHOBJICHUE  JIOTIOJHUTENBHBIX TPEeOOBAaHUM K  PETHCTPALHH
JIEKapCTBEHHOTO TIpenapara W TMojade COOOIIEHU O T0J03PEeBaCMBIX
HEXKEATEIbHbIX PEAKIUX;

MPOBEJICHUE TMOCTPETUCTPALIMOHHBIX HcclenoBaHui 3 PeKTUBHOCTU
JIEKapCTBEHHOr0 Mpernapara, Mpd HEOOXOAMMOCTH — HCCIEIOBaHUSA
Pa3IMYHBIX aCMEeKTOB d(DPEKTUBHOCTH JIEKAPCTBEHHOTO TMpernapaTa, KOTOphIe
HE MOTYT OBITh HCCIIEIOBaHbl JI0 Hayajga peajlu3alu JEeKapCTBEHHOIO

npenapara;
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JIpyrue YCIOBUSI WM OTPAaHMYECHUST B LeIIX O€30MacHoro u
3 PEeKTUBHOrO MPUMEHEHHUS JICKAPCTBEHHOI'O IMpernapara B COOTBETCTBUU C
TpeOoBanusaMu  [lpaBun  Hamjexaiied  TNpakTUKU  (papmMakoHaa30pa
EBpa3uiicKkoro 3KOHOMHYECKOTO CO03a.

Y CTaHOBIICHHBIE YCIIOBUSI W OTPAHUYECHHS, a TaKXKE CpPOKM HX
BBITIOJIHEHUS YKa3bIBAIOTCS B PETUCTPALMOHHOM YJIOCTOBEPEHHH, €IMHOM
peecTpe, a Takke B OO0IIel XapaKTepUCTUKE JICKAPCTBEHHOI'O Mpernapara u
WHCTPYKILHH 110 MEAUIIUHCKOMY TPUMEHEHHIO.

117. ITponomkeHne  HaxOXACHUA  JIEKAPCTBEHHOrO  Mpenapara,
SBIIIONIETOCS OOBEKTOM MPOIEAYp, OMUCAHHBIX B HACTOAIIEM IMYHKTE, Ha
pbiHKe CO0r03a BO3MOKHO JIMIIb HA OCHOBAHUU TEPEOLIEHKU COOTHOIICHUS
«MOJIb3a — PUCK», MTPOBOJUMOMN €XEroJHO YIIOJHOMOYEHHBIM OpPraHoOM
(3KcIepTHOM opraHm3anuei) pedepeHTHOTO TocyAapcTBa, C IMOJATOTOBKOM
DKCIIEPTHOT'O OTYETA IO OLIEHKE JIEKAPCTBEHHOTO MPErnapara.

YOMHOMOYEHHBI  opraH  pedepeHTHOro ToCyJapcTBa  BIIPaBe
OTMEHUTbH JICCTBUE PETUCTPALIMOHHOIO YJIOCTOBEPEHUSI JIEKAPCTBEHHOTO
npemnapara B COydasiX HEBBINOJHEHUS JEp>KaTeleM PErucTpaluoOHHOTO
YIAOCTOBEPEHUSA JOTTOJTHATENBHBIX TpeOOBaHHM, YCTAHOBJIEHHBIX
YIOJHOMOYEHHBIM OpPraHoM (PKCIEPTHON opraHuzaiuen) pedepeHTHOro
rocyJlapcTBa B OTHOIIEHWHU JIAHHOTO JIEKAPCTBEHHOIO IMpernapara IMpPH €ro
pPETUCTpAIIMA U OCYUIECTBICHUM MPOLEAYpP, CBA3AHHBIX C PErUCTpalMEd B
COOTBETCTBUU C MyHKTOM 116 Hactosimux lIpaBui, U HE MOATBEPKIACHUS
MOJIOKUTEIIBHOTO COOTHOUIEHHSI «II0Jb3a — PHUCK» MOPU TEPEOLECHKE
COOTHOUIICHHUS «I0JIb3a — PUCK», MMPOBOJAUMOMN €KErOJHO YITOJTHOMOYECHHBIM
opraHoM (3KCIEepPTHOM opraHmu3anueii) pe)epeHTHOrO rocyapCcTBa.

118. YcnoBueM  peructpauiui M TOATBEPXKICHUS  PETUCTPALIU

(mepeperucTpaliuu) JEKapCTBEHHOTO IMperapara yrnoIHOMOYEHHBIM OpraHOM


consultantplus://offline/ref=38F76D7DA8444A6BD022A14D9761A240C73BCD374BB01D3A5D39DC6106C98369FF73CC196D3715D6JFF5O

14

MOXET OBITh YCTAaHOBJIEHO OOS3aTE€IbCTBO IO BBIMOJIHEHUIO JI€pKaTelieM
PErUCTPALMOHHOTO YJIOCTOBEPECHMUSI:

a) TOCTPETUCTPAITUOHHBIX UCCIIEIOBAHUM 0€30IacHOCTH
JIEKAPCTBEHHOIO TMpEnapara B clly4ae HAJIM4YKS OMACEHUN MO MOBOIY PUCKOB
JTAHHOTO JICKApCTBEHHOTO Mpemnapara. B ciaydae ecinu pucku OTHOCSTCS Oosiee
4yeM K OJIHOMY JIEKapCTBEHHOMY IIpernapary, YHOJHOMOYEHHBIC OpraHbl
roCcyJ1apCTB-UJICHOB CIIOCOOCTBYIOT MIPOBEICHUIO JepKaATEIAMU
PETUCTPAIMOHHBIX YJIOCTOBEPEHUN TaKMX JEKAPCTBEHHBIX MpenapaToB
COBMECTHBIX MOCTPETUCTPALIMOHHBIX UCCIIEIOBAHUN 0€30M1acCHOCTH;

0) MOCTPETUCTPAITMOHHBIX UCCIICI0BAHUI 3 PEKTUBHOCTH
JIEKApCTBEHHOr0  Tperapara, €clii TOHUMaHWe 3a0oJieBaHUSA  WIH
KJIMHUYECKas METOJOJIOTUS I[OKa3bIBAIOT, YTO TMPEIbIAYIIHE OLCHKU
3 PeKTUBHOCTH TPEOYIOT CYIIECTBEHHOTO TIEPECMOTpa.

119. depxarenb PETUCTPALMOHHOTO YIAOCTOBEPEHUSA BIIPaBE
MPEACTaBUTh MUCHMEHHBIE OOBICHEHHS Ha OyMa)XHOM HOCUTEJIC WJIM B BUJIC
AJIEKTPOHHOTO JIOKYMEHTA, MOAMUCAHHOTO AJIEKTPOHHOM MOAIUCHIO, B OTBET
Ha BBEJICHUE 0053aTeIbCTBA, MPEIYCMOTPEHHOTO MyHKTOM 118 HacTosmmx
[IpaBun, B Teuenue 90 KaleHAApHBIX [JHEM CO JHSA MOJYYCHUS
COOTBETCTBYIOIIEIO  YBEAOMJIEHUS  OT  YNOJHOMOYEHHOrO  OpraHa
(9KCTIepTHOM OpTraHU3allii) O BBEJEHUU 0053aTeNbCTBRA.

120. Ha ocHOBaHMM THUCbMEHHBIX OOBSCHEHUM, MPEICTaBICHHBIX
JepKaTeIeM PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO Mpernapara
B COOTBETCTBMHU C MYHKTOM 119 nHacrosmmux I[IpaBun, ymnosHOMOYEHHBIN
opraH (dKCHepTHas oOpraHu3aius) JODKEH CHATb WM TOATBEPIUTH
00s13aTENHCTBO O TPOBEACHUHM WCCICIOBAHUN, yKa3aHHBIX B TyHKTe 118
Hactosimux [IpaBun, B Teuenue 30 kaneHgapHbix 1HEl. B cioyyae
MOATBEPKICHUST 00s3aTeNIbCTBA, yKa3aHHOro B MyHKTe 118 HacTosmmx

[IpaBui, ycnoBUsl peruCcTpaluy JEKApCTBEHHOTO Iperapara JIOJKHbI ObITh


consultantplus://offline/ref=2C165059E1B93105DBCC9FDD4FC65FEBB47AC515620394EDBB9789EA892A32EBD0ADBAC2E38C43B292638CF0DF6E132F4926CAD49AC409DDX948L
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HN3MCHCHBI ITYTCM BKIIFOUCHHA B HUX COOTBCTCTBYIOIINX HOHO)KGHHﬁ, a TaK¥XKeE

JOJIPKHBI OBITH UBMEHEHBI CUCTEMBI YHPABJICHUA pPUCKAMH.

VII.II. Peructpanus gekapCcTBEHHOIO Ipenapara
B UCKJIIOUUTENBHBIX CIy4asix

120.1. B WCKJIIOYUTENBHBIX CIIy4asiX UM T1OCJ€ KOHCYJIbTallUU C
3asiBUTEJIEM PErUCTpalUsl MOXET ObITh OCYIIECTBIECHA Ha OIPEHECICHHBIX
YCIIOBHSIX, B YAaCTHOCTH, 3aTParMBarONIMX O€30MacHOCTh JIEKAPCTBEHHOTO
Ipernapara, yBeJOMJIEHUE YIOJHOMOYEHHBIX OPraHOB T'OCYJAapCTB-WIECHOB O
Ka)KJIOM MHIUJEHTE B CBSI3U C €r0 IPUMEHEHUEM U IPUHUMAEMBIE MEPBI.

Perucrpanusi MoxeT ObIThb OCYILIECTBJIEHA B CIIy4ae €CJIHM 3asiBUTEIIb
CMOXET J0Ka3aTb, YTO OH HE CHOCOOEH MPEJOCTaBUTh HCUEPIIBIBAIOIINE
JnaHHble 00 A(PPEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpenapara B
HOPMAJIbHBIX YCIIOBUAX €r0 MPUMEHEHHS B CUITY OOBEKTUBHBIX TPOBEPSIEMBIX
IIPUYUH, KOTOPBIE JOJDKHBI COOTBETCTBOBAThH OJHOMY W3 OCHOBAHWM,
yCTaHOBJIEHHBIX B pazzene 11 npunoxenus Ne 1 k [IpaBunam.

[Iponomxkenue HaXO0XKJICHUS JIEKApCTBEHHOTO npernapara,
ABIIAIONIETOCS OOBEKTOM MPOLEAYpP, ONMUCAHHBIX B HACTOAILIEM MYHKTE, Ha
peiHKe COr03a JOJKHO 3aBUCETh OT €KETOJHOM MEPEOLECHKN TAKUX YCIIOBHM,
OPOBOAMMOM  €XKEroJHO  YIOJHOMOYEHHBIM  OpPraHoM  (3KCIEePTHOM
opranmsaiueil) peQepeHTHOro rocyJapcTBa-uieHa, C  I[OATOTOBKOM
DKCHEPTHOTO OTYETA MO OLIEHKE JIEKAPCTBEHHOTO Iperapara.

[Ipouieccyanbuble OCOOCHHOCTH NPUMEHEHUSI HACTOSIIEr0 ITyHKTa

MMPUBCACHBI B IIPUIIOKCHUN Ne 25k HaCTOAIIIUM HpaBI/IJ'IaM.

VI YcnoBHas peructpaliys JIEKapCTBEHHOTO Mpernapara

120.2. B o0oCHOBaHHBIX  CiIy4asx B I[eIAX  oOecredeHus

HCYAOBJICTBOPCHHLBIX MCIAMIIMHCKHX HOTpC6HOCT€fI M1 JICKAPCTBCHHBIX
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npenaparoB, MPEIHA3HAYCHHBIX JUISI  JICUCHUS, TNPOOWIAKTHKA WU
JMArHOCTHKHU CEPhE3HBIX (TSIKENBIX) HHBATUIUZUPYIONINX UITH YTPOIKAFOIIIIX
KU3HU 3a00JICBaHUM, pErucTpalusi MOXKET OBITh OCYIIECTBICHA 10
IPEI0CTABIICHHUS UCYEPIIHIBAIOIITUX KJIIMHAYECKHUX JTaHHBIX,
MPEyCMOTPEHHBIX pazfaenoM S mpunoxkeHus Nel xk I[lpaBunam, mpu
YCIIOBHM, YTO T0JIb3a OT Oo0jiee paHHEHl AOCTYIHOCTH pPaccMaTpUBAEMOIO
JICKapCTBEHHOTO TMperapaTa Ha pBIHKE IMPEBBIIIACT PUCK, CBSI3AHHBIA C
OTCYTCTBHEM HCUEPIMBIBAIOIINX AaHHBIX. [Ipy sSKCTpeHHOM HEOOXOAUMOCTH B
NOJOOHBIX  JIEKAPCTBEHHBIX TMpernaparax perucTpamus MOXKeT ObITh
IIPOBEICHA 0e3 UCYEPIIHIBAIOIITUX JOKJITUHUYECKUX WIn
onodapMalleBTUUECKUX JaHHBIX.

120.3. B mensix HacToslero mojapasjeina Moji «HEyJOBIECTBOPECHHBIMU
MEUIIMHCKUMU TOTPEOHOCTAMI» MOHUMAETCS COCTOSIHUE, ISl KOTOPOTO B
Coro3e HET 0J0OpPEHHOTO YMOJHOMOYEHHBIMU OpPTraHaMH Pa3pelieHHOTO U
MpU3HAHHOTO 3(P(EKTUBHOTO METOJIa JUArHOCTHUKH, MPOPUIAKTHKH HIIH
Je4eHus, Jau00, MPUMEHEHUE I[10JJaBa€MOI0 Ha YCJIOBHYIO PETHCTPAIUIO
JIEKapCTBEHHOTO npermnapara oyner o0JanaTh CYIIECTBEHHBIM
MPEUMYIIECTBOM TMepe]] YK€ OJOOPEHHBIM YIOJTHOMOYECHHBIMUA OpraHaMu
METOJOM TMarHOCTUKU, TPOPUITAKTUKH WIIA JICUCHUSI.

120.4. YcnoBHast perucTpamusi MOKET OCYIIECTBIATHCS TOJBKO ECIH
COOTHONIEHHUE «I10JIb3a — PUCK» JIEKAPCTBEHHOTO MpernapaTa 0JaronpusTHo, a
3asiBUTEIIh BEPOSTHO CMOYKET MIPEAOCTaBUTh UCUYCPITHIBAIOIINE TAHHBIC.

120.5. YcnoBnas perucrpanus JOJKHA CONPOBOXKAATHCS
BBITIOJTHEHHEM JIepKaTelieM PETHCTPAIMOHHOTO YIOCTOBEPEHHSI OCOOBIX
yCJIOBHA. DT 0COOBIE YCIIOBHS W, COOTBETCTBEHHO, MPEACIBbHBIA CPOK HX
BBITIOJTHCHHSI HEOOXOJMMO YCTAaHOBHUTH B KauyeCTBE YCIOBHM PETHCTPAIIUU.
Takue ocoOble yCIOBHUS MOJJIEKAT €KEroJHOM OIIEHKE YIOJIHOMOYEHHBIM

OpraHoOM rocy/apcTBa-4JceHa.
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120.6. B pamkax o0coObIX yCIOBUHM, yKa3aHHbIX B myHKTe 120.5,
JepKaTessl PErucTPallMOHHOTO yAOCTOBEPEHUS, BbIIAHHOTO B COOTBETCTBUU
C HACTOSIIIMM TOAPA3eIoM, HEOOXOAMMO 0053aTh 3aBEPIIUTH TPOBOIUMBIC
WCCJIEIOBAHMS WM MPOBECTH HOBBIC UCCIEAOBAHUS C LIEJIbIO MOTBEPKICHUS
0JIarOMPUATHOTO COOTHOILICHUS «I10J1b3a — PUCK.

120.7. O6mrast  xapakTepUCTHUKAa JICKAPCTBEHHOTO Tpermapara W
UHCTPYKIUSL TI0 MEIUIIMHCKOMY MPUMEHEHUIO (JTMCTOK-BKJIAJIBII), JTOKHBI
coliepkaTh TOHATHYIO (OPMYJTUPOBKY O TOM, UTO pErUCTparus
JIEKapCTBEHHOTO MpernapaTa OCYIIEeCTBICHA C YCIOBUEM BBITIOJIHEHHS OCOOBIX
YCJIOBUHM B COOTBETCTBHU ¢ MyHKTOM 120.5 Hactosimux [IpaBui.

120.8. Peructpariusi, ocymiecTBieHHass B COOTBETCTBUM C HACTOSIIUM
nojapaszieyioM, JEWCTBUTEIbHA B TEUEHHME OJHOIO Toja U Tpeodyer
NOATBEPKICHUSI ~ pEerucTpanv  (MEPEpPEerucTpanuu) ¢  HEPEOLEHKOM
COOTHOIIIEHUS «M10JIb3a — PUCK)» HA €KETOJJHOM OCHOBE.

120.9. Ecniu ocobble ycnoBusi, ykazaHHbele B myHKTe 120.5 HacTosmmx
[IpaBuii, BBIMOJHEHBI, YIOJHOMOUYEHHBINM OpraH rocyJ/lapCcTBa-4jieHa BIIPaBe
M0 3asBJICHUIO JEepXKaTesli PErUCTPAlMOHHOTO YAOCTOBEPEHUS M TIOCIE
MOJTYUYEHHSI TTOJOKUTENBHOTO 3aKIFOYEHUS IKCIEPTHOM OpraHn3aliy BbIJaTh
PETrUCTPALIMOHHOE YJOCTOBEPEHHE, JIEUCTBUTEIIBHOE B TEUEHHUE IISITH JIET U
MoJIjIeKalllee epeperucTpali B COOTBETCTBUHU ¢ pazaesioM VIl HacTosmmx
[IpaBui.

120.10. XapakrepucTuka mpoleayp, KpUTEpUEB U TpeOOBaHUU K
perucTpalu B COOTBETCTBMU C HACTOSIIIUM MOAPA3IAEIOM IPUBEIACHBI B

npuitoxeHun Ne 26 k Hacrosammm [Ipasuiam.

VII.1V. YckopenHas s3xcnepTr3a JeKapCTBEHHOT 0 Mpenapara

120.11. YckopeHHass ~ dKcmepTu3a  JICKAPCTBEHHBIX  MpernapaToB

MNMPpUMCHACTCA B OTHOIICHUMN !
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op(aHHBIX JIEKAPCTBEHHBIX MTPENAPaTOB;

JIEKApCTBEHHBIX MPENapaToB, MPEIHA3HAUCHHBIX UCKIIOUUTEIBHO IS
MPUMEHEHUS HECOBEPIIEHHOJIETHUMHY I'PaKJaHAMMU;

JIEKapCTBEHHBIX MPENapaToOB, MPEICTABIAIONIMX OCOOYI0 3HAYUMOCTD
JUIsl 37J0pOBbSl HACEJCHUS M, B YaCTHOCTH, MPU OTCYTCTBUU I(HPEKTUBHBIX
METOJIOB OKa3aHUs MEIUIIMHCKOM TOMOIIM B TIOCYJapCTBax-4eHaX
OnpeeNIsIEeMbIX DKCIEPTHHIM KOMHUTETOM IO JIEGKAPCTBEHHBIM CPEJCTBAM Ha
OCHOBaHUHM OOpalleHHs] YIOJIHOMOYEHHOTO OpraHa TOCyJapCTBa-ujieHa, B
KOTOpOE€ TOJJaHO  oOpalieHue 3asgBUTENs 00 0co00i  3HAYMMOCTH
JIEKApCTBEHHOTO IIpenapara J0 MO0/Iauy 3asBJICHUS Ha PETUCTPALINIO;

Cpok TIpOBEJICHUSI PETUCTPALIMU W SKCHEPTU3bI JIEKAPCTBEHHOTO
npenapata B pedepeHTHOM TocyJapcTBe HE JIOJbKeH TmpeBblmath 150
KUICHIAPHBIX JHEW C Jarhl T[OJIayd 3asBJICHUS HA PETUCTPALUIO
JIEKApCTBEHHOTO Ipenapara.

[IponieccyanbHpie OCOOCHHOCTH TIPUMEHEHHUS HACTOSIIET0 IyHKTa

npuBeaeHbl B mpuiioxkeHun Ne 27 k HactosmuM [IpaBunam.

VI1.V. O0uue nosmoxeHus

120.12. YnonHOMOUYEHHBIH  OpraH  peepeHTHOro  TocyAapcTBa
JIEHCTBYET B COOTBETCTBUH C MOJOKEHUSIMU pazzaena X Hactosmux [IpaBu B
CIydasiXx HEBBITIOTHEHUS NIepKATEIEM PETHCTPAIMOHHOTO YIOCTOBEPEHUS
JOTIOTHUTENBHBIX ~ TpeOOBaHWW WM OOS3aHHOCTEH, YCTaHOBJICHHBIX
YIOJTHOMOYEHHBIM OPTaHOM (IKCIIEPTHOM oOpraHuzanuel) pedepeHTHOTrO
rocy/apcTBa B OTHOIICHHUU PACcCMAaTPUBAEMOTO JICKAPCTBEHHOTO Tperapara
OpU €ro pPEerucTpalMi W OCYIIECTBICHUU TPOLEAYp, CBSI3aHHBIX C
perucrpaiueii, B COOTBETCTBUU C MOJOKEHUSIMHU HACTOAILIETO pa3zena.».

19. B nynkre 127:

a) TOAMYHKT «a» U3JIOKUTh B CIICIYIONICH peIaKIINU:
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«a) 3asBJICHUE O perucrpauuu (mepeperucTpanum) JEKapCTBEHHOTO
npenapara Ha OyMa>KHOM HOCHUTENE WM B BUJIE AJIEKTPOHHOIO JOKYMEHTA,
MOAMUCAHHOTO JJICKTPOHHOW TMOJAMHUCHIO, MO YCTaHOBIEHHOW ¢dopme B
COOTBETCTBUU ¢ IIpuiioxkeHueM Ne 2 k HacTosiuM [IpaBunam»;

0) MOJMYHKT «0» JOMOJHUTH CJIOBAMHU «HA OyMa)XHOM HOCHUTEJIE WU B
BU/JIE DJICKTPOHHOTO JOKYMEHTAY;

B) JIOMIOJIHUTH MOJAIMYHKTOM «I» CJICIYIOIIETO COACP KaHUS:

«T) B COOTBETCTBHH C TPEOOBAHUSMH 3aKOHOJIATEIHCTBA TOCYAapCTBa-
YjieHa MPEJOCTABICHUE JTOKYMEHTOB, YKa3aHHBIX B MOJIMYHKTaX «@» — «B»
HACTOSIIIIETO MYyHKTa MOXET OCYIIECTBIATHCS B (QOpME DIEKTPOHHOTO
JTIOKYMEHTO000pOoTa oe3 JIOTIOJTHUTETLHOTO MIPEICTaBICHUS
COOTBETCTBYIOIIIUX JIOKYMEHTOB M CBEJACHUNW Ha OyMa)XHOM HOCHUTEIIE,
MOANUCAHHBIX W (WJIM) 3aBEPEHHBIX 3JIECKTPOHHOW MOAMUCHIO 3asBUTEINS, B
Clly4asx MpeayCMOTPEHHbBIX HacTosAmuMU [ IpaBunamu.».

20. B mynkre 129:

a) MOAMYHKT «a» U3JI0KUTh B CICAYIOIICH peaaKIINu:

«a) 3asBJiCHUE Ha OyMa)XHOM HOCHUTEJE WJIM B BHUJE DJIEKTPOHHOTO
JOKYMEHTa, MOAINUCAHHOTO 3JEKTPOHHOW NOAMUCHIO, MO YCTAHOBJICHHOM
dbopme B cooTBeTCTBUU ¢ TiprioxkeHueM Ne 2 k HacTosimmm [IpaBumiam;y;

0) MOAMYHKT «0» JOTOJHUTH CIIOBAMH «HA OyMa)KHOM HOCHUTENE WJIH B
BU/JIE DJICKTPOHHOTO JOKYMEHTA;»;

B) MIOJANYHKT «B» JIONOJHUTH CJIOBAaMHU «B BHJE OJIEKTPOHHBIX
JTIOKYMEHTOB;»;

T') IONOJHUTD MOJIITYHKTOM <I» CIAEAYIOIIETO CONCPKAHUS:

«1) B COOTBETCTBHH C TPEOOBAHUSIMH 3aKOHOJIATEIHCTBA TOCYIapCTBA-
YjieHa TPEAOCTaBJICHUE JIOKYMEHTOB, YKa3aHHBIX B MOJAMYHKTAX «a» — «I»
HACTOAIIETO ITYHKTA MOXET OCYIIECTBISAThCS B (POpME DIEKTPOHHOIO

JIOKyMEHT0000pOTa oe3 JOTIOJITHUTEIILHOTO MPEACTABICHUSA
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COOTBETCTBYIOIIUX JIOKYMEHTOB M CBEJACHUNW Ha OyMaXHOM HOCHUTEIIE,
MOANUCAHHBIX U (WJIM) 3aBEPEHHBIX BJECKTPOHHOW MOANUCHIO 3asBUTENS, B
cllydasix MpelyCMOTPEHHBIX HacTosuMu [IpaBunamu.».

21.B nynkreld?’:

a) B a03alle MEePBOM CJIOBA «PETUCTPAIMU JIEKAPCTBEHHOIO Mperaparay
3aMEHUTh  CJIOBAMHU  «PETUCTpPAllUM  JICKAPCTBEHHOIO  Mpemnapara B
pedepeHTHOM TOCy1apCTBEY;

0) OTIOTHUTD a03aleM CIICIYIONIETO COACP KA :

«JlomyckaeTcss BHECEHHE W3MEHEHHM B PETUCTPALMOHHOE JOChE
JIEKApCTBEHHOr0  Mpernapara, 3aperucTpUpPOBAHHOTO MO  MPOUEIYpE
B3aMMHOT0 MPU3HAHUS B pedEepeHTHOM TOCYJapCTBE, 10 Hayaia MpoLeayphbl
NpPU3HAHUS B 3asBJICHHBIX TOCYJIapCTBaX TMPU3HAHUS B COOTBETCTBUU C
nyHKTOM 66" HacTosmx [IpaBHiL. .

22. IlyHkT 155 nmonmoiHUTH ab3ameM CIeayIOMero CoaepKaHus:

«B cootBeTcTBUM € TpeOOBAaHUAMH 3aKOHOJATEILCTBA TOCY/IapCTBa-
yjieHa TPEAOCTaBJICHUE JOKYMEHTOB, YKa3aHHbIX B a0zamax 1 — 2
HACTOAIIETO ITYHKTA MOXET OCYIIECTBIAThCS B (POpME DIEKTPOHHOIO
JTOKYMEHTO0000pOoTa oe3 JTOTIOJTHUTEILHOTO MIPECTaBICHUS
COOTBETCTBYIOIIMX JTOKYMEHTOB U CBEACHUN Ha OyMaXHOM HOCHUTEIE,
MOAMUCAHHBIX W (WJIM) 3aBEPEHHBIX SJIEKTPOHHOW MOIMUCHIO 3asgBUTENS, B
Cilydasx MpelyCMOTPEHHbBIX HacTosAmuMu [IpaBuiamu. .

23.B npemsiokeHuu TmepBOM al3alla TpeTbero myHkTa 156 cnoBa
«U3MEHEHUH JICKAPCTBEHHOTO MperapaTa» 3aMeHUTh CIOBAaMU «M3MEHEHUM B
PETUCTPALIMOHHOE JI0ChE JIEKAPCTBEHHOTO MIpernapara.

24. TTyHkT 158 M3MOKATH B CACAYIOMICH PEIaKIIHN:

«158. B cnyuae mnoaTBepkKACHUS PErHCTpaluM (TMIEPEepEerucTpalvm)
JIEKApCTBEHHOI'0 MpernapaTra WIM BHECEHHUS U3MEHEHUM B PETHCTPAIIMOHHOE

AOCBC pa3zpemiacTCsa IMPOU3BOACTBO KM BBO3 JICKAPCTBCHHOI'O IIpCliapara B
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tedeHue 180 KaJeHIApHBIX JHEHW C JOaThl HOATBEPKICHUS PETUCTpaLUU
(mepeperucTpaiiuu) Wik BHECEHUS M3MEHEHUM B PETHCTPAIMOHHOE JI0ChE B
COOTBETCTBMM ¢  HWH(OpMaIuen, coaepxkaiieics B JOKYMEHTax
PETUCTPAlMOHHOTO  J10ChE€  JIEKApCTBEHHOTO  Ipernapara, A0  JaThbl
NOATBEPXKJCHUS ~ pEerucTpanuu  (mepeperucTpaluv)  WIM  BHECEHUS
M3MEHEHH, 332 UCKIIFOYEHUEM HEOTJIOKHBIX OrPaHUYEHUN MO OE30MaCHOCTH,
BBOJIUMBIX  JIEpKaTelieM  PETUCTPAIMOHHOTO  YJOCTOBEPEHUS WM
YIOJIHOMOYEHHBIM OpPraHoM, coriacHo NyHKTy 4.1.4 npunoxenuss Ne 19 k
HactoAmuM [IpaBuiiam, win B cityyae MPUHITUS PELICHUS YITOJIHOMOYEHHBIM
OpraHoOM roCyJapCTBa-4j€Ha O HEBO3MOKHOCTH JTaJbHEUIIIETO MPOU3BOJCTBA
JIEKQpCTBEHHOr'0 TMpernapara B COOTBETCTBUU C paHEE YTBEPKICHHBIMU
(cornmacoBaHHBIMM) JOKYMEHTaMU M HH(OpManueil perucTpauuoHHOTO
nocwe. [lomyckaercsi BBO3, OJHOBPEMEHHAs peald3alus U MEIUIIMHCKOE
IPUMEHEHUE JIEKAPCTBEHHOTO Mpenapara 10 OKOHYaHUS €r0 CpoKa FOJJHOCTH
(cpoka  XpaHEHHUs), COOTBETCTBYIOIIErO0  JIOKYMEHTaM M  JaHHbBIM
PETUCTPAIMOHHOTO JIOChE IO U MOCJIE BHECEHUS B HETO U3MEHEHUM, €CIIU 3TO
HE TMPOTUBOPEUUT TpeOOBAHUSAM TPaBWI  HAIEXKAIIeH  MPaKTUKU
dapmakonanzopa Corosa, yreepxkaaeMbiM Komuccueit. ».

25. B mynkTte 162 c0oBO «OTMYCK» 3aMEHUTH CIIOBOM «PEaTi3aIlus».

26. ITyskT 164 1OTOTHUTH CIOBaMU «(CpOKa XpaHEHHS ). ).

27.B nmynkrtax 165 u 186 mocne ciioB «Cpoka TOJAHOCTH» JOTOJHUTH
CJIOBaMU «(CpPOKa XpaHEHUS )».

28. B mynkre 171:

a) ab3all BTOPOW TOCJE CJIOB «IPEJCTABISET» JOMOJHUTH CIIOBAMU
«B pehepeHTHOEe TOCYIaPCTBOY

0) IOMOJIHUTH a03alleM CJIETYIOIIEro COAEPKAHMS:

«B COOTBETCTBUHM C TPEOOBAHMSIMU 3aKOHOJATEILCTBA TOCyAapCTBa-

YICHa TMPEeJOCTaBJICHUE JOKYMEHTOB, YKa3aHHBIX B ab3amax 1 — 2
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HACTOAIIETO IMYHKTAa MOXKET OCYIIECTBIAThCS B (POpME BIEKTPOHHOIO
JTIOKYMEHTO000pOoTa oe3 JOTIOJTHUTETBHOTO MPEJICTABICHUS
COOTBETCTBYIOIIMX JTOKYMEHTOB U CBEACHUN Ha OyMa)XHOM HOCHUTEIE,
MOAMUCAHHBIX U (WJIM) 3aBEPEHHBIX SJIEKTPOHHOMN MOAMHUCHIO 3asIBUTEINS, B
Cilyyasx MpeayCMOTPEHHbBIX HacTosmuMu [IpaBunamu.».

29. IlysakT 172 nomoaHuTh ab3a1eM CIeayIOIIEro COAepKaHUs

«ITo oxoHUaHMM TPOUETYPHl TPUBEICHUS PETUCTPALIUOHHOTO JIOCHE B
cooTBeTcTBUE C TpeboBanusimu Coro3a, B pedepeHTHOM TOCyIapCTBe,
JIOITyCKAETCSl BHECEHHUE 3asBUTEIIEM MW3MEHEHHUW 10 TNpoLEeAype B
coOTBEeTCTBUHU C npuiiokeHusMu Ne 19 u 20 x HactosiuuMm IlpaBunam 110
WHUIIMUPOBAHUSI TPOLEAYPhl B3aUMHOIO TMPU3HAHUS B TOCYJApCTBE
(rocygapcTBax) Hpu3HAHUS (10 TOAA4YM COOTBETCTBYIOIIETO 3asBICHUS B
rocyJ1apcTBa NPU3HAHUSA).».

30. [TynkT 174 nonosHUTH ab3amamMu CIAEAYIOMIETO CONePIKAHMS:

«JlomyckaeTca BHECEHHE W3MEHEHUM B PETUCTPALMOHHOE JOCHE
3apETUCTPUPOBAHHOTO  JICKAPCTBEHHOrO0  mpemnapata B pedepeHTHOM
rocy/1apCTBE B COOTBETCTBUM C MpuiiokeHuaMu Ne 19 m 20 k Hactosmum
[IpaBuiaM [0 WHULUUMPOBAHUSA TMPOLEAYPhl B3aUMHOIO MPU3HAHUS B
rocyJ1apcTBe (rocyaapcTBax) Npu3HaHUS.

Jonyckaercsi OHOBPEMEHHOE MHUIIMMPOBAHKUE MTPOLEAYPbl B3AUMHOTO
MPU3HAHUS B HECKOJIBKHX TOCYJIapCTBAaX MPU3HAHUSL. Y.

31. [IyHkT 175 U310KUTH B CAEAYIOUIECH PEaKIUU

«175. Jlnga mpuBeneHUss PETHCTPALMOHHOTO JOChE JIEKAPCTBEHHOTO
mpenapara B COOTBeTCTBHE ¢ TpeOoBanusmu Coro3a W MPOAOIIKEHUS
oOpareHusi JICKapCTBEHHOTO TIpemapara Ha TEPPUTOPHUSIX TOCYIapPCTB-
YJICHOB, TJIe OH 3apETUCTPUPOBAH, 3asBUTENb IMOJIA€T B YIMOJHOMOYCHHBIM
opraH (9KCIEPTHYIO OpraHHU3allNio) peepeHTHOro rocyapcTBa, B KOTOPOM

3apEeruCTPUPOBAH JICKAPCTBEHHBIN MpErapar:
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3asBJI€HUE Ha OyMaXHOM HOCHUTENIE WM B BHUAE DJIEKTPOHHOIO
JIOKYMEHTa, MOJINMUCAHHOTO JJEKTPOHHOW MOAMUCHIO, MO YCTAHOBJICHHOU
dbopme B cooTBeTCTBUU C TpriioxkeHueM Ne 2 k HacTosiium [IpaBunawm;

JOKYMEHTBI, TIOATBEpXKIAIOIKEe oOIiaty cbopa (MONUIMHBI) 3a
MOATBEPKJICHUE PErucTpanuu (IepeperucTpaiuio) u KCIepTU3y B ciiydyae u
MOPSIKE, YCTAHOBJIECHHBIX B COOTBETCTBUM C 3aKOHOJIATEIILCTBOM T'OCY/IapCTB
MpU3HaHUA Ha OYMa>KHOM HOCHUTEJIE WM B BUJIE DJICKTPOHHOTO JJOKYMEHTA,

MoAyJid 1 — 3 perucTpaiMOHHOIO 10ChE JIEKAPCTBEHHOTO IMpenapara Ha
AJEKTPOHHOM HOCHTENE W (WiIM) B BHUAE BJIEKTPOHHBIX JOKYMEHTOB B
COOTBETCTBUU C puioxkeHus MU Ne 1 — 5 k Hactosmum [IpaBuiiam.

B cootrBercTBUM ¢ TpeOOBaHUAMM 3aKOHOJIATEIbCTBA TOCYAAapCTBa-
yjieHa TPEJOCTaBJICHUE JIOKYMEHTOB, YKa3aHHbIX B aOzamax 2 — 4
HACTOSIIIIETO IYyHKTa MOXET OCYHIECTBIATHCS B  (opMe dSIEKTPOHHOTO
JTOKYMEHT0000pOoTa oe3 JOTIOJTHUTEILHOTO MIpeCTaBICHUS
COOTBETCTBYIOIINX JOKYMEHTOB U CBEACHUN Ha OyMa)XHOM HOCHUTEIIE,
MONMCAHHBIX U (MJTK) 3aBEPEHHBIX AJIEKTPOHHOMN MOANMUCHIO 3asIBUTEIISI.

Bce wumMeromuecss  JaHHbIe  JIOKJIMHUYECKUMX M KIMHUYECKHUX
UCCIICIOBAHUM, BBIMOJHEHHBIX JO BCTyIUIeHUs B cuily CorjameHus B
COOTBETCTBMM ¢ mnyHKTOM 36 Hactosimux I[lpaBun, B 3TOM ciyuae
MPEACTABIISIIOTCS B MOAYJISIX 4 — 5 perucTpalimOHHOTO JOChE JIEKAPCTBEHHOTO
npenapara B BHJE COOTBETCTBYIOUIMX OTYETOB 0O€3 00s3aTeIbHOr0 HX
NpPUBEJEHUA B COOTBETCTBUE C TpedoBaHusiMu Coro3a K 0(OPMIICHUIO
OTYETOB O  JOKIMHUYECKUX  (HEKJIMHUYECKUX)  HCCIEIOBAaHUAX U
KJIMHUYECKHUX UCCIIEIOBAaHUAX (MCIBITAHUSX ) JIEKAPCTBEHHOTO MIpernapara.».

32.B mynkre 180:

a) B ab3a1e TPEThEM CJIOBA U BBO3» YJAJIUTh;

0) a03al1 YeTBEPTHIN U3JI0KUTH B CICIYIONMICH pPEIaKIIUN:
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«Jlomyckaercs BBO3, OJTHOBPEMEHHAsl peau3alus U MEIUIMHCKOE
NPUMEHEHUE JIEKAaPCTBEHHBIX TMpEmapaTroB, yKa3aHHbIX B abO3aue 3
HACTOSIIIETO MYHKTA 0 OKOHYAHMS CPOKA MX TOAHOCTHU (CpOKa XpaHEHUs),
COOTBETCTBYIOIIUX JOKYMEHTaM U CBEIAECHHUSIM U3 PETHCTPALMOHHOIO JI0CHE,
YTBEPKJECHHOTO B COOTBETCTBUM C 3aKOHOJIATEJIbCTBOM T'OCYIApCTB-UYJICHOB,
U PETUCTPALIMOHHOTO JI0OChE MPUBEJECHHOTO B COOTBETCTBUE C TPEOOBAHUSIMHU
Coroza.».

33. [IyHKT 182 U310KUTH B CAEAYIONICH PEIaKIiU:

«182. B pamkax mpouenypbl TPUBEICHUS B COOTBETCTBUE C
TpeboBanusiMu Coro3a s TOCJIEAYIOMIEH PErucTpaluu o TpoLeaype
B3aMMHOTO TMPU3HAHHUS B TOCYJIapCTBE-WICHE, B KOTOPOM JIaHHBIM
JIEKApCTBEHHBIA mpenapaT He ObLI 3apEeTrUCTPUPOBAH 7O BCTYILUICHUS
Cornmamenus B cuiay jngo 31 nmekabps 2020 1., 3asBUTEIb IOJAET B
YIOJHOMOYEHHBIM OpraH (PKCIEPTHYIO OpraHu3aiuioo) pehepeHTHOTO
rocyJ1apcrBa:

3asBJICHME Ha OyMaXHOM HOCHUTEJIE WM B BHJE DJIEKTPOHHOIO
JOKYMEHTa, TOJIMCAHHOTO JJEKTPOHHOW MOAMUCHIO, IO YCTAHOBJICHHOM
dbopme B cooTBETCTBUU C TipruioxkeHueM Ne 2 k HacTosiium [IpaBunawm;

JOKYMEHTBI, TIOATBEp)KIAIOIMKUE ormiary cOopa (TOMIIUHBI) 32
MOATBEPKJICHUE PErucTpauuu (IEpEepPErucTpanuo) U IKCIEpTU3y B ClIydyae U
MOPSIKE, YCTAHOBJIEHHBIX B COOTBETCTBUM C 3aKOHOJATEILCTBOM T'OCY/IapCTB
MpU3HaHU Ha OYMa)KHOM HOCHUTEJIE WM B BUJIC DJICKTPOHHOTO JJOKYMEHTA,

Monyau | — 5 perucTpallMOHHOTO JIOCBE€ B COOTBETCTBUH C
npuioxeHussMu Ne 1 — 5 k HactosimuMm [IpaBuiiam B ciiyyae majibHEHIIEro
OCYILIECTBJICHUS PErUCTpallMd [0 NPOLEAYpEe B3aMMHOIO NPU3HAHUS B
rocyJlapcTBax-ujeHax, B KOTOPBIX JaHHBIN JIEKAPCTBEHHBIN Ipernapar He ObLI
3aperucTpupoBaH 110 BcTyruieHus CormyaimieHus B cuty uiau jo 31 nexaOps

2020 .
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B cooTrBercTBUM ¢ TpeOOBaHWUAMH 3aKOHOJATEILCTBA TOCYAAapCTBa-
yjieHa TMPEJAOCTaBICHUE JOKYMEHTOB, YKa3aHHbIX B a0zamax 2 — 4
HACTOSIIIETO IYyHKTa MOXET OCYIIECTBIATHECS B (opMe SIEKTPOHHOTO
JTOKYMEHTO000pOoTa oe3 JIOTIOJIHUTEIILHOTO IpeACTaBICHUS
COOTBETCTBYIOIINX JTOKYMEHTOB U CBEACHHUN Ha OyMaXHOM HOCHTEIE,
MOAMUCAHHBIX U (WJIN) 3aBEPEHHBIX AJICKTPOHHOU MOAMHUCKHIO 3asBUTEIIA.

Bce wmeromuecs — maHHBIE  JOKIMHUYECKAX W KIMHHYECKHUX
UCCJIeI0BaHMH, BBIMIOJHEHHBIX J0 BCTYyIUIeHUs B cuity CorjaiieHus, B 3TOM
cllydae TPEACTABISIOTCS B COOTBETCTBUM C HacTosimumu [lpaBuimamu B
MOAyJsiX 4 — 5 pErucTpaloOHHOTO JOChE B BHUJE HMEIOIIMXCS OTYETOB,
0e3 00s3aTeIPHOTO UX MPHUBEACHUS B COOTBETCTBUE C TpPeOOBaHUAMH K
0pOpPMIICHHIO TEKCTOB OTYETOB O JIOKJIMHUYECKUX (HEKIMHUYECKUX )
UCCJICAOBAHUSAX M KIMHUYECKUX  MCCIENOBAHMAX  (MCIBITAHUSX),
MPEAYyCMOTPEHHBIMU TPABWIAMH HaJJIekKallel J1abopaTopHOl MPAKTUKA U
HaJUIeKAIEeH KIMHUYECKON TPAKTUKH, a TaKXkKe MpaBUIaMU MPOBEIACHUS
WCCJICIOBaHUN OMOKBHBAJICHTHOCTH JICKAPCTBEHHBIX MPEMapaToB B paMKax
Coro3a, yrBepkaaeMbiMu Komuccueit. I'ocymapcTBo-4ieH, B KOTOpOE TI01aHO
PErUCTPAllMOHHOE JOChE€ Il TIPUBEACHUS €ro B COOTBETCTBHE C
TpeboBanusiMu Coro3a, BBICTYNIa€T B JaHHOM Cllyda€ B KadyecTBE
pedepeHTHOTO ToCyIapCTBa.».

34. B npunoxennu Ne 1 x ykazanusiM [IpaBunam:

a) pazzen | u3m0XKuTh B CIIEYIONICH peIaKIuu:

«I. O6mme TpeGoBaHMs K MOAYJISIM PETUCTPAIIMOHHOTO JTOCKE,

COIIPOBOXKAAIOIMNM 3a4BJICHHUC HA PCTUCTPALNIO JICKAPCTBCHHOI'O IIpClIapara

HpeI[OCTaBJ'IeHI/Ie PETUCTPALIMOHHOI'O JOCHE MOIKET OCYIICCTBIIATHCA B
QJICKTPOHHOM BHUAC, oe3 JOITOJIHUTCIBHOTI'O NpeaACTaBJIICHUA

COOTBETCTBYIOIIUX JOKYMEHTOB M CBEJICHUM Ha OYMa>kKHOM HOCHUTEJIC.»;
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0) noamyHkT 1.2.1 U3I0XKUTH B CEAYIOUIEH PEIaKIUU:

«1.2.1. 3agaBneHne Ha PErUCTPALMIO JIEKAPCTBEHHOTO Ipemnapara
(Ha OyMa)XHOM HOCHTEJIC WM B BUJIE€ DJIEKTPOHHOTO JIOKYMEHTA, CO3JaHHOTO
B opmarax *.doc,*.docx u *.pdf u moanmucaHHOTO 3JICKTPOHHOM MOJIUCHIO)
3amoJIHSIeTCs MO (opMe COTJIaCHO NpPWIoKEeHUt0o Ne 2 K HacTOSIIUM
[IpaBunam.»;

B) B moAnyHkre 1.5.2 cnoBa «(HOTapuUalibHO 3aBEpPEHHAs KOMUS MUChMa
C MOJIHKCHIO0 YIOJHOMOYEHHOIO JIUIIA IO KAYECTBY C IMEPEBOAOM)» 3aMEHHUTH
CJIOBaMU «(KOMUS MUChMA C OAMUCHIO YIOJIHOMOYEHHOTO JIUIIA 110 KaYeCTBY
C TEpPEeBOJIOM, 3aBEpPEHHass HOTAPUAIBHO WM JJIEKTPOHHOU 1H(pOBOM
NOANMUCHIO  JepKarenss mactep-(aitna akTUBHON  (papManieBTUUECKON
CyOCTaHIIUN).»;

r) B noanyHkre 1.10.3 npennoxxeHne BTOPOE UCKIIIOUUTE;

1) yHKT 3.2.R.2. U3710KUTh B CIEAYIONMICH PEIaKIIUN:

«3.2.R.2. [Inan Banuaanuu npouecca npou3BoJCTBRA.

HeobxoquMo mpencTtaBUTh IUIAaH BaIMAALMKM Mpoliecca MPOU3BOCTBA
(mpu TpaJIULIMOHHOW BaIWAALMM) WM IUIAH HENpPEepbIBHOW BepuUKAUU
mpouecca MOpou3BOJCTBa (MIPU  PACIIMPEHHOM TMOAXOJE€ K BaluJalUH
polecca NpoOU3BOACTBA).».

¢) pazaen 11 U3I0KUTh B CICAYIOUICH PeIaKIIUH:

«11. PeructpanimoHHoe 10che 1Sl 3asBICHUM
Ha PETUCTPAIMIO B UCKITIOYUTEIBHBIX CIydasiX

PerucrpanmonHoe y10CTOBEpEHUE JIEKAPCTBEHHOTO Mpernapara MOXKET
BBIJIABATbCA MPU  YCJIOBHUU  BBIMOJHEHUS  ONPEACICHHBIX  OCOOBIX
00s13aHHOCTEH B CiTyuae, €Cliv 3asBUTENIb MOKET MOATBEPANTH (000CHOBATH),
YTO HEBO3MOXXHO TIPEACTAaBUTh TOJHBIE JaHHbIE 00 3h(eKTUBHOCTU WU
0€30MacHOCTH JIEKAPCTBEHHOI'O Mpernapara MpU OOBIYHBIX YCIOBUSX €ro

MMPpUMCHCHUS 110 O)IHOﬁ N3 CJICAYIOIUX IMPUYINH:
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MOKa3aHus K MPUMEHEHHUI0, TT0 KOTOPBIM MPEIO0IaraeTcs MPUMEHSITh
JICKapCTBEHHBIN TMpEMapar, BCTPEUAIOTCS HACTOIBKO PEAKO, YTO 3asBHUTEIb
O0OOCHOBaHHO  HE  MOXET  OXHWJaTh  TOJY4YEHUS  BCECTOPOHHETO
MOATBEPXKICHUS  JIOKa3aTeNnbCTB  A(PGEKTUBHOCTH W OE30MaCHOCTH
JIEKapCTBEHHOIO Mpenapara;

IpU  TEKYIIEM COCTOSHHM HAy4YHBIX 3HAHUW HE MOXET OBITh
npeacTaBieHa ucdepnbiBaromas HHPopmanuss 00 3(P(PEeKTUBHOCTH WU
0€30MacHOCTH JIEKapCTBEHHOTO Mpenapara;

nonyyeHue uHpopManuu 00 >PGEKTUBHOCTH WM OE30MaCHOCTU
JIEKapCTBEHHOTO0  Tpemapara OyAeT NPOTUBOPEYUTH  OOIICTIPUHATHIM
MPUHITATIAM METUIIMHCKOMN STHKH.

VYkazaHHble 0043aHHOCTH MOXKET BKJIFOYATh CIIEAYIOIIEE:

3asiBUTENh  JOJKEH  3aBEepIIUTh B  CPOK,  yCTAaHOBJICHHBIN
YIOJIHOMOYEHHBIM OpraHom pedepeHTHOrO rocyJapcTBa-4JieHa,
ONpENEICHHYI0 TporpaMMy  HCCIENOBaHMM 1O  O€30MacHOCTH  WJIU
3G (PEeKTUBHOCTH, PE3yNbTaThl KOTOPOM JOJDKHBI TIO3BOJISIOT IPOBECTH
MOBTOPHYIO OIIEHKY COOTHOIIICHHUS «IT0JIh3a — PUCKY;

paccMaTpuBaeMbli JIEKAPCTBEHHBIN MPETapaT MOXKET PEaTN30BbIBATHCS
TOJIBKO TIO PEIENTy M MPUMEHSATHCS B OMPEACIICHHBIX CIy4asx, TOJIbKO MO
CTPOTUM MEAMIIMHCKUM HaONIOJCHUEM, BO3MOKHO B OOJBHUIIE, a B ClIydae
paarodapmMarieBTUYECKUX IMpenapaToB — T0J HAOIIOJCHUEM HMEIOIIEro
COOTBETCTBYIOIIIEE pa3pelICHUE JIHIIA;

OOmrast xapakTepucTUKa JICKAPCTBEHHOTO Tpemnapara, WHCTPYKIHUS T10
MEIUIIMHCKOMY TMPUMEHEHHWIO JIEKAPCTBEHHOTO Tpemapara  (JUCTOK-
BKJIAJIBIII), PETUCTPAIIMOHHOE YIAOCTOBEpEHHE W JII00as MeIuIMHCKas
uHbOpMAaIIKS JOJDKHBI COACPKATh MPUBIICKAIONTYI0 BHUMAHKE TOJIh30BaTEIIs
uHQOpPMAIIMIO O TOM, YTO HMEIONIMECS JaHHBIE O paccMaTPHBAEMOM

JICKAapCTBCHHOM npciapare SABJIIAKOTCA HEAOCTAaTOYHBIMHN B qacTu
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MOATBEPKJCHUSI ~ OMNPEJACIICHHBIX  acleKToB  A((PEKTUBHOCTH  WIH
0€301aCHOCTH JIEKaPCTBEHHOTO IIpenapara.y;

K) MpeATIoKeHne IepBoe ab3ama msaroro myHkra 12.1.1 mOmOIHHUTH
CJIOBAaMH «Ha OyMaKHOM HOCHUTEJIC UM B BUJIE DJIIEKTPOHHOTO IOKYMEHTa»;

3) MyHKT 17.2.2 1onoaHUTh ab3anamMu CIEAYIOIIEro COJIePIKAHUS:

«BBICOKOTEXHOJIOTUYHBIM JIEKAPCTBEHHBIN IIpenapar, COASPKAIIUN KaK
ayTOJIOTUYHBIE (MIPOUCXOMAAIIME OT CaMOro MalMeHTa), TaK U aJUIOTCHHbIC
(moctynaromue OT JPYyroro 4YejoBeKa) KICTKW WM TKaHU, JOJIKEH
paccMaTpuBaThCA KakK JIEKAPCTBEHHBIM IMpenapaTr MpeIHA3HAYEHHBIN IS
aJUIOT€HHOTO IPUMEHEHHS.

BBICOKOTEXHONOTUYHBIN JIEKAPCTBEHHBIN, KOTOPBIM MOXKET IMOANAAATh
MOJl ONpPEACICHUE TMpenapara TKAHEBOW WHXEHEPUM U OINPECIICHUE
JIEKapCTBEHHOI'0 IMpernapaTa Ha OCHOBE COMAaTUYECKHUX KIIETOK, JOJIKEH
paccMaTpuBaThCS B KAUECTBE MPEIapara TKAHEBOW UHKEHEPUH.

BBICOKOTEXHOJIOTUYHBIN JIEKAPCTBEHHBIA MpEnapar, KOTOPHIA MOKET
MOJIAAaTh TMOJI ONpPEICIICHUE JIEKapCTBEHHOrO IIpernapaTta Ha OCHOBE
COMAaTHMYECKUX KJIETOK WJIM T[pernapaTa TKAaHEBOM HWHXKECHEPUU U
T€HOTEPANEBTUYECKOTO JIEKapCTBEHHOT' O npermnapara, TOJKEH
paccMaTrpuBaTbCid B KAUYECTBE TI'€HOTEPANEBTUYECKOTO JIEKAPCTBEHHOIO
mpernapara.».

35. B npunoxennn Ne 2 x ykazanubeiM [IpaBunam:

a) noapazaen 1 pasmena | ¢opmbl 3asiBiaeHUsS AOMOJHUTH (HOpMOU
CIIEAYIOLIEr0 COJEPIKAHMUS:

(| |JIEKAPCTBEHHbBII [TPEITAPAT, 3ASIBJIEHHbIN

K PETUCTPALIMN B COOTBETCTBUA
C PA3/IEJIOM VII TTPABUJI
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Ecmu nexapcTBeHHBINM TmpenapaT 3asBISECTCS K PETUCTpPAllMU B
cootBercTBUM C pasgeiaom VIl IlpaBun, HeoOXogumMo yka3aTb THUI

IIPOLIEIYPBI, B COOTBETCTBUHU C KOTOPOM OH 3asIBJIEH K PETUCTPALINH.

[] perucrpauus [1 ycnoBHas [] ycKOpeHHas [] perucrpanus
JIEKapCTBEHHOI'O perucrpauus JKCIEepTU3a JIEKapCTBEHHOI' O
mperapara B JIEKapCTBEHHOI'O JIEKapCTBEHHOI'O rperapara ¢
VCKJIIOUNTEIIbHBIX rpernapara rpernapara YCTaHOBJICHUEM
ciryqasx JOTIOJIHUTEIbHBIX

TpeboBaHU

»;
0) moxpasnen 4 GopMbl 3asBICHUS JTOMOJIHHUTH CloBaMH: «(TIOJA0OTCS

Ha OyMaXHOM HOCHUTENIE WJIM B BHUJE DJJIEKTPOHHBIX JOKYMEHTOB,
MOANMCAHHBIX (3aBEPEHHBIX ) IIEKTPOHHON MOAIUCHIO)»;

B) moapasznen 1 pazgena |l popmbr 3asBneHus AomoaHUTH (HOpMOI
CJIEJTYIOILETO COAEPKAHMS:

(] JIEKAPCTBEHHbIU ITPEIAPAT, 3ASIBJIEHHbBIN
K PETMICTPALIMU B COOTBETCTBUU

C PA3JIEJIOM VII ITPABUJI
Ecnu nekapcTBEeHHBIM mpenapar 3asBISIETCS K IEPEPEerucTpaliuud B
cootBercTBUU ¢ pasaeiaom VIl TlpaBun, HeoOXomumMo ykazaTh THI

IPOLEAYPHI, B COOTBETCTBUU C KOTOPOW OH OBLI 3apErUCTPUPOBAH.

[ ] perucrpanus [ ] ycnoBHas [ ] YCKOpeHHas [ ] perucrpanus
JICKapCTBEHHOI'O perucTpanus dKCIEepPTHU3a JICKapCTBEHHOI'O
npenapara B JIEKapCTBEHHOT'O JIEKapCTBEHHOT'O npenapara ¢
ACKIIIOYUTENbHBIX mnpenapara mnpenapara YCTaHOBJIEHHUEM
cirygasx JOIIOJTHUTEIILHBIX

TpeboBaHU

»;
HaknagpiBanuche M pPETYyJIATOPHBIM OpPraHOM IIPU  PETUCTpalUU

npciapara ocoObIe yCI10Busa WK IMOCTPCIUCTPAIMOHHBIC MCPBI B KaUCCTBC

YCJIOBHM peErucTpanuu’?

Dna DH@T

Oco0rle YCI0BUA WIHN IMOCTPCTUCTPAIMOHHBIC MCPbI B Ka4C€CTBC

YCJIOBUM PETUCTPALIUU:
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OrpanuueHus O0s3arenbcTBa
IPUMEHEHUS aepxKaTens
JIEKapCTBEHHOTO | PErHCTPAIIMOHHOTO
npernapara, YIOCTOBEPEHHUS,
YCTaHOBJICHHBIE MOJIJIeKaIIHe
B X0JI¢ BBITIOJTHCHHUTO
perucTpayu B paMKax
JICKapCTBEHHOTO YCTaHOBJICHUSI
npernapara MIOCTPETUCTPALIUOHH
BIX MEp

CpOoKH BBIMOJIHEHUS
00513aTENBLCTB U
HaJIOKEHHBIX
OTPAHUYECHHM JJIsI
JepIKaTens
PETUCTPAIIMOHHOTO
yA0CTOBEPECHUS,
YCTaHOBJICHHBIC
MIPU PETUCTPALTTN
JIEKapCTBEHHOTO
npenapara

Crartyc
BBITIOJTHEHUS
00513aTeNLCTB
JepKaTeneM

PETUCTPAIIMOHHOTO
YIOCTOBEPEHUS

r) noapasaen 5 (Gopmbl 3asBICHUS JTOMOJHUTH CIOBaMH: «(MOJAIOTCS

Ha OyMa)XHOM HOCHUTEIE

nWin B

BHUAC OJICKTPOHHBIX JOKYMCHTOB,

MOITMCAHHBIX (3aBEPEHHBIX ) JICKTPOHHOHN MOMUCHIO)»;

n) nogpazaen 5 pazzaena |l ¢hopmel 3asBieHNsT AONOJHUTH CIOBaMHU:

«(rogarorca Ha OYMa)KHOM HOCUTEJIE WJIU B BUJE AIEKTPOHHBIX JOKYMEHTOB,

MOANMCAHHBIX (3aBEPEHHBIX) JIEKTPOHHOUN MOAMUCHIO)».

36. B mpunoxxennn Ne 4 x ykazanusiM [IpaBunam:

a)B mo3uruu 1.5.2 Tabnuubl pazngena |

ClIOBa «(HOTapUaJIbHO

3aBCPCHHAA KOIIMA IMMHMCbMa C MOANMCHIO YIOJHOMOYCHHOI'O JIMIA II10

KAaueCTBY C IEPEBOJIOM)» 3aMEHHUTh CIOBaMHU «(KOMHS MHUCbMa C MOAMHUCHIO

YIIOJITHOMOYCHHOI'O

Jana

110

Ka4ecTBy ¢

MIEPEBOJIOM,

3aBEpEeHHast

HOTApPHUAJILHO WJIM AJIEKTPOHHOW MUGPOBOM MOMMUCHIO JEpKaTelsi MacTep-

¢aiina akTUBHOM (papMaleBTUUECKON CyOCTaHIIUN )»;

0) no3unuio 3.2.R.2 U3710KUTh B CIAEAYIONMIEH pPeIaKIun:

«3.2.R.2. IInan Banuaamnuu npoiecca npou3BOoICTBA.

37.B mpunoxxennn Ne 19 k ykazannapiM [IpaBuiam:

a) nyHkT 1.1.2 nongpasnena 1 paznena | npuzHaTh yTpaTUBIIUM CUILY;

»;
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0) ab3an nepBbiid myHkTa 2.1.1 moxgpasnena 2.1 paznena |l uznoxuts B
CIEIYIOLIEN PEIAKIINU:

«IIpyu BHeceHMHM He3HauMMoro usMeHeHus [A Tuma 3asBUTENH
OJIHOBPEMEHHO TMPEJCTaBISET BCEM COOTBETCTBYIOIIMM YIOIHOMOYEHHBIM
opraHaMm (3KCHEPTHBIM OpraHU3allMsIM) 3asBJICHUE HA BHECEHUE MU3MECHEHMUI
Ha OyMa)XXHOM HOCHUTENE€ WIA B BHUJE DJJICKTPOHHOTO JOKYMEHTA,
MNOANMCAHHOTO  JJIEKTPOHHOW  MOJMHMCHIO, B COOTBETCTBUM  C
npuioxenueM Ne 2 k [IpaBuiiam peructpaiyiu JI€KapCTBEHHBIX CPEICTB, a
TaKX€ JIOKYMEHTHl (WJIM SJIEKTPOHHBIE JOKYMEHTBI), MOATBEPHKIAAOIINE
omiaty cbopa (MOUUIMHBI) 3a BHECEHHWE W3MEHEHUW B CIydasiX U TMOPSIKE,
YCTAHOBJICHHBIX B COOTBETCTBHUM C 3aKOHOJATEILCTBOM T'OCYIapCTB-
YJICHOB.»;

B) ab3a1l nepBbIil myHkTa 2.2.1 moapazaena 2.2 pazaena |l uznoxuts B
CIEIYIOLIEN PEIAKIINN:

«3asiBUTENIb OAHOBPEMEHHO MPEICTABISIET BCEM COOTBETCTBYIOIIUM
YIOJITHOMOYEHHBIM OpraHaM (PKCHEPTHBIM OpraHu3alusM) 3asiBIICHHE Ha
BHECEHUE M3MEHEHMM Ha OyMaKHOM HOCUTEJIC€ WJIM B BHJIE AJIEKTPOHHOIO
JOKYMEHTa,  MOJMHUCAHHOTO  JJIEKTPOHHOW  MOAMNHUCHIO,  COIJIACHO
npuiioxeHuro Ne 2 k IIpaBunaMm perucrpanuy JEKapCTBEHHBIX CPEACTB, a
TaKX€ JOKYMEHTHl (WJIM BJIEKTPOHHBIE JOKYMEHTBI), MOATBEPHKIAOIINE
oriaty cOopa (MOLUIMHBI) 32 BHECEHHWE M3MEHEHUM B CIydasX U MOPSJIKE,
YCTAHOBJICHHBIX B COOTBETCTBHUM C 3aKOHOJATEIbCTBOM TOCYJapCTB-
YJIEHOB.»;

r) nyakt 2.3.1 mompasmena 2.3 pasmena |l momomHuMTE ab3amamwu
CJIETYIOLLETO COAEPKAHMS:

«He TpeOyetcst nmpeacraBieHne 00pas3oB, CreHUPUIECKUX PEareHTOB
U JIpyTHMX MaTepUajoB TMPU HEBO3MOXKHOCTH TIPOBEJACHUS HCHBITAHUU B

AKCIIEPTHOW OPTraHU3aIU BCIIEICTBUE:
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TPYIHOAOCTYITHOCTH  OOpa3lOB  JIEKAPCTBEHHBIX  IIPENaparos,
CTaHAAPTHBIX  00pa3lOB,  CHEHU(PUUYECKUX  pEareHTOB M  APYrux
crenuduueckux MaTepuaioB (B TOM YHMCJIE HO, HE OrPaHUYMBASACH, MPU UX
OTHECEHHMM K  KaTeropum  OpQaHHBIX,  BBICOKOTEXHOJIOTHMYECKUX,
PaANOIOTHYECKUX, HAPKOTUUECKUX, ICUXOTPOIHBIX WM MpEAHA3HAYEHHBIX
JUIsL JICYEHHUS BBICOKO3aTPaTHBIX HO30JIOTMIl BCIEJCTBHE HUX BBICOKOU
CTOUMOCTH);

HEBO3MO>KHOCTH COOJIOJICHUS YCIOBUM TPAaHCIOPTUPOBKH yKa3aHHBIX
00pas3IoB Ha TEPPUTOPHIO TOCYIapCTBA-UJICHA U (UJIN) UX XPAHEHUS;

OTCYTCTBHSI CIIEIMAIBHOTO 000PY/IOBaHUS U PACXOIHBIX MAaTEpPUAJIOB B
DKCIIEPTHOU OpraHu3aIuy;

W JpyrMX 0OPUYAH [0 PEUICHUI0 YIOJHOMOYEHHOTO OpraHa
(3KCMEpTHOW OpraHu3alui) B UHAUBUIYaTbHOM MOPSIKE.)

B ciygasix, yka3zaHHBIX BbIIIE JAOOPATOPHBIC UCTIBITAHUS TTPOBOIATCS
B JIa0OpaTOpUH KOHTPOJS KayecTBa MPOU3BOIAUTENS JIEKAPCTBEHHOTO
npenapara B IPUCYTCTBUU MPEJICTABUTENICH SKCIIEPTHON OpraHu3ali Uik B
KOHTPAKTHOM  JIaDOpaTOpUH,  HUCMOJb3yeMON  MPOWU3BOJAUTENIEM, B
MIPUCYTCTBUU MPEICTABUTENEH SKCIIEPTHON OPTraHU3alUH.

B cnydasix HEeBO3MOXKHOCTU MPOBEACHUS T1a00PATOPHBIX UCTIBITAHUN B
7abopaTopusix ~ MPOM3BOAUTENS WM  KOHTPAKTHBIX  JTAOOPATOPHSIX
npoU3BOAUTENS (B YCIOBUSIX Yrpo3bl BO3SHUKHOBEHHS, BOSHUKHOBEHHUS U
JUKBUJIALIMK YPE3BBIYANTHON CUTYyalluu U (WIM) NPU BOSHUKHOBEHUU yTPO3bI
pacnpocTpaHeHus 3a0ojieBaHMs, MPEACTABISIONIETO  OMACHOCTh IS
OKPY’KaroIlMX, 3a00JIeBaHUM W TOPAKEHHUs, IOJIYYEHHBIX B pe3yJbTare
BO3J/ICICTBHS HEOJIATONPUSTHBIX MIPUPOJAHBIX, XUMUUYECKUX, OMOJIOTHUYECKUX,
paauaMoHHbIX (DAKTOPOB, MPU KOTOPHIX MPUCYTCTBHE MPEICTABUTEIS
HKCIIEPTHON OpraHU3alliy HE MPEICTABISIETCS BO3MOKHBIM WJIU MPU IPYTUX

O6CTO$ITGJ'H>CTB3.X, HaAIIpUMCP CBA3AaHHBIX C 0COOCHHOCTSIMU IIPOU3BOJACTBA U
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KOHTpPOJII KayecTBAa KOHKPETHOIO JIEKAPCTBEHHOI'O IperapaTa KaTeropuii,
YKa3aHHBIX BBIIIE, [0 COIVIACOBAHUIO C YINOJHOMOYEHHBIM OpraHOM
(9KCTIepTHOM  opraHu3alei) »SKCIepTH3a KayecTBa IPOBOJIUTCS Ha
OCHOBaHMM  JIOKYMEHTAIlMM  MPOU3BOAUTENS  (NMIPOTOKOJOB  aHaIM3a
IPOU3BOAUTEINS) B TOM YHUCJE C UCIOIB30BAHUEM CPEJICTB IUCTAHIIMOHHOIO
B3aMMO/ICUCTBUS, BKIIIOUAs ayIMO0- WA BUACOCBA3D.)».

1) npeiokeHne mnepBoe myHkra 3.1.1 mompazmena 3.1 pazpena ||
U3JIOKUTh B CIEAyIOUIEH  pedakuuu: «3asgBUTENb  OJHOBPEMEHHO
NPEACTaBISIET  BCEM  COOTBETCTBYIOIIMM  OpraHaM  (3KCHEPTHHIM
OpraHu3alMsIM) 3asBJICHUE HA BHECCHHE U3MEHEHUN Ha OyMa)KHOM HOCUTEIIE
WIM B BHJE DBJIEKTPOHHOTO JOKYMEHTA, MOJMNUCAHHOTO 3JIEKTPOHHON
NOANMCHIO, corjacHo mpuioxeHutro Ne 2 k IlpaBwiam perucrpauuu u
OKCIIEPTU3Bl  JIEKAPCTBEHHBIX CPEACTB, a TaKXKe JOKYMEHTHl (WU
AJIEKTPOHHBIE JOKYMEHTHI), TOATBEPKIAIOMINE OIUIaTy cOopa (MOILUIMHEI) 3a
BHECEHHE U3MEHEHHI B CITy4asix U MOPSJIKE, YCTAHOBIEHHBIX B COOTBETCTBUU
C 3aKOHOJaTEIbCTBOM TOCYAAPCTB-UJIEHOB. »;

¢) mynkt 3.2.1 nmompaszaena 3.2 pasaena |l u3moxuth B clieayrolei
peIaKIuu: «3asaBUTEND OJTHOBPEMEHHO MPEACTABISIET BCEM
COOTBETCTBYIOIIMM OpraHaM (PKCIEPTHBIM OpraHU3alMsIM) 3asBICHUE Ha
BHECEHHE W3MEHEHUW Ha OyYMa)KHOM HOCHUTENIE WJIM B BHJE DJICKTPOHHOTO
JOKYMEHTa,  MOAMUCAHHOTO  BJEKTPOHHOM  MOANMCHIO,  COIJIACHO
npwioxennto Ne 2 k [lpaBwiam peructpariu JIEKapCTBEHHBIX CPEJICTB,
a TaKXKe JOKYMEHTHI (WS DJEKTPOHHBIC JIOKYMEHTHI), MOITBEPKIAIOIINE
omiaty cbopa (MOUUIMHBI) 3a BHECEHHWE W3MEHEHUW B CIydasX W TMOPSIIKE,
YCTAaHOBJICHHBIX B COOTBETCTBUM C 3aKOHOJATEILCTBOM TOCYIapCTB-
YJICHOB.»;

k) B mynkre 3.3.1 nmoapasnena 3.2 pasaena lll:

a03all epBbIi U3JI0KUTh B CIEAYIONICH PeIaKIIUM:
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«3asiBUTENIb TPEJCTABISIET B YHNOJHOMOUYEHHBIM OpraH (3KCHEPTHYIO
OpraHu3alMio) pePepeHTHOro TroCylapcTBa 3asBICHUE Ha BHECEHHE
U3MEHEHUN Ha OyMaKHOM HOCHUTEJIC WJIM B BHUJE DJIEKTPOHHOTO TOKYMEHTA,
MOAMUCAHHOTO S3JIEKTPOHHOM TMOJIUCHI0, COTJIACHO NpuiokeHuto Ne 2
[IpaBuwiamM perucTpalu JIEKAPCTBEHHBIX CPEJCTB; JOKYMEHTHl (WM
ANIEKTPOHHBIEC JOKYMEHTHI), TOATBEPKIAIOIINE OIUIaTy cOopa (MOIUIMHBI) 3a
BHECEHUE U3MEHEHUI B CIIy4asX U MOPSAJIKE, yCTAHOBJIECHHBIX B COOTBETCTBUU
C 3aKOHOJATEIIbCTBOM  TOCYJapCTBa-4wi€Ha, JOChE€ Ha H3MEHEHHUE,
CoJZiepIKaIIee AIEMEHTHI, YKa3aHHble B JlonomHenuu 1V, B BUE 3IIEKTPOHHBIX
JTIOKYMEHTOB. »;

JOTOJHUTD a03allaMU CJIETYIOLIEro COACPKaHUS:

«He Tpebyertcst mpeacTaBiieHe 00pa3lloB, CeU(DUUECKUX PEareHTOB
U JIpyTHUX MaTepUajoB MPH HEBO3MOXKHOCTU MPOBEACHUS HCHBITAHUNA B
HKCHEPTHOM OpraHU3aliy BCIEACTBUE:

TPYAHOAOCTYITHOCTH  OOpa3IOB  JICKAPCTBEHHBIX  IPENaparos,
CTaHAAPTHBIX  00pa3lOB,  CHEUU(PUUYECKUX  pEareHTOB U  APYrux
crienupuYecKux MaTepuajgoB (B TOM YHUCIE, HO, HE OIrPAHUYUBASICh, TIPU UX
OTHECEHHMHM K  KaTeropum  OpQaHHBIX,  BBICOKOTEXHOJOTHYECKUX,
PaaroOIOTHYECKUX, HAPKOTUYECKUX, TICUXOTPOMHBIX WM MPEIHA3HAYECHHBIX
JUIs  JICYEHHS BBICOKO3aTPAaTHBIX HO30JOTHI BCJIEACTBUE HUX BBICOKOU
CTOUMOCTH);

HEBO3MOXHOCTH COOJIFOJICHUS YCIOBUU TPAHCIOPTUPOBKHU YKa3aHHBIX
00pa3IoB Ha TEPPUTOPHIO TOCYIapCTBA-UJICHA U (WJIN) UX XPAHEHUS;

OTCYTCTBUSI CIIELIMATIBHOTO 000PYAOBaHUS U PACXOJHBIX MAaTEPUAIIOB B
AKCIIEPTHOU OpraHU3aluY;

U JPYrdX TNpPUYMH TI0 PEIICHWI0 YHNOJHOMOYEHHOTO OpraHa

(SKCHepTHOﬁ Opl"aHI/I3aI_II/II/I) B MHAUBUAYAJIBHOM ITOPSAKE.
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B ciyyasix, yka3aHHBIX BbIIIE JAOOPAaTOPHBIE MCIBITAHUS TPOBOIATCS
B JIA0OpaTOpUU KOHTPOJS KAyecTBa MPOU3BOAUTENS JIEKAPCTBEHHOIO
Ipernapara B IPUCYTCTBUU IPEACTABUTEIIEH SKCIIEPTHON OPraHU3aluuU UIU B
KOHTPAKTHOM  JIabOpaTOpWH,  HCMOJb3yeMOW  MPOW3BOJAUTENIEM, B
IIPUCYTCTBUM MPEACTABUTEIIEN DKCIIEPTHOM oOpra"Huszauuu. B ciydasx
HEBO3MOKHOCTU TIPOBEICHHS JTAOOPATOPHBIX HCHBITAHUN B Ja0OpPaTOPHSIX
IPOU3BOAUTENS] WM KOHTPAKTHBIX JA0OpaTOpusiX mpou3BoauTens (B
YCIOBUSAX YIpO3bl BO3HUKHOBEHHs, BO3HHUKHOBEHUSA U JIMKBUAALUU
Ype3BbIYANHON cHUTyauuu W (WIM) 0pU  BO3HUKHOBEHUU  YIPO3BI
pacnpocTpaHeHus 3a0oyieBaHMs, MPEACTABIAIONIET0 OMNACHOCTb  JUIS
OKpY’KaloIlUX, 3a00JIeBaHUM W TOPAKEHHUs, MOJIYYEHHBIX B pe3yJbTare
BO3JICUCTBUS HEOJArONPUITHBIX TPUPOAHBIX, XUMHUUECKUX, OMOJIOTMYECKHUX,
paAMallMOHHBIX (DAKTOPOB, MPU KOTOPBIX NPUCYTCTBUE MPEICTABUTENS
HKCIEPTHOM OpraHU3alvy HE IPEACTABIIACTCSA BO3MOKHBIM WIH IIPU APYTUX
00CTOSITENIbCTBAX, HAIPUMEDP CBSI3aHHBIX C OCOOCHHOCTSIMU MPOU3BOJICTBA U
KOHTPOJISI KayecTBa KOHKPETHOI'O JIEKAPCTBEHHOIO IIpernapara KaTerOpui,
YKa3aHHBIX BBIIIE, [0 COIJIACOBAHHUIO C YIOJHOMOYEHHBIM OpPraHOM
(3KCIIepTHOM  OpraHu3anued) SKCIEpTH3a KadecTBa IPOBOJMUTCS Ha
OCHOBAaHMM  JIOKYMEHTAIlUM  NPOU3BOAUTENS  (IIPOTOKOJOB  aHaIU3a
IPOU3BOAUTEINS) B TOM YHUCJE C UCIOIB30BAHUEM CPEJICTB JIUCTAHIIMOHHOIO
B3alMOJECHCTBUSI, BKJIIOYAs ayAU0- UIIA BUIEOCBSA3h.».

3) NOANYHKT «a» myHkTa 1 Jlomomuenws |l m3noxuTh B cliegyromeit
pElaKInn:

«a) U3MEHEHUs1 AJIMHUHUCTPATUBHOTO XapakTepa, OTHOCAIIMECS K
HAaVMEHOBAHMIO Y KOHTAKTHBIM JaHHBIM:

JeprKaTesst PEruCTPaMOHHOTO YIAOCTOBEPEHUS, 3asBUTEIIA,

NpeaACTAaBUTCIIA ACPKATCIIA PCTUCTPALNUOHHOTO YAOCTOBCPCHUA U 1P.,
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MPOU3BOAUTENS WM TOCTaBIIMKA JIFDOOTO KMCXOJHOIO0 Marepuana,
peaKkTuBa, MPOMEXKYTOYHOIO TMPOJIYKTa, AaKTHUBHOW (apMaleBTUYECKOU
CyOCTaHIIMM, HCIOJIb3yEeMbIX B IIPOIECCE IMPOU3BOJCTBA JIEKAPCTBEHHOTO
mpenapata Wid  COAEpXKAIMXCs B JIEKAPCTBEHHOM  IIpemapare,
MPOU3BOIUTEIS JICKAPCTBEHHOTO MPENapara;

TpaHCc(ep PEerucTpallMOHHOTO YJIOCTOBEPEHHSI OT OJHOTO JeprKaTess
PErUCTPAllMOHHOTO  YJIOCTOBEPEHHUS  JPYroMy  IOPUJMYECKOMY  JIUILY
(M3MEHEHHE JIepKaTENsl pETUCTPAIMOHHOTO YIOCTOBEPEHUS );»;

¢) B lononnenuu V.

npeaiokKeHue TepBoe ab3ama ABaAlaTh BTOPOTO HU3IOXKHUTH B
CIEIYIOLIEN PENAKIINU:

«Ecnu u3mMeHeHue TpeOyeT mepecMoTpa oOlIeld XapaKTepUCTUKU
JIEKApCTBEHHOI0 Mpernapara, MapKHUPOBKH U (WMJM) JIMCTKA-BKJIAJbIIIA
MaKeTaX yMaKOBKH JICKAPCTBEHHOTO Mpemnapara (00beAUHIEMBIX TEPMUHOM
«uHpOpMaLMsT O JIEKApCTBEHHOM TMpemapare») W (WiIu) HOPMATHBHOM
JOKYMEHTE IO KayeCTBY 3TO OOCTOSITEILCTBO PACCMATPUBACTCA KaK 4YacTh
TaKOTO U3MEHECHUS. »;

noapazaen A.l pasmena A Tabmuubl U3IOXKHUTH B CIEAYIONIEH

pelaKIuu:

« | A.1. VI3MeHeHue nepxarens Heo6xomumeie | Jlokyments! u | [Iponieaypa
PErUCTPALlMOHHOTO YIOCTOBEPEHUS YCIOBUSA JTaHHbIE

a) I3menenne Ha3BaHus u (WJIM) ajapeca 1 1,3 1Apy
JepIKaTeIs PETHCTPAIIIOHHOTO
YIOCTOBEPEHUS

6) Tpaucdep PEruCTPaIIMOHHOTO 2 1,2,34 1Apy
ynocToBepeHus:  (yIOCTOBEpPEHMId) OT
OJTHOTO JIepKaTeisi PETUCTPAIMOHHOTO
yIOCTOBEPEHHS K Ipyromy
IOPUANYECKOMY JTHITY

YcenoBus
1.]lepxarenb perUCTPALIMOHHOTO YIOCTOBEPEHUS JOJKEH OCTaBaThCS TEM JKe
IOPUTNIECKUAM JTUI[OM.
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2.JlepkaTenb pPErHCTPALlMOHHOTO YIOCTOBEPEHHUS SBISETCS IPYTMM IOPUANYECKHM
JULOM.

JoxymeHTanus

1. Komusi 10OKyMeHTa, BBIIAHHOTO COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM OpPIaHOM
CTpaHbl PEruCTpalM  IOPUAMYECKOr0 JIMIA  JAep)KaTelis pPerucTpalioOHHOTO
yJI0CTOBEpEHHsI (HampuMep, HAJIOTOBOI'O OpraHa), B KOTOPOM yKa3aHO HaWMEHOBaHHE
U aJipec IOPUIUYECKOro0 JHUIA HOBOT'O IepKaTelsl perHCTPALMOHHOTO YIOCTOBEPEHMS.
2. JlokyMeHTBI, OOOCHOBBIBAIOIIME TpaHC(ep PErucTPaMoOHHOTO YAO0CTOBEPEHHS
(ymocToBepeHuil) M  IMOATBEP)KAAIOLIIME  BO3MOXKHOCTH  HOBOI'O  JiepiKaTels
PETUCTPAIIMOHHOTO yJO0CTOBEpeHHs (yJOCTOBEPEHMI) oOOecreunBaTh HaJyIexKaliee
BBINOJIHEHUE BCEX 00A3aHHOCTEH JiepKaTessl peruCTPAMOHHOIO YI0OCTOBEPEHMSL:
KOIMs JOKYMEHTa, TOATBEPKIAIOIIEr0 TpaHc(hep perucTpaioHHOrO yI0CTOBEPEHUS
(ymocTtoBepeHuil) OT OTHOTO IOPUINYECKOI0 JIUIA K JPYroMY FOPUIHMUECKOMY JIHUILY;
MEPEeCMOTPEHHAsT KpaTKas XapaKTepPUCTHKAa CHCTEMbl (hapMaKoHAA30pa WM
MePEeCMOTPEHHBIN MacTep-daitn  cuctemsl  papmakonamgzopa (IICM®), ecau B
perucTpanronHoe aocbe BritoueH [ICMO;

cBeleHUs: 00 OopraHM3alMy, OTBETCTBEHHOH 3a paboTy ¢ peKkiaMalusMH B paMKax
EBpa3niickoro 5KOHOMHUYECKOTO COKO3a.

3. IlepecMoTpeHHast B COOTBETCTBYIOLIMX pa3zzenax HH(poOpMalMs O JEKapCTBEHHOM
npernapare, HOpPMaTHBHBIN TOKYMEHT MO0 Ka4eCTBY

4. JJokyMEeHT (JOKYMEHTBI) OT IOPUAMYECKOrO JIMLA, KOTOPOMY IEpeNaroTcs
MIOJTHOMOYHS  IEP)KaTellsl PETUCTPAIIMOHHOTO yJOCTOBEPEHHSI, ITOATBEPKIAIOIIHIA
OTCYTCTBUE HW3MEHEHMH B MH(QOpManmuM O JIEKAPCTBEHHOM Ipenapare, He
OTHOCSILIIMXCS K TpaHC(epy perucTpalluoHHOro yAOCTOBEpeHus (YA0CTOBEPEHUM). ».

38. [Mogpasznen A.l pasznena A tabnuubl Jlonoanenus: VI u3noxuth B

CIENYIOLIEN PENAKIINN:

« |A.1 U3meHeHne nepxxarens | Heooxonumele | lokyments! | [Ipouenypa
PEruCTPALIMOHHOIO YI0CTOBEPEHUS yCJIOBHS U JJAaHHBIE
N3menenne Ha3Banus u (WiM) aapeca 1 1,3 1Apy
JepKaTens PEruCTPaLlMOHHOIO
YIOCTOBEPEHUS
Tpanchep PErUCTPAIIHIOHHOTO 2 1,234 |Apy
ylocToBepeHus:  (yIOCTOBEpEHHil) OT
OJIHOTO JepKarens Ipyromy
IOPUIUYECKOMY JIULLY

Ycnosus

1. lep>xarenb perucTpalliOHHOTO YIOCTOBEPEHHUS JOJDKEH OCTaBaThCsl TEM JKe
IOPUIUYECKUM JTULIOM.

2. Jlepxatenb pPETUCTPAIMOHHOTO YJOCTOBEPEHHS SIBISICTCS APYTUM FOPUIMYECKHM
JIMIIOM.

JloxyMeHTanus
1. Kormust nmokyMeHTa, BBIAAHHOTO COOTBETCTBYIOIIMM YITOJTHOMOYEHHBIM OPTraHOM
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CTpaHbl  PETUCTPAllMM  IOPUAMYECKOTO JIMIA Jep)KaTels  PerucTParioOHHOTO
YIIOCTOBEpEHUS (HAIpUMep, HAJIOTOBOTO OpraHa), B KOTOPOM yKa3aHO HaMMEHOBaHUE
WIH  ajpec IOPUAMYECKOro JIMIla HOBOTO  JIepXaTeist  PerducTPalioOHHOTO
YIIOCTOBEPEHHUSI.

2. JlokyMeHTBI, OOOCHOBBIBAIOIIME TpaHCc(ep PErucTPaMOHHOTO YIOCTOBEPEHHS
(ymoctoBepeHui) ©  TMOATBEP)KIAIONIUE  BO3MOXXHOCTH  HOBOTO  JIepKaTels
PETUCTPAIIMOHHOTO yJ0CTOBEpeHUs (YIOCTOBEpEHMI) obOecreurnBaTh HaJyIexkallee
BBITTOJIHEHUE BCEX 00S3aHHOCTEH JIeprKaTellsl pErHCTPAIMOHHOTO YIOCTOBEPCHHS:
KOIHS JOKYMEHTA, MOATBEPKIAIOIIET0 TpaHc(hep perucTpaioHHOTO yI0CTOBEPEHUS
(YymocToBepeHuit) OT OTHOTO IOPHINYECKOTO JIUIA K JPYrOMY FOPUIHYECKOMY JIHUILY;
NEPEeCMOTPEHHAsT  KpaTKasg XapaKTepUCTHKAa CHCTEeMbl (hapMakoHaA30pa WU
MEePECMOTPEHHBI MacTep-(daiin  cucrembl (papmakonam3opa (IICM®D), eciu B
perucTpanronHoe aocke BriatoueH [ICMO;

cBeleHUs 00 OpraHM3alny, OTBETCTBEHHOH 3a paboTy ¢ peKiIaManusiMH B pamKax
EBpa3uiickoro 5KOHOMUYECKOTO COH03a.

3. [lepecMoTpeHHasi B COOTBETCTBYIOLIMX pa3zieiax HH(OpMAIHs O JEKapCTBEHHOM
npernapare, HOpMaTHBHBIN JOKYMEHT MO Ka4eCTBY.

4. JJokyMEeHT (IOKYMEHTBI) OT KOPHUAMYECKOTO JIMIA, KOTOPOMY IEpPEIaroTCs
MOJTHOMOYHST  JCP)KATENsl PETUCTPAIIMOHHOTO  yJOCTOBEPEHHS, IOATBEPIKIAIOLIHIA
OTCYTCTBHEC W3MEHCHMH B uHQpOpMAIMM O JICKAPCTBEHHOM Tpenapare, He
OTHOCSIIUXCS K TpaHC(epy PEerucTPaMOHHOTO YI0CTOBEPEHUs (yI0CTOBEPEHHIA). »;

39. B npunoxennn Ne 20 k ykazanubiM [IpaBuiiam:

a) ad3aIlbl TIEPBBIM W BTOPON MyHKTa 2.1.2 W3JIOXKUTH B CIACAYIOIICH
pelaKuuu:

«IIpyu BHeceHuMMm He3Haunmoro wusMeHeHus [A Tuna 3asBUTEND
OJIHOBPEMEHHO  TMPEJCTaBISIET  BCEM  COOTBETCTBYIOIIMM  OpraHam
(OKCMEPTHBIM OpraHM3alMsIM) 3asBJICHUEC HAa BHECEHHE HW3MEHEHHM Ha
OyMa)KHOM HOCHUTEJE WJIA B BUJE DJIEKTPOHHOTO JOKYMEHTA, OAMHCAHHOTO
AJEKTPOHHOM TOAIUACBHI0, COrJacHO mnpwioxkeHnro Ne 2 k [IpaBunam
pErucTpaluy JIEKAPCTBEHHBIX CPEICTB, MOKYMEHTHl (WM 3JIEKTPOHHBIE
JOKYMEHTBI), TOJTBEpKJIaloIue OIriaTy coopa (MOULIMHBI) 32 BHECEHHE
W3MEHECHHN B pa3Mepe M TMOpSJIKe, YCTAaHOBJICHHBIX B COOTBETCTBUU C
3aKOHOJATEIHCTBOM rOCYAapCTB-UJICHOB.

3asBUTENb MPEICTABISICT B YMNOJHOMOYEHHBIM OpraH (3KCHEPTHYIO
OpraHu3anuio) pe(epeHTHOro TocyJapcTBa JOChe Ha  H3MEHEHHUE

(yBemomJiieHuE), COJEprKalllee 3JIEMEHThI, yka3zaHHble B JlonmomHenuun IV
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npuwitoxkenuss Ne 19 x IlpaBunam perucrpanuu JICKapCTBEHHBIX CPEACTB, B
BH/JIE DJICKTPOHHBIX TOKYMEHTOB.»;

0) ab3a1bl MEepBBIM U BTOPOM IMyHKTa 2.1.3 U3JIOXKUTH B CIEAYIOIICH
pelaKuuu:

«IIpy BHECeHMM HE3HAUMMOrO Wu3MeHeHuss [A Tuma 3asBUTEND
IPEACTABISIET B YHOJHOMOYEHHBIM Oprad (SKCHEPTHYH OpraHU3ALMIO)
3asBJICHUE HAa BHECEHHE W3MEHEHUN Ha OYMa)XHOM HOCHUTENIE WJIM B BUJE
ANEKTPOHHOIO  JIOKYMEHTAa, MOAMUCAHHOTO 3JIEKTPOHHOM  MOAMNMUCHIO,
corinacHo mpwioxkeHnro Ne 2 kx IlpaBunam perucrpanuu JeKapCTBEHHBIX
CPEICTB; JOKYMEHTHI (WJIM 3JEKTPOHHBIE JOKYMEHTBI), MOATBEPKIAAOLINE
omiaty cOopa (MOLUUIMHBI) 3a BHECEHHWE M3MEHEHUM B pa3Mepe U MOpsIKE,
YCTAaHOBJICHHBIX B COOTBETCTBHUH C 3aKOHOAATENBCTBOM I'OCYAAPCTB-YJIEHOB.

3asgBUTENb MPEJICTABIAET B YIOJIHOMOYEHHBIM Oprad (dKCIEPTHYIO
OpraHm3aiuio) pedepeHTHOro TrocyJapcTBa JOCbe Ha  H3MEHEHHE
(yBemoMieHue), coJepKallee 3JIEMEHTbl, YKa3aHHble B JONOJHEHHH [V
npunoxenuss Ne 19 k IlpaBunam perucrpauuu JEKapCTBEHHBIX CPEACTB, B
BUJIE JJICKTPOHHBIX JOKYMEHTOB. YTIOJHOMOYEHHBIM OpraH (dKCnepTHas
opraHusaiusi)  peQepeHTHOro  rocyaapcrBa  MPOBOAUT  IKCIEPTU3Y
HE3HAYMMOTO u3MeHeHus [A tuna B Teuenue 30 KaJICHIAPHBIX JHEW CO JTHS
€r0 MOJyYCHUS.»;

B) a03allbl MEpBbIA M BTOPOM MyHKTa 2.2.2 U3IOXHUTH B CIEIYIOLIEH
peNaKIuu:

«IIpp BHeceHum He3HauuMMOro wusMeHeHusa [B Tunma 3asBuTEnH
ONHOBPEMEHHO  IPEACTAaBISIET  BCEM  COOTBETCTBYIOIIMM  OpraHam
(3KCIIEPTHBIM OpraHU3alMsAM) 3asBJICHUE Ha BHECEHHWE W3MEHEHHUU Ha
OyMa>KHOM HOCHUTENE WA B BUIE 3JIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO
ANEKTPOHHOM TOAMNMUCHIO, coriacHo mnpwioxkeHnto Ne 2k IIpaBuiam

perucrpagmun JICKAPpCTBCHHBIX CpPCACTB, JOKYMCHThI (I/IJ'H/I SJICKTPOHHEIC
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JIOKYMEHTBI), TOJTBEpPKJIalolue OIiaTy cOopa (MOUUIMHBI) 32 BHECEHHE
U3MEHECHHI B clly4ya€ U TOPSAKE, YCTAaHOBJIEHHBIM B COOTBETCTBUU C
3aKOHOAATEIBCTBOM rOCYAapCTB-YJIEHOB.

3asBUTENb TPEJCTABIACT B YINOJIHOMOYEHHBIH Oprad (3KCIEPTHYIO
opraHuzanuio) pedepeHTHOr0 TOoCyJapcTBa JIOCb€ Ha  U3MEHEHHUE
(yBegomiieHUE), COJICpIKAIIIEE JIEMEHThI, IEPEUUCIICHHbIE B JIONOIHEHUH [V
npunoxenuss Ne 19 k IlpaBunam perucrpanuu JIEKAPCTBEHHBIX CPEACTB, B
BH/JIE DJIEKTPOHHBIX TOKYMEHTOB.»;

r) ad3aibpl TEPBBIM U BTOPOU MyHKTa 2.2.3 M3IOXKHUTH B CIEAYIOIIEH
pelaKuuu:

«IIpu BHeceHMHM He3HAuMMOro wusmeHeHus IB Tuna 3asBurens
OJIHOBPEMEHHO  TMPEJCTaBISIET  BCEM  COOTBETCTBYIOIIMM  OpraHam
(3KCMEpTHBIM OpraHMu3alMsiM) 3asBJICHUE HA BHECEHHE W3MEHEHH Ha
OyMa)KHOM HOCHUTEJE WA B BUE DJIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO
ANEKTPOHHOW NOAMNMUCHI0, coriacHo mnpwioxkennto Ne 2k [lpaBuiam
pEerucTpanyu JIEKapCTBEHHBIX CPEJCTB, JIOKYMEHTHI (WJIM DJIEKTPOHHBIE
JOKYMEHTBI), TOJTBEpKJIaloIue OriaTy coopa (MOULIMHBI) 32 BHECEHHE
U3MEHEHH B Cllydya€ M MOpPSJAKE, YCTAHOBJIEHHBIX B COOTBETCTBUHM C
3aKOHOJATEIBCTBOM rOCYAapCTB-UJIEHOB.

3asBUTENb MPEJCTABISECT B YMNOJHOMOYEHHBIM OpraH (dKCHEPTHYIO
opraHuzainuio) pedepeHTHOro ToCyJapcTBa JIOCh€ Ha  U3MEHEHHUE
(yBengomiieHuE), coJieprKalliee 3IeMEHThI, epedrcieHHbie B Jlonomnennn 1V
npuitoxkenuss Ne 19 x IlpaBunaMm perucrpanuu JIEKapCTBEHHBIX CPEACTB, B
BH/JIE SJIEKTPOHHBIX JOKYMEHTOB.»;

1) ab3a1r mepBbIv MyHKTA 2.3.1 H3I0KUTH B CIASAYIOMICH PEIaKIIIN:

«3asiBUTENIb TPEACTABISICT B YMOJHOMOYCHHBIM OpraH (dKCHEPTHYIO
opraHu3aiui) pedepeHTHOro TOoCyJapcTBa 3asBJICHHE O BHECEHUU

W3MEHEHUHN Ha 6YMa)KHOM HOCHUTCIIC WJIKN B BUAC JJICKTPOHHOI'O JOKYMCHTA,
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MOJIMKUCAHHOTO JJEKTPOHHOW TMOJIMHUCHIO, COTJIACHO TMPUWIOKEHUI0 Ne 2
k [lpaBumam peructpanvii  JEKapCTBEHHBIX  CPEACTB, JOKYMEHTHI
(M DJIGKTPOHHBIE JOKYMEHTBHI), IIOATBEpPKIAIOIIME oIulaTy coopa
(MOLIMHBI) 32 BHECEHHE M3MEHEHUW B Ciydae U MOPSAKE, YCTAaHOBICHHOM
3aKOHOJIATEIBCTBOM TOCYAapCTBA-YIEHA, IOChE HA M3MEHEHHE, COAECpKaIIEee
ANEMEHTHI, YKa3aHHble B JlonosHenuun IV npuinoxenus Ne 19 k IIpaBuiiam
pEerucTpalyu JeKapCTBEHHBIX CPEJICTB, B BUJIE AJIEKTPOHHBIX JOKYMEHTOB.»;
) ab3a11 nmepBoIi MyHKTa 2.3.2 U3JI0KUTh B CIASAYIONICH peIaKIIin:
«3asiBUTENIb TPEACTABIAET B YHNOJIHOMOYEHHBIM OpraH (3KCHEPTHYIO
OpraHu3aluio) pePepeHTHOro ToCylapcTBa 3asBICHUE O BHECCHUU
M3MEHECHUI Ha OyMa)KHOM HOCHUTEJIE WJIU B BUJIEC DJIEKTPOHHOTO JOKYMEHTA,
MOJMKUCAHHOTO JJIEKTPOHHOM MOJIKCKHI0, COTJIacHO mpuioxkeHnto No 2 k
[IpaBuiam peructpaluu JIEKapCTBEHHBIX CPEICTB, JOKYMEHTHI (WU
AJIEKTPOHHBIC JOKYMEHTHI), TOATBEPKIAONINE OIUIaTy cOopa (MOILIMHEI) 32
BHECEHME HW3MEHEHMHW B  CIyd4ae H  MOPSAJKE, YCTAHOBJIEHHBIX
3aKOHOJIATEILCTBOM IOCYyAapCTBa-wWICHA; I0ChE HA U3MEHEHHE, COAECpKaIIee
AJIEMEHTHI, yKa3aHHble B mnoanyHkre 2.3.1 Hacrosmux IlpaBui, B Buue
ANEKTPOHHBIX JOKYMEHTOB.);
) ab3a1] mepBbIi MyHKTA 2.3.4 U3T0KUTh B CIEAYIONIEH peIaKInu:
«3asiBUTENIb TPEACTABIAECT B YMNOJHOMOYEHHBIM OpraH (IKCIEPTHYIO
opraHu3ainui) pedepeHTHOro ToCyJlapCcTBa 3asBJICHHE Ha BHECEHUE
U3MEHEHHI Ha OyMa)XKHOM HOCHUTEJE WJIU B BUJIC DJIEKTPOHHOTO JOKYMEHTA,
MOJIMMCAHHOTO JJICKTPOHHOW MOAIHUCHIO, COrJACHO MNpUIOKEHU0 No 2
k IlpaBunam perucrpauuu JI€KapCTBEHHBIX CPEICTB, JAOKYMEHTHI (WU
AJIEKTPOHHBIE JOKYMEHTHI), MOJTBEPKAAOUIME OIuiaTy cOopa (MOILLIUHBI)
3a BHECEHHME W3MEHEHMM B pa3Mepe M TMOpsJKe, YCTAaHOBJICHHBIX B

COOTBCTCTBUHU C 3aKOHOAATCIBLCTBOM TIOCyAapCTB-YJICHOB, JOCbC Ha
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u3MeHeHHe (yBEIOMIICHHE), COJEpIKaIlee DSJIEMEHTHI, IEPEUHUCICHHBIE B
noanyHkre 2.3.1 Hacrosmux [IpaBuit, B BUIE 2IEKTPOHHBIX JOKYMEHTOB.»:

40. A63ar niepBsiii myHkTa 1.4.2 moapasznena | paznena | mpunoxenus
No 24 x ykazanHbIM [IpaBuiaMm U3JI0KUTH B CICAYIOLIEH peAaKIUU:

«3asiBUTEIIb OJTHOBPEMEHHO MPEACTABISECT YIIOJHOMOYEHHBIM OpraHaM
(3KCMEPTHBIM OPTaHU3AIIUSIM) TOCYIAPCTB MPU3HAHUS 3asIBJICHUE O BHECECHUU
U3MEHEHHUI B COCTaB PErMCTPAIMOHHOIO JOCh€ BAKIMH JIJI TPOQPUIAKTUKU
rpunmna Ha OyMaXKHOM HOCHUTEJE WJIM B BHJIE DJICKTPOHHOI'O JOKYMEHTA,
MOJIMMCAHHOTO AJEKTPOHHOM TMOJMKUCHIO, COTJIACHO TNPUIIOKEHHI0 Ne 2
Kk  IIpaBunawm; JOKYMEHTBI (WM DJNEKTPOHHBIE  JIOKYMEHTHI),
MOATBEPKIAIOIINE OIIaTy cOopa (MONUIMHBI) 3a BHECEHHWE M3MEHEHUU B
PErUCTPAIlMOHHOE J1I0ChE€ BaKIMH I NPOPUIAKTUKHU TPUIIA B CiIydasxX U
MOPSJKE, YCTAHOBJIEHHBIX B COOTBETCTBHUH C 3aKOHOJATEIBLCTBOM I'OCY/IapCTB
MIPU3HAHUSL.).

41. lomonauTh mpuiaoxkeHusMu Ne 25, 26 um 27 caeayromiero

COJICPKAHMS:

«ITPUJIOXXEHHME Ne 25

K [IpaBunam perucrpanuu u
AKCIIEPTHU3bI JJEKAPCTBEHHBIX CPEJICTB
JJ11 MEAULIUHCKOTO MPUMEHEHUS

IIpouenypsnl, KpuTepuu U TPeOGOBAHUSA
K perucTpauuu B cOOTBeTcTBUM ¢ moapasaesaom VILII
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1. OO011ue noJI0KEHUI

B paspgene 11 «PerucrtpaunonHoe pocee Uil 3asBICHUM Ha
PErUCTPALMIO B UCKIIOUUTENBHBIX Citydasx» npuioxkenus Ne 1 k [Ipasuiam
PErUCTpalli U SKCIEPTU3BI JICKAPCTBEHHBIX CPENCTB AJII MEAUIIMHCKOTO
npumeHenus (nanee — IlpaBuiiam perucTpanuu JIEKapCTBEHHBIX CPEJCTB)
yKa3aHo, 4TO, €CIIM, PETUCTPAIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO
mpernapara MOXET BBIIABAaTHCA MPHU YCIOBUU BBITIOJTHEHHS OIMPEISICHHBIX
0COOBIX OOS3aHHOCTEN B cllydae, €CJIM 3asBUTENIb MOXET MOIATBEPAUTH
(o0ocHOBaTh), YTO HEBO3MOXKHO TIPEACTABUTH TIOJIHBIE JaHHBIE 00
3¢ (PeKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOIO Tpemnapara npu 0OBIYHBIX
YCIIOBHSIX €T0 MPUMEHEHHS TI0 OJTHOM M3 CICAYIOIMINX MPUIHNH:

a) MOKa3aHWsg K TPUMEHEHHIO, 110 KOTOPBIM  MpEArojiaracTcs
MPUMEHSATH JICKAPCTBEHHBIN Mpenapar, BCTPEUaOTCsl HACTOJIBKO PENKO, YTO
3asiBUTE]Ih OOOCHOBAHHO HE MOXXET OXKHJATh MOJIY4YEHHUS BCECTOPOHHETO
MOATBEPKICHUSI ~ JOKa3aTeNbCTB  Ad(PGHEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOIO Mpemnapara;

0) Mpu TEKYIIEeM COCTOSSHUM HAy4YHbIX 3HAHUM HE MOXET OBITh
nmpeacTaBieHa wucdepnbiBaronias wuHpopMamus 00 >PGEeKTUBHOCTH WU
0€30MacHOCTH JIEKapCTBEHHOTO Mpemnapara;

B) mosrydeHue uHpopmanuu 00 3(PGEeKTHBHOCTH WM 0€30MaCHOCTU
JIEKApCTBEHHOr0  Mperapara OyneT MNpPOTUBOPEYUTh  OOLICTIPUHSITHIM
MPUHITUTIAM METUIIMHCKOMN 3THKH.

VYkazaHHbIe 003aHHOCTHA MOTYT BKJIIOYATh CIEAYIOIIEe:

a) 3asABUTENIb  JOJDKEH 3aBEpPIIUTh B  CPOK, YCTAHOBJICHHBIN
YIOJHOMOYEHHBIM ~ OpPraHOM  pepEepeHTHOro TocyJapcTBa —  4ICHA
EBpa3uiickoro s3KOHOMHUYECKOTr0 Coro3a (aiee — rocynapctBo-wieH, Coro3),

OIIPCACIICHHYIO nporpamMmmy HCCIeA0BaHUU I10 0e30IMacHOCTH HnJIn
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b (PeKTUBHOCTH, PE3yNbTaThl KOTOPOW TOJDKHBI TO3BOJISIOT TMPOBECTH
MOBTOPHYIO OIIEHKY COOTHOIIICHHUS «I0JIh3a — PUCK;

0) paccMaTpuBaeMblil JIEKAPCTBEHHBINH Mpenapar MOXET OTIYCKaThCs
TOJIBKO TIO PELEeNTy U MPUMEHSATHCS B OMPEACIICHHBIX CIy4asix, TOJbKO MO
CTPOTUM MEIUIIMHCKAM HaOJIFOJICHNEM, BO3MOKHO B CTAallMOHApPE, a B CIIy4yae
panuodapMaleBTUYECKX TMpenapaTtoB MOJ HAONIOJACHUEM HMEIOIIETO
COOTBETCTBYIOIIEE PA3PEIICHUE JINLIA;

B) MHCTPYKIIMS MO  MEAMIIMHCKOMY  MNpPUMEHEHHI0,  oOImas
XapaKTEePUCTUKA JIEKapCTBEHHOTO npenapara, PETHCTPALIMOHHOE
yJAOCTOBEpEHUE U JII00as MEeAUIIMHCKAass MH(pOpMAIUs JOJKHBI COAEPKATh
oOpareHue, KOTOpoe MpHUBIICKACT BHUMAHUE MEIUIIMHCKOTO pabOTHHKA K
ToMy (pakTy, 9YTO UMCIOIIHNECS JaHHBIC O PacCMaTPUBAEMOM JICKAPCTBEHHOM
mpenapare  SBISIOTCS  HEAOCTaTOYHBIMHM B YacTH  MOJTBEPKICHUS
ONpeIeIICHHBIX aCIeKTOB s dexTuBHOCTU W 0€30MacHOCTH
JIEKapCTBEHHOTO Mpernapara.

[Ipu perucrpanum JE€KapCTBEHHOTO IIpemapara B COOTBETCTBUHU C
JAHHOW TIpOIIeTypol HapaBHE C OTYETaMU O TPOBEICHHBIX KIWHUYECKHUX
UCCJICOBaHUSAX, VyKa3aHHbIX B TmyHkTe 36 IlpaBunm peructpanuu
JICKapCTBEHHBIX CPENICTB, PACCMATPUBAIOTCA B TMPOIECCE IKCIEPTU3BI U
OTYETHI O BCEX MPOBEICHHBIX KIMHUYECKUX MCCIIEIOBAHMIX, BKIIOYCHHBIC B
COCTaB MOAYJISl 5 €ro PErHuCTPAIMOHHOTO J0Che, BHE 3aBUCUMOCTH OT CTPaHBI
ux TnpoBeacHHA. Ilpy HE0OXOAWMMOCTH, YIIOJTHOMOYEHHBIM OpPraHOM
pedepeHTHOrO TOoCyJapcTBa MOXKET OBbITh WHUIMUPOBAHO TIPOBEIICHUE
WHCIIEKITUY KJIMHUYECKOTO HCCIIEAOBAaHUS HA COOTBETCTBHE TPEOOBaHUSIM
[IpaBun Haamexkamen KIMHn4Ieckon npaktuku Corosa.

Hacrosiee npriioxeHne OMUChIBAST MPOIIEAYPY U COACPKUT YKa3aHUS
10 HAyYHOW OIEHKE OCHOBAaHWA W YCIOBHW JUISI OCYIICCTBJICHUS

perucrpanr B HCKIIIOUYUTCIIbHBIX CJIy4dasaX.
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OnwucanHas mpouenypa MPUMEHSETCA K 3asBICHUSM Ha PETHCTPALHIO
JIEKapCTBEHHBIX MPENAPATOB JISI MEAULIMHCKOTO MPUMEHEHUS, BXOISAIINX B

chepy npumenenus [IpaBun perucrpanuu JeKapCTBEHHBIX CPEJICTB.

2. CnenuanbHbie POUEAYPHI (00S3aHHOCTH )

B cootBerctBuu mynkroM 120.1 ITpaBui perucrpanuu JIeKapCTBEHHBIX
CPEIICTB, PErHCTpPalMsl B HMCKIIOYUTEIBHBIX CIy4yasX OCYLIECTBISETCA IpHU
BBINIOJIHEHUM 3asIBUTEJIEM OIPEACIICHHBIX YyciaoBUH. IlyHKT, B 4YacTHOCTH,
3aTparuBaeT 0€30MaCHOCTh JIEKAPCTBEHHOTO IIpemapara, YBEJIOMIICHUE
YIOJHOMOYEHHBIX OPraHOB (IKCIEPTHBIX OpPraHU3AIMi) roCyaapCTB-YICHOB
O JI0O0OM HHIIMJICHTE B CBS3U C €0 MPUMEHEHHEM U NMPUHUMAEMBIE MEPHI.
COOTBETCTBEHHO, HACTOSIIEE MNPUIIOKEHUE HEMOCPEICTBEHHO CBSI3aHO C
[IpaBwnamu Hamiexaime mnpakTuku GdapmakoHaazopa Coro3a, KOTOpBIC
yCTaHABIWBAIOT pa3Hble BUIB (papMaKOHAI30PHON NEATEIbHOCTH U
WHTEPBEHIMI, TPEBEHTUBHO HAIIPABIICHHBIE HA BBIABJIECHUE, YCTAHOBJICHUE
XapaKTepUCTUK U MPEAOTBPAIICHUE WM MUHUMU3ALMUIO PUCKOB, CBSI3aHHBIX
C JIEKapCTBEHHBIMU IIpenaparamu.

B coorBerctBun ¢ pazgenom 11 mpuioxenus Ne 1 k IlpaBuiiam
perucTpanuy JEKapCTBEHHBIX CPEACTB, 0COOble O0O0S3aHHOCTH MOTYT
OXBaThIBaTh MPOTPAMMY HCCIICIOBAHUM, YCIOBUSI HA3HAYECHUS WJIU BBEICHUS
a100 00S3aHHOCTH MO YBEIOMJICHUIO WM MH(POPMAIMH O JEKAPCTBEHHOM

npenapare.

3. IlpenocrapisieMast JOKyMEHTAIUs

Ecnu 3asBUTENh CUWTAET, YTO MJOJDKHBI TNPUMEHSTHCS OCHOBAHUS
pErucTpaluy B UCKIIOYUTENBbHBIX CiIydasX, OH 005i3aH BKJIIOYUTH YKa3aTh
JaHHYI0 HWHQPOPMAIMIO B 3asABJICHUM HA PETUCTPAIUIO JICKAPCTBEHHOTO

npenapara coriacHo TnpuioxkeHuto Ne 2 k  IlpaBunam perucrpauuu
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JIEKApCTBEHHBIX CPEJICTB M MPEJCTABUThL CBOE 00OCHOBaHUE B pazzene 1.8.2
MOJYJIsI 1 peruCTpallMOHHOTO J10ChE, COACPIKAIIETO CIEAYIOIINE ACTIEKThI:

a) yKazaHue, 4TO 3asBUTENIb CMOXXET J0Ka3aTh, YTO OH HE CHOCOOEH
MPEIOCTaBUTh UCUYEPIIHIBAIOIINE JOKIMHUYECKAE WIN KIMHUYECKUE aHHbIE
00 3 (peKTUBHOCTH U OE30IACHOCTH JIEKAPCTBEHHOTO IpernapaTra B 0OBIYHBIX
YCIIOBHSIX IPUMCHCHUS;

O0)mepedyeHb  JOKJIMHUYECKUX WM  KIMHUYECKUX  JaHHBIX 00
s pekTuBHOCTH TMOO OE30MTaCHOCTH JICKAPCTBEHHOTO Mperapara;

B) apryMEHTAIMsl OCHOBAHUN OJ0OPEHUS B UCKIIIOUUTEIBHBIX CITy4asx;

T') IPEIJI0KEHHST KacaTeIbHO MOAPOOHBIX CBEAEHUW O BBITIOJIHIEMBIX
0COOBIX 00513aHHOCTSX (MIPOIEAYphl OOecIieueHHsT 0€30MacHOCTH, Mporpamma
WCCJICIOBAHMS, YCIOBHSA HA3HAUYCHHS WJIM TNPUMEHEHHs, WHpopMamus o

JIEKAPCTBEHHOM IIpenapare).

4. AprymeHTaIus OCHOBaHUN 0J00peHus
B UCKJIIOYUTEIIBHBIX CITydasx

ApryMeHTanusi OCHOBaHUM OJIOOpEHHSI B MCKIIOUUTEIBHBIX CIIydasix
JOJIKHA OMUPAThCsl HA OOBbEKTUBHBIE, IPOBEPSEMbIE TPUUHUHBI.

B  chnydae  HEBO3MOXKHOCTH  MPEIOCTAaBUTh  HMCUEPIBIBAIOIINE
JNOKIMHUYECKUE WM KIMHUYECKHE JaHHble O 0e30MmacHoCcTH JH1bo
3¢ (HEeKTUBHOCTU JIEKAPCTBEHHOI'O Ipenapara, COOTBETCTBYIOIIMHA pa3jaen
o030pa JIOJDKEH OINUChIBaTh OCHOBaHHE (OCHOBaHHWs) (B COOTBETCTBUHU C
paznenoM 11 mpunoxenuns Ne 1 x IIpaBunam peructpanuy J€KapCTBEHHBIX
CPEJICTB) TOTr0, MOYEMY 3asIBUTENb HE CIIOCOOEH MPEIOCTABUTh TAKUE JIAHHbBIE
(MOXXET  NPUMEHSITbCSI  HECKOJbKO  OCHOBaHuil). B wmomyne 1
PErUCTPALIMOHHOIO JI0ChE JIEKAPCTBEHHOTO IMpernapara 3asBUTENb 00s3aH
PEI0CTaBUTh MOAPOOHYIO apryMEeHTAIMIO, YTOOBI JOKa3aTh CYIIECTBOBAaHUE

TaKHNX OCHOBaHHﬁ, BMECTC C KpHTquCKOﬁ OHGHKOfI TaKkoMn AprymCcHTamnuu.
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HecmocoOHOCTh MpeiocTaBUTh NCYEPTIHIBAIOIITNE JAHHBIC
0 O0e3onacHOCTU U 3PHEKTUBHOCTH JEKAPCTBEHHOIO Mpenapara
BCJICZICTBHE PEAKOCTH TTOKA3aHUS K €r0 MPUMEHEHUIO

AprymeHTanus JOJHKHA YUUTHIBATH IpHEeMIIEMBbIE
ATHUIEMHOJIOTUIECKHE JI0Ka3aTeIhCTBA IS KOJIMYECTBEHHOMN
XapaKTePUCTUKH HHU3KOW YacCTOTBhI PACIPOCTPAHEHHOCTH (0OOJIE3HEHHOCTH,
MOPOUIHOCTH) JTaHHOTO 3a00JeBaHUsl (COCTOSIHUSI) BO BCEM MHUpPE, a TAKXKE
KOJMYECTBEHHYIO OIIEHKY pa3Mmepa TMOMyJSaIud, KOTOpas MOXET OBITh
JOCTYNMHA JJia TOMO0OHBIX  ucchaenoBanuil. HeoOxomumo — omwmcathb
PEAbIYIINE UCCIIECIOBAHNS, TPOBEACHHBIC HA AaHAIOTMYHBIX MOMYJISIUIX.

HeobxoammMo OTMETUTH, UMEET JIM JIEKAPCTBEHHBIM Mpemapar CTaTyc
op(aHHOTO JIEKapCTBEHHOTO Tpemapara B rocyAapcTBax-uieHaxXx. Bmecre ¢
TeM cTaryc OpQaHHOTO JIEKAPCTBEHHOTO IIpermapara HEJAOCTATOYCH IS
apryMEeHTaIlMd HECMOCOOHOCTH MPEOCTABUTh MCUEPIBIBAIOIIUE JTAHHBIE 00
3¢ (peKTUBHOCTH U OE30MACHOCTH TAKOTO Mpernapara.

Heobxogumo oOmeHUT, U OOCYIUTh BO3MOXKHOCTH BBINOJHEHUS
TpeOyeMbIX HCCIACAOBaHWN, B TOM YHCIE TMPOBEIECHHE COBMECTHBIX
MHOTOIICHTPOBBIX HCCIICIOBAHU.

Onenka [JOMKHA BKJIIOYaTh MOAPOOHOE  OIMHUCAHWE BOMPOCOB,
KACaroIINXCsl TU3aifHa U CTATUCTUYECKUX ACTICKTOB MCCIICIOBAHMM, BKIIFOYAs
BEPOSATHOCTH  OMIMOOK, THIOTE3bl, TMPEANOJI0KEHUS O Habope ®
nocjeAyroeM HaOM0ACHUH, pacyeTe pa3Mepa BIOOPKH U METOI0JIOTHUH.

HeobxoaumMo O1eHUTh U 0OCYANTh BO3MOYKHOCTH BBITTOTHEHUS APYTHX
WCCJIEIOBaHUM, KOTOPBIE MO3BOJISIT MOJIYYUTh 00Jiee TTOHBIC JaHHBIE (ITyCTh
U He wucuepnbBaromue) 00 2¢hGEeKTUBHOCTH WM OE30MacCHOCTH
JIEKapCTBEHHOTO Tmpemnapara. HeoO0XoamMo mpoaHaIu3upoBaTh JFOOBIC

moaxoasaniue )IPIBaﬁHBI HCCHGHOBaHHﬁ, BKJIFOYAasa IIOMCKOBBIC HHSaﬁHBI n
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APpYyruc I[HBafIHBI, IIpuHUMasd BO BHHUMAHHUC JOCTYIIHBIC IIOAXOJAbl, B TOM

YHCJIE Kacaloluecs UCClIeJOBaHuN 3(PPEKTUBHOCTH HA MAJIBIX HOITYJISLUAX.

HecnocoGHOCTb MpenocTaBUTh UCUEPIBIBAIOLIUE TaHHbIE
o 0e3omacHOCTH U 3(PHEKTUBHOCTH JICKAPCTBEHHOIO Mpenapara
B CHJLY TEKYILIETO COCTOSIHUS HAYYHBIX 3HAHUUN

B oOTHOmEHMM TEKyHIEro COCTOSIHUS HAy4YHBIX 3HAHUN 3asBUTEIb
00s3aH omucarth, Kakas notTpedyercd HaydyHast uHopMauus sl TPOBEACHUS
NOJ00HBIX HCCIEA0BaHUM, 00OCHOBaTh OTCYTCTBHE TakoW MH(MOpMaUUU U
HEBO3MOYKHOCTb €€ IIOJy4YeHHs (HalpuMep, OTCYTCTBHE OINPEIEICHHBIX
JUArHOCTUYECKMX  MHCTPYMEHTOB Uil  (OPMUpPOBAaHUA  MOMYJISLUI
TAIMEHTOB CIICIUAIILHO JJIsl HCCIISJOBAHUS).

HeobxoammMo oLleHUTh U 00CYIUTh BO3MOKHOCTb MPOBEJICHUS APYTHUX
UCCJIEI0BaHMI, KOTOPbIE MO3BOIMINA Obl MOJYYUTh OOJIbIIIE CBEACHUN (ITyCTh

Y HE WCUYEPIIBIBAIOIIHNX ).

HecmocoOHOCTh cOOpaTh MCUEPIBIBAIOIINE JAHHBIC

0 Oe3omacHocTy U 3QPEKTUBHOCTH U JIEKAPCTBEHHOTO TIpernapara,

TIOCKOJIBKY 3TO MMPOTHBOPEUUT MPUHITATIAM MEIUIIMHCKON ITHKE

ApryMeHTamusi JO/DKHA CoOJepKaTh OIHMCAaHWE COOTBETCTBYIOIIUX
MPUHITATIOB MEIUITMHCKOW STHUKH, KOTOPBhIE MOTYT OBITh HapyILIECHBI IpHU
MPOBEACHUU HCCIEAOBAaHUN JIEKAPCTBEHHOTO TIpemapara C yKa3aHUeM
CCBUIOK HAa COOTBETCTBYIOIIHME MEXKIYyHAPOIHBIE PYKOBOJACTBA IO
MEIUIIMHCKOW OSTHUKE WJIM WHBIE PYKOBOACTBA IO MEAUIIMHCKOW OTHKE.
3asBUTENTH 0053aH J1ajee 000CHOBATh MPUMEHUMOCTD MTOJ00HBIX TTPUHITUIIOB
K JTAHHOMY CJIy4Yaro.

HeobxogumMo mpemocTaBUTh PEMICHUS W 3aKIIOYCHHUS KOMHUTETOB TIO
ATUKE, OCYIICCTBISIONMINX JEATeTLHOCTh Ha TEPPUTOPUH TOCYAapPCTBA-WICHA,

00041 COOTBCTCTBYIOIIIMX OopraHoB 3APaBOOXpPAaHCHHUA B OTHOIICHUH
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HEITUYHOCTH cOOpa HCUEPHBIBAOMINX JaHHBIX 00 3(PPEKTUBHOCTH W
0€30MacHOCTH (3TUX CBEACHUMN) (IIPU HATTUYHUN).

Heobxoamumo o1leHUTh U 00CYIUTh BO3MOKHOCTb MPOBENICHUS JPYTHUX
UCCJIEI0BaHUM, KOTOPBIE MO3BOIMIMA Obl MOMYUYUTh OOJIbIIE CBEACHUH (ITyCTh
Y HE WCUYEPIIBIBAIOIINX ).

OcHoBaHusl, TOCTPOCHHBIE HAa MEAUIMHCKON J3THKE, OYydyT, Kak
NpPaBWJIO, NPUMEHSTHCA TOJBKO K KIMHUYECKUM MCCIICAOBAHUSIM WU

HCCIICAOBAHUAM C UCITIOJIB30BAHHUCM YCIIOBCUCCKUX 6I/IOMaTepI/IaJ'IOB.

5. letanu3upoBaHHas XapaKTEPUCTUKA MOJICKAIINX
BBITIOJTHEHUIO 0COOBIX TIpolieAyp (00sA3aHHOCTEH)

Oco0bie nporieaypsl (003aHHOCTH) 1O O€30MaCHOCTH

[Ipennosxxenusi, kacarouiyecs: 6€30NaCHOCTHU, MPEACTABIAIOTCS B (hopme
IlaHa yopaBJeHHUs pUckaMu, B cooTBeTcTBUM C [IpaBumiiamu Hajiexaiien
npakTuku ¢papmakonaazopa Corosa.

Baxxno, uToOBI TUTaH (papMaKoHAI30pa COJEPKajl MOJHBIE CBEIACHUS O
dbapMaKoHa30pHON JESITEIBHOCTH, KOTOpas OyAEeT OCYIIECTBIATHCS s
oOecrieueHus nH(pOopMUpOBaHUS nepKaTens PETUCTPALIMOHHOTO
YIOCTOBEpEHUS O JI0OOM  MHIMJEHTE, KacaroleMcs MNpPUMEHEHUS
JICKapCTBEHHOTO Mpernapara, u mpeajaraéMple METOIbI, C ITOMOIIBIO KOTOPBIX
OyayT yBEHOMISITCS YMOJHOMOYEHHBbIE opraHbl. [lman ¢apmakonamzopa
JOJKEH Tak)Ke BKIIOYaTh CBEICHUSA O JIOOBIX MCCIEIOBAHUAX, KOTOPHIE
OyIyT MPOBEICHBI JJIS BBISBJICHHS M YCTAHOBIICHUSI XapaKTEPUCTUK PHUCKOB,
CBSI3aHHBIX C TPUMEHEHHUEM JIEKApPCTBEHHOTO TIpemnapara.

[TockolibKy, BEpOSITHEE BCEro, CBEJICHHS O O€30MaCHOCTH OyayT

OTpaHUYEHbl, 3asBUTENIb O00s3aH NPEAOCTaBUTh MOAPOOHYIO OIIEHKY
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HGO6XOI[I/IMOCTH I[GI\/JICTBI/IIZ 110 MUHHUMMH3AIIUKU PHUCKOB H, CCJIM OIIPaBAAHHO,

IJIaH MUHHUMHU3alluu PUCKOB.

Oco06bie nporeaypsl (00SI3aHHOCTH) MO MPOrpPaMMe UCCIIeIOBaHUN
JICKapCTBEHHOTO Mperapara

[TonpoOHBI TepedeHb BCEX aKTUBHBIX, 3alUIAHUPOBAHHBIX HIIH
IpeayiaraeMbIX HCCIEAOBaHUM, KOTOPhIE MOTYT ()OPMHPOBATH OCHOBY JIJIS
OyIoymMXx TEepeoIeHOK COOTHOIICHHS «IMojib3a — PHCK», BMECTe C
OKHJIAMBIM CPOKOM 3aBEpIIEHUS TaKWUX ucciaeaoBaHuit. JIusi Kakmoro
HCCIICIOBAHMS HEOOXO0IMMO MPETOCTaBUTD clieaytomiee (MpU HATUYNH ):

XapaKTePUCTUKY HUCCICIOBaHUS (BKJIIOUYAs NU3aliH, KOHEYHBIC TOYKU U
1IeJIEBOE TTOKa3aHue);

OXKHJIaeMble  OPHUEHTHUPHI  JUIsI  TMOJa4Y¥  MPOTOKOJA,  Hadaja
WCCJICIOBaHMs, TMPUBICUEHUS CyOBEKTOB, 3aBEpIICHHS, aHaau3a, I0Jadu
OTYETOB O COCTOSHHHM HCCICIOBAaHUSA, TMOJa4d IPOMEKYTOUHBIX U

3aKII0YUTEIIBHBIX OTYETOB 00 HCCICAOBAHUAX.

Oco06bie nporieaypsl (00S13aHHOCTH) MO0 HA3HAYCHUIO MTAlIUEHTaM
JICKapCTBEHHOTO MperapaTa Uik YCIOBUSIM €T0 TPUMEHEHUS

[TonpobHOE  yKa3zaHWe TIO YCIOBUSAM TPHUMEHEHHUS, BKJIIOYas
BO3MOKHOCTh OTIIyCKa pacCMaTpUBaeMOro JIEKapCTBEHHOI'O Mperapara
TOJIBKO TIO METUIIMHCKOMY HAa3HAYEHUIO M BO3MOXKHOCTH B OMPEIEICHHBIX
ClIy4asix €ro BBEICHHUS TOJIBKO MMOJ CTPOTUM MEIWIIMHCKUM HAOIIOACHUEM,
HalpuMep B  CTallMOHape, WM OrPaHWYCHHWE II0  CIICIHAIN3aIuU
HA3HAYaIoIIEeTo JIMIAa U — B CiIydae paanodapMareBTHYecKoro npemnapara —

HaJIMYUIO Y HCTO CIICIUAJIBHOI'O pa3pCHICHUA.
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OcoOble porenypsl (00513aHHOCTH) IO YKa3aHUIO CBEJCHUN
B MH(OpMaIuu 0 JEKapCTBEHHOM Ipernapare

B Momyme 1 perucTparoHHOTO TOChe JICKApCTBEHHOTO IIperapara
JIOJDKHO OBITh MOSICHEHHWE O TOM, Kak MH(OpMAIMs, BKIIOYCHHAS B OOIIYIO
XapaKTEePUCTUKY  JICKAPCTBEHHOIO0  TMpernapara,  MHCTPYKIHUIO 10
MEIUIITMHCKOMY TNPUMEHEHHIO JIEKAPCTBEHHOTO Tpemapara  (JIMCTOK-
BKJIQJIBIII) U JIF00Ast Ipyras MeTUITMHCKas HHpopMarus OyayT 00ecieuuBaTh
MPUBJICYCHNE BHUMAHUS MEIUIIMHCKUX PAOOTHHKOB W TMAIMEHTOB K TOMY
dakTy, 4TO JaHHBIE IO JICKAPCTBEHHOMY TMpEmapary, B OIPEIACICHHBIX
obnactsax (3ddexTuBHOCTH U (UK) OE30MACHOCTH) SIBJISIOTCS B HACTOSIIEE

BpCM:A HCIIOJIHBIMU.

6. DKkcnepTH3a YIOIHOMOYEHHOTO OpraHa pe)epeHTHOTO rocy1apcTBa

3aKIO4YeHusi, TPUHUMAEMble B  OTHOIICHHM  PETUCTPAIMU B
UCKIIIOUUTENIbHBIX ~ YCJIOBHUSX, MOTYT OBITh NPUHATHI  TOJBKO IO
OOBEKTUBHBIM U TPOBEPSEMBIM MPUYUHAM B COOTBETCTBHUM C pazneiom 11
npuioxeHus Ne 1 x [IpaBunam peructpaiuu JeKapCTBEHHBIX CPEJICTB.

Ecnu ucuepnbiBatomue aaHHbie 00 3()PEKTUBHOCTH W 0€30MacCHOCTH
JIEKQpCTBEHHOr0  TIpenapara OTCYTCTBYIOT, YIIOJHOMOYEHHBIA  OpraH
pedepeHTHOrO  TOCyAapcTBa  BIOpPaBE  PACCMOTPETh  BO3MOXKHOCTH
pPErUCTpallUi B HCKIIOUMTENBHBIX CIy4YasiX, OCHOBBIBASICb HAa KPHUTEPUSX,
chopmynupoBaHHbix B pazaene 11 mnpunoxenus Nel k IlpaBusam
pEerucTpaluu JICKapCTBEHHBIX CPEJACTB, B TOM 4YHCJIE O€3 HHUIIUATUBBI
3asBuTeNsA. JlaHHOe pelieHue, BKIOYas JOOble 0COoOble O00s3aHHOCTH,
JOBOJUTCA 1O 3asABUTENSl W COTJIACOBBIBAETCS C HHUM JI0 YTBEPKICHUS
AKCIIEPTHOTO OT4YeTa 00 OlleHKe 0e30macHOCTH, 3P(HEKTUBHOCTH U KAadeCTBa

JIEKapCTBEHHOr0 Ipemnapara (fajee — SKCHEPTHBIA OT4eT OO0 OLEHKE).
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[Ipunsitoe pemeHue MAOKHO OBITh YKAa3aHO B COOTBETCTBYIOIIMX
DKCIIEPTHBIX OTYETaX OO0 OLIEHKE 3KCHEPTHOM OpraHu3aluu pedepeHTHOro
rocyaapcTBa (IpOMEeXyTOUHBIX U (MJIH) 3aKJIFOUUTENIbHBIX U MMyOINYHBIX ).

OKCnepTHbId  OT4eT 00  OLEHKE OKCIEPTHOM  OpraHu3aluu
pedepeHTHOTO TocyAapcTBa JOKEH OXBAThIBATH CIEAYIOUIUE aCHEKThl, B
3aBUCUMOCTH OT OOCTOSITENIbCTB:

a) UCCIIEI0BAHMUSI, OTCYTCTBYIOILIUE VIS M CYEPIBIBAIOIIETO
MOATBEPKISHUSI 0€30MacHOCTH U 3(DPEKTUBHOCTH, a TaKKe HEOOXOIUMOCTh
pPacCMOTPEHUS YIOJTHOMOYEHHBIM OpraHOM (IKCHEPTHOW OpraHu3aluei)
pedepeHTHOro rocy1apcTBa 0J100pEHHS B UCKIIOUUTEIBHBIX CITyYasx;

0)HaiMure TOCTATOYHBIX OCHOBaHWM (HayuyHas MH(pOpMaIus, HU3Kas
4acTOTa PaclpOCTPaHEHHOCTH (00JIE€3HEHHOCTH, MOPOUTHOCTH) JJIsl TAHHOTO
3a0o0sieBaHusA (COCTOSIHUS), DTHUYECKHUE OTPAHUYEHUS, WHbIE (HAKTOpHI) IJIs
MOATBEPKJICHUSI TOTO, YTO HCYEPHBIBAIONIUNE JJaHHBIE OE30MacCHOCTU U
3G (PEeKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa He MOTYT ObITh MPEACTaBICHBI,
BKJIIOYAs JEKJIapaluio U OLEHKY JIOObIX 3asBJIICHUM O CYIIECTBOBAHUM TaKHX
OCHOBaHMWI. YTOJHOMOUYEHHBIA OpraH pedepeHTHOTO TocyAapcTBa BIpaBe
o0OpaTuUThCA B OKCIEPTHBIH KOMHUTET IO JIEKAPCTBEHHBIM CpPEICTBAM 3a
KOHCYJbTAIlMEH  KacaTeIbHO MpOoOJieM, CBS3aHHBIX C JTHYECKUMU
OrPaHUYCHUSIMH;

B) IPUYUHBI TPUHATUS WIM OTKJIOHEHHUS CYIIECTBOBAHMUS TaKHUX
OCHOBaHMi, B TOM YHKCJIE TPOBEPKa OOBEKTUBHOCTH TAKUX OCHOBAHUM;

r') OOBSICHEHHE I1€JI€COO00PA3HOCTH PETUCTPAIMU B HCKIIOUUTEIBHBIX
CIIlydasix ¥ MpHU HEOOXOIUMOCTH OOBSICHEHHE, IIOYEMY HENb3s MPUOETHYTh K
YCJIIOBHOW PETHCTPAIMH WM OOBIYHOM PETUCTPAITNH;

1) OLICHKa TUIaHa yIpaBJieHUsl pUCKAMU U KaK IpejiaraeMble AecTBus

IO MUHHUMU3AIHUH PUCKOB IMOBJIUAKOT Ha COOTHOIICHUC «I10JIb3d — PUCK»,
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€) HeOOXOJMMOCTh ~ IPOTPaMMBbl  HCCIICIOBAaHUM,  MpeaiaracMoun
3asgBuTeneM. OIeHKa MporpaMMbl JOJDKHA paccMaTpuBaTh, KAKUM 0Opa3oM
noJ00HBIE MCCIIEIOBaHMS HAIEJIeHbl HA MPEJOCTaBICHUE JOMOTHUTEIBHBIX
HEOOXOAMMBIX CBEACHUHM, TOCKOJIbKY paHee He ObUIM  IOJy4YeHbI
UCUYEPIBIBAIONIUE CBEJICHUS, KOTOPbhIE BaXHBI I XapaKTEPUCTUKU
0e30macHOro U 3(hEeKTUBHOIO MPUMEHEHHMS JIEKAPCTBEHHOT'O MIpernapara;

) YIOJIHOMOYEHHBIN OpraH (3KCHepTHas opraHu3aius) peQepeHTHOro
rocyJapcTBa, BIIpaBE€ TaKKe 3alpOCUTh Yy 3asBUTENS  PE3yJbTaThl
JIOTIOJIHUTEJIBHBIX ~ MCCICAOBAHWUM Ui JAJbHEHIIEH  XapaKTEPUCTUKHU
O0COOEHHOCTEH, SIBISIONMIMXCSA BaKHBIMU JUIsi 0€30MacHOr0 U 3(PPEeKTUBHOTO
IIPUMEHEHUS JIEKAPCTBEHHOI'O Ipenapara. TakoW 3ampoc B TOM YUCIIE
JOJDKEH COJEpKAaTh YKa3aHUE O HEOOXOAUMOCTH IPOBEACHUS JIOOBIX
JOTIOJIHUTENbHBIX ~ UCCIENOBAaHMI, CBEpX IMpejaraéMblx B  IUIAHE
dbapmakoHaa30pa;

3) YIIOJTHOMOYEHHBIA OpraH (dKCIEepTHAsE OpraHu3ainus) peQepeHTHOro
rocygapctBa 1pu  (GopMynMpoBaHMM ~ 3ampoca O  JOMOJHUTEIbHBIX
UCCJIEIOBAHUAX JOJKEH OLEHUTh (PU3NYECKYIO0 BO3MOKHOCTH BBINOJIHEHUS
TaKUX MCCIIEIOBAHUN U CTENIEHbh OOBEKTUBHOCTH MOTYyYaeMbIX HEJOCTAIOIINX
JAHHBIX.

[TockoabKy HazHAUCHHUE 3aIBUTEI0 0COOBIX Mporeayp (00s3aHHOCTEH)
MOXET TpeboBaTh HAIUYUS  CHEHUAIBHBIX  KJIMHUYECKUX  3HAHUM,
YIOJTHOMOYEHHBIM  opraH (dKCHepTHas opraHuzanusi) pedepeHTHOro
rocyJapcTBa MOXET KOHCYJIBTHUPOBATHCS C DJKCIEPTHBIMH H pabouynMu
IpyImamMu, CO3JaHHBIMU MpPU ODKCIEPTHOM KOMHUTETE MO JIEKapCTBEHHBIM
cpenctBaM. IlepedyeHb Takux 0COOBIX Tmpouenyp (0Osi3aHHOCTEH),
HA3HAYEHHBIX TPU PETUCTPAIlMUd 3asABUTENIO JOJDKEH OBITh YKa3aH B

MNPUIIOKCHUU K PCTUCTPATUOHHOMY YAOCTOBCPCHNUIO BMECTC C IPCACIIbBHBIMU



54

CpOKaMu W JlaTaMH HMX BBINOJHEHHUS M OTPAXKAETCS B EIUHOM pEecTpe
COBMECTHO C PETUCTPALMOHHBIM YJOCTOBEPEHUEM,;

M)YCJIOBUS WM OrPAaHUYEHHUsS KacaTelIbHO KaTeropuu OTIycKa H
IPUMEHEHHUsI JIEKAPCTBEHHOTO Mpernapara;

K)yCJIOBUS WM OrpaHUYEHUsT C TOYKH 3peHHs Oe30MacHoro Hu
3¢ (PEeKTUBHOTO NPUMEHEHUS JIEKAPCTBEHHOIO Mpernapara.

Takue yciioBHUsS YyCTaHaBIMBAIOTCA B PELICHUU YIOJIHOMOYEHHOIO
opraHa (’KCIEpPTHOM oOpraHu3anuu) pedepeHTHOro ToCyAapcTBa MU Jajee
OTpaXXaroTCsl B COOTBETCTBYIOIIMX pa3zienax MH(OpMAaIMK O JIEKAPCTBEHHOM
npernapate (00meld XapaKTepUCTHUKE JIEKapCTBEHHOIO IIpernapara |
UHCTPYKIMU O MEIUUMHCKOMY NMPUMEHEHHUIO JIEKAPCTBEHHOrO Iperapara
(mucTke-BKIABIIIE));

1) o011as XapakTepUCTHKA JIEKapCTBEHHOTO MpernapaTa, HHCTPYKIUS 10
MEIUIIMHCKOMY TPUMEHEHUIO JICKApCTBEHHOTOo Tmpemnapara  (JIMCTOK-
BKJIQJBIII) W JF00as MeTUIMHCKas HWHQOpMAIWs JOJDKHBI IPHUBIICKATH
BHUMaHUE MEAMIIMHCKOrO0 pabOTHHMKAa M MalMeHTa K ToMy (¢akTy, 4To
JOCTYIHbIE JAHHBIE O paccMaTpPUBAEMOM JIEKAPCTBEHHOM IIpenapare B
yKa3aHHBIX ONpENEICHHBIX  pa3lenax oOmuieit XapaKTEPUCTUKH
JIEKapCTBEHHOI'0 Mperapara, MHCTPYKUHUH 10 MEIULIMHCKOMY NPUMEHEHUIO
JIEKapCTBEHHOTO npenapara (HCTKe-BKITAJIBITIIC) SBIISIFOTCS
HEJ0CTATOYHBIMHU.

OO6m1as xapakTepucTUKa JEKapCTBEHHOTO Mpenapara U UHCTPYKIUS 10
MEIUIIMHCKOMY TPUMEHEHUIO JICKAPCTBEHHOTO mpemnapara  (JIMCTOK-
BKJIQ/IBIII) JTOJKHBI COIEPKaTh HH(POPMAIIHUIO O TOM, YTO pErucTpanus Oblia
OCYLIECTBJIEHA HAa YCIOBHSX BBIIOJHEHHUS ONPEACIICHHBIX  OCOOBIX
00s3aHHOCTEH, MOJIJIKAIINX €XKETOJITHOMY MIEPECMOTPY .

CBeneHuss B MHCTPYKUMH 1O  MEIMIMHCKOMY  MNPUMEHEHUIO

JICKAPpCTBCHHOI'O IIpfCIiapara (HI/ICTKG-BKHaI[BIHIC) JOJIZKHBI COOTBCTCTBOBATh
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OOLIENPUHATHIM CTaHAAPTAM HAMMCAHUS MOHSATHOIO MALMEHTY Marepuaia u
TpeboBanusiM K  HMHCTPYKUIMM 1O  MEIUWLMHCKOMY  IPUMEHEHHUIO
JIEKapCTBEHHOr0 TIpemapara U OOIIel XapakTEepUCTHUKE JIEKapCTBEHHOTO

npemnapara ajasa MCIUIUHCKOI'O IIPUMCHCHU.

/. ExxeroiHasi mepeorieHKa COOTHOILIECHHUS «I0JIb3a — PUCK»

OcoOble 00s13aHHOCTH, KOTOpbIE OBLIM BBINIOJHEHBI 3asBUTEIIEM,
GOpMUPYIOT OCHOBY ISl €XETOJHOM TMEPEOIEHKH YIOJHOMOUYECHHBIM
opraHoM (KCIIEpPTHOM  oOpraHm3anmei) pedepeHTHOTO  rocyaapcTBa
COOTHOIIICHUS «TI0JIb3a — PUCK». [IpogoimkeHne perucTpanuu J0DKHO OBITh
CBSI3aHO C €KETOJHOU MEPEOUECHKON TAKUX YCIOBUM.

[Ipouenypa  mepeperucTpaiuud  JEKapCTBEHHOrO  Mpemapara B
UCKJIFOYUTEIbHBIX CIIy4YasiX BBINOJHAETCS B COOTBETCTBUU C pazaeiom VI
[IpaBun perucTpanyu JEKApCTBEHHBIX CPEACTB, a pETrUcTpamus OyaeT
JICUCTBUTEIbHA B TedyeHWe nsath JieT. [locnemyromiee perucTpanmoHHOE
YAOCTOBEPEHHE MOXKET OBITh OECCPOUHBIM, B CIIy4ae €CJIM YIIOTHOMOYCHHBIN
opraH (dKCIEpTHasi OpraHu3alus) rocyJapcTBa-ujeHa He MPUMET pelICHUE,
UCXOAs U3  OOBEKTHBHBIX  OCHOBAaHMM, KacalolUXCS  Pe3yIbTaTOB
dbapMakoHaa30pa, HA3HAYHWTH OJIHY JOMOJHUTEIBHYIO IEPEepEerucTpaIuio

ucpes IIATh JICT.

I[MPUJIOXXKEHUE Ne 26

K [IpaBunam perucrpanuu u
DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
JUI. MEAULIMHCKOTO IIPUMEHEHUS
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IIpouenypsl, kKpurepuu U TpeOOBAHUS
K perucrpauuu B coorBercTtBuu ¢ noapasjaeaom VILIII Ipasua
PerucTpanuu M IKCNEPTU3bI JIEKAPCTBEHHBIX CPEICTB

HaCTOHHleC IMPUIIOKCHUC YCTAHABJIMBACT IIOJIOKCHHA U 0COOEHHOCTH
OCYIICCTBJIICHUS PCrucCrpainvn JICKAPCTBCHHOI'O IIpfliapara IIpH YCJIIOBHUHU
BBITIIOJIHCHHA YCTAHOBJICHHBIX 0COOBIX 00s53aTENLCTB B COOTBETCTBHH C

noapazaenom VLI IIpaBun perucrpanuu aeKapcTBEHHBIX CPEJICTB.

|. ITpuHIUIIBI

[Ipexxne yeM JIEKapCTBEHHBIM mpemapar sl  MEQUIMHCKOTO
NPUMEHEHUsI OYyJIeT 3aperuCTPUPOBAaH JJIsi BHIBOJIA HAa PHIHOK OJHOTO WJIH
0oJee rocyIapCTB-WICHOB, OH, IOJDKEH OBITh M3YyYEH B IIMPOKOMACIITAOHBIX
UCCJICIOBAHUSAX, HEOOXOMMMBIX Il TIOATBEPKIEHUS €ro Oe30MacHOCTH,
3(PEKTUBHOCTH U KaueCTBa JJIsl IPUMEHEHHUS B 1IEJICBOM OMYJISIIUU.

B oTHomeHnM OnpeneneHHbIX KaTeropyuil JEKapCTBEHHBIX MpenapaToB
B IIENAX OOecnedYeHUsl HEYJIOBJIETBOPEHHBIX MEIMIIMHCKUX MOTPEeOHOCTEM
MAallMEHTOB W 3allUThl MHTEPECOB  3/I0POBbS  HACEJICHUS  MOXKET
noTpeOOBaThCSl PErUCTpalvsi HA OCHOBAHMHM MEHEE IMOJHBIX, YeM OOBIYHO
JAHHBIX, HO TIPU BBHINIOJIHEHWH YCTAHOBIEHHBIX OCOOBIX 0053aTEIbCTB
(ycmoBHast peructparus). K Takum KaTteropusiM MOTYT TPUHAJJIEKATh
JIEKapCTBEHHbIC MpenapaThl, MPeIHA3HAUYCHHBIC JJIs JICUCHUS, TPOPUITAKTUKHI
178105 MEIUIUHCKOU JTAArHOCTUKU CEPBE3HBIX (TSKENBIX)
WHBAMIU3UPYIOMUX WIM YIPOXKAIOMUX OJKU3HU 3a0oieBaHuid, OO
JIEKApCTBEHHBIC TMpenapaTbl, NPUMEHSEMBbIE B JKCTPEHHBIX CHUTYalUsX B
OTBET HA Yrpo3bl 3J0POBBIO HACEJEHWs, TMpU3HaHHbIE BceMupHoi
OpraHu3alyel 3ApaBOOXPAHCHUS WJIM YIOJIHOMOYECHHBIMHU OpraHamu

roCcyJIapCTB-UJICHOB, JIMOO JIEKAPCTBEHHbIC IMPENapaThl, UMEIOUIUE CTATYC



S7

op(haHHOTrO JIEKApCTBEHHOTO Mpenapara B COOTBETCTBYIOIIEM TOCYJIapCTBeE-
YJICHE.

HecmoTpst Ha TO, 4YTO B yKa3aHHOM BBILIE CIIy4Yae JAHHBIE, HA KOTOPBIX
MOXXET CTPOUTHCS 3aKIIOYEHUE OO0 YCIOBHOM pETUCTpaluu, MOTYT OBITh
MEHEE IIOJHBIMH, COOTHOIIECHHE «IOJIb3a — PHUCK» IS JIEKAPCTBEHHOTO
npenapara JOJDKHO OCTaBaThCs OnaronpusiTHbIM. boisiee Toro, monb3a ais
30POBbsSI  HACEJICHWS OT HE3aMEJIMTENBHOM  PErMCTpPalid  TaKoro
JIEKApCTBEHHOr0 Mpenapara [0 KHA IEPEBEIINBAaTh PHUCK, CBS3aHHBIA C
OTCPOYKOU MPENOCTABICHUS JOIOTHUTEIBHBIX JaHHBIX.

YcnoBHas perucrpanus INPUMEHSAETCS B CIydasX, KOTA HENOJHOU
ABJSIETCA  TOJBKO  KJIMHWYECKas 4YacTh  PErMCTPAllMOHHOTO  JIOChE
JIEKAPCTBEHHOTO npernapara. Jns  JexkapCcTBEHHOTO npenapara,
IIPUMEHSEMOI0 B JKCTPEHHBIX CHUTyalUsX YIPO3bl 3J0pPOBbIO HACEIECHUs
JOIYCKAKOTCA TAK)KE HEMOJIHBIE NOKIMHUYECKUE IAaHHBIC WA [JaHHBIE B
COCTaBE MOJYJS 3 PErUCTPALIMOHHOIO JIOCHE.

IIpyn yciioBHOM perucrpanuy JEKapCTBEHHOIO Ipernapara B IpoLecce
€ro JKCIEpPTHU3bl HApaBHE C OTYETAMH O MPOBEAECHHBIX KIMHUYECKHUX
UCCJIENOBaHUAX, VyKa3aHHbIX B IyHkre 36 IlpaBui perucrpaunuu
JIEKAPCTBEHHBIX CPEICTB, PACCMATPUBAIOTCS M OTYETHI O NPOBEIAECHHBIX
KIIMHUYECKUX MCCIEAOBAHUAX, BKIIOYEHHBIE B COCTAaB MOZIYJS S €ro
PETUCTPALMOHHOIO JOChE, €CIIM OHM YaCTUYHO WJIA MOJIHOCTHIO NPOBEICHBI
Ha TEPPUTOPUSAX CTPAH pernoHa MeXIyHapOJHOrO0 COBETA MO FrAPMOHHU3ALNH
TEXHUYECKUX TPEOOBAHMM K PETUCTPALMH JIEKAPCTBEHHBIX MPENaparoB s
menuuuHckoro npumenenusi (ICH) m Ha uX OCHOBaHUM JIEKApPCTBEHHBIM
Ipernapar 3aperucTpupoBaH Ha TEPPUTOPHUM CTPaHbl JAHHOIO pernoHa. lIpm
HEOOXOAMMOCTH, YIOJHOMOYEHHBIM OpPraHoM (IKCIEPTHON OpraHu3anueii)

pedepeHTHOTO TOoCy/IapCcTBa MOXKET OBbITh WHHUIIMUPOBAHO IPOBEICHUE
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WHCIIEKITUY KJIMHUYECKOTO HCCIICOBAaHUS HAa COOTBETCTBHE TpPEeOOBAHHIM
[IpaBun Haexkamen KIMHu4Ieckon npaktuku Corosa.

B nensx oOecneueHus COOMIOACHUS IPUEMIIEMOro OallaHca MEXKIY
oOJIeryeHneM JOCTyNna K JIEKApCTBEHHBIM IMpernapaTaM Jid MalUeHTOB C
HEYI0BIIETBOPEHHBIMU METUITMHCKIMHU OTPEeOHOCTAMU u
MPEIOTBpPAlIEHUEM  PETUCTpAllMd  JIGKAPCTBEHHBIX  MpEemaparoB €
HEOJAronpuATHBIM TPOPUIEM TIOJNB3bI M PHUCKA, TaKHEe PETUCTPaIluU
HEOOXOAMMO  OCYIIECTBIATh TMPU  YCIOBUM  BBINOJIHEHUS  OCOOBIX
oOs3aHHOCTEH. JlepxaTenss perucTpalmOHHOTO yI0CTOBEPEHUSI HEOOX0IUMMO
00s13aTh 3aBEPIINTh WJIM HA4aTh OMPEEICHHBIC HCCICIOBAHMS B IEIAX
MOATBEPIKICHUSI TOTO, YTO COOTHOIIICHHUE «IT0JIh3a — PUCK» OJIArOMPHUITHOE, U
OTCYTCTBYIOT BOIIPOCHI, Kacaroluecs O0e30macHOCTH, S(PEGEeKTUBHOCTH H
KauecTBa JIEKapCTBEHHOTO Tpemnapara.

YcnoBHas perucTpanusi OTIWYAETCA OT MPOUEAYpPhl PETUCTpaIuHy,
OCYIIECTBISIEMON B MCKJIIOYUTEIBHBIX CIIy4asX B COOTBETCTBUU C Pa3/IeiioM
VILII TIpaBun perucrpauuu JeKapCTBEHHBIX CPeACTB. B ciyuae ycioBHOU
pETHCTpAallMM OHA OCYIICCTBJISETCS JO TOJY4YEHHUS BCEX JaHHBIX O
6e3onacHoCTH U 3G(HEKTUBHOCTHU JICKAPCTBEHHOTO TIpenapara. Bmecte ¢ Tem
HE TUIAHUPYETCS, YTO PETUCTPAIUs TAKOTO JICKAPCTBEHHOTO Mpemnapara 0yier
ocTaBaThCsl yclnoBHOUM Oeccpouno. [locie mpegocTaBieHUs HEIOCTAOIINX
JTAHHBIX PETHCTPAIIMOHHOTO JOChE YITOJTHOMOYEHHBIM OPraHOM (IKCIIEPTHOM
opraHu3anueit) pe)epeHTHOr0 TOCyJapCTBa MOXKET OBITh MPUHATO PELICHUE
O MPEKPAIEHNUN CTaTyCa yCIOBHOW PErUCTPAINH JIEKAPCTBEHHOTO Mpernapara
(To ecTb peructpaunus nepectaeT ObITh YCIOBHOW M HE TpeOyeT Oosee
BBITIOJTHEHUST OCOOBIX 0053aTeIbCTB). B OTIIMYME OT yCIIOBHOM perucrpanun
IIPU PETUCTPAIH JICKAPCTBEHHOTO Ipenapara B UCKIIOUNTEIbHBIX CITydastX,

IMPUHIOUIINAJIBHO HEBO3MOXHO COCTaBUTDH n npeaACTaBUTDL ITOJIHOC
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PETHCTPAlMOHHOE  JIOChE€  TAaKOIrO  JIEKapCTBEHHOTO  Mperapara 1o
OOBEKTUBHBIM MTPUUUHAM.

3asBIICHUS, HA PETUCTPALMIO JIEKAPCTBEHHOrO Ipemapara C
YCTaHOBJICHUEM MOCTPETUCTPALIMOHHBIX MEP B BUJIE YCIOBHOM PErvCTpallni,
MOTYT TaK)Xe BKJIFOUATh B c€0s 3aIIpOC MPOLEIypbl YCKOPEHHON AKCIEPTU3BI,
npeaycMmoTpeHHoil pazaenom VIV nHacrosmux Ilpasun. B nanHom cioyuae
3asiBJICHUE HA PETHCTPALIMIO JIEKAPCTBEHHOTO MpernapaTa J0HKHO COIEPKATh
NepeUYeHb MOCTPETUCTPAIIMOHHBIX MEp, YKa3aHHbIM B TNpuiiokeHuu Ne 2
K [IpaBunam perucrpannu JIEKapCTBEHHBIX CPEICTB.

[Ipouenypa skcrnepTU3bl 3asBICHUS HA YCIOBHYIO PETUCTPALIUIO
SBJISIETCS CTAaHJAPTHOW MpOLIeAypoi, ycTaHOBIeHHOU paznenoM V wim VI
[IpaBun  perucrpauuu JEKapCTBEHHBIX CPEACTB, €CIM HHOE He
IPEAYCMOTPEHO HACTOSAIINM MPUIIOKEHHUEM.

B coorBerctBun ¢ pazpenom  VILIII  IlpaBun peructpanuu
JIEKapCTBEHHBIX CPEJCTB YCIOBHAs perucTpaius OyJeT IelCTBUTENIbHA B
TEYEHHUE OJHOIO TOJla C €XKEroJHOM mnepeperucrpaune. [IpenenbHbid cpok
NO/JAauu 3asBJICHUS Ha TMepeperucTpanuio (MOATBEPKICHUE PErucTpalvn)
JIOJKEH COCTABIIATh MIECTh MECALIEB /10 UCTEUEHUS IEUCTBUS PETUCTpALlUH, a
pelIeHHEe  YIOJIHOMOYEHHOrO0  OpraHa  (PKCHEpPTHOM  OpraHu3aluu)
pedepeHTHOro TocyJlapcTBa JOJDKHO ObITh NPUHATO B TeueHue 90
KaJICHJApHBIX JHEH CO JHSA TOJYy4YeHHs Takoro 3asiBiaeHus. YToObl
rapaHTUpPOBaTh, YTO JIEKAPCTBEHHbIE Mpenaparbl HE OYyIyT H3bIMAThCA C
pBIHKA, KpPOME€ KaK W3 COOOpaKeHH COXpaHECHMsI 3/I0POBBSl HACEICHUS,
YCIIOBHAsl PETHCTpalUs, 3asBJIICHHE Ha IMEpPEepPEerucTpaunio (MOATBEPKICHUE
pErucTpanyu) KOTOPOM MOJAHO 10 MPEAEIBbHOIO CPOKa, JOJKHA OCTaBaThCs
NEWCTBUTEILHONW /10 TPUHSATHUS YHMOJHOMOYECHHBIM OPTraHOM (dKCHEPTHOM

opraHuzanuei) pedepeHTHOro ToCyJapCTBa peIIeHUs MO pe3yibTaTam
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IPONEAYPhl FKCHEPTU3BI 3aIBJICHUSI HA MEpEeperucTpanuio (MOoATBEPKICHHUE
pErUCTpaLINH).

Nudopmaris 00 yCIOBHOM XapaKTepe PErucTpaldyd J0JDKHA ObITh
YeTKO H3JIOKEHA B OOIe XapaKTepHUCTHUKE JIEKApCTBEHHOTO Ipernapara, a
TaKX€ B HMHCTPYKIMU IO MEAUIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOIO
npermapata  (JIMCTKE-BKJIQIBIIIE)  JIII  THAIMCHTOB W MEIUIIMHCKUX
pabOTHUKOB.

JInst  mexapCTBEHHBIX TIPEeNapaToB, 3aperUCTPUPOBAHHBIX YCIOBHO,
BOKHBIM  SIBJISICTCSl  BBITIOJIHEHHE TpeOOBaHWI U  00s3aTEIbCTB IO
dbapmakoHaa30py, KOTOpble TmpeaycMoTpeHbl [lpaBunamu Haamexaniei
npakTuku ¢dapmakonagzopa Coroza. Bmecte ¢ TeM HEOOXOAMMO HU3MEHHUTh
CPOKM TIPEJOCTaBIICHUS] MEPUOJUYECKOr0 OOHOBIIEMOr0 OT4YeTa 10
0€30MaCHOCTH, YTOObl YYECTh €KErOJHYI0 MEPEPErUCTPaALUI0 YCIOBHO
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX TMPEMapaToB, YTO JIOJDKHO OBITh
OTPAXXEHO B MPWIOKEHUU K PETUCTPAIMOHHOMY YIOCTOBEPEHHIO TaKUX
penaparos.

[InaHupoBaHue MCCIACAOBAHUM U TMOJAYU 3asIBJICHUS HA PETUCTPALIUIO
MPOBOJIUTCS HA pPAaHHEM JdTare pa3pabOTKH JIEKapCTBEHHBIX IIPENapaToB.
[TogoOHOE TTaHUpPOBaHUE 3aBUCUT OT BO3MOKHOCTH YCIIOBHOM PETUCTPAIIUU.
[Io »Toil mpHUYMHE YIOJIHOMOYEHHBIM OpraH (PKCHEpPTHAsE OpraHU3alHs)
pedepeHTHOTO TrocydapcTBa o00si3aH 00€CHeYUTh MEXaHW3M Hay4HOTO
KOHCYJbTUPOBaHUs  Pa3paOOTYMKOB U 3asBUTEIEH  OTHOCHUTEJIHHO
BO3MOKHOCTH TIPUMEHEHHS YCIOBHOM pErucTpanuud K pa3padaTbiBaeMOMY
WM 3asABISIEMOMY Ha PETUCTpAIMI0 JICKAPCTBEHHOMY IMIpernapary B

COOTBETCTBUM C MyHKTOM 26 [IpaBui1 perucrpanuu JICKapCTBEHHBIX CPEACTB.
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I1. O6nacth npruMeHEeHUs

Hacrosimee [punoxenue npuMeHseTcs K JIEKapCTBEHHBIM IIperaparam
JUIS. MEOUIIMHCKOTO MPUMEHEHHUS, PUHAJICKAIINM K OJHOW U3 CIIEAYIOIINX
KaTEerOpHi:

a) IGKapCTBEHHBIC TMpenaparhl, TMpeJHA3HAUYCHHbIC ISl JICYCHUS,
npodUIaKTUKH 7M1 JTMArHOCTUKHU CEPBE3HBIX (TSKENBIX)
VWHBAIMIN3ZUPYIOMINX WIH YTPOXKAKOUIUX KU3HU 3a00JI€BaAHUN;

0)JiekapCTBEHHbIE Tpernaparbl, MpeAHa3HAYCHHbIE JIsI MPUMEHEHUS B
CUTyalUsIX YIpO3bl 30POBBI0 HACEIICHUS, B YCTAHOBICHHOM HOPSIKE
IPU3HAHHBIX  BceMupHOM  oOpraHM3anverd  3ApaBOOXPAHEHUS WU
YIIOJJTHOMOYE€HHBIM OPraHOM IrOCyJlapCTBa-4JICHA;

B)JICKApCTBEHHbIE  MpemnapaThl, HMEIOLIME CTaTyc opdaHHOIO
JIEKapCTBEHHOTO Tperapara Wiv Mpu3HaHHbIE Op()aHHBIMU B TOCYJapCTBaX-

YJICHaXxX.

I11. O6mume TpedoBaHuUs K MPOIEAYPE YCIOBHON PETHCTPAITUN
JICKapCTBEHHOTO Mperapara

1. 3anpoc Ha BBINOJIHEHHUE YCIOBHOM
pEerucTpannu JeKapCTBEHHOT 0 penapara

3asBUTENb BIIPAaBE 3alPOCUTh NMPUMEHEHUE YCIOBHOM perucrpanuu
Opyu TMOJAa4ye 3asBJICHUS HA PErUCTpPalUI0 M0 JELEHTPaIU30BaHHOU
npoueaype  WiIM  IpoLEeAype  B3aMMHOIO  NPHU3HAHWSA,  3aIllOJHUB
COOTBETCTBYIOUIMN pa3lie] 3asBIEHUSA. 3alpoc HEOOXOAUMO JOMOJIHUTH
JAHHBIMU, TMOATBEPKAAIONIMMH, YTO JIEKAPCTBEHHBIM Mpernapar BXOAWUT B
chepy TOpPUMEHEHHS  HACTOSIIIETO  MNPUJIOXKEHUS U COOTBETCTBYET
MOJIOKEHUSIM, YCTAHOBJIEHHBIM MOIPA3/I€JIOM 2 HACTOSLIETrO pa3ena.

YoIHOMOYEHHBIN OpraH (3KCHepTHas opraHu3aius) pedepeHTHOro

rocygapctBa o00si3aH B TeueHHe 3 paboumx JAHEH pa3sMecTuTh B
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WHTETPUPOBAHHONW CHCTEME CBEJCHUS O 3asdBICHUSAX Ha PErUCTPAIHIO
JEKapCTBEHHOIO0  TpemapaTa, CoOJep)KaluxX  3ampoc 00  YCJIOBHOM
perucTparum.

YTOTHOMOYEHHBIN OpraH (9KCHEpTHash OpraHusanus) pePepeHTHOro
rocy/apcTBa BIpPaBe B CBOEM DOKCHEPTHOM OTYETE, COCTABICHHOM IO
pe3ynbTaTaM DJKCIIEPTU3bl 3asBJICHHS, TOJAHHOTO HAa PETHCTPAIHIO TIO0
JEIEHTPATM30BAaHHON MPOIEAYpe WU MPOIEAYpe B3aWMHOTO TPHU3HAHUS,

IIPEUIOKUTH YCIIOBHYIO PETUCTPALIUIO MOCIE KOHCYJIBTALUU C 3aBUTEIIEM.

2. YciaoBusi HEOOXOAUMBIE JIJIS1 BEITIOJIHEHUSI TIPOLIETYPhI
YCJIIOBHOW PErHCTPAIIMH JIEKAPCTBEHHOTO IIpernapara

VYcnoBHass — perucTpanusi  MOXET  ObIThb  OCYILECTBJIEHA,  €CIU
YIOJTHOMOUYEHHBIM  opraH (3KcmepTHasi opraHu3anusi) pedepeHTHOro
rocy/apcTBa YCTaHOBHUT, YTO, HECMOTPS Ha HEMPEJCTABICHUE TOIHBIX
KJIIMHAYECKUX JAHHBIX O 0e30macHOCTH U 3(PGHEKTUBHOCTH JIEKAPCTBEHHOTO
Ipernapara, BHIITOIHSIOTCS BCE CIEIYIOIINE YCIOBUS:

a) MOJIO)KUTEJIBHOE COOTHOIIEHHE «I0Jb3a — PHUCK» JIEKAPCTBEHHOIO
npenapara;

0)3asBUTENb CHOCOOEH B MOCHEAyOlIeM (MOcie perucTpanuu
JIEKapCTBEHHOT'O TIpemnapara) MpeI0CTaBUTh IMOJIHBIC JaHHBIC KIMHUYECKUX
HUCCJIEIOBAaHUN,

B) perucTpaiusi JIEKapCTBEHHOTO TMpernapara IO3BOJUT O0ECIeUUuTh
HEYJIOBJICTBOPEHHBIC MEIUITMTHCKUE noTpedHOCTH CHCTEMBI
3JIpaBOOXPAHEHUS;

r)Mojb3a JUIsl 3J0pPOBbS HAceleHus OT JONMycka Ha pBIHOK
paccMaTpUBaeMOro JIEKapCTBEHHOTO Mpenapara MpPeBbICUT PUCK, CBSI3aHHBIN

C OTCYTCTBUCM YaCTHW [JAHHBIX O 0e30macHOCTH | 3(1)(1)6KTI/IBHOCTI/I
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JEKAPCTBEHHOTO  IIpermapara Ha  MOMEHT  €r0  perucTpauuv |
JOTIOJIHUTEIBHBIM MTPEIOCTABIICHUEM TaKUX JAHHBIX B JAJbHEUILIEM.

B 9KCTpeHHBIX cUTyalMsX, YKa3aHHbIX B MOJANYHKTEe «O» paszzaena Il
HACTOAILEr0  MNPUJIOKEHUS, YCJIOBHAasg  pPETUCTpALUs  MOMXKET  ObITh
OCYULIECTBJIEHA NPU COOIIOJEHUU YCIIOBHM, YCTAHOBJIEHHBIX MOANYHKTaMU
«a» — «I» HACTOSIIETO pa3ziesia U MPU OTCYTCTBUU ITOJTHBIX TOKIMHUYECKUX
JAHHBIX WY JAHHBIX MOJYJISI 3 PETUCTPAIMOHHOTO JOCHE HA JICKAPCTBEHHBIN
npenapar.

Jlna  1menmerd  MOANYHKTA  «a»  HACTOSIIETrO  paslena  IOHATHE
«HEYJOBJIETBOPEHHbIE ~ MEIUIMHCKHE TOTPEOHOCTU»  MPUMEHSETCS B
3HQYEHUM  yCTAaHOBIEHHOM mnyHKToM 120.3 IlpaBun perucrpauuu

JICKAapCTBCHHLIX CPCIACTB.

3. YcraHoBneHne ocoObIX 0053aTeNIbCTB
TUTS IepKATENs peTUCTPAIMOHHOTO yI0CTOBEPEHUS

YTOJTHOMOYEHHBIN OpraH (dKCHepTHasi opraHu3anus) pedepeHTHOro
rocylapcTBa BIpPaBE YCTAaHOBHTH OCOOBbIE O00s3aTENbCTBA ISl JIEpKaTess
PETHCTPAIIMOHHOTO yJIOCTOBEPEHUS MPH YCIOBHOW PETHCTpAIllid U 00s3aTh
€ro 3aBEepIINTh IPOBOMSAIINECS HWCCICIOBAHNUS WU BBINIOJHUTH HOBBIC
UCCJICIOBAHUSl C IIENIbI0 TOJITBEPKICHUS TMOJIOKUTEIFHOTO COOTHOIIEHUS
«T0JIb3a — PUCK», U TIPEIOCTABIICHUS JOTOJHUTEIBHBIX JAaHHBIX, YKa3aHHBIX
B MOApa3zelie 2 HACTOSIIEro pa3zea.

Kpome Toro, ocoOble 00s13aTe€abCTBA MOTYT OBITb HAJIOXKEHBI B
OTHOIIICHNH (papMakoHaI30pA.

OcoOble 00513aTeNbCTBA U CPOKH UX BBITIOJIHEHHS HEOOXOIMMO YKa3aTh

B MPUJIOKEHUU K PETUCTPAIMOHHOMY yI0CTOBEPEHUIO.
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YNOTHOMOYEHHBIH OpraH (9KCIEpTHAs OpraHu3aius) pedepeHTHOro
rocyjapctBa o0si3aH MyOJUMKOBaTh OCOOBIE 00s3aTE€NbCTBA W CPOKH MX

BBITIOJIHCHHUA B CAMHOM PCCCTPC.

IV. ITonTBepkaeHue perucTpaiuu
(mepeperucTpaiiusi) JeKapCTBEHHOTO Ipenapara

I[lo wucreyeHun cpoka JeWcTBHS B 1 TOI PErMCTPAlIMOHHOIO
YAOCTOBEPEHHUS JICKAPCTBEHHOI'O0 TIpenapara 3aperucTPpUPOBAHHOIO TIO
NpOIEAYypE YCIOBHOM pErucTpaiud MOXET OBITh MPOBEJICHA Mpoleaypa
NOATBEPKICHUSI PETUCTPALMU (TIEPEPETUCTPALUSA) TAKOTO JIEKAPCTBEHHOIO
npermnapara.

3asBJICHHME Ha TMOJTBEPXKICHUE pPErucTpanuu (mepeperucTpaiuio)
JIEKApCTBEHHOI'O Mpernapara HEOOXOAUMO MPEICTABUTh B YIOJIHOMOUYECHHBIM
opraH (9KCIIEPTHYIO OpraHu3alinio) peepeHTHOTO rocyaapcTBa HE MO3/IHEE
HIECTH MECSLEB JO HWCTEUECHHS CpOKa JCHCTBUSL PETrUCTPALMOHHOTO
YAOCTOBEPEHUS BMECTE C MPOMEKYTOYHBIM OTYETOM O BBIIIOJHEHUH
YCTAHOBJICHHBIX TPU PETUCTPAIMHU JICKAPCTBEHHOTO Tpernapara 0cCOObIX
0053aTENbCTB.

YTONHOMOYEHHBIN OpraH (KcHepTHas opraHusanusi) pedepeHTHOro
rocygapctBa 00si3aH  pacCMOTpPETh  3asBIICHHE Ha  MOATBEPXKICHUE
peructpauun  (MEPEPETUCTpPAllM0)  HPU  YCIOBHOM  pErucTpanuu
JIEKApCTBEHHOIO Tperapara Ha OCHOBAHUU MOATBEPKACHUS OJIarompUsSTHOTO
COOTHOIIICHUS] «IOJIb3a — PHUCK», TMPOBOJS OIEHKY MPEeICTaBICHHBIX
3aSBUTEJIEM JIaHHBIX B OTHOIICHWHM YCTAHOBJIEHHBIX MPH PETUCTPALNHU
0COOBIX 0053aTE€NbCTB U CPOKOB WX BBHITIONIHEHHS. [0 mTOTaM 3KCmepTH3bI
JICKapCTBEHHOTO TIpemapara »JKCIepTHas opraHu3amnus pedepeHTHOro
rocyJlapcTBa COCTAaBJISIET 3aKJIIOUYEHHUE C YKa3aHUEM TIOJIOKEHHH O

BBITIOJTHCHHUHN 3aABHUTCIICM PAHCC YCTAHOBJICHHBLIX IIPpU PCTUCTPALUH 0COOBIX
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00513aTEIBLCTB, HEOOXOJAUMOCTH COXPAHEHHUS WU HW3MEHEHMS ITHX OCOOBIX
0043aTeNbCTB, JIMOO CPOKOB HUX BBINOJIHEHUS. YTOJHOMOYEHHBIA OpraH
(3KcmepTHas opraHuzamusi) pepepeHTHOro rocyaapcTBa 00s13aH 00eCIeYnTh
COCTaBJICHHE JKCIEPTHOIO OT4YeTa IO OIEHKEe B TeueHue He Oosiee 90
KaJICHTApHBIX JHEH CO JHS TOJydYeHHs 3asBIICHUS Ha TIOJITBEPIKICHUE
peructpanuu (epeperucTparuio). IKCIEPTHBINA OTYET MO OLEHKE MOICKHT
onyOJIMKOBAHUIO B €IMHOM peecTpe B TeueHue 10 padbouux gHEn.

Panee mnpuHsTOE peEllIeHHE YIMOTHOMOYEHHOIO OpraHa (dKCHEepTHOM
OpraHu3alMi) O  BO3MOXHOCTH  PETHCTPAllUM C  yYCTAaHOBJICHHEM
MOCTPETUCTPAIMOHHBIX MEpP B BHUJAEC YCJIOBHOM PETUCTPAlMU TPOJOJDKAET
JNEeWCTBOBAaTh HE OoJiee ueM B TeueHHe 15 KajeHJapHbIX JHEH mocie

pasMCICHUA B CAMHOM PEECTPC OUCPCAHOI'O SKCIICPTHOI'O OTUCTA 110 OIICHKCE.

V. YcnoBHas peructpanus 0e3 yCTaHOBIJICHUS
0COOBIX 0053aTEIBCTB
Ecnu ycTaHOBJIEHHBIE NPU PETUCTpalMU JIEKAPCTBEHHOTO Ipernapara
0co0ble 00s3aTeNbCTBA BBIOJIHEHBI, YIIOJIHOMOYEHHBIN OpraH (3KcrepTHas
opranuzanus) pedepeHTHOro rocyJapcTBa BIIPAaBE IMPUHATH PEIICHUE O
pEerucTpaluu JICKapCTBEHHOTO Mpernapara B COOTBETCTBUH C MyHKTOM 63 win
109 TlpaBun peructpanuu JIEKapCTBEHHBIX CPEACTB C BbIAa4eil OOBIYHOTO

PETUCTPANNOHHOI'O YAOCTOBCPCHU:.

VI. Undopmarus o tekapcTBEHHOM IIpemnapare

OO011ast xapakTepUCTUKA JIEKAPCTBEHHOIO Mpenapara U HUHCTPYKIUS 10
MEIUIIMHCKOMY TPUMEHEHHUIO JIEKApCTBEHHOro Impemnapara  (JIMCTOK-
BKJIQJIBIII) JOJDKHBI COJEPXkAaTh CBEACHUS O €ro YCJIOBHOW pPErHCTpalvu.

OOmrasi XapakTepUCTHKA JIEKAPCTBEHHOrO IMpernapara JOJbKHA TakKxkKe
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COJIEpXKaTh CPOK  IMepeperucrtpauuul  (MOATBEPKICHHUS  PETUCTPALINN)

JICKapCTBCHHOI'O IIpCIIapara.

VII. Tlepuoauyecknii 0OHOBISIEMBIN OTUET IO O€30MaCHOCTH

ITo 3ampocy ymoJIHOMOYEHHOTO oOpraHa (dPKCHEPTHOW OpraHU3alliH)
WJIA HE PEXKE YEM KaXJbI€ IIECTh MECSIEB MOCJIE OCYIIECTBICHUS YCIOBHOM
perucTpanMu WIM TOATBEPXKACHUS perucTpauuu (mepeperucTpaiim)
3aSBUTENII0 HEOOXOJAMMO TMPEJOCTABIATh MEPUOJUYECKUN OOHOBIISEMBIi
oTdeT MO O€30macHOCTH, B COOTBETCTBMU C [lpaBunmamm Hamjexamien

npakTuku papmakonaazopa Corosa.

VIII. Yka3anus 1o BBIIOJTHEHUIO 00X TPEOOBAHUM

K MPOLIEIyPE YCIOBHOM pErUCTpaIK JIEKAPCTBEHHOIO Mpenapara

B cootBerctBuun ¢ mnoapazaenom VILII TlpaBun perucrpauuu
JIEKAPCTBEHHBIX CPEJICTB MOCIE KOHCYJIbTAIlUU YIOJHOMOUYEHHOTO OpraHa
(9KCTIepTHOM opraHu3anuu) pedepeHTHOTO TOCYJapcTBa C 3asiBUTEIEM
pEerucTpanysi MOXET ObITh OCYIIECTBICHA TIPU COOJIIOJACHUHN OMPEIeTIeHHbIX
O0COOBIX  00s3aTENLCTB CO CTOPOHBI  JIepKaTeNsi PETUCTPAIMOHHOTO
YAOCTOBEPEHHUS, €XETOJHO OIEHUBAEMbIX YIIOJTHOMOYEHHBIM OpPraHOM
(axcmepTHOM opraHuzaiueii) pedepentHoro rocyaapcrta. Ilepeuenp Takux
00s13aTENBCTB JOJKEH OBITh yKa3aH B PErHMCTPAIIMOHHOM YAOCTOBEPEHUU,
Pa3MENICHHOM B €IMHOM PEECTpPE. Y CIIOBHAS PETUCTpalUs JICMCTBUTEIbHA B
TEYEHHWE OJHOTO0 ToJa ® TpeldyeT TMOATBEPXKACHUS PETUCTpaIu
(mepeperucTpaiuu) ¢ €XEeroJHON MepPeoIleHKON COOTHOIIEHUS «IO0JIb3a —
PHUCK.

YcnoBHas perucTpaius npuMeHruMa JJisl JICKapCTBEHHBIX MPENapaToB C
TaKUM COOTHOILIEHHEM «I0JIb3a — PUCK», NJI1 KOTOPOTO MOJIb3a OT JIOMyCKa

Ha PHIHOK PacCMaTPUBAEMOT0 JICKAPCTBEHHOI'O IMpenapara MPEBBICUT PHUCK,
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CBSI3aHHBIN C OTCYTCTBUEM YACTH JAHHBIX O 0€301macHOCTH U 3 PEKTUBHOCTU
JIEKApCTBEHHOr0 Ipernapara Ha MOMEHT €ro perucrpanuu (To ecTh Jyis
JIEKapCTBEHHBIX TMPENapaToB C JOKA3aHHOW CIIOCOOHOCTHIO OOecrneynBaTh
HEYIOBJIETBOPEHHBIE METUIIUHCKUE NOTPEeOHOCTH CUCTEMBI

3JPaBOOXPAHCHUSA).

1. OcymecTBieHne yCIOBHON PETUCTPALIAA
3anpoc 3asBUTENEM YCIOBHON PETUCTPALIUU

3asBUTEEM MOXKET OBITh MOJIAaHO 3asBJICHHWE HA PETUCTPALUIO
JIEKApPCTBEHHOIO IMpenapara ¢ yCTAHOBICHUEM MOCTPETUCTPALMOHHBIX MEP B
BUJIC YCJIOBHOM pErucTpainuu, Takas TMpoleAypa TakkKe MOXET ObITh
Npe/UIoKeHa YIOJHOMOYEHHBIM OpPraHoM (9KCIIEPTHOM OpraHu3alueil)
pedepeHTHOTO roCcy1apCTRa.

3asBUTEIb BIIPABE:

N0 TOJayu 3asdBJICHUA HA PETUCTPAMI0O B IHUCHBbMEHHOM BHJE
YBEJIOMHUTh  yIOJHOMOYEHHBIM  OpraH  (SKCHEPTHYIO  OpPraHU3alHUIO)
pedepeHTHOTO rocyJapcTBa O CBOEM HAaMEPEHUHU MOJaTh 3asBJIICHUE Ha
PETUCTPAIMIO JIEKAPCTBEHHOI'O Mpernapara JIEKApCTBEHHOIO Mpemnapara C
YCTAHOBJIEHHEM MOCTPETUCTPALIMOHHBIX MEP B BUJI€ YCIIOBHOW PETUCTPAIUH;

OTHOBPEMEHHO C MOJAaueil 3asBJICHUSI HA PETHCTPAIMI0 BKIIOYUTH B
cocTaB 3asBieHUs uU noapaszaen 1.2.1 moxyns 1 perucrpanmOHHOrO I0CHE
JIEKapCTBEHHOT'O Mpernapara 3arnpoc Ha IMPOBEACHUE MPOLEAYPbl YCIOBHOU
pErUCTpALUY.

3anpoc I0KEH BKJIIOYaTh B CEOS:

JaHHBIE, OOOCHOBBIBAIOIINE BO3MOXXHOCTh TIPHUMEHEHHUS YCIOBHOM
pETUCTpalvy K JICKAPCTBEHHOMY ITIpernapaTry U €ro COOTBETCTBUE YCIIOBUSIM,

H€O6XOI[I/IMBIM JJIA BBIITOJIHEHU S YKaBaHHOﬁ IpoucayphbIl;
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IIPEUIOKEHUS 3aABUTENS MO 3aBEPIICHUIO NPOBOISIIMXCS WA HOBBIX
VICCIIEIOBAHUN;

IpeJI0KEHUs 10 pe3ysibTataM (hapMakoHaA30pa (€ciu MIPUMEHUMO).

B 3ampoce nmomyckaercss IPUBOIUTH CCHUIKA Ha OTIEIBHBIC Pa3zciibl
3as1BJICHHS HA PETUCTPALMIO U PETHUCTPALMOHHOTO JTOCHE.

[lociie mnostydeHus 3asBICHUA, COIEPIKALIETO 3alpoCc  YCIOBHOU
perucTpanuy, YyNOJHOMOYEHHBIA OpraH pepepeHTHOro rocyJ1apcTBa
UH(GOPMHUPYET DKCHEPTHBIM KOMUTET IO JIEKAPCTBEHHBIM CpPEJICTBAM, YTO
Hayase MpoLEeaypbl PErUCTPALUU C YCTAHOBICHUEM MOCTPETUCTPALMOHHBIX

Mep.

OO6ocHOBaHME TPUMEHEHUS TTPOLIETYPbI
PETUCTPAIUMHU C YCTAaHOBJIEHUEM MOCTPETUCTPAIMOHHBIX
MEp B BUJIE YCIIOBHOW PETUCTPALIAN

3asBUTENh  0053aH  TPEACTaBUTH  OOOCHOBaHWUE  TOTO,  YTO
JIEKapCTBEHHBIM MpenapaTr, MNOJAaHHBIM Ha PErucTpalyio, COOTBETCTBYET
o0jlacT TPUMEHEHHUS YCJIOBHOW PETHCTpalMH, yKa3zaHHOW B paszaene |l
HACTOSAIIETO MPWIOKEHUS. YKa3aHHOE€ 00OCHOBAHUE JISl KaXKJIOW U3 TPYIIN
JIEKAPCTBEHHBIX MIPEINapaToB JIOHKHO BKIIIOYATh B ¢€0s CIICNYIONINE JaHHBIEC.

a) ICKapCTBEHHbIC TMpemnapaTrbl, IpeJHa3HAYCHHbIC [JIS JICUCHUS,
PO UITaKTUKH 170)0%1 JNArHOCTHKHU CEPbE3HBIX (TSKEIBIX)
WHBATMIN3UPYIOMINX WIIH YTPOKAIOITUX KU3HHU 3a00JIeBaHUH.

Tsokecth 3abosieBanust (TO €CTh €ro CIOCOOHOCTh TPHUBOAMTH K
(GbOpMUPOBAHUIO CEPHE3HOTO WHBAIUIU3UPYIOIIETO COCTOSHUS WM HOCHUTH
YIPOXKAIOIIUH JKM3HM XapakKTep) JO/DKHAa ObITh OOOCHOBaHa ITyTEM
MPEIOCTaBJACHUSI OOBEKTUBHBIX M TOJAIONIUXCS KOJIWYECTBEHHOM OIICHKE
MEAULMHCKUX WM SMUACMHUOJOTHYECKUX CBEICHUM. YTPOXAIOUIUKN KU3HU

XapaKTep 3a00JIEBaHHUS HOITYCKACTCA 000CHOBATh MpeaoCTaBJICHUCM
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rpa)MKOB CMEPTHOCTH M  OXHJAeMOW IPOJOJDKUTEILHOCTH  KU3HH.
CnocoOHOCTh 3a00JieBaHUSI MOPUBOAUTH K (OPMUPOBAHUIO CEPHEIHOTO
WHBAIMIM3UPYIOIMIETO  COCTOSIHUSI ~ TpeOyeT  TpOBEACHMS  aHaIM3a
MOPOUIHOCTH U TIOCJICACTBUM 3a001€BaHMS (COCTOSHUS) JJIsl TIOBCEIHEBHOM
KUZHEJEATEIIBHOCTH MaleHTOB. UTOObI 3a00JieBaHUE MOTJIO OBITh TPU3HAHO
CEPhE3HO WHBAIUJIU3UPYIONIMM, OHO JOJDKHO OKa3blBaTh JIOKa3aHHOE
CYIIIECTBEHHOE BJIUSIHUE HA MOBCEIHEBHYIO KU3HEACSATEIbHOCTh MAIIUEHTOB
yK€ Ha paHHHX, JUO0 Ha OoJiee TO3MHUX CTaausIX 3a0o0JieBaHUSA. OTH
aCIIEKThl HEOOXOIUMO KOJIMYSCTBEHHO OICHHUTHL C ITOMOIILI0 OOBEKTHBHBIX
KPUTEPHUEB HACKOJIBLKO 3TO MO3BOJISIET HCIOJIb3yeMass METOAMKa aHalu3a.
Kpome TOTO, npeoTBpaIieHue dbopmupoBaHus CEPhE3HOTO
WHBAJIMAN3ZUPYIOIIETO COCTOSHUSI WJIM CMEPTEJIbHOTO MCXO0J1a JOJKHO OBITh
OCHOBHBIM TMOKa3aHWEM K TNPUMEHCHHIO JICKapCTBEHHOTO TMpernapara,
3asBJICHHOTO Ha YCJIOBHYIO PETHCTpaldio (TO €CTh 00ecrnedyuBaTh €ro
3¢ (HEeKTUBHOCTD IS MMOAABIISIOICH YaCTH 1CJIEBOM MOMYJISIHH);

0) JIekapCTBEHHBIC Mpenaparhl, MpeHa3HAYCHHbIE JJIsI MPUMEHEHUS B
CUTyallMsX Yrpo3bl 3J0POBbI0 HACEJIICHUS, B YCTAaHOBJIEHHOM TOPSIIKE
NpyU3HaHHble  BcemupHOW ~— opraHu3anuMed  34paBOOXPAHEHUsS WU
YIOJTHOMOYEHHBIM OPTaHOM TOCyAapCTBa-4jICHa.

Heob6xomumo mpencTaBuTh 0OOCHOBAHHWE TOTO, YTO JICKAPCTBEHHBIN
npernapar npeaHa3HaueH JyIsl MPUMEHEHHS B SKCTPEHHBIX CUTYaIUSIX YTIPO3BbI
3MI0POBBIO0 HACEJEHUsI MYTEM YKa3aHUsS CChUJIOK Ha COOTBETCTBYIOIIYIO
pesomonnio  win  pemienne BO3 nubGo Ha Mepel MPOTHUBOACHCTBUS
pacIpOCTPaHEHUIO CUTYAIUi YTIPO3bl 3JI0POBBIO HACEICHUS, YTBEPKICHHbBIC
YIIOJTHOMOYEHHBIM OpPraHOM IOCyJIapCTBa-4JIeHa;

B) JICKApCTBEHHbIC  MpemnapaThl, HMEKIIME CcTaryc opdaHHOTO
JIEKaApCTBEHHOI'O TIpernapara Wik NpU3HaHHbIE Op(paHHBIMH B rOCyAapCTBaX-

HJICHAax.
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HeobOxonumo MNpenocTaBUTh KOMUIO PEHICHUS]  YIIOJTHOMOYEHHOTO
oprasa pe(QepeHTHOrO0 TOoCylIapCcTBa O MPUCBOCHUM JIEKAPCTBEHHOMY
npenapary craryca oOp(aHHOro JIEKapCTBEHHOTO Ipemnapara U0 HHOE
JOKYMEHTaJIbHOE MOATBEPKIACHUE HAIUYNS B TOCYJAapPCTBE-WICHE y TAHHOTO

JIEKapCTBEHHOTO TIperapara crtaryca oppaHHOro JISKapCTBEHHOTO IIperapara.

2. OcobGeHHOCTH (POPMUPOBAHUS PETUCTPAIIIOHHOTO
J0ChE JIEKAPCTBEHHOTO IIpenapara 1 €ro OLleHKU
IIPY BBINOJHEHNUU YCIOBHOW PErUCTPALINU
B pesrome i 3asBI€HUS HA PETUCTPALMI0O C  YCTaHOBJICHHUEM
MOCTPErUCTPALMOHHBIX Mep (perucTpaunus Ha ycJloBUsX) (Hanee — pe3rome),
pazMelnieHHOM B paszaene 1.8.2.9 Moaynas 1 perucTtpaluOHHOTO JOChE
3asiBUTEIb 00s13aH OOOCHOBATh, COONIOJEHUE KaXJOro u3 TpeOOBaHUM,

yKa3aHHbBIX B nojipasaene 2 pasznena |l nacrosiiero npunoxxenus.

[TonoxuTeTbHOE COOTHOIICHUE «II0JIb3a — PUCK)
JIEKapCTBEHHOTO TIpemnapara.

B o0Omem ciydae moAaTBEepKACHHE TOJIOKUTEIBHOTO COOTHOIICHHUS
«I10JIh3a — PUCK» B PE3IOMe JIOJDKHO OBITh OCHOBAHO Ha MOAPOOHBIX HAYIHBIX
JI0Ka3aTelIbcTBaX, B TOM YHCJIE pe3yJbTaTaX KIMHWUYECKUX WCCIICIOBAHUN
(Harpumep,  PaHJAOMHU3MPOBAHHBIX  KOHTPOJIUPYEMBIX  HCCIICIOBAHUN),
KOTOPBIC TTO3BOJISIIOT YOSIUTEIbHO TOATBEPAUTH OILICHKY TEpPareBTHYSCKOM
3 PeKTUBHOCTH, 0€30MaCHOCTH U MOJIOKUTEILHOE COOTHOIICHHE «IT0JIb3a —
PHUCK» IS JIEKApCTBEHHOTO TIperapara.

TpeOoBanus K JOKYMEHTaM MW JaHHBIM PETHCTPAIIMOHHOTO JIOCHE,
yCTaHOBJIeHHBIe B Tmpwiokennn Nel « IlpaBmmam  perucrpanuu
JCKAPCTBEHHBIX CPEACTB MNPHUMEHHMBI K JICKapCTBEHHBIM IIpermaparam,
KOTOpPBIC 3asBJICHBI HAa YCIOBHYIO perucTpanuio. B ciaydae, eciu yciaoBHas

perucrtpanuAa BBIIOJIHACTCA IJIA JICKAPCTBCHHLBIX IPCIApPATOB, COACPKAIIUX
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JNEUCTBYIOIIME  BEIIECTBA  BIIEPBBIC  3aABJISIEMBIE HA  PETUCTPALHIO
Oy CKAETCS IIPECTaBICHUE JIOKA3aTEIIbCTB TEpANEBTUYECKOMN
3 PeKTUBHOCTH M OE30MaCHOCTH TaKoro JIEKapCTBEHHOrO IIpernapara B
MEHbIIIEeM 00beMe, M0 CPaBHEHUIO C 0OBIYHOM peructpanueit. OgHako, 3TOro
oO0beMa JaHHBIX JOJDKHO OBITh  JIOCTATOYHO JJIsi  MOATBEPXKICHUS
MOJIOKUTEIIBHOTO COOTHOIIEHUS «I10JIb3a — PUCK» U YCTAHOBJICHUS 3HAYUMOU
TMIOJIb3bI JICKAPCTBEHHOTO MPEINapara B CPABHECHUU C PUCKAMU:

NPUMEHEHUSI JIEKAPCTBEHHOI'O IMIPENapara, BBIABIEHHBIMH B XOJE
KIIMHUYECKHUX UCCIIEI0BAHUN;

OTCYTCTBHSI YacCTH JAHHBIX MO TepamneBTUYECKOW 3(PGEKTUBHOCTH U
0€30MacHOCTH JIEKApCTBEHHOTO IIpenapara.

B caydae ycioBHOW peructpanudu JOJDKHBI  OBITh  JIOCTYIIHBI
noApoOHbIE NaHHBbIE MOAyJied 3 U 4 peructparoHHoro jaocke. Ilpu stom
JNOMYCKAETCS ~ MPEACTABIICHHE HE  TMOJHBIX  JAHHBIX  KJIMHAYECKUX
UCCIIEIOBAHUN MOIYJS S5 PErucTpauuoHHOro nocke. Ilockonpky mipu
YCJIOBHOM PETrUCTpAllMh MMEETCSI HEONMPEIEICHHOCTh OIIEHKH, CBSI3aHHAs C
OTCYTCTBMEM YacCTU JAAHHBIX KIMHUYECKUX HCCICAOBAHUNW B MOIyJEe 3
PETUCTPALMOHHOTO JI0ChE, OCTAIBHBIE MOMAYJH PETUCTPALIMOHHOIO OCHE
JIOJDKHBI COJIEPKATh MOJTHBIM 00BEM JAHHBIX BCEX TPEOYyEMBbIX HCCIICTOBAHUN
U HE UMETh OTCYTCTBYIOIIMX JaHHBIX, KOTOpbIE OBl yBETUYUBAIU
BEPOSITHOCTH OLLIMOKH B OLIEHKE J0ChE, CBSI3aHHOW C HEONPEAEIEHHOCTHIO.

JInsi neKapCTBEHHBIX MpenapaToB, KOTOPbIE NPEAHA3HAYCHBI IS
IIPUMEHEHUSI B DKCTPEHHBIX CHUTYAIUAX MPU COCTOSAHUAX HEMOCPEACTBEHHO
YTPOXKAIOIIUX KU3HU U 3J0POBBIO HACEJICHUS M MOTYT MPHUHECTH OCOOYIO
MOJIb3Y B 3TUX CHUTyalUsIX JOIMYCKAETCs YCTaHOBJEHUE OoJiee MIUPOKUX
rpaHull MPUEMIIEMOCTH PHUCKA, CBS3aHHOTO C HEMOJHBIMU JAHHBIMU
PErUCTPaAIlMOHHOTO JI0Che. B MOMOOHBIX ciydasX YCIOBHAs PErucTpaius

MOKET OBITh TaK)KE€ OCYIIECTBJIEHA, €CJIM JaHHbIC MOJyJleH 3 u 4 TakkKe He
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SBIITFOTCS TOJMHBIMU. [lo00HBIE JEKApCTBEHHBIE MpenapaThl MOJIeKAT
OIICHKE B  WHIMBUAYAJTbHOM  TIOpSJKE C  y4eToM  XapakrTepa
IPEeAOTBPALIAEMbIX UMM YIPO3 370POBbIO0 HACEICHHUS W TMOJIOKUTEIbHBIX
7 PEKTOB JIEKAPCTBEHHOTO Iperapara.

JIi1st 000CHOBaHUSI TTOJIOKUTEITHFHOTO COOTHOIICHUSI «II0Jh3a — PHUCK»
JOJDKEH OBITh YCTaHOBJIIGH TpOouiIb O€30MacCHOCTH JICKAPCTBEHHOTO
npernapara

3asBuTENH 00sI3aH:

NPOAaHATM3UPOBATh KakoW o00BeM JaHHBIX O O€30MacHOCTH U
3G (PEKTUBHOCTH JICKAPCTBEHHOI'O TIpernapara sBJSETCS HEIOCTYNHBIM Ha
MOMEHT TI0/Ia41 3asBJICHUS U OCYIIECTBICHHS PETUCTPAIUH;

000CHOBaTh TMPUEMJIEMOCTh BBITIOJHEHHUS OIICHKA O BO3MOYKHOCTHU
pEerucTpalyy JEeKapCTBEHHOTO Mpenapara Ha OCHOBAHUM HETIOIHBIX JIaHHBIX,
UCXO0Nld W3 YOEAUTENHbHOCTH HMEIONIUXCS B PETUCTPAIMOHHOM JI0ChE
pe3yIbTaTOB UCCIEAOBAaHUN U HEOOXOAMMOCTH OOECIEYUTH MOJOKUTEIHHOE
COOTHOIIIEHUE «I10JIh3a — PUCKY.

JlomyckaeTcsi MpeocTaBlIeHUE TOCIE PETUCTPAIMK JEKAPCTBEHHOTO
nmpenapara cleayrouX TaHHbIX, €CITH ’TO 000CHOBAHO 3asBUTEIIEM

a) pe3yJIbTaTOB OIICHKK Oo0Jjiee JOJTOCPOYHONM M 0OoJiee HaleKHOU C
KJIIMHAYECKOW TOYKH 3PEHHUS KOHEYHOM TOYKH 3(P(HEKTUBHOCTH (B clydae,
€CIM TIEPBOHAYAIIBHO B PETHUCTPAIIMOHHOM J0ChEe OBLIM IPECTaBICHBI
TOJIBKO JaHHBIC IO OILEHKE MPOMEKYTOYHOW KOHECYHOW TOYKH) (Harmpumep,
JAHHBIE O BBDKMBAEMOCTH, a HE O YacTOTe OOIIero OTBETa MAIMEHTOB Ha
BMEIIIATEIILCTBO);

0)maHHBIX O Oe3omacHOCTH W A(P(HEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara, Mmojy4eHHbIX W3 0oJiee oOmUpHON 0a3bl JAHHBIX WM JaHHBIX C

OOJIbIIIEH MPOJIOIKUTEIFHOCTHIO HAOIIOICHUSI C TOM K€ KOHEYHOM TOUYKOM
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(ToukaMu) M HA TOW e MOMYJSAIUK (HampuMep, 4acToTa OTBETa MAIUEHTOB
Ha BMEIIATEIILCTBO MPH O0Jiee MO3HEH BpeMEHHON TOYKE KOHTPOJIS);

B) OTJIaJICHHBIX JAHHBIX O JOMOJHUTEIbHBIX KOHEYHBIX TOYKAX WIIU
0COOBIX BBIABJICHHBIX MpoOieMax (HampuMmep, O BJIMSHUU Ha METacTasbl,
NICYCHOYHBIX HAPYIICHUSX);

I) JaHHBIX O  KJIMHUYECKOM  3(Q(PEKTUBHOCTH  BAKUMH  IIPH
MPEIIIECTBYIOIIEM HCIOIb30BaHUU [JIsl PETUCTpalu (Hampumep, TOJIBKO
JAHHBIX 00 UMMYHOT€HHOCTH);

1) TOTIOJHUTEIBHBIX JAHHBIX B BaXKHBIX CyOrmomyssnusx (Hampumep, o
MalMeHTaXx C PE3UCTEHTHOCTHIO WM MAlMeHTaX C BaXXKHBIM OMOMAapKepoM
3a00JIeBaHUs);

€) IOTIOTHUTENBHBIX JIAHHBIX O BIUSHUM JAPYTHX JICKAPCTBEHHBIX
npenaparoB (HampuMep, MaHHBIX 1O 3(PQPEKTUBHOCTH KOMOWHAIIMH C
JPYTHMU JICKAPCTBCHHBIMU TpErapaTamMu).

YcranoBneHue 6aronpusTHbIX 3QGEKTOB IPHU YCIOBHON perucTpanuu
MOXXET TTOTEHIIMAJLHO OCHOBBIBATHCSA HA IMPOMEKYTOYHBIX KOHEUYHBIX
TOYKaX, KOTOPhIE 0OOCHOBAHHO MOTYT MPHBOJUTH K KIMHUYECKOW TOJIB3E,
HO HEIMOCPEJCTBEHHO HE OMpenelsaoT ee. Ecnm mpemmaraercs 1moaoOHBIM
MOJIXO0Jl, TO HEOOXOAMMO C HCIOJIb30BAHUEM JOCTYIHBIX JOKAa3aTEeIbCTB
MPOAHAIM3UPOBATh  MPUTOJAHOCTH MPOMEKYTOYHOM KOHEYHOM  TOYKHU
yCTaHABIIMBATh WM CIENATh MPOTHO3 KIMHUYECKON MOJb3bl OT MPUMEHEHUS
JeKapCTBEHHOrO0  TMpemapara. B dacTtHOoCTH, 3asBUTEeNlb 00s3aH B
MPEACTABICHHBIX JAHHBIX OIICHUTh CTENEHb HEOMPEACICHHOCTH TMpHU
MPOTHO3€ KIIMHUYECKOM TOJIb3bl HAa OCHOBE MPOMEKYTOYHOW KOHEYHOU
TOYKM W OOOCHOBaTh MPUEMIIEMOCTb 3TON CTENEHU HEONPEECICHHOCTH.
VYcnoBHas — perucrpanus ¢ HEOOXOAWMOCTBIO  TMOATBEPXKACHHUS B
MOCTPETUCTPAIMOHHOM TIEPUO/I€ KIMHUYECKOM TMOJIb3bI AOMYCTHMA TOJIKO B

TOM ClIy4dac, €CJIn PE3YJIbTAaThbI OLCHKH KJIMHUYECKOU ITOJIb3bI
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JIEKapCTBEHHOIr'0 Ipernapara Ha OCHOBE aHaJIW3a NMPOMEKYTOUYHONW KOHEYHOU
TOYKHU MPEBBIIAIOT HEONPEAEIEHHOCTh OLICHKU, KOTOopas (OpMUpPYETCS ITOU
MIPOMEXYTOYHOM KOHEUHOM Toukoil. HeoOxoammMo Takke MOSCHUTH, YTO B
ClIy4asx, KOTJa UCIOJb3yeMas MPOMEXKYTOUHAsl KOHEYHash TOYKa SIBIISIETCS
NOJIHOCTHIO BAJIMJAMPOBAHHOW CYppOTaTHOM KOHEUYHON TOYKOM (Hampumep,
UCXOJld HUX PEIICHHH BEAyIIUX MEXIYHApPOJIHBIX pEryJATOpPOB, WU
COOTBETCTBYIOIIETO HAay4YHOrO aHaliu3a) MW JajbHEHIIME JaHHBIE O
(dakTHYeCKOW KIMHUYECKOM TIONh3e HE TpeOyroTcs, MOXeT ObITh
paccMOTpeHa BO3MOKHOCTh PETUCTPAIIU 0€3 0COOBIX 0053aHHOCTEH.

[Ipumepsl yCTaHOBJIEHHS MOJIOKUTEIBHOIO COOTHOLIEHUS «I10JIb3a —
pUCK» TpU HENOJIHBIX JaHHbIX O ©Oe3omacHocTd u  3(P(PEKTUBHOCTU
JIEKapCTBEHHOI0 Mpernapara BKIIOYAIOT ClIy4yau, KOrja ¢ OJHOW CTOpPOHBI
IpEe/CTaBICHHbIE JAaHHbIE HEOOXOAUMO JOIMOJHUTH YTOOBl CUUTATh
pe3yabTaThl KJIMHUYECKOW OLIEHKH JIEKAPCTBEHHOI'O Ipenapara MOJHOCTHIO
BBITIOJIHGHHOW  (Hampumep,  JOTNOJHUTH  JaHHBIMH ¢ OoJibllei
POJIOJKUTENIHOCTRIO HAOMIOJEHUS, JAONOJIHUTh pe3yjbTaTaMy aHalu3a
Oonee KpynHOW 0a3bl JAHHBIX WM JONOJHUTH JAHHBIMH IMOJYYEHHBIMHU I10
pe3yJibTaTaM aHajdu3a JOMOJIHUTEIbHBIX KOHEYHBIX TOYEK), HO C JpYyrou
CTOPOHBI ~ NOJb3a  OT INPHUMEHEHUS  JIEKApCTBEHHOIO  Ipenapara,
YCTAHOBJICHHAs HA OCHOBAHUU YK€ UMEIOIIUXCS OTPAHUYEHHBIX JAHHBIX, U
TaK MPEBBIIIAECT PUCKHU. B Takux ciiydasix ¢ TOUKH 3pEHUS] HHTEPECOB OXPaHbI
3JI0pOBbsl HacelleHHs OyJeT HEOOOCHOBAHHO OTKJIAAbIBATh PETUCTPAIUIO
JIEKapCTBEHHOI'O0 TMpernapara W BO3MOXKHOCTh Hayajga €ro IIHPOKOIo
KIIMHUYECKOTO TPUMEHEHHUS.

OrpannwdyeHHbIE 00BEM  JOCTYHHBIX JaHHBIX O 0€30MacHOCTH
JIEKapCTBEHHOI'0 IIpernapara BHOCUT BKJIaJ B HEONPEAEICHHOCTb U MOJJICKUT
y4eTy MpHU OIEHKE COOTHOUICHUSl «Iojib3a — pUCK». IlpuemiieMocTb

0e30MmacHOCTH JICKApCTBCHHOI'O npciapara IO JJICKHUT OLCHKE B
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VHIVUBUAYAIBHOM MOPSJAKE HAa OCHOBAHWUW JIOCTYIHBIX NAHHBIX, C YYETOM
MPOJEMOHCTPUPOBAHHOM IMOJIb3bI JIEKAPCTBEHHOIO MIpErapara.

Takum oOpa3om, ycCIOBHas pETrUCTparus JAOMYCKaeTcs B Ciydasx,
KOTJla HCCIICIOBAaHUS MMEIT MEHBIIUNW 00beM, | (WIM) MEHBIIYIO
MPOJOJIKUTENBHOCTD, U (WJIM) UHBIE KOHEUHbIC TOYKH, IO CPABHEHUIO C TEM
CTaHJIAPTOM HCCIICIOBAHUN KOTOPBIA HEOOXOIUM JUIsl TOATBEPHKIAIOIINX
KJIIMHUYECKHUX UCCIEIOBAHUN JIEKAPCTBEHHOIO Tpernapara npeaHa3HauYeHHOT O
JUIs1 JIGUYEHUS OTIpeJIeIICHHOT0 BHIa 3aboieBaHuii (coctosiHuit). BMecte ¢ Tem
IPH  YCIOBHOW PETHUCTPAIlMM B PETHCTPAIMOHHOM JIOChE HEOOXOIMMO
MpEeJACTaBUTh OOOCHOBAaHWE, UYTO TI0JIb3a, YCTAHOBJCHHAs C IIOMOIIBIO
JOCTYIHBIX B PETHUCTPALIMOHHOM JOChE AHHBIX, MPEBBIIIAET BO3MOKHBIC
PUCKH, YYMUTBHIBAs BBICOKMH YpPOBEHb HEONPEACIECHHOCTH TAaKOW OLECHKH,
CBSI3aHHOM C HEIMOJHBIM OOBEMOM JaHHBIX PETHCTPAIMOHHOTO JIOCHE.
[TockoIbKy pHCKH, OOYCIIOBJICHHBIC HEMOJHBIM OOBEMOM  JIaHHBIX,
HEBO3MOXXHO TOYHO  OIIGHWTh, BBISBJICHHBIC  IOJC3HBIE  A(PPEKTHI
JIEKapCTBEHHOTO TMpernapara OJDKHBI IMO3BOJIATh CHEIATh OJHO3HAYHBIN
BBIBOJ] O €r0 KIIMHUYECKOM MOJb3€. DTO MO3BOJUT PA3PEUINTh KIMHUYECKOE
IPUMEHEHHE 0CO000 TMEPCIeKTUBHBIX JIEKAPCTBEHHBIX IPENapaToB, KOTOPHIE
MOTYT NIPUHECTH 3HAYUTEIBHYIO MOJIb3y CUCTEME 3IPABOOXPAHECHUS B LIEJIOM.

OO0oCHOBaHHE TOJIOKHUTEIHBHOTO COOTHOIICHUS «II0JIb3a — PHCK» CO
CTOPOHBI 3asIBUTEJISI BKJIFOYAET B CEOsI:

MMEIOIIYIOCS B HACTOSIIEE BPEMSI OLEHKY COOTHOIIEHHUS «I0JIb3a —
PUCKY;

oOCyXXJeHHe JIOOBIX AacIeKTOB CBS3aHHBIX C  YCTAHOBJICHHUEM
MOJIOKUTEIIBHOTO COOTHOIICHUSI «IO0JIb3a — PHUCK», KOTOpbIE TpPeOyroT
MOATBEPKIECHUSI C TOMOIIBIO JAJIbHEHIIUX MCCIEAOBAHUM (Hampumep,
MOJATBEPKIACHUE BJIMSHUS HA JAPYrW€ KOHEUHBIE TOYKH, OTHAJICHHBIC

3(1)(1)6KTBI, BJIMSIHHE HAa 0COOBIE IOITYJIIIWMHW WJIN BBISABJIICHHUC OTBCT‘-II/IKOB);
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Bricokast BEpOATHOCTB TIPEACTABICHUS 3asIBUTEIIEM
B TOoCJIeAyo1eM (Tociie perucTpaluy JeKapCTBEHHOTO
mpenapara) MoJHBIX JaHHBIX KIMHUYECKUX UCCICIOBAHUN

B ocoOwmie o0Os3aTenscTBa A JAepiKaTeas  PETHCTPAIMOHHOIO
yAOCTOBEPEHUS HEOOXOJMMO BKJIIOYUTH TpPEOOBAaHUE IO 3aBEPIICHUIO
MPOBOJIAIINXCS WMCCICIOBAHWNA WM TIPOBEICHUIO HOBBIX HCCIICIOBAHHUM C
IEJTBIO MOJTyYECHHUS HCYEPITHIBAIOIITIX KITMHAYECKUX JAHHBIX,
MOJTBEPKAAIOIINUX TOJOKUTEIHHOE COOTHOIICHUE «IOJbh3a — pHUCK». B
OKCTPEHHBIX CIydasiX TaK)Ke MOTYT MOTPEOOBATHCS 0COOBIE 00S3aHHOCTH IO
MIPEI0CTABICHUIO UCYEPIIHIBAIOIITUX JOKJITMHUYECKUX WIIH
dbapmareBTUUeCKIX JIaHHbIX.

[lonHble naHHBIE O JIEKAPCTBEHHOM TIperapaTe HalpaBJiCHbl Ha
MOJTBEPKACHUE TOTO, YTO COOTHOIICHHUE «II0JIb3a — PUCK» TMOJOKUTEIBHOE
(HampuMep, MPHU TOMOIIX MPOBEPKH COTIIACOBAHHOCTH JOCTYIHBIX JAHHBIX O
NEPBUYHBIX WJIM BTOPUYHBIX KOHEYHBIX TOYKAX C COBOKYMHOCTSIMU Oojiee
MOJIHBIX JIAHHBIX WJIM C J@HHBIMU JOTIOJHUTEIBHBIX MCCIEJOBAHUN TPHU
CXOAHBIX TOKa3aHMSIX, MPEJOCTaBIsisi CBEIACHUS O KIMHHUYECKH HamOojee
3HAYUMBIX (TONTOCPOYHBIX ) KOHEYHBIX  TOYKaX, XapaKTepHU3ys
MIPOJIOJDKUTENLHOCTD A (eKTa, mpenocTaBisisa 0ojiee KpynHyI0 0a3y TaHHBIX
0e30macHOCTH U, Kak TMpaBWiIo, JdaBas Ooyiee TIyOOKOE€ TOHMMaHUE
3 GEKTUBHOCTH U 0€30IaCHOCTH JICKAPCTBEHHOTO Mperapara).

VYcranaBnuBaemMble 0cOObIe 00513aTE€NBCTBA TOJKHBI ObITh HAIIPABIIEHBI
Ha JI0KA3aTeIbCTBO TMOJOKUTEILHOTO COOTHOIICHHUS «II0JIb3a — PUCK» MPHU
0JI0OpEHHOM TOKa3aHWU K MPUMEHEHMIO JICKAPCTBEHHOIO IMpernapara ¥ Ha
¢bopMupoBaHHE TOJHOTO PETUCTPALUOHHOTO JOChE JIEKaPCTBEHHOTO
npemnapara. J[ookHO OBITHP JaHO YETKOE OOBSCHEHHE W O00OCHOBAaHHE
OCTAIOIINXCSI BOMPOCOB 0 0e30MacHOCTH U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO

npemnapara npu mnpeajiaracMbix IMOKa3aHUM K €ro NPpUMCHCHUIO U TOT'O, KakK
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BBITIOJTHEHUE OCOOBIX 00S3aTENIbCTB IMO3BOJIUT OTBETUTh HA ATH BOIPOCHI.
OcoOble  00s13aTenbCTBA  BKIIOYAIOT B ce0s  paHIOMU3HPOBAHHBIE
KJIIMHUYECKHUE UCCIIEIOBAHMS, HO HE OTPAHUYUBAIOTCS UMHU.

Baxxno wMakcumanbHO OBICTPO 3aKOHUMThH pa3pabOTKy, dYTOOBI B
OTpaHUYEHHBIN Mepro 00eCTeuuTh yCTpaHeHUe J1I000 HeonpeaeIeHHOCTH
10 TPUYMHE OTCYTCTBUS UCUEPITHIBAIOIITNX TAHHBIX.

3asiBUTENb JOKEH OOBSICHUTH, KaK B COTJIACOBAHHBIA MEPHOJ] MOTYT
OBITH TMOJYYEHBI HEJOCTAIOIIHME JAaHHBIC O 0€30MacHOCTH U A(HPEKTUBHOCTU
JIEKapCTBEHHOT0 TIpernapara. 3asBUTENb 00s3aH MPEIOCTaBUTh TapaHTHUIO
BBITIOJIHEHHST YK€ HayaThIX HAa MOMEHT YCIOBHOW pETUCTpalluu WU
TUTAHUPYEMBIX MCCIIEIOBaHUH, YCTAHOBJICHHBIX KaKk 0COObIe 00s3aTeNbCTBA, a
TaK)Ke MPEIOCTaBUTh TapaHTUIO KAa4eCTBa MX IMPOBEACHUS. DTO TO3BOJSET
UCKIIIOUUTh HEBBITIOJTHEHUE YCTAHOBJIEHHBIX OCOOBIX O0053aTENbCTB MpHU
HAJIMYUK TPOOJEeM CBS3aHHBIX C IUIAHUPOBAHHUEM U MPOBEICHUEM
KJIMHWYECKUX HUCCIeA0BaHuN (Hampumep, MpoOieM IO MPHUBJICUYCHHIO
CyOBEKTOB, CHATHIO OCJCIUICHUS B YK€ HAyaThIX WIH I[LIAHUPYEMBIX
UCCIICIOBAHUSX, IPYTUX MPOOJIEM CBSI3aHHBIX CO CTATHCTUYECKUM aHAITU30M,
O0COOEHHO B CiIy4ae MCCJIEIOBAHUM, MPOBOAUMBIX C y4acTUEM MAIIUEHTOB U3
TOW K€ TOMyJsIUU, KOTopas YyKe Oblla BKIIOYEHa B TMPOTOKOJBI
MPEABIIYINX KIMHAYECKUX UCCIEOBAHUN).

JInst  oueHku 0€30MacHOCTH  JIEKAPCTBEHHOI'O Ipernapara MOMKET
noTpeOOBaThCsI UHTEHCUBHBIIT MOHUTOPUHT, YTOOBI 00€CIEUNUTh MPU3HAHUE
MOJIOKUTEITHFHOTO COOTHOIIICHUE «I0JIh3a — PUCK» BO BPEMS €0 €KETOTHOU
nepepeructpaiun. OcoOble 00513aTeIbCTBA MOTYT YCTaHABIIMBATHCS TaK)KE B
OTHOIICHUH (papMaKoOHAA30pa MO TaHHOMY JIEKaPCTBEHHOMY IIpermapary.

VYTOJIHOMOUYEHHBIM OpraH (dKCHepTHas opraHu3anus) pedepeHTHOro
rocygapcrBa  OLIEHMBAeT  OOOCHOBaHME  3asiBUTENS]  OTHOCHUTEIIbHO

BO3MOKHOCTH U IIEJIECOO0Pa3HOCTH YCIOBHOW peructpanuu. Ecim o0bem
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3aIJTAHUPOBAHHBIX (JAJbHEUIINX) KIMHUYECKUX HCCIIEIOBAaHUN, TPEOyeMBbIX
JUTSL TIOATBEPKICHHSI TTOJIOKUTEIBHOTO COOTHOILICHUS «I10JIb3a — PHUCK» HE
COOTBETCTBYET 3aBJICHHOMY CPOKY MX BBIIOJHEHHUSI, ’TO MOKET NPUBECTU K
OTKa3y B YCJIOBHON PETUCTPALIUH.

3asBUTEND BIIPABE B COOTBETCTBUH C ITYHKTOM 26 [IpaBui perucrpanun
JIEKapCTBEHHBIX CPEACTB 3alPOCUTh O MOJAYU 3asBJIEHUS HA PETUCTPAIUIO
HAay4YHOE KOHCYJIbTUPOBAHUE IO BOMPOCAM:

obOmero 1IaHa (QapMaleBTHYECKOW pPa3pabOTKH  JIEKapCTBEHHOTO
npenapara;

COJICUCTBUS B COCTABJICHUU IPOTOKOJIA KIIMHHUYECKOTO HCCIEI0BAHUS
(BpIOOpa Au3aiiHa KIMHUYECKHX MCCIEJOBAHUN) C YYETOM KaTeropuu
ykazaHHOW B pazjaene |l HacTosimiero npuiioxeHus s JIEKapCTBEHHOTO
npenapara 3asBJisIeMOro Ha YCIOBHYIO PETUCTPALUIO;

BBIOOpA AM3aifHa KIIMHUYECKUX HMCCIICIOBAHUH;

COIJIaCOBaHUS MEPEYHs KIIMHUYECKUX UCCIEA0BAaHUI KOTOPBIE CIENyeT
3aBEPILIUTDH JI0 PETUCTPALMU U KIMHUYECKUX MCCIEAOBAaHUN KOTOpbIE OyayT
3aBEPILEHbI B KAUE€CTBE BBIMOJHEHUS YCTAHOBIEHHBIX O0COOBIX 00s3aTENbCTB
IIOCJIE OCYILIECTBIICHUS YCIOBHON PErUCTPALIUN.

[Tpu o6cyx)aeHnH MporpaMMbl pa3pabOTKU ISl YCIOBHOM PETUCTPALIUU
3asBUTEJb BIIPABE IPEICTABUTH YIOJIHOMOUYEHHOMY OpraHy (3KCHEpTHOU
opraHuzanuu) pedepeHTHOro ToCcyJapcTBa CTPYKTYpPY IUIAHUPYEMOTO
aIropuTMa YCJIOBHOW PEruCTpallvi, IUIAHUPOBAHUE BIIUSHUSA OKHUJIa€MbIX
UCXOJ0OB HA TMOCIEAYIOIIHE 3Talbl MNPOrpaMMmbl  (papMaleBTUYECKON
pa3paboTKH JEKapCTBEHHOro MperapaTta (BKIIOYasl yCTAaHOBJIEHHBIE OCOOBIC
00s13aTeNIbCTBA).

[Ipu mnoaroroBke u OOCYXAEHHH MPOTpaMMbl (papMalneBTUYECKOU
pa3paboTku  Op(aHHOTO  JIEKApCTBEHHOrO0  Mpemapara,  KOTOPBIM

OJHOBPCMCHHO 1IOIIAJa€T B KaTCropuro JICKAPCTBCHHOI'O IIpcliapara
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00JIaJIalOIIEro CYIIECTBEHHBIMU MpeuMyllecTBaMu Mo 3G(PEKTUBHOCTU H
(unn) O€30MacHOCTH 1O CPaBHEHUIO C YK€ 3aperucTpUpOBAHHBIMU
QIbTEPHATUBHBIMU  JICKAPCTBEHHBIMHU  TIpemapara, 3asBUTENb  JOJIKEH
YUYUTHIBATH MPUTOJHOCTH MOJYyYaeMbIX B XOJI€ KIMHUYECKUX HCCIEIOBAHUN
JaHHBIX ISl TOATBEPXKACHHUS cTaTyca Op(paHHOTO JIEKapCTBEHHOTO
mpernapaTa B MOMEHT yCIIOBHOM perucTpaiuu.

JUis  Kaxaoro MpPOBOJAUMOIO WJIM HOBOTO MCCIEAOBAHUS, KOTOPOE
IpeiaraeTcsl MPeACTaBUTh B paMKaX YCTaHOBJIEHHBIX OCOOBIX 00s13aTEIbCTB,
HEOOXOJIMMO TMPEAOCTaBUTh KpaTKOE€ OINHMCAHHWE JTOr0 UCCIEI0BaHUS,
BKJIOYasi CUHOIICUC uccienoBaHusi. CTpyKTypy U COAEp>KaHUE CHUHOIICHCA
JOTYCKAaeTCs M3MEHATh B 3aBUCHUMOCTH OT BHUJA HCCICIOBaHUS U
YCTaHABIIMBAEMBIX OCOOBIX 00s3aTenbcTB. B ciyyae craHgapTHOTO
UCCIIEIOBAaHUSl ~ KJIMHUYECKOM  3(PPEKTUBHOCTH, NPENOCTABIIEMbIE B
CUHOIICHCE CBEJCHUS JOKHBI BKIIFOUATh B CEOSI:

HA3BaHUE HCCIIEI0BaHNUS;

BBe/IeHNE (000CHOBAaHUE UCCIICIOBAHMS);

OIHCaHue MPUMEHIEMBIX BMEIIATENIbCTB (HaMMEHOBaHUS
JIEKapCTBEHHBIX MPENapaToB, UX J103bl U UHBIE MPOLEAYPHI);

OMHCAaHWE UCCIEAyeMOM TOMyJSIIMUM M yKa3aHWe IUIaHUPYyeMOn
YHUCJIEHHOCTb CyOBEKTOB UCCIIETOBAaHUS C COOTBETCTBYIOLIUM
000CHOBaHHEM;

YPOBEHb U METOJ OCJIEIIeHHUs] (MacKUpoBaHusl) (Hampumep, OTKPHITOE,
IpOCTOE CJENoe, JBOMHOE Clenoe, MCCIEAOBaHUE C  OCIJIEIJICHUEM
NalMeHTOB, HCcleaoBaTeNied W (WJM) JHI, OLICHUBAIOIINX PEe3yIbTaThl
HCCIICIOBAHMUS );

BUJ KOHTPOJIBHOM TIpynmbl (BHI KOHTPOJS) HCIOJIB3yeMOTO B
UCCIICIOBAaHUU (HampuMmep, Tpynmna ¢ mpuemMoMm Iarnebo, rpymma 6e3

BBITIOJIHCHU A BMEIIATCJIbCTBA, Irpyiiia C IIpUEMOM AKTUBHOI'O



80

JIEKapCTBEHHOT0 IIpenapara, €IMHCTBEHHAs Ipynna ¢ OUEHKOW COCTOSAHHS 10
U TIOCJIEe TepanuM) U AU3aiH MCCIIe0BaHUs (MapajlesIbHbIM, MePEeKPECTHBIN
M p.);

METOJ] Ha3HAYEHUSI BMEIIATENbCTBA (pPaHI0MU3AlIMs, CTpaTUUKaLNs);

NOCJIEIOBATEIbHOCTh M IPOJIOJDKUTENBHOCTh  BCEX  NEPHOJIOB
UCCJIEI0BaHMs, BKIIIOYAs MPEeAPaHIOMU3ALIMOHHBIA IEPUOJ U MEPUOJ MOCTe
OKOHYAHMS TEpanuM, MEepUuoAbl OTMEHBI TE€paAllMd W NEPUOJbI MPOCTOTO U
JIBOMHOTO CJIETIOT0 BMEIIATEIbCTBA;

NEpPBUYHbIE U  BTOPUYHbIE TMEpEeMEHHble A(P(PEKTUBHOCTU U
0€30MMacCHOCTH JIEKApCTBEHHOT'O IIpernapaTa,

OMKMCAaHUE OCHOBHBIX METOJIOB MPOMEXKYTOUHOTO M 3aKIIOYUTEIBLHOTO
aHau30B 3G(PEKTUBHOCTU UM OE30MMaCHOCTH JIEKAPCTBEHHOTO IIpenapara,;

CPOKM M ONHWCAaHWE BAXHBIX KOHTPOJIBHBIX TOYEK [UIs Hadaja,
IPOBEACHUS, aHaM3a W PENOPTUPOBAHUS MCCIENOBAaHMS  (BKJIHOYAs
COJIEpKaHUE TPOMEKYTOUHBIX OTUETOB);

KPpUTUYECKOE  OOCYXJIGHHE€  OCHOBaHMSI U BBINOJHUMOCTHU

HCCJICOAOBaHUA.

Perucrpanus nekapcTBEHHOTO MpernapaTa Mo3BOJISICT
00ecTeunTh HeYJOBJIECTBOPEHHBIC MEIUITMHCKIE
MOTPEOHOCTH CUCTEMBI 3PAaBOOXPAHCHUS
OOGecrieueHre  HEYAOBJICTBOPECHHONW  MEIWIIMHCKOM  MOTPEOHOCTH
CHUCTEMBI  37PAaBOOXPAHCHUS SBISACTCS OTIUYUTEIBHOW OCOOCHHOCTHIO
JICKapCTBEHHBIX IPEINapaToB, MOAXOAIINX ISl YCIOBHOW pPETHUCTpaIiuu, U
0003HaYaeT KOHKPETHYIO II0JIb3Yy, OXHAACMYI0 OT NPUMCHECHHS TaKOTo
mpernapara, KOTOopash HE TOJbKO IIPEBBINIACT PHCKH CBS3aHHBIC C
MPUMEHCHUEM HEJIOCTaTOYHO M3YYSCHHOI'O JIEKQPCTBEHHOTO TMpernapara H

YCTAHOBJICHHBIC Ha MOMCHT C€Iro pCrucCrpaivv, HO U HMHBIC IMOTCHUUAJIBHBIC
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PUCKH, CBSI3aHHBIE C HAJWYUEM B PETUCTPALIMIOHHOM JOChE HEMOJHBIX
CBEJCHUM O CBOMCTBAX JIEKaPCTBEHHOIO IIpenapara.

JJist BBITIOJIHEHUSI ATOTO TPeOOBAaHMS 3asiBUTEIL 00513aH MPEIOCTABUTH
MOATBEPKJICHUE HATUYUSI HEYJOBIECTBOPEHHON MEIUIIMHCKOM MOTPEOHOCTU
CUCTEMBbI 3PABOOXPAHEHUSI U HEOOXOAUMOCTHU BHEJIPEHUS HOBBIX METOJIOB
OKa3zaHus MEIUIIMTHCKOM MTOMOIIN (B ciyuae OTCYTCTBUSI
YAOBJIETBOPUTEIBHBIX  MOJAXOJO0B), JIMOO CYHIECTBEHHOTO  YJIYUYIICHUS
MEJUIIMHCKOM TOMOIIM [0 CPaBHEHHIO C OJOOPEHHBIMH METOJaMHU €€
OKa3aHUH.

[TonTBepxieHNEe OOECIEUYeHUsT HEYIOBICTBOPCHHON MEIUIIMHCKOM
MOTPEOHOCTH  CHUCTEMBI  3/IpaBOOXpaHEHHs TpeOyeT O0O0OCHOBaHHUS B
UHJIUBUAyAIbHOM  miopsiike. (OOOCHOBaHMS  JOJDKHBI  KOJUYECTBEHHO
XapaKTEepU30BaTh HEYJOBJICTBOPEHHYIO MEIUIIMHCKYIO TMOTPEOHOCTh Ha
OCHOBAaHUH MEAUIMHCKUX WJIU SMUAJIEMUOJIOTUYECKUX JIAHHBIX.

B 1menoM OCHOBHOE TEpaneBTUYECKOE MPEUMYILECTBO, KaK MPABUIIO,
OCHOBBIBAETCSI HA 3HAUMMOM YJIy4dlIeHUU 3PHEKTUBHOCTH WIH KIMHUYECKON
0€30MacHOCTH JIEKAPCTBEHHOI'0 Mpenapara (Hanmpumep, IMOJI0KUTEIbHOE
BIUSIHUE HA HAYAJIO WA Pa3BUTHUE COCTOSHUS JTHOO CHIKEHHE MOPOUTHOCTH
WIA CMEPTHOCTH OT 3a00JieBaHus). B MCKIIIOYUTEIBHBIX CIyYasX OCHOBHOC
TEpaNEeBTUYECKOE MPEUMYIIECTBO JIEKAPCTBEHHOTO Mpernapara MOXKET TaKkKe
BBIpAXAThCsl B 3HAUUTEIILHOM  YJIYYIICHUM BO3MOXHOCTH  OKa3aHUs
MEAMIIMHCKOW oMoy  (HampuMmep, eClIM  OXHJIAeTcs, 4YTO HOBOE
BMEIIIATEIILCTBO OyAET peliaTh CYIIECTBYIONIUME CEpPhe3HbIE MPOOJIEMBI C
MPUBEP)KEHHOCTBIO TEpanuu WIM €CIU Tepamnusi TMO3BOJUT MPOBOJIUTH
aMOyIaTOpHOE JICUCHNE BMECTO HCKITFOUMTEIILHO TOCITUTAILHOM Teparun).

Heobxoaumo MPOJAEMOHCTPUPOBATH IPEeMMYIIEeCTBA HaJ
CYIIECTBYIOIIMMHU METOJIaMH, HCIOJIb3YEMBIMH B KIMHUYECKOW IPAKTUKE

(Opy HaMWYMK), UCHOJIB3YS HAJEKHOE JI0KA3aTeNIbCTBO, KaK IMPaBWIO, W3
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KaueCTBEHHO  TPOBEACHHBIX  PAaHIOMHU3UPOBAHHBIX  KOHTPOJIUPYEMBIX
WCCIIeIOBaHMH (JI0Ka3aTeabHas JEMOHCTPAITUS TIOJIb3HI).

B memsx oOocHoBaHHMsS ~ JI0BOJa, 4TO  OyayT  oOecIedeHbI
HEYJOBJICTBOPEHHBIC MEIMIIMHCKHE TOTPEOHOCTH, 3asBUTENIb 00s3aH
IPETOCTABUTH:

a)0030p  JOCTYNHBIX METOJIOB  NPOPUIAKTUKHA, MEAUIIUHCKOU
TUArHOCTHKXA WA  JICYEHHUsA, C  OMNHCAaHUEM  HEYJIOBJICTBOPCHHOM
MEIUIIMHCKOW MOTPEOHOCTH CUCTEMBI 3/IpaBOOXPaHCHHUS,

0) KOJTUYECTBEHHYIO OIICHKY BEJINYUHBI HEYJOBJICTBOPEHHOM
MEIUIIMHCKON TOTPEOHOCTH, C YYE€TOM MEIUKO-CTaTUCTUYECKUX JaHHBIX
(HampuMep, KOJWUYECTBEHHBIC MEIWIIMHCKHE WU OSMHJACMHOIOTHYCCKUE
JTAHHBIC);

B) JOKa3aTEIbCTBA TOTO, YTO PETHCTPAIUs JIEKAPCTBEHHOTO Iperapara
MO3BOJINT OOECIICUUTh HEYJAOBICTBOPECHHBIE MEIUIMHCKHE MOTPEOHOCTH
CHUCTEMBI 3IPaBOOXPAHCHHS

OcoObIli  TMOAXO0J TIPUMEHSETCS] B Ciydasx, €CJId CpaBHEHHE C
pa3penieHHbIMH  METOJaM{ OKa3aHWsS METUIIMHCKOW TIOMOINMA BKITFOYAET
paHee YCJIOBHO 3aperMCTPHPOBAHHBIC JICKAPCTBEHHBIC IIperaparbl, W B
cinydae opdaHHBIX IIPErapaToB — €CIHM CTaTyc Op(aHHOTO JIEKApCTBEHHOTO
mpernapara OCHOBBIBACTCS Ha CYIIECTBEHHOM IMOJIb3E.

[Ipu ogoOpeHnn yCIOBHON PEruCTpallK JOJDKHO OBITh YCTaHOBIJICHO,
4TO C MIOMOIIBI0 PaCCMAaTPHUBAEMOTO JICKAPCTBEHHOTO TIpernapara MOTyT ObITh
obecrieyeHbl HEYAOBJICTBOPEHHBIC MEIMIIMHCKUE ITOTPEOHOCTH CHCTEMBI
3IpaBOOXpPaHEHHUsI, TOT/1a KaK CTEIICHh 0OCCIICYSHHOCTH OyACT ONMPEACIAThCS
B TCUCHHEC JINTCIHPHOTO BPEMCHM IIOCJE PETHUCTPAIMH IPH BBITOJIHCHUH
ocoObIX  00Osi3atenibcTB. B cimydae  00OCHOBaHHMS — OOECIIEUEHHOCTH
HEYOBJIETBOPEHHBIX MEIMIIMHCKUX TOTPEOHOCTEH 3a CUeT J0CTyla Ha

PBIHOK  BTOPOr0 WM  IOCIEAYIOUIEro  JIEKAPCTBEHHOI'O  Mpernapara
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HE0OXOAMMO MPUHUMATh BO BHUMAHUE HAKOIUIEHHBbIE KIMHUYECKUE AHHBIE
npu oOpalleHMM Ha pPbIHKE IEPBOr0 YCIOBHO 3aperucCTpUpPOBAHHOTO
JIEKapCTBEHHOT'O TIperapara U Te¢ acneKThl 3()(PEKTUBHOCTU M OE30MacCHOCTH
KOTOpbIE€ OCTAIOTCA HEU3yUYEHHBIMU B MPOIIECCE TAKOTO OOpaIieHusl.

[loka ycTaHOBIIEHHBIE OCOOBIE O0sA3aTENbCTBA JUJII  YCJIOBHO
3apErUCTPUPOBAHHOrO Mpemapara €nie HE BBIIOJHEHbl MOJHOCTBIO,
HEBO3MOYXHO YCTaHOBUTb HWCTUHHYIO BEJIMYHMHY €ro TMOJb3bl, MO3TOMY
3aSBJICHHE HAa  YCJIOBHYIO  PErMCTpPalMi0  HOBOTO  (BTOPOTrO  WIIH
NOCJIEIYIOIIEr0) JIEKAPCTBEHHOTO Ipenapara BO3MOXKHO B CIIy4ae €CIId OH
MOJKET MOTEHIIMAIIbHO 00ECIIEYUTh T€ )K€ HEYAOBJIETBOPEHHbBIE MEAUIIMHCKUE
NOTPEOHOCTU CHCTEMBI 3[pPaBOOXPAHEHUS U TPU 3TOM HMMEETCS Hay4dHOe
00OCHOBaHHE TOrO, 4YTO TaKOW JIEKapCTBEHHBIM mpemapar Oyaer Hux
o0OecrieunBaTh B HE MEHBIIECH CTENEHU, Ye€M IMEPBBIA JIEKAPCTBEHHBIN
npenapar ¢ yCJIOBHOW peructpauued. JlaHHas cuTyanusi HE OTHOCUTCS K
CiIy4yasm perucTpanuu CKOITMPOBAHHOTO (BOCIpOU3BEAEHHOTO,
OMOaHATIOTMYHOI0) Op(AHHOTO JIEKAPCTBEHHOrO IMpenapara Mpu HaIWYUU
KaKuX-JIMOO TMpaB TPETbHUX JIMI HAa MHTEIUVIEKTyalbHYI0 COOCTBEHHOCTH B
OTHOLIEHWM  CaMOro  JIEKQpCTBEHHOTO  IIpemapara WIM  CBEACHUH
(IOKYMEHTOB) PETUCTPAIMOHHOTO JIOChHE.

[IpeumyiiecTBa mnepen CyHIECTBYIOIIMMH BMEMIATEILCTBAMU MOTYT
ObITh  JIOCTATOYHBI JUISl TOATBEPKIEHUSA  PErucTpaluud  OopQpaHHOTO
JEKapCTBEHHOrO0 Mpenapara, B Cclydyae Korja Takas perucrpauus
OCHOBBIBAETCS TOJIBKO HA CYHIECTBEHHOM I0JIb3€ JIEKAPCTBEHHOT'O Mperapara

A1 CUCTCMBI 31PpaBOOXPaHCHHA.
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[Tonb3a 17151 310pOBbs HACEJICHHUS OT JIOMyCKa
Ha PHIHOK PacCMaTpUBAEMOr0 JICKAPCTBEHHOTO Mpenapara

3asBUTENb 00s3aH MPEAOCTaBUTH OOOCHOBAHHME TOTO, YTO IMOJb3a IS
3I0POBbSI HACEJICHHS OT HEMEJICHHONW JOCTYITHOCTH JIEKapCTBEHHOIO
mpernapara  MOpPEBBIIIAET  PUCKH,  OOYCIOBJICHHBIE  HEOOXOJAMMOCTHIO
NPEJCTABICHUSI  JIOMOJIHUTEIBHBIX  JaHHBIX O  O€30MacHOCTH |
s PekTuBHOCTH  JieKapCcTBEeHHOTro mnpenapata. (OOOCHOBaHUE  JIOJAKHO
OIICHUBATh BJIMSHUE HEMEJJICHHOW JOCTYIMHOCTH JIEKAPCTBEHHOTO Ipernapara
Ha 3JI0pOBbE HACEJICHUS B CPABHEHHMHM C JIOCTYMMHOCTHIO MOCJE MOJYYCHUS
HCUEPIBIBAIONINX KIWMHUYECKUX JaHHBIX C YYE€TOM, HACKOJBKO BO3MOXKHO,
OOBEKTUBHBIX M KOJHWYCCTBEHHBIX SIHACMHUOJIOTHYECKUX CBEIeHHH. Puckm
HEOOXOJIMMOCTH TPEJCTABICHUS JOMOJIHUTEIBHBIX JAHHBIX O O€30MaCHOCTH
1 3G ()EKTUBHOCTH JICKAPCTBEHHOTO Tpernapara, MojiexxaT KOJIMYeCTBEHHOM
OI[CHKE, HACKOJBKO BO3MOXHO, C IIOMOIIbI0O OOBEKTHBHBIX M
KOJIMYECTBEHHBIX ITOKA3aTeIICH.

UTto0ObI 000CHOBATH MPEBBIIICHUE TOJIB3bI JJIsI 3JOPOBbS HACEIICHUSI OT
perucTpanuu JICKapCTBEHHOI'O TIpenapara HaJ pPUCKaMHU CBS3aHHBIMU C
OTCYTCTBUEM B PETHUCTPALIMOHHOM JOCh€ YaCTH JAHHBIX O JIEKAPCTBEHHOM
Tpernaparhl, 3asiBUTEIb 00s3aH MPEJOCTABUTh CICAYIOINE CBEACHNUS .

a) ONIMCAaHUE KOHKPETHOM TOJIB3BI ISl 3JJ0POBbSI HACEJIEHHUSI OT JIOMyCKa
Ha PHIHOK PacCCMaTPUBAEMOr0 JICKAPCTBEHHOTIO Mpenapara,

0)omnucaHue BO3MOXKHBIX PHUCKOB, CBS3aHHBIX C OTCYTCTBHEM B
PErUCTPAIlMOHHOM JIOChE€ YacTH JAHHBIX O 0€30MacHOCTU U 3(PHEKTUBHOCTH
JIEKapCTBEHHOTO Ipernapara,;

B) OILICHKY CTEIICHHU MPEBBIIICHUS T0JIb3bI, YKa3aHHOW B MOJITYHKTE «a
HACTOSAIIETO IMyHKTa HaJ BO3MOXHBIM PUCKOM, YKa3aHHBIM B MOJITYHKTE «0»
HACTOAIIETO IIyHKTA W OINKWCAaHWE HE BKJIIOUYCHHBIX B TaKyl OIICHKY

BOITPOCOB.
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3. KoHcynmpranus ynoaHOMOYEHHOTO opraHa (3KCIEPTHON OpTraHU3aIlvy)
pedepeHTHOTO TOCyAapcTBa Nepe Moaueil 3asBICHUS, COAEPIKAIIETO
3aMpoc Ha YCIOBHYIO PETUCTPALIUIO

Bo Bpems mnpoBencHHsS KOHCYIbTAIMHM 3asSBUTENS  BBIMOIHICMON
YIOJTHOMOYEHHBIM OpPraHoOM (9KCIIEPTHOM oOpraHuzaiueii) pedepeHTHOTo
roCy/1apCcTBa, 3asBUTEIb O0s3aH:

MPEJACTaBUTh MMCHMEHHBIN 3apOC HA YCIOBHYIO PETUCTPAITHUIO;

MOJIHBIA ~ TIEPEYEHb BCEX  BOMPOCOB  aJIMHHHCTPATHUBHOTO  WIIU
MPaKTUYECKOro (METOAMYECKOT0) XapakTepa Ha KOTOpPbIe eMy HEOOXOJAMMbI
OTBETHI.

[TockonbKy JEKapCTBEHHbIC TMpemaparbl, IpeAHa3HAYEHHBIC s
oOecrieueHrsT HEYIOBJICTBOPCHHOM MEAMIIMHCKONW MOTPEOHOCTH CHCTEMBI
3IPaBOOXPAHEHUS MOTYT OJTHOBPEMEHHO IPEACTABIISITE MOJIB3Y JJIS 3I0POBBS
HACeJCHUsI  CBSI3aHHYIO C  HEMEMJIEHHOM  JOCTYIHOCTBIO  TaKOTO
JIEKapCTBEHHOT'O Tpernapara 3asBHUTENIb BIPaBe 3alpOCUTh KOMOWHAIUIO
YCKOPEHHOM JKCIEpPTU3bl JIEKAPCTBEHHBIX MPENapaToB M HMX YCIOBHYIO
perucrpanuio. B memsx WCKIIOYEeHHsI 3a7Cp)KeK IpPU  BHINIOJHCHHH B
MOCTIEAYIOIMIEM MPOIEAYPHl YCIOBHOW pErucTpanuu U (W) YCKOPEHHON
OKCTIEPTU3BI, 3aABUTENb JOJDKEH 3a0JaroBpeMEHHO CIUTAaHUPOBATh 3ampoc
KOHCYJbTAIlMU  YIOJHOMOYEHHOTO OpraHa (dKCIEPTHOW OpTraHU3alliN)

pedeperTHOTO TOCy1apCTRa.

4. YcnoBHas perucTpalys JEKapCcTBEHHOIO MpernapaTa o MHUIIMaTUBE
YIOJIHOMOYEHHOT0 OpraHa pe)epeHTHOro rocy/1apcTBa
[Ipy  mpoBeneHWM  AKCIEPTU3Bl  JIEKAPCTBEHHBIX  IPENApaToB
YIOJTHOMOYEHHBIH  OpraH (dKCHepTHas OpraHu3anus) pePepeHTHOTrO
roOCyJIapCTBa TAK)KE MOXKET MPEIJIOKUTD 3aIBUTENIO YCIOBHYIO PETUCTPALIUIO

MMOCJIC KOHCYJIbTAalUU C HHUM. HpI/I IMPOBCACHHUHN TaKkoH KOHCYJIbTAllUU
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3asBUTEJIb JIOJDKEH MPENIOCTaBUTh MNUCHMEHHYIO TMO3UIUI0 O COTJIACUH
(Hecoryiacum) ¢ YCJIOBHOM perucrpanueil JIEKapCTBEHHOTO Ipenapara H, B
cillydae corjacus, IpeJICTaBUTh OOOCHOBAHHUE BBIMIOJHEHUS KaXI0TO U3
TpeOOBaHMI, YKa3aHHBIX B mnoapazaene 2 pazzaena |l Hacrosmero
NPUJIOKEHUSA. YTIOJTHOMOYECHHBIM OpraH BIIPaBE 3alpPOCUTh Yy 3asBUTEIIS
TaKX€ WHbIE HEOOXOJMMBIE JIOMOJHUTEIbHbIC CBEICHUS JJisi 00OCHOBAaHMS
BBITIOJTHEHHUSI YCIIOBHOM pETUCTPAIIVH.

Jlns  oOecriedeHuss JOCTaTOYHOTO BpPEMEHHM Ha COTJIAaCOBaHUE C
3asBUTEIIEM XapaKTepa yCTAaHOBJICHHBIX OCOOBIX 0053aTEILCTB M CPOKOB HX
BBITOJIHEHUSI, TPEIJI0KEHUE YIOIHOMOYEHHOTO OpraHa O BO3MOXXKHOCTH
BBITIOJTHEHUSI  YCJIIOBHOM  pETHMCTpallMM  HAIpaBJACTCS  3asBUTENIO  JO
3aBEPIICHUS IKCIEPTU3BI pePEPEHTHBIM TOCYIApCTBOM (TO €CTh HE MO3/IHEE
120 kaneHgapHBIX IHEH C JaThl MpUeMa 3asBICHUSA Ha perucrpaiunio). Cpok
MPEIOCTABJICHUSI OTBETAa Ha JIAHHBIA 3alpoC HE JOJDKEH IIPEBBINIATh CPOK
YCTAHOBJICHHBIN 11 OTBETA 3asSBUTEJISI HA 3alIPpOC YIIOJHOMOYEHHOIO OpraHa
B COOTBETCTBUM ¢ pazaenom V IlpaBun perucrpainuu JIeKapCTBEHHBIX
CpeAcCTB. B sKCHEpTHBIX OTYETaX YIMOJHOMOYEHHOI'O0 OpraHa pedepeHTHOro
roCy1apCTBa, BKJIIOYAS 3aKJIFOYUTEIIBHBIA SKCIEPTHBIM OTYET, KOTOPBIU
nyoJMKyeTCsI B €AUHOM pEecTpe JOJKHBI OBITh YKa3aHbl TPUYHHBI
MPEJIJIOAKEHHUST  YIIOJJHOMOYEHHBIM OpPraHoM (3KCIEPTHOM OpraHu3aiuei)

YCJIOBHOM PETUCTPALIMU B UHUIIMATUBHOM MOPSIAKE.

5. DKcrnepTu3a JeKapCTBEHHOTO Mpernapara,
3asIBJIEHHOTO Ha YCJIOBHYIO PETUCTPALINIO
YHoaHOMOYEHHBIN OpraH (3KCnepTHas opraHu3aius) pedepeHTHOro
rocyaapcTBa 00s13aH IPOBECTH OIEHKY MPEICTABICHHBIX 000CHOBAaHUMN TOTO,
YTO JIEKAPCTBEHHBIN MpenapaT MOXKET OBbITh 3aPETUCTPUPOBAH IO MPOIETypPE

YCIIOBHOW peructpanuu Pe3ynbTarhl JaHHOW OIICHKH JIOJDKHBI  OBITh
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OTPa)XE€HBI B COOTBETCTBYIOIINX IKCIIEPTHBIX OTYETAX M B 3aKIIOUYNUTEIHLHOM
OKCIIEPTHOM OTYETE YIIOJHOMOYEHHOTO OpraHa pe)epeHTHOTO TOCyapCTBa.

3asBHUTENb MOJy4aeT OTKAa3 B YCJIOBHOW PErUCTpaIlUM JICKAPCTBEHHOTO
npernapara, ©Ciad 3aKIIOYUTCIBHBIA JKCHEPTHBIM OTYeT pedepeHTHOTO
rocyJapcTBa COJCPKHUT 3aKIIOYEHHWE O HEBBIIOJTHCHUU TpPeOOBaHMUIA,
MPEABSIBISIEMBIX K YCIIOBHOW PETHUCTPAIH, U TPEOOBaHMH, TIPEABSIBISIEMBIX
K YCTAHOBJIEHUIO OCOOBIX 00S3aTENbCTB.

Oco0Obie 00s13aTeIbCTBA U CPOKHM WX BBIMOJHEHHUS JOJDKHBI OBITh
yKa3aHbl B TNPWIOXKEHHWH K  PETUCTPAIlMOHHOMY  YIOCTOBEPEHHUIO
JIEKapCTBEHHOT'O TperapaTra M OmyOJUKOBAaHBI B COCTaBE 3aKIIOYHUTEIBHOTO

SKCIICPTHOI'O OTUCTA B CAMHOM PCCCTPC.

6. CBeneHust 00 YCIOBHOM perucTpaiyu, moajieKaliue BKIFYEHUTO
B OOIIYIO XapaKTEPUCTUKY JIEKAPCTBEHHOTO Mpenapara U HHCTPYKIIUIO
10 MEJMIIMHCKOMY TPUMEHEHUIO (JINCTOK-BKJIA TBIII)
Nudopmanust o0 yCIOBHOM perucrTpanud JAODKHA OBITh YETKO
U3JI0KeHa W yKa3aHa B TEKCTE MPEABapsIONIeM MEepBbIE pa3eibl oOIen
XapaKTEPUCTUKHA  JICKAPCTBEHHOTO  Mperapata W MHCTPYKIUU  TIO
MEAMIIMHCKOMY  NPUMEHEHHUIO  JICKAPCTBEHHOro  Tmpernapara  (JIMCTKe-
Bkaazapiie). OOIias XapakTEepUCTHKA JIGKAPCTBEHHOIO Ipernapara |
WHCTPYKIUSA IO MEAWIIMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHOTO TMperapara
(7TCTOK-BKIIABII) JOJDKHBI COJIEPIKATh HH(POPMAIIHIO O TOM, YTO:
perucTpanusi JEKapCTBEHHOTO Ipernapara ObUTa OCYIECTBIICHA C
YCIIOBHEM BBITIOJIHCHHS JEepiKaTelIeM PETrUCTPAIMOHHOTO YIOCTOBEPEHUS
OTIpeIeTICHHBIX OCOOBIX 0053aTENbCTB,;
MIEPECMOTP YCTAHOBJIEHHBIX OCOOBIX 00s3aTE€THCTB OCYIIECTBISETCS

YIOJTHOMOUYEHHBIM OPTraHoM (3KCIEPTHON OpraHu3alreil) exeroaHo.
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7. O0s13aHHOCTH JeprKaTEIIsl PETUCTPALIMOHHOTO
YAOCTOBEPEHUS 10 TIPEACTABICHUIO TTEPHUOINICCKOTO
OOHOBJIIEMOI'0 OTUETA MO 0€30IaCHOCTH

[Ipy ycloBHOM perucrpaiuu JEKapCTBEHHOTO Iperapara JepiKaTeib
PETUCTPAIIMOHHOTO yA0CTOBEPEHUS 00s3aH MPEICTABIATh HE pexke yeM 1 pa3
B 6 MecsIeB, a TakKKe MO JOMOTHUTEIBHBIM 3aMpocaM YIIOJTHOMOYEHHOTO
opraHa (dKCIIEpTHON OpraHMU3aIMi) B TEUYCHHE BCETO CPOKa COXpPAaHCHHUS B
PETHCTPAIIMOHHOM YAOCTOBEPEHHM YCIOBHOW peructpanuu. TpeGoBaHus,
MPEABSABISIEMbIC K TIEPUOAUIHOCTH TOJAYN TIEPUOTAYSCKOTO OOHOBIISIEMOTO
otdyeta MO O€30MacHOCTH, IOJDKHBI OBITh yKa3aHbl B MPUIOXKEHHH K
PETUCTPAIIMOHHOMY  YIOCTOBEPEHUIO  JICKAPCTBEHHOT'O  Mpemapara |
OITyOJIMKOBAaHBI B COCTaBE 3aKITFOYUTEIHHOTO IKCIIEPTHOTO OTYETa B €IUHOM

peectpe.

IX. Oco0eHHOCTH COCTaBIEHUS U SKCHEPTU3bI MOJYJIS 5
PETUCTPALMOHHOIO JIOCHE JIEKAPCTBEHHBIX IIPENapaTOB
C YCJIOBHOM pETUCTpalren

1. O6ecnieyenne BOCIIPOU3BOUMOCTH PE3yJIbTATOB
KIIMHAYECKUX UCCIIeIOBAHNN

Jist  perucTpariu  JICKapCTBEHHOTO Ipernapara JOoJbKHa  OBITh
oOecrieueHa HEO0OXOAUMOCTh BOCITPOU3BOJUMOCTH pe3yabTaTOB
KIIMHAYECKUX MCCIENOBaHUM. DTO OCOOCHHO Ba)XHO B CIIy4ae TOJIBKO
OKCTIEPUMEHTAIbHBIX ~ UCCIEOBAHUM, YCIEHIHBI pe3yJbTaT KOTOPBIX
TpeOyeT TIOATBEPKICHUS B  BOCIPOU3BEACHHOM O3KCIEPUMEHTE IS
JOCTIMDKCHHS OOINETro MPUHSATHS IOJYYCHHBIX pe3yibTaToB. BmecTe ¢ TeM
KIIMHUYECKass pa3paboTka JIEKapCTBEHHOTO IMIpernapara OTJIMYaeTCs OT
CIydaeB Cyryoo »SKcCIepuMeHTaldbHbIX wuccnenoBanuid. Ilems |1l ¢a3sr
KIIMHAYECKUX HWCCICOBAHUN 3aKII0YaeTCd B TOJITBEPKICHUU JaHHBIX,

IMOJIYUYCHHBIX Ha TeKyIJ_II/Iﬁ MOMCHT B JOKJIMHHYCCKHX HUCCICAOBAHUAX,
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KIIMHAYECKUX HCCIIEIOBAHUSAX IEPEHOCUMOCTH, KIIMHAYECKUX
UCCIICIOBAHUSX IO TTOJA00PY /103 U APYTUX KIMHUYECKUX ucciegoBanusx |l
da3bl. OcHOBHOE TpeboBaHue, npenbsaBisemoe K gokymeHtanuu |l gazbr
KJIMHUYECKUX HCCIEI0BaHUM, 3aKII0YaeTcs B TOM, YTOObI OHA COCTOsAJIA W3
OOBEKTUBHBIX W KOHTPOJUPYEMBIX TAHHBIX HAJJISKAIIETO KadyecTBa (TO €CTh
CIUTAHMPOBAHHBIX, TTPOBEACHHBIX W BKIIOUCHHBIX B OTYETHI IO pe3yibTaTaM
MPOBEACHHBIX HCCIEOBAaHUN B COOTBETCTBUM C akramu Coro3a 1o
MPUMEHEHHUIO TPUHIMUIIOB OMOCTATUCTUKHU B KIMHUYECKUX MCCIICTOBAHUAX
JIEKapCTBEHHBIX MIPENapaToB M MO MPUHIIMIIAM BEIOOpA KOHTPOJIHHOM TPYTIIIBI
B KJIMHUYECKUX HCCIEeNOBaHMsIX). Takue MaHHBIC JHOKHBI COOTBETCTBOBATH
BCEM CIICYIOITUM KPUTEPHUSIM TOCTAaTOYHOCTH:

pazmepa BbIOOPKH MalMEHTOB;

Pa3HO00pa3usi CHMIITOMOB U MIPOSIBIICHUH 3a00JIeBaHUS;

KOJMYECTBA HCCIEOBaTENCH, MOATBEPKIAIIMNX OJaronpusTHOE
OTHOIIIEHUE «IO0JIb3a — PHUCK» B I1E€JIEBOM TMOMYJAIMH TAIlMEHTOB TMpU
L[EJIEBOM J103€ U crIocOo0€ MPUMEHEHHUS JIEKapCTBEHHOI0 Mpemnapara.

Tpedyembiii 00beM HaHHBIX NoATBEpkAatroux uccinenoanuit 1l daswi
KJIIMHAYECKUX HCCIEOBAHUN 3aBUCUT OT TOTO, YTO OBUIO YCTAHOBJIEHO B
paMkax  mOpenpiaymmx  ($a3  KIMHUYECKUX  HMCCIENOBAHMM  3TOTO
JIEKapCTBEHHOTO  Mpemapata ©, YTO H3BECTHO O  KIMHHYECKOU
3 PeKTUBHOCTH U 0€30MACHOCTU MOJIOOHBIX MO JIEUCTBUIO JICKAPCTBEHHBIX
npenaparoB. Kak MHHUMYM HEOOXOAMMO OJHO  KOHTPOJUPYEMOE
UCCJICIOBAaHME CO CTAaTUCTUYECKH OOOCHOBAaHHBIMU U  KIMHUYECKHU
3HAUMMBbIMU pe3ylibTaTaMu. B pamkax mporpammsl |l ¢a3el knmHuueckux
uccienoBaHuii, Oosee palroHAIBHBIM TOJXOJO0M SIBIISETCS TUIAHUPOBAHUE
HECKOJbKUX UCCIIEIOBAHUHN 110 CIICTYIONIAM MPUINHAM:

a) OTCyTCTBUE  (DapMaKOJOTHMUYECKOTO  OOOCHOBAaHMUS  JICUCTBUSA

JIEKaApCTBEHHOTO IIpenapaTa (HeU3BECTHBIN MEXaHU3M JCUCTBUSA);
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0)HOBBIN (PapMaKOJOTUUECKUN NPUHIMUIT JIEUCTBUS JIEKAPCTBEHHOTO
npernapara,

B) OTPAaHMYECHHOCTh WJIM HeyOenuTenbHOCTh pesyibratoB I m 11 das
KJIIMHUYECKUX UCCIIEIOBAaHUMN JIEKApCTBEHHOTO Mpernapara,;

I') HEyTauyHbIE UCCIICAOBAHUS WM HEYJAYHBIC TIOTBITKH BOCIIPOU3BECTH
pe3yNbTaThl paHee MOJOKUTEIbHBIX MUCCIECIOBAHUN 1O 3asBIsIeMON 00J1acTh
KJIIMHAYECKOTO MPUMEHEHHS JICKapCTBEHHOTO Mperapara,;

) HEOOXOUMOCTh  TOATBEpXKJICHUS  d(PdekTuBHOCTH U (WJIN)
NEePEHOCUMOCTH  JIEKAPCTBEHHOTO TMpemaparta (HampuMep, B  pasHBIX
CyOnoOmyJISIIUSAX TMAalUeHTOB, MPHU HUCIOJIb30BAHUU PA3HON COMYTCTBYIOIIEH
Tepanuy WA WHBIX MEAWIIMHCKAX BMENIATEIhCTB, B OTHOIICHHH HWHBIX
KOHTPOJIbHBIX BMEIIATEILCTB B TPYyIIaxX CPAaBHEHUS U T. 11.);

€) THOM HEOOXOAMMOCTH MOJIy4YeHUs WH(OpMaluu O JEKapCTBEHHOM
mpenapare Mo BOmpocaM €ro KIMHUYECKOH 3(P(HEKTUBHOCTH U OE30MaCHOCTH

B pamkax nporpammsl 111 $a3el KTMHUYECKUX UCCIIETOBAHUIA.

2. OcOOEHHOCTH SKCMEPTU3BI MOAYJISL 5 PErUCTPALIMOHHOTO J10ChE,
COJIEpPKAIIEro TOJbKO Pe3yJbTaThl OMIOPHOTO UCCIEIOBAHUS

Ecnu JI0Ka3aTeJIbCTBO s dexTuBHOCTH u 0e30MacHOCTH
JIEKapCTBEHHOr'0 Mpernapara MOJyYeHO TOJbKO B OMOPHOM HCCJEIOBaHUHU,
TAKO€ HCCIIEJOBAaHUE JOJDKHO COJEPKATh CTAaTUCTUYECKH U KIMHUYECKU
yoenurtenbHble BBIBOJBL. [Ipu sKcnepTU3e pe3yabTaToOB TAKOIO MCCIIEIOBAHUS
HKCIIEPT YMOJHOMOUYEHHOI'O oOpraHa (PKCIEPTHON OpraHu3aluuu) AOJIKEH
0cO00 OTMETUTh B OKCHEPTHOM 3aKJIIOYEHUMU pe3yJibTaThl aHalu3a
CIICYIOIINX XapAKTEPUCTUK MPOBEICHHOTO UCCIEIOBAHMUS:

a) BHYTpEHHEW BalUAHOCTH (KOTOpas HE JIOJDKHA  COJEpXkaTb

MMPU3HAKOB ITOTCHIUAJIBLHOI'O CMCIUICHUS pE3yJibTaTa I/ICCJ'IGI[OBaHI/IH);
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O)BHEIIHEW BaJIMAHOCTU (B TOM 4YHCIE€ TPUTOJHOCTH JAHHBIX
MOJYYEHHBIX HA MCCIIEIYEMOM MOMYJALUN ISl SKCTPAIOISALINN HA LEJIEBYIO
MOMYJISIMIO Y KOTOPOH OyAeT IPUMEHSIThCS JIEKapCTBEHHBIN Mpenapar);

B) KJIMHUYECKOW 3HAYUMOCTU (TO €CTh HAJIMYMSA y HU3YyYEHHOIO
BMeEIIATEIbCTBA TAKOW MOJIb3bI, KOTOPAsi UMEET KIMHUYECKYIO IIEHHOCTh);

') CTETIEHU CTaTUCTUYECKOW 3HAYMMOCTH IOJIYUYEHHBIX PE3YyJIbTATOB.
Cratuctuyeckoe TOATBEPXKACHUE  3HAYMMOCTA  PE3yJbTATOB  TaKOTO
OTIOPHOTO HCCJICOBAHUS JIOJDKHO OBITH CTPOXE, YeM IIPUHATHIA B
CTAaHJAPTHBIX KIMHUYECKUX HMCCIEIOBaHUAX YpoBeHb 3HaummocTu P <0,05.
[Ipy »9TOM, TMOATBEPkKICHUE 3HAYMMOCTH JIOJDKHO BBIMOJHSTHCS Ha
OCHOBAaHMM TOYHBIX OIICHOK 3((EKTOB BMEIIATEIbCTBA, TO €CTh TaKHUX
OIICHOK KOTOpPbIE HMMEIOT Yy3KHE JOBEPUTEIIbHbIE HHTEpBANIbL. Tpedyemas
CTEIIeHbh 3HAYMMOCTH OIIOPHOTO HMCCIICIOBAHUS 3aBUCHT OT TaKUX (haKTOPOB,
KakK:

IJIAHUPYEMOE TTOKa3aHHUE K MPUMEHEHUIO JICKapCTBEHHOIO IIperapara;

BUJ IIEPBUYHOM KOHEUYHOM TOUYKH UCCIIEOBAHNS;

00bEM BCIIOMOTATENIbHBIX JaHHBIX, MOJY4aeMbIX B X0JI€ UCCJICIOBAHUS;

HaJIMYME  MPEABAPUTEIBLHOIO  IUIAHUPOBAHUSA  aJbTEPHATHBHBIX
CTaTUCTUYECKUX  AHAJIIM30B, JUJI1  TOJATBEPKIECHHUS  COTJIACOBAHHOCTH
pe3yJabTaToOB.

Ecnu nenbio omopHOTO MCCIENOBAHUA SIBJISIETCS MOATBEPKICHUE HE
MeHblIed  3(P(EKTUBHOCTU  JIGKAPCTBEHHOIO  Ipemapara, TO  TakKoe
€IMHCTBEHHOE OMOPHOE MCCJIEAOBAHUE B COCTABE PETMCTPALIMOHHOTO JOCHE
JEKapCTBEHHOIO TIperapara CuMTaeTcs OOOCHOBAaHHBIM, €CIIM HIDKHSSA
rpanuna 95 %-Horo OBEPUTENBHOTO HHTEPBajia 3HAYMMO OTJIWYACTCS
(oTcTOMT) OT rpaHMIBI HE MEHBIICH >()DPEKTUBHOCTH YCTAaHOBICHHOM IS
MPOBEPKHU CTATUCTUUECKON TUIIOTE3bI;

J1) KaueCTBa MOJYYEHHBIX JAHHBIX OMTOPHOTO UCCIIEIOBAHUS;
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€) BHYTPEHHEW COTJIACOBAHHOCTHU TMOJYYEHHBIX JIaHHBIX (TO €CTh Y
JAHHBIX TIOJYYEHHBIX OT 3apaHee BBHIOPAHHBIX PA3JIUYHBIX CYyOHOMYJISIUI
MAIMEHTOB JOJDKHBI OBITh MTOKa3aHbl CXOAHBIC 3((DEKTH BMEIIATEILCTBA);

) CXOJIHBIX PE3yJbTAaTOB BCEX BAXKHBIX KOHEYHBIX TOUYEK OMOPHOTO
UCCIIC/IOBAHUS;

3) oTCYTCTBUS 3(PEKTOB KIMHUYECKUX (MCCIIEIOBATEIbCKUX) IIEHTPOB
(TO ecTb OTCYTCTBUSI B pe3yjbTarax HaOOpa MAIMEHTOB WM IMOJYYEHHBIX
¢ (}exToB BMEIIATEILCTBA JOMUHUPOBAHUS OJTHOTO W3 MCCIEI0BATEIBCKUX
LICHTPOB);

1) TIPaBAONOA00US M3y4aeMOU CTaTUCTUUECKOUN TUIIOTE3bI.

He Tpebyercst B 00s13aTebHOM MOPSAKE BKIOYaTh B mporpammy |l
(da3pl KIMHUYECKUX MCCIIENOBaHUN JBa U 00Jiee OMOPHBIX HCCIIECIOBAHUS.
Opmnako mporpamma |l ¢da3el KIMHUYECKMX HCCICIOBAHUM, COJepIKalas
HECKOJIBKO  OIOPHBIX  MCCJIEAOBAaHUM, TMO3BOJSAET MPEACTABUTH  BCE
pa3HooOpa3ue pe3yabTaTOB KIMHUYECKUX HCCIEIOBAaHUN, MpHU MpolemMax,
CBSI3aHHBIX C TIOATBEPKIACHUEM TIOJIb3bl TMPUMEHEHUS JIEKAPCTBEHHOTO
npernapara y 1ejieBoi nomyisiuuu. B cimydasx mpenctaBieHUs Pe3yJbTaToB
€IMHCTBEHHOT'O OTIOPHOTO MCCIICIOBAHUS OHU JOJHKHBI OBITh yOEIUTETEHBIM
C TOYKM 3pEHHS BHYTPEHHEM M BHEIIHEW BAIUIAHOCTH, KIMHUYECKOU
3HAYMMOCTH, CTATUCTUYECKON 3HAYMMOCTH, KaUeCTBA JAHHBIX U BHYTPEHHEU

COIJIaCOBaAaHHOCTH.

X. IlonrBepskaeHue perucTpannu (nepeperucTparms)
IIpU YCIOBHOM perucTpanuu
B coorBerctBun ¢ pazaenom  VILIII  IlpaBun peructpanuu
JIEKapCTBEHHBIX CPEJCTB YCIOBHASl PErUCTpals JCUCTBUTEIbHA B TEUEHUE

OJIHOTO TO/Ia C TOCEAYIONIEH €KEeTroJHOM IepeperucTpauei.
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Jlepxarenp PEruCTPAllMOHHOTO  yAOCTOBEPEHUS JOJDKEH IOAATh
3asiBJICHUE Ha MOATBEPKACHUE pEerucTpaluuu (epeperucTpalno) He Mo3/IHee
YeM 3a IIECTh MECSLEB J0 MCTEYEHUS CPOKa AEHUCTBUS PErMCTPALMOHHOIO
YIOCTOBEPEHUSI €  YCIOBHOM  pEerucTtpauyed W OPEIOCTaBUTh
YIOJIHOMOYEHHOMY OpraHy (3KCIEpTHOM OpraHuzanuu) pedepeHTHOro
rocyJlapcTBa MPOMEKYTOUYHBIM OTYET O BBIMNOJHEHUU YCTAHOBJIEHHBIX
0COOBIX 00513aTEIBCTB.

YTOTHOMOYEHHBIN OpraH (9KCHEpTHash OpraHusainus) pePepeHTHOro
rocyJlapcTBa MPOBOJIUT FKCIEPTU3Y JIEKAPCTBEHHOIO MPEMapara B LUEIAX €ro
MOATBEPKICHUSI pErucTpaunu (IMepeperucTpalni) Ha OCHOBAaHUU OLEHKHU
COOTHOUIEHUS] «I10JIb3a — PUCK» U TOTOBUT 3aKJIIOYUTEIbHBIN AKCIEPTHHIN
OTYET COAEPIKALIUN BBIBOJ:

TpeOyeTcs U COXpaHEHUE WIM HU3MEHEHHE YCTAHOBJIEHHBIX OCOOBIX
0053aTENHCTB UM CPOKOB MX BBIIOJTHEHUS;

CIENyeT JIM COXPAaHUTb, HU3MEHUTh, MPHOCTAHOBUTH WJIM OTMEHHUTH
JEHCTBUE paHee BBIIAHHOTO PErUCTPALMOHHOIO YAOCTOBEPEHHUS C YCIOBHOU
perucTparuen.

V0IHOMOUYEHHBIH OpraH (dKCIepTHas opraHu3aius) pedepeHTHOTOo
rocyJlapcTBa MPOBOAUT OLIEHKY PEruCTPAllMOHHOTO JOChE B TEUEHHE
60 xaneHmapubix qHed. [Ipu HEOOXOAMMOCTH, CPOK MOXKET OBITh YBEITUYCH
Ha 30 KkajneHJapHBIX JHEW JJI1 OLEHKA OTBETOB HA  BOIPOCHI
YIOJHOMOYEHHOT0  opraHa  (3KCHEpTHOW  OpraHu3aluu),  KOTOphIE
HaIIPaBISUIMCh 3asIBUTEINIO MO pe3yiabTataMm 60-1HEBHOMN SKCIIEPTHU3HI.

M3MeHeHne YCTaHOBIIGHHBIX OCOOBIX O0S3aTEIbCTB WA CPOKOB HX
BBITIOJTHEHUS], MOYET MPUHUMATHCS TOJBKO Ha OCHOBaHUHU
COOTBETCTBYIOIIETO OOOCHOBaHUS M MO MPUYMHAM, KOTOpPbIE HEJNb3sl ObLIO
MPEYCMOTPETH B MOMEHT BBINIOJIHEHUS TIEPBUYHON YCIIOBHON PETUCTPALIUU.

Jlepkatenb perucTpalimoOHHOTO YAOCTOBEPEHHUS O0s3aH HE3aMEIIUTEIbHO
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cooOIlIaTh  YMNOJHOMOYEHHOMY  OpraHy (PKCHEpPTHOM  OpraHHU3alllH)
pedepeHTHOTO TOCyJapCcTBa O JIIOOBIX BO3ZHUKIIMX IIOCIIE€ YCIOBHOU
perucTpaliii  3aJep>KKax  BBIMOJHEHUS  YCTAHOBJEHHBIX  OCOOBIX
00s3aTENbCTB W UX BIMSHUM HA COOTHOIIEHUE «IOJb3a — PHUCK»
JIEKapCTBEHHOTO npenapara. N3menenune Cpoka BBITIOJTHEHUSI
YCTAaHOBJICHHBIX ~ OCOOBIX  00S3aTE€NbCTB  MOXKET OBITh  COIVIACOBAHO
YIOJIHOMOYEHHBIM OPraHoOM (SKCHEPTHOW OpraHU3alMeil), TOJIbKO B Clydae
€CITU JIOKA3aTeNIbCTBA, COJICPIKAIIMECS B MIPOMEKYTOYHOM OTUeTe (oTueTax),
YKa3bIBAIOT HAa TO, YTO TMOJb3a JUIsl TMAIMEHTOB OT COXPAaHEHHS
JIEKapCTBEHHOT0 Tipenapara Ha ¢apMaleBTUUYeCKOM pPBIHKE BCE €IIe
NPEBBIIIAET PUCKU, OOYCIOBJIEHHBIE HEONPENEIEHHOCThIO, CBS3aHHOU C
HETOJHBIMU JJAHHBIMH O 0€30MacHOCTH U 3G (PEKTUBHOCTH JIEKAPCTBEHHOTO
npermnapara.

B ciydae  HEBBINOJHEHHWS  JIEpXKATEIEM  PETHCTPAIMOHHOIO
yJAOCTOBEPEHUS YCTAHOBJIEHHBIX OCOOBIX O00S3aTENBCTB, YHOJIHOMOYCHHBIN
oprai (dKcmepTHass oOpraHuzanusi) pedepeHTHOro TOoCyJapcTBa BIIPaBe
CUMTATh, YTO TMOJOKUTEJIBHOE COOTHOILIEHUE «I0JIb3a — PHUCK» HE
NOATBEPKJICHO, U NPUMEHHUTh HEOOXOAUMBIE MEpbl IO MNPHUOCTAHOBKE
NEUCTBUSI, TIPEKpalleHUU JeUCTBUS (QaHHYJIMPOBAHUH), JHOO OT3BIBY
BBIJJAHHOTO PETHCTPALMOHHOTO YJOCTOBEPEHHUSI TAaKOro JIEKAPCTBEHHOIO
npenapara.

[TonrBepxaeHue perucTpanuu (mepepeructpaiiusi) TOJKHO
NPOBOAUTHCS  €XKErogHO, N0 TeX TMOop TO0Ka B PEruCTPAllMOHHOM
YAOCTOBEPEHUU COXpaHsieTcsl ycloBHas peructpanusa. [locne BblIogHEHUS
YCTAaHOBJICHHBIX  OCOOBIX  00s3aTenbCTB HW  HWHPOPMANMS O  TaKHX
00s3aTeNbCTBAX YNANSAETCA M3 PErUCTPALMOHHOIO YAOCTOBEPEHUS U €ro
JICUCTBUE MPOJJIEBACTCS HAa CPOK 5 JIET B COOTBETCTBMM C NyHKTOM 18

[IpaBui perucrpanuu J€KapCTBEHHBIX CPEICTB.
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1. TpeboBaHUsI K JOKYMEHTaM PErUCTPALMOHHOIO J10ChE

[Ipn exerogHoM MNOATBEPXKACHUU pErucTpanuu (mepeperucTpaiuu)
JUIsL  YAOCTOBEPEHUS]  YHNOJIHOMOYEHHBIM OpraHom (9KCcriepTHOM
opranusanueii) pedepeHTHOro rocyJapcTBa  HaJWuds  JIOKa3aHHOTO
MOJIOKUTEIBHOTO  COOTHOIICHUS  «IOJIb3a — PHUCK»  JIEKAPCTBEHHOTO
npernapara, ITPOBEPKU TOJHOTHI BBIMOJHEHUSI YCTAHOBJICHHBIX OCOOBIX
00s13aTE€NIbCTB U CPOKOB MX BBIMOJHEHUS, JEpKaTeldb PErUCTPaIMOHHOIO
yAOCTOBEpEHUs 00s13aH MPEAOCTaBUTh KaK MHUHUMYM  CIEIYIOIIUE
JOKYMEHTbl M CBEJCHUS B OOHOBJICHUU PETUCTPALMOHHOTO JOChE TMpPH
nojayve 3asBJICHUS Ha MOATBEPKACHUE PETUCTPALUU (IEPEPETUCTPALIHIO):

a) mepedyeHb (B XPOHOJIOTHYECKOM IMOPSJIKE) YCTAHOBJICHHBIX OCOOBIX
00s13aTeJIbCTB MPU MEPBUYHON YCIOBHOM PETUCTPALMM U JOTOJHUTEIHHBIX
O0COOBIX 0053aTEeNbCTB YCTAHOBJICHHBIX IIOCJIE OCYIIECTBICHUS YCIOBHOMN
perucTpanuu, ¢ ykazanuem cepbl AEUCTBUA ITHX 00s3aTENILCTB, CTaTyca
BBITIOJIHEHMSI, JIaThl WX YCTAHOBJCHUS U, €CJIM MPUMEHHMO JaThl HX
BBITIOJTHEHUS

0) 00LIYyI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO Ipenapara, MapKUupOBKY U
WHCTPYKIMIO N0 MEIUIMHCKOMY MPHUMEHEHHIO JIEKAPCTBEHHOTO Ipenapara
(mCTOK-BKIIABII);

B) IPOMEKYTOUHBI OTYET O BBIMOJHEHUH YCTAHOBIIEHHBIX OCOOBIX
00s13aTeNIbCTB, BKJIIOYAsi JaHHBIE O BBIMOJHEHUH KaXJIO0ro 0co00ro
00s13aTeNIbCTBA, C 1EeJbI0 MHGOPMUPOBAHUS  YIIOJHOMOYEHHOI'O OpraHa
(3KCIIEpTHOM OpraHu3aIMy) O TeX JAHHBIX, IS KOTOPHIX YIOJHOMOUYECHHBIM
opraHoM (PKCIEPTHOM oOpraHu3aiyeli) OblIa yCTaHOBIICHA HEOOXOIUMOCTH
NPEJOCTABICHUSI B TIPOMEXKYTOUYHOM OTYETE JJIsI OLEHKH BEPOSITHOCTH
UCIIOJTHEHUsST  Jep)KaTeJieM  PErucTPallMOHHOTO  YJIOCTOBEPEHHS B

YCTaHOBJICHHBIM CPOK BCEX OCOOBIX 0053aTEIbCTB;
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) 3aKJI0Y€HUE  (BBIBOJ)  OKCIEpPTa,  MPOBOJMBIIETO  OIEHKY
KIIMHAYECKUX JTaHHBIX, XapaKTEPHU3YIOIee TeKyIIee COOTHOIICHHUE «IT0JIh3a —
PHUCK» JIEKapCTBEHHOIO MpernapaTa Ha OCHOBaHUU:

JAHHBIX, TOJYYEHHBIX B IIPOIIECCE BBIMIOTHEHUSI YCTAHOBIIEHHBIX
0COOBIX 00513aTEBCTB;

WHBIX JaHHBIX O 0€30MaCHOCTH JICKAPCTBEHHOTO Tpemapara (BKIIIOJast
NEPHOUYCCKUIT OOHOBIISIEMBIN OTYET IO OC30MACHOCTH), MOJIYUYSHHBIX TTOCIIC
perucTpaium,

UHBIX JaHHBIX 00 93¢ (dEeKTUBHOCTH JIEKAPCTBEHHOTO TMperapara,
MOJIYYEHHBIX MOCJIE PETUCTPAIUH.

B HCKIIOUHMTENBHBIX CIydasX MOXKET MOTpeOOBaThCs (OPMHUPOBAHHE
JOTIOJTHATEILHOTO 3aKIII0OUeHUsI (BBIBOAA) DKCIIEPTA, MPOBOAMBIIETO OIEHKY
JOKJIMHUYECKUX JaHHBIX WM DKCIEpPTa, MPOBOJMUBIIETO OILEHKY KayecTBa
JICKQpCTBEHHOr0 Tpernapara (HampuMep, €Clid ObUIM TOJYYCeHbI HOBBIC
BaKHBIC TIOKJIMHUYECKHUE TAHHbIE WJIM JAHHBIC [0 KAYECTBY JIEKAPCTBEHHOTO
npernapara);

1) 3aKJTFOYUTEIIBHBIA OTYET O BBHINOJHEHWH YCTAaHOBJICHHBIX OCOOBIX
00s3aTENBCTB, €CIU TMPEACIbHBIA CPOK MOJAYM CBEICHUNM O BBIMOJIHECHUU
YCTaHOBJICHHBIX OCOOBIX 00s3aTEIHCTB COBMAAAET CO CPOKAMH TMOJAYU
3asBJICHUSI HA  TOATBEPXKACHHE  perucTpanuu  (TepeperucTpariuio)
JICKapCTBEHHOT'O TpernapaTra, W €Cu OH He OBLI MOoJaH Ha PacCMOTPEHHE
OTJICTTHHO.

Ecniu mamnpie o Oe3omacHocTH, KadecTBe U A(DPEKTUBHOCTH
JICKapCTBEHHOTO Tperapara, BKIIOYEHHBIE B €0 PETUCTPAIMOHHOE JT0CHE
Opyu  TOATBEPXKIECHUM  peructpauuu  (mepeperucrpanuviu)  TpeOyroT
aKTyanu3anuu WHGOPMAIMU O JICKapCTBEHHOM TMperapare Wid IilaHa
YOpPaBJICHUS PHUCKaMH, TO HW3MCHEHHUS, BHOCHUMBIE B HMH(POPMAIHIO O

JIEKapCTBEHHOM TMIpErapare W IUIaH YIPABJICHUS PUCKAMH, JOIYCKAETC
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BKJIIOYAaTh B  COCTaB PETUCTPAIMOHHOTO  JIOChE  ITOJABAEMOTO  Ha
TIOJITBEPIKACHUE PETUCTPAINH (TIEPEPETUCTPAITHUIO).

I[Ipy  HNOArOTOBKE  PETMCTPALIMOHHOTO  JOChE  JIEKAPCTBEHHOIO
npenapara  JUIS  MOATBEPXKICHUS  pPErucTpanuu  (IepeperucTpanun)
JEpKaTelb PErUCTPALIMOHHOIO YAOCTOBEPEHHUS JOJKEH YUUTHIBaTh JaHHBIE,
KOTOpbI€ OBUIM BKJIIOYEHBI B PaHee IMOJAHHBIE BEPCHUHM PErHMCTPALUOHHOIO
JOChE, WHBIE OTYETHBIE JIOKYMEHTBI IO JIEKAPCTBEHHOMY IIpenapary u
KOTOPBIE SABJISIIOTCS 3HAYMMBIMH JJIS1 OLIEHKHA COOTHOILICHHS «II0JIb3a — PUCK»
JAHHOTO  JIEKapCTBEHHOro Impemnaparta. lloareBepxkaeHue perucrpanuu
(mepeperucTpanysi) Takoro JISKapCTBEHHOTO ITpenapara He JOJDKHO 3aMEHSTh
BBINIOJIHEHUSI UHBIX MPOLEAYP, CBSI3aHHBIX C PETHCTPALUEH JIEKAPCTBEHHOTO
npenapara (HampuMep, BHECEHHE HM3MEHEHHU B PETUCTPALMOHHOE J10ChE
JIEKapCTBEHHOIr'0 Mpernapara), a MpeacTaBlieHue OOHOBIEHHBIX JOKYMEHTOB
PErUCTPALIMOHHOIO JOChE HE CIEAYEeT OTKJIAAbIBaTh JI0 OYEPEIHOIO

MOATBEPKICHUS PETUCTPALINU (TIEPEPETUCTPALUN).

2. TpeboBaHMs K MPOMEKYTOYHOMY U 3aKJTIOUUTEIILHOMY OTUYETaM
O BBIMIOJIHEHUHY YCTAHOBJICHHBIX 0COOBIX 0053aTEIhCTBAX

JlepkaTedqto  pEeTrUCTPAIMOHHOTO  YAOCTOBEPEHUS]  HEOOXOAMMO
MPEIOCTaBUTh OJAWH MPOMEXKYTOUYHBIM OTUET Ha JIEKAPCTBEHHBIM Iperapar,
BKJIIOUAIOIIMH BCce 0coOble oOs3arenbcTBa. CTPyKTypa W COAEpKaHUC
MPOMEXYTOUYHOTO OTdeTa OyIyT BapbUpOBaTh B 3aBUCUMOCTH OT BHJA
UCCIICIOBAHUS U JIOCTYIHBIX JaHHBIX. [lenblo cBeNeHUH, NMpeI0CTaBIsIEMbIX
TSl KQXKA0TO UCCIICIOBAHUS SIBJISICTCS TTOJTYUY€HHE BO3MOYKHOCTH MPOBEICHUS
OIICHKHM BJIMSHHS JOCTYIHBIX JAHHBIX O 0e30macHOCTH U 3()PEKTUBHOCTH
JIEKapCTBEHHOT'0 TpernapaTa Ha COOTHOIICHUE «I0Jb3a — PUCK» U OILCHKH
BBITIOJTHEHUE OCOOBIX 00s3aTeNbCTB. [IpOMEKYTOUHBIM OTYET JOJDKEH

COACPIKATH JOCTAaTOYHBIC CBCICHUA, JJIA BBIITOJIHCHUA OIICHKHU
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HEOOXOJIUMOCTH COXPAHEHHS WJIM H3MEHEHHUSI OCOOBIX O00s3aTeNbCTB U
CPOKOB HUX BbINOJHEHUs. B curyanum, xorga oOsi3aTelbCcTBA CBSI3aHBI C
JAHHBIMH O 0Oe30macHOCTH M 3(P(HEKTUBHOCTH JICKAPCTBEHHOTO IIpemapara,
COOpaHHBIMH B  KJIMHUYECKUX  HCCIEJOBAHUAX, JUISI  COCTABJICHHS
MPOMEXYTOUYHBIX  OTYETOB  MPEIJIAracTCs  HUCIOJb30BaTh  CTPYKTYPY
MPOMEXKYTOUYHOTO OTYETa, MPUBEJACHHYIO HIWKE. B TIpuUBENEHHON HIKE
CTPYKTYpE MPOMEXKYTOYHOTO OTYETa JIOMYCKACTCS BHOCHUTh W3MEHEHUS B
NepeueHb pa3eoB (HampuMep, B 3aBUCUMOCTU OT JHU3aiiHA UCCIIECTOBAHUSA,
IPOICAYPbl OCICIUICHUS HKCCIICIOBaHMs), HMCKIIoYaTh OJHWH WU OoJjiee
NoApa3JeIoB WM  BBOAUTH  JONOJHUTEIBHBIE  MOAPA3JENabl IS
MPEOCTaBICHUS] HEOOXOJAUMBIX JaHHBIX. [lepeueHb OCHOBHBIX pa3eiioB
TaKuX OTYETOB O BBINOJHEHUU YCTAaHOBJEHHBIX OCOOBIX 00s3aTEIbCTB
JOJDKEH OBITh COTJIacOBaH 3asBUTENIEM C YIOJHOMOYEHHBIM OPTraHOM
(3KCIEepTHOM  OpraHu3aluerd) BO  BpeMsl  MPOLEAYPhl  SKCIEPTHU3BI
JIEKApCTBEHHOTO IMpenapara, IMOJAaHHOIO Ha NEPBUYHYIO YCIOBHYIO
perucTparuio.

ITpoMexyTOUYHBIN OTUET Ha JIEKAPCTBEHHBIM MpEnapar TOTOBUTCA IO
KOKJIOMY YCTaHOBIICGHHOMY 0COOOMYy 00s3aT€IbCTBY, JUIsI KOTOPOTO
BBITIOJTHSJIOCH KIIMHUYECKOE MCCIIeIOBAHNE, U BKIIFOYAET B Ce0s Clemyroliee:

a) TATYJIbHYIO CTpaHUIly M CHHOIlcMC. B 3Toill wyacTu orTuera
HEOOXOJIUMO TMPEJCTaBUTh KPATKOE OINUCAHUE KAXKJOr0 W3 MPOBOJSIIUXCS
WM  HOBBIX  KIMHUYECKMX  MCCJICJAOBAHUN,  SBISIONIMXCS  YacThIO
YCTaHOBJIEHHOTO 0co0oro oOs3aTenscTBa. CHHONCHUC TO KaXKIOMY U3
KIIMHAYECKUX MCCIICIOBAHUN JTOJKEH OBITh M3JI0KEH He 00Jiee YeM Ha OJTHOU
CTpaHUIIE CTaHAAPTHOTO TEKCTa M BKJIKOYATh OMHUCAaHWE OOILEro IJIaHa U
JIM3aiiHa UCCJICIOBaHUS;

6) BBCICHUC. B »ToM yacTu oTuera HGO6X0)II/IMO onucaThb.
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TEKyIMA  CTaTyC NPOBENECHUS  WCCIEAOBAHUA, II0 KOTOPOMY
IIPEICTABIACTCS HACTOALLMI IIPOMEKYTOUHBIN OTYET;

I00bIe TPOOJIEMBI, KOTOPHIE OCTAIOTCS HE PELIEHHBIMH WU KOTOpPbIE
CHOCOOHBI ~ OKa3aTb  CYIIECTBEHHOE  BJIMSHHUE HA  BBIIOJHUMOCTb
VICCIIEIOBAHMS;

0’KHJIa€MbI€ 33JIEPKKH CPOKOB BBIIIOIHEHUS paOOT MO UCCIIEI0BAHUIO;

MHYIO BAKHYIO JIJIsl KCCIeA0BaHuUs MH(OpMaLHnIo;

B) HA0Op CYOBEKTOB HMCCIIeIOBaHUA. B 3TOM 4acTu oTuera HE0OX0IUMO
OIUCATb.

KPUTEPUH BKIIFOYECHUS MTALUEHTOB B UCCIIEI0BAHUE;

JUHAMUKY MX Habopa MO BpPEMEHH, MO KIMHUYECKHUM IIEHTpaM, IO
CTpaHaM U peruoHam, 1o BUJaM BMEILIATEIbCTBA,

CBEJICHUS O JOCTYIIHOCTH JIAHHBIX;

CBEICHHSI O CTaTyce TMOCJIEAYIoWero HaOIIOAeHUs, a TakKxKe
IPOJOJIKUTENBHOCTH MOCIEAYIOEro HaOII0ICHUS.

B pa3znen HeoOX0AMMO BKIIIOUUTH TAKXKE aHAJIM3 TAaKUX BOIMPOCOB, KaK
IPOTHO3UPYEMBIM HAOOp CYOBEKTOB B MCCIIEIOBAHUE U OKHUJIa€Masl 4acTOTa
SBJICHUM, BIMsAHHE Habopa CyOBEKTOB HCCIIECOBaHUS Ha €ro MOLIHOCTb,
OLICHKA JWHAMMKHA HW3MEHECHHM XapaKTEPUCTUK BKIIOYAEMBIX ITAllMEHTOB;
pacyeTbl YCIOBHOM MOIIHOCTH MCCIENOBaHUsA, IPOTHO3UPYEMBIM CPOK
OKOHYATEIBHOI'0 aHAJIN3a 110 UCCIIEA0BAHUIO;

') ICXOJIHbIE XapaKTEPUCTUKU H3ydaemMou momyisiuuud. B »3Toil wactu
oTyeTa HEOOXOIMMO ONHUCaThb HCXOJHBIE TIEPEMEHHbIE MO0 TpyMmIe
BMeEIIATENIbCTBA, MX MPHEMIIEMOCTb, @ TaKXE OMUCATh Jt0ObIe MPOOIEMBbI,
Kacaroluecs: KpUTEPUEB CKPUHUHIA, BIMSHUE KPUTEPUEB HEBKIIIOYECHUS U
npoOJeMbl  paclpOCTpPAaHEHUs] BbIBOJAA IO HUCCIEAOBAaHUI0O Ha  BCHO

r€HEePAJIbHYIO0 COBOKYITHOCTb;
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) HeKelaTelbHble sBJAEHHUSA. B 2Toil yactTu oTdera HEOOXOIUMO
OIMCATh HEXKEJIaTeNIbHBIC SBJICHUS B 3aBHCHMOCTH OT BMEIIATSIBCTBA M HX
TSOKECTU Ha yYPOBHE CUCTEMBbI OpPraHOB M HA yPOBHE MNPEANOYTHUTEIIHHOIO
TEpPMHHA, a TAK)KE OMUCATh YACTOTY CEPHhE3HBIX HEXKEIATEIbHBIX SBJICHUMN;

€) aHaJu3 MCCIEAYyEMbIX KOHEUHBIX TOYEeK. B 3TOM wyactu ortuera
HEOOXOJIUMO OIHUCATh PE3YJbTAThl MPOMEKYTOUHBIX AHAIU30B KOHEYHBIX
TOYEK UCCIEJOBAaHMS, OXHUJAEMbI€ CPOKM OKOHYATEIHLHOIO aHalu3a
KOHEYHBIX TOYEK M HMHBIE JaHHBIC MCXOJS M3 OCOOCHHOCTEH MCCIIEIOBaHUS,
MPOTOKOJIa JTAHHOTO KJIMHUYECKOI'O0 MCCJIEIOBaHUS W 3alNIAHUPOBAHHBIX B
MCCJIEIOBAHUU TIPOLIETYD;

k) oOecrieueHre KayecTBa MPOBECHUS UCCIICIOBAHUS U MOTy4aeMbIX
JNaHHbIX. B 9TOM 4YacTM oTyeTra HEO0OXOJWMO OMHUCATh IPHUBEPKEHHOCTh
CyOBEKTOB HCCJEIOBaHUSI Tepanuu, COO0JIeHHEe TpeOOBaHUI K OIICHKE
6e3omacHocTH B 3P ()EKTUBHOCTH, CYIIICCTBEHHBIC N3MEHEHUS B TIPOBEICHUN
WCCIICIOBAHUS WJIM 3aIllJIAHUPOBAHHBIX aHAJM30B, BAXKHBIC OTKJIOHEHHUS OT
MPOTOKOJIA MCCJEJOBAaHUM, BBIOBIBAHUSI CYOBEKTOB HCCIIENOBaHUA W
HEJIOCTAIOIINE TaHHBIC, KPUTUYHBIE JJIsI 00ECIICUCHHST KaueCTBA OTKJIOHEHUSI
B BBINIOJJHEHUM WCCJEJOBAHUA M  pe3yJbTaTbl KOHTPOJS KauvecTBa
HCCJICIOBAHUS.

3aKITIOYATEIIFHBIE OTYETHl O KIMHUYECKHX HCCICAOBAHUSX JOJDKHBI
COOTBETCTBOBATh (popMaTy OTUETOB 00 HCCIEAOBAHUSIX (B COOTBETCTBUU C
npunoxeHusamMu Ne 1 — 9 k [IpaBuiiam Hajexaiie KIMHUYECKON MPaKTUKU

Coro3za).

Xl. YcnoBuas peructpanus 6€3 0COOBIX 0053aTCIBCTB

Y IOTHOMOYEHHBIN OpraH peepeHTHOTO TOCyAapCTBa BIPaBe MPUHSATH
pELICHUE O PErUCTpPAIlMM B COOTBETCTBUM C NMyHKTOM 63 miu 109 IlpaBun

pEeTUCTpalii  JICKAPCTBCHHBIX cpeacTB  (YCIOBHAs — perucrpanus 0e3
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YCTAHOBJICHHUSI OCOOBIX 00SI3aTENIbCTB), €CIM OCOObIE 00s13aTeNIbCTBA ObLIH
BBITIOJTHEHBI IO MOMEHTA:

3aBEPILICHUS] HKCIIEPTU3BI JICKAPCTBEHHOI'O Mpernapara, MOoJaHHOTO Ha
NEPBUYHYIO PETUCTPALIUIO;

MOATBEPKICHHSI YCIIOBHOM perrucTpaiuu (epeperucTpaiin);

3aBEPIICHUS AKCTICPTHU3BI JAHHBIX, MIPETOCTABIICHHBIX B
3aKTIOYUTEIIFHOM OTYETE IO BBIMOJHEHUIO IOCICIHETO HEBBITIOJHEHHOTO
YCTaHOBJICHHOTO 0C000T0 00s13aTeIbCTRA.

Ecnu mpexacraBieHue oT4eTa O BBHIIOJTHEHUH YCTAHOBJIECHHBIX OCOOBIX
00s3aTeNbCTB TPEOYIOT aKTyalu3aluu HWHQOpMauu O JeKapCTBEHHOM
mpenapare, TO W3MEHEHHUS BHOCHUMBIE B HMH(POPMAIMIO O JICKAPCTBEHHOM
mpenapare JIOIMyCKaeTcsl BKIIOYaTh B COCTAB PETHCTPAIMOHHOTO JOChE
MOJaBAaEMOTO  JJIi  OIIEHKM  MCIOJHEHUS  YCTAHOBJICHHBIX  OCOOBIX
00513aTEIBCTB.

[Ipu momade 3aKIIIOUYUTENHHOTO OTYETa O BBHIMOJHEHUU MOCIEAHETO U3
YCTaHOBJICHHBIX OCOOBIX 0053aTENbCTB M B IEJIIX BO3MOXKHOTO HM3MEHEHUS
cTaryca JIGKQpCTBEHHOTO IIpermapara KaK «yclIOBHAsi perucrpamus 0e3
YCTAaHOBJICHUSI OCOOBIX O00SA3aTENBCTB» JEp)KaTellb PETHCTPAIMOHHOTO
yAOCTOBEpeHUs o00s3aH OTMETUTh HOTO B COOTBETCTBYIOIIMX paszfenax
MOAyJsi | PEerucTpaliMOHHOTO JI0ChE€ U MPEIOCTABUTHh AKTYyaIM3UPOBAHHYIO
uHpopMaIMio O JIEKApCTBEHHOM IIpernapare U 3akiodyeHue (BbIBON)
9KCIIEpPTa, MPOBOJMBIIETO OIEHKY KIMHUYECKHUX JAHHBIX 00OCHOBBIBAIOIINE
BO3MOKHOCTh OCYIIIECTBIICHHSI YCJIIOBHOW PETUCTpaIluu 03 yCTaHOBIEHUS
0COOBIX 00513aTETLCTB.

[TpuymHbl BEIOOpA YCIOBHON perucTpanuu 0€3 yCTaHOBJICHHUS OCOOBIX
00s13aTENBCTB JIOJDKHBI OBITh TMOAPOOHO YKa3aHbl B OKCIEPTHOM OTYETE
OKCIIEPTHON OpTraHM3allid PePEepPeHTHOrO TOCyJIapcTBa B COOTBETCTBUHU C

nputoxkernrueM Ne 16 k [IpaBunam peructpannu J€KapCTBEHHBIX CPEICTB.
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XIl. OTnnuust ycI1oBHOM perucTpanuu OT perucTpanuu
B UCKJIIOUUTEIIBHBIX CIy4asix U CTaHJIapTHOU

IpOLIEyPbl PETHCTPALIUN
JlexapcTBeHHBIE Mpemaparbl, B OTHOIIEHUU KOTOPBIX 3asBUTEIIb
JEMOHCTPUPYET, UTO HCYEPNBIBAIOIINE JaHHbIE (B COOTBETCTBUU C
TpeOOBaHUSIMU, YCTAaHOBJIEHHBIMH pazaenamMu 4 u S5 npwioxkeHus Ne 1
k IlpaBunam peructpanuu JIEKQpCTBEHHBIX CPEJICTB) HEBO3MOXKHO
IPEACTABUTH (B CUITY KOHKPETHBIX IPUYHH, IPEyCMOTPEHHBIX B pa3aene 11
npwioxkenuss Ne 1 k [IpaBuinam perucTparyu JEKapCTBEHHBIX CPEICTB),
MOTYT 3asBISTHCS HA PErUCTPALMI0O B HCKIIOUUTEIbHBIX CIIydasx.
AKTYyaJIbHOCTh TakKOW pErucTpaluy IEPEeCMaTpPUBACTCS €XKETOAHO IS
NEPEOLICHKN COOTHOILICHHUSI «I10Jb3a — PUCK». BbIMonHeHne 100bIX 0COOBIX
00s3aHHOCTEH, YCTAHOBJICHHBIX B paMKaX PErUCTPALMU B MCKIIOUUTEIIbHBIX
CllydasiX, HalpaBJICHO Ha IMPEJOCTaBJICHHE CBEACHUM O Oe30macHOM W
3¢(eKTUBHOM NPUMEHEHMM IpernapaTa W, Kak IpaBHIIO, HE TMPUBEIET K
NOJIyYEHUIO IIOJIHOTO PETUCTPALMOHHOTO JI0OCb€ B  COOTBETCTBUU C
TpeboBaHusIMU pa3aenoB 4 u 5 npunoxenuss Ne 1 k [IpaBunam perucrpauuu
JIEKapCTBEHHBIX CPEACTB. B Tex ciydasx, Koraa 3asgBUTENIEM MPEIOCTaBICHbBI
UCYEPIBIBAIONINE  JlaHHBIe O  Oe3omacHOCTH U 3(G(HEKTUBHOCTHU
JIEKapCTBEHHOr'0 MpernapaTta B OOBIYHBIX YCJIOBHSIX NPUMEHEHUS («IIOJTHOE
J0CbE»), M HE OCTAJOCh HEBBIMOJIHEHHBIX YCTAHOBJIEHHBIX OCOOBIX
00s3aHHOCTEM, MOKET OBITh OCYIIECTBIEHA OOBIYHAS PETUCTPALUSI.

B PErUCTPALIMOHHOE JI0Che JIEKapCTBEHHOTO npenapara
3apEruCTPUPOBAHHOIO MO MNPOLEAYpPE HCKIIOYUTENbHBIX CIy4aeB MOTYT
OBITh BHECEHBI M3MCHECHHMSI JUIS TOOABJIICHUS HOBOTO TOKa3aHus (IOoKa3aHWi)
K MPUMEHEHHUIO JIEKapCTBEHHOrO Ipemapara. B momoOHBIX —ciiydasx

perucrtpanuAa OCTaAHCTCA B paMKaX UCKIIFOYUTCIIbHBIX CIIY4acCB.
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B pamMkax ycCIIOBHO# peructpanuu MOTYT OBITh 3apEeruCTPUPOBAHBI
JIEKapCTBEHHBIC IIpenapaTbl, B OTHOLICHUHA KOTOPBIX 3aSIBUTEIb MOMKET
MOATBEPJAUTH MOJIOKUTEIBHOE COOTHOUIEHUE «II0Jb3a — PUCK» (HAMpHUMED,
HAa OCHOBAHUH, MPEANIECTBYIOMIETO J0Ka3aTelbCcTBa A(P(PEKTUBHOCTH ITHX
JIEKapCTBEHHBIX MpenapaTos, MO3BOJISFOLIETO CIIPOTHO3UPOBATH
KIIMHUYECKUI MCXO/I, OIIEHUBAEMbIN B pamMKax MOJHON pa3paborku). Takas
BpEMEHHAsi PETUCTpalnsi HE MOXET OcCTaBaTbCsl  yciaoBHOM. OHa
nepecMaTpuBaeTCsd OJWH pa3 B ToJ M MOXKET OBITh MPOJJIEHA, a IMOCTe
MPEIOCTABIICHUS] TAHHBIX, TPEOYEMBIX ISl IOITBEPKIAEHHUS MOJIOKUTETHLHOTO
COOTHOIICHUS «I10JIb3a — PUCK» («IIOJHOE I0ChE»), OHA CTAHOBUTCSA OOBIYHOM
perucTparuen.

Takum 00pa3oM, CYIIECTBYET pa3jiUuhe MEXAy perucrpanueii B
UCKIIIOUUTEIIbHBIX ~ OOCTOATENHCTBAX M YCJIOBHOM  pErHCTpalluei.
Peructpamusi B HCKIIOYUTENBHBIX  OOCTOATENHCTBAX  HE  JOJDKHA
OCYIIECTBIISATHCS, €CIM OOOCHOBaHA YCIOBHAs perucTpaius. Y ciaoBHas
perucTpaius, OCYIIECTBISIETCS MPUA  OTCYTCTBUM  HMCUEPIBIBAIOIINX
KIIMHUYECKUX [TAHHBIX, €CJU 3adBUTEIII0 BEPOSITHO YJACTCS MPEIOCTABUTH
TaKue JaHHbIE B KOPOTKHUE (IIPUEMIIEMBIE) BPEMEHHbBIE PAMKHU.

Cnengyer oTMeTUTb, 4TO OpdaHHbIE JEKApCTBEHHbIE Mpenaparhl,
MOoJA00HO OCTAJIbHBIM JIEKAPCTBEHHBIM IIpenaparaMm, MOTYT 3asBIATHCS Ha
0J100peHrEe B UCKIIOUUTEIBHBIX OOCTOSTEILCTBAX TOJILKO MPU COOJIFOJECHUU
KpUTEpPUEB, TMPUBEACHHBIX B pazjaene 3 mnpuioxkenus Ne 25 k IlpaBuiiam
perucTpauvy JIEKapCTBEHHBIX CpeacTB. Kpurtepun MNpHUCBOCHUS CTaryca
opaHHOTO JIEKAPCTBEHHOTO TMpermapara YIOJIHOMOYEHHBIM  OPTraHOM
(okcmepTHOM oOpraHu3anuell) rocyaapcTBa-4jieHa B COOTBETCTBHH C €TI0
3aKOHOJIATEILCTBOM HE 3aBUCAT OT KPUTEPUEB, PACCMATPUBAEMBIX IIpU
perucTpalii B HCKIIOUUTEIBHBIX OOCTOSITEILCTBAX M OT KPUTEPHUEB,

pacCMaTpruBACMBIX IIPHU PCTUCTPpAIUK B HCKIIIOYHUTCIbHBIX ClIYdasaX.
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XIIl. KoncynpTupoBaHue yoJHOMOYEHHBIMU OpraHaMy (3KCIIEPTHOM
opraHu3aiueil) mepe nojaave 3asiBICHMs Ha PETUCTPAIUIO

3asBUTENb MPU NPOBEJACHUM PETUCTpPAllMd C  YCTAHOBJIICHUEM
MOCTPETUCTPAIMOHHBIX MEP B BUJE YCIOBHOM perucTpaluu JIeKapCTBEHHOTO
mpernapara BIIpaBe 3allPOCUTh KOHCYJIbTAIlMIO YMOJHOMOYEHHOTO OpraHa
(3KCMEepTHOM  OpraHMW3ali) TOCYJapCTBa-4ji€Ha B  COOTBETCTBUH C
3aKOHOJATEILCTBOM TOCY/IapCTBa-4ieHa, MPEIyCMOTPEHHYIO IYHKTOM 26
[IpaBun peructpaiuu JeKapCTBEHHBIX CPENICTB, TUOO HANPABUTH OOpaleHue
B YIIOJJHOMOYEHHBIN OpraH rocy/1apcTBa-4wieHa O MIPOBEAECHUN KOHCYIbTAlUH
OKCIEpTHOrO KOMHTETa [0 JIEKAPCTBEHHBIM CPEACTBAM ISl PEIICHUS
BOIIPOCA O BO3MOXKHOCTU MPUMEHEHUS] K JIEKAapCTBEHHOMY IIpernapary,
pa3pabaTbiBAaEMOMYy JiJii TNPUMEHEHUS B OTHOIICHUHU OIPEJIEICHHOTO
MOKa3aHusl, MPOLETYPhl YCIOBHOM PErUCTpallid U BHITIOJIHEHUS TPEOOBaHUSI,
PEAYCMOTPEHHOTO MOANYHKTOM «B» mojpaszena 2 pasaena |1l nacrosiero
[Ipunoxenus.

HeBo3MOXXHOCTh  MPEJOCTAaBUTh  MCUEPIIBIBAIONIME  JaHHBIE O
0e3onacHOCTH U 3()PEKTUBHOCTH JICKAPCTBEHHOI'O Mpernapara HeOOXO0JIUMO
o0CyauTh B Mpoliecce pa3pabOTKH JIEKApCTBEHHOTO Mpenapara Kak MOKHO
paHblie. 3asBUTENL BIpaBe OOpaTUTHCS 3a HAYYHOW KOHCYJIbTAIMEH TIO0
BOITPOCY OTpaHUYECHHUM, HAKJIaIbIBAEMbBIX HU3KOU 4acTOTOMU
pacrpocTpaHeHHOCTH  (0OJIC3HEHHOCTH, MOPOUIHOCTU) JUISI  JAHHOTO
3a00sieBaHUsA (COCTOSHMS) WM JJisl TOJYYeHHs HAyYHOU HMH(pOpPMALMHU IO
coco0y cOopa HCUEPIBIBAIOIIUMX  CBEJEHUM O O€30MacHOCTH U
3¢ (PeKTUBHOCTH JIEKAapCTBEHHOTO Tpemapara. HaydHas KOHCymbTarusi He
MOXET OBITh BBIIOJHEHA 110 BONPOCAM, CBA3aHHBIM C 3TUYECKHUMU aCTIeKTaMH1
cOopa cBeJIeHUH O JIEKapCTBEHHOM Ipenapare.

3anpoc  3asgBUTENST O  KOHCYJIBTUPOBAHWHM  Iepell  Iojauei

JICKAPpCTBCHHOT O npcerapara Ha YCJIOBHYHO PETUCTPALNUTIO JOJIZKCH
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COMPOBOXKIATHCA OOOCHOBAHUSIMU, COOTBETCTBYIOIIMMHU OOOCHOBAHUSM
MpeJICTaBICHHBIM B paznene 1.8.2.9 moxyns 1 peructpalimOHHOrO J0CHE U
coJiepKaTh MEPEUYeHb BOMPOCOB [JIsi KOHCYJBTHUPOBAHUS M (WJIM) MEPEUYCHb
HEOOXOAMMBIX 3agBUTEII0 KOMMEHTApUEB YMOJHOMOYEHHOTO OpraHa
(3KCIIEpTHOM OpraHu3alum) rocy/IapcTBa-4jieHa.

KoHCcynbTHpOBaHUE  YINOJTHOMOYEHHOTO  OpraHa  (dKCIEepTHOU
OpraHU3alliK) HE SIBIISICTCS 00s3aTEIbHBIM JIJIsl 3asiBUTENISI U HE BJIMSIET HA

pe3yabTaT IKCIEPTU3BI JIEKAPCTBEHHOTO Mpernapara.

[MTPUJIOXEHUE Ne 27

K [IpaBunam perucrpanuu u
DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
IJ11 MEAUIIMHCKOTO MPUMEHEHUS

IIpouenypa paccmoTrpeHust 3asiBJIeHUs 00 0C000i 3HAYUMOCTH
JIEKAPCTBEHHOT0 Mpenapara ¢ nejbio NPUMeHeHUs
YCKOPEHHOM 3KCNEePTHU3bI NP €ro perucTpanun

1. Beenenue

B coorBerctBHM ¢ moamyHKTOM «B» myHKkTa 120.11 IIpaBun
pPErUCTpaLU JIEKAPCTBEHHBIX CPEJICTB YCKOPEHHAS YKCIEPTU3A IPUMEHSETCS
IIPX  OCYLICCTBICHMM  PETUCTPALMM  JIEKAPCTBEHHBIX  IIPEINApPATOB,
IPECTAaBISIONUX OCOOYI0 3HAYMMOCTb JUIS 3/I0pPOBbsl HAceJIeHHUs B
OTHOLIEHUU KOTOPBIX, KIMHUYECKHA IPOJEMOHCTPUPOBAHBI 3HAYMMBIC

TCPAIICBTUYCCKHUC IIPCUMYIICCTBA 110 CPABHCHHUIO C CYHICCTBYHOIIUMHU
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MCTOAaMH OKa3aHHA MCI[I/IHI/IHCKOI;’I nmoMomun B TOCYHapCTBax-4JICHAX,
OIIpCACIIACMBIX 3KCHCpTHBIM KOMHUTCTOM II0 JICKAPCTBCHHBIM CPCACTBAM Ha

OCHOBaHHUM OOpaIieHus! yIIOJHOMOUYEHHOTO OpraHa rocy/1apcTBa-ujceHa.

2. Cdepa npuMeHEeHUS

Hacrosimiee mnpunoxXeHUe OINpeAesseTr MNOPSAOK  pacCMOTPEHUs
YIOJIHOMOYEHHBIM OPraHOM TOCYJapCTBa-ujieHa OOpalleHHs 3asiBHUTEN 00
0c000#1 3HAYMMOCTH JIEKAPCTBEHHOTO Ipernapara ¢ b0 BO3MOXKHOCTH
IPUMEHEHNs  YCKOPEHHOW  3KCIEPTU3bl IIPU  OCYIIECTBICHHH  €r0

perucrpanud (J1ajee — ooparieHue).

3. [opsmok paccMoTpeHus oOpalieHus
00 0c00011 3HAUMMOCTH JICKAPCTBEHHOTO Mpenapara

3.1. Jlo mnomauum 3asgBIEHUA HA PErUCTPALMIO JIEKAPCTBEHHOTO
npenaparta, MPEACTABIAIONIEr0O OCOOYI 3HAYUMOCTb JUIsl  3710POBbS
HACEJICHWS B OTHOILIEHHWU KOTOPOIro, KIMHMYECKH MPOAEMOHCTPUPOBAHBI
3HaYUMbI€  TEpaNeBTUYECKHME  MPEUMYLIECTBA IO  CPAaBHEHHUIO  C
CYLIECTBYIOIIMMHM  METOJAaMHU  OKa3aHWs  MEAMIMHCKOW TIOMOILIKM B
rocyJapcTBe-ujieHe, 3asBUTENb BIPABE HANPaBUTh B YIOJIHOMOYEHHBIN
OpraH TrocyJapcTBa-ujieHa oOOpalleHue O MPUMEHEHHH YCKOPEHHOM
OKCIEPTU3bl MPH OCYIIECTBICHUH €ro pEerucTpalud C [OPUIOKEHHEM
00O0CHOBAaHMSI BO3MOYKHOCTH MMPUMEHEHHS YKa3aHHOU MPOIeAypHhI.

3.2. B oOparienuu 3asBUTEIb YKa3bIBACT:

a) HAMMEHOBAaHUE, aJIpeC 3asBUTEIS U MPOU3BOJUTENS JIEKAPCTBEHHOTO
npenapara, agpec MecTa OCYIIECTBJICHHS MPOU3BOJCTBA JIEKAPCTBEHHOIO
npernapata (MpU HaJU4YMM HECKOJBKHX YYAaCTHUKOB MpOIEcca €ro
IIPOU3BOJCTBAa HEOOXOIUMO YKa3aTh Ka)KJOTO YYaCTHUKA B COOTBETCTBUU C

OCYILIECTBIISIEMON CTaJNEH TPOU3BOJICTBA);
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0) HaMMEHOBaHUE  JIGKAPCTBEHHOTO IMpemnapara  (MeXAyHapOJHOE
HEMATEeHTOBAHHOE, WJM TPYNIHUPOBOYHOE, WM XUMHUYECKOE U TOPIroBOE
HAaUMEHOBAHMS );

B) IEPEUCHb JEHUCTBYIOIIMX M BCIOMOTATEIbHBIX BEIIECTB, BXOISIINX
B COCTaB JICKAPCTBEHHOI'O TMpenapara, ¢ yKa3aHueM KOJIMUeCTBA KaXI0ro U3
HUX;

) JICKAPCTBEHHYI0  (QOpMy, JIO3UPOBKY, CIIOCOOBI BBEACHUS U
MPUMEHEHHS, CPOK TOJTHOCTH (CPOK XpaHEHUs1) JIEKapCTBEHHOIO Mperapara;

1) apMakoTepaneBTUYECKYIO TPYIITY, KOJ aHAaTOMO-TEPareBTUYECKO-
XUMUYECKON KiIaccu(puKaiy, peKoMeHI0BaHHON BecemupHoOl opranuzaiuei
3/IpaBOOXPaHECHUS;

€) 3agBJIsieMble  MOKa3aHWs ISl IPUMEHEHUS  JIEKapCTBEHHOTO
npenapara;

) HHGOPMAITUIO O HATMYUK WX 00 OTCYTCTBUU PETUCTPALIMH JAHHOTO
JIEKapCTBEHHOT0 Ipenaparta 3a npeaenamu Corosa.

3.3.B  oOocHoBaHuMm  JOJDKHA  cojaepxaTbcsi  uHboOpMaius,
MOATBEPIKIA0IIasi, YTO JICKAPCTBEHHBINM Mpemnapar, MPEACTaBIsIeT OCOOYIO
3HAYUMOCTD JJISl 3[I0POBbSI HACEJIEHUS B OTHOIIEHUU KOTOPOTO, KIIMHUYECKH
NPOJAEMOHCTPUPOBAHBI 3HAYMMBIE TEpPANEBTUYECKUE MPEUMYIIECTBA IO
CPaBHEHHMIO C CYLIECTBYIOIIMMH METOJIaMHU OKa3aHHsI MEAUIMHCKON MOMOIIH
B rocyjapcTBax-wieHax, wuHdopMamuss 00 00beMe MPOBEACHHBIX
JTOKJIIMHUYECKUX UCCIIEAOBAHUSIX JIEKAPCTBEHHOrO mpenapara, UHGOpMaInio
00 00beMe MPOBEICHHBIX KIMHUYECKUX HCCIIECIOBAHMUIX JIEKAPCTBEHHOTO
npernapara.

3.4.B Tteuenme 30 paboumx JgHEH CO JHA TOCTYIUICHHS B
YIOJTHOMOYEHHBIN OpraH rocyJapcTBa-ujieHa oOpaleHuss ¢ 000CHOBAaHHEM,
YIOJTHOMOYEHHBIM ~ OpraH  TOCyJapCTBa-ujieHa  MPOBOJUT  OIEHKY

nNpeaACTaBJICHHBIX JOKYMCHTOB, HAIIPpaBJsICT HMX A PACCMOTPCHHA B
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OKCHEpPTHBIA KOMHUTET MO JIEKAPCTBEHHBIM CPEJACTBAM WM OTKJIOHSET
oOpailieHue, B cily4yae, €Clid pacCMaTPUBAEMbIi JIEKaApCTBEHHBINM MpenapaT He
MPEACTABIISIET 0COOYI0 3HAUUMOCTbD JIJIS1 3[I0POBBSI HACEJICHUS U B OTHOIIICHUU
HEro, KJIMHUYECKH HE MPOJIEMOHCTPUPOBAHBI 3HAUYMMBIE TEPANIEBTHYECKUE
MPEMMYIIECTBA [0 CPABHEHUIO C CYIIECTBYIOIIMMHM METOJIaMH OKa3aHUsI
MEJIUIIMHCKOM TMOMOIIM B TOCyJapcTBe-ujieHe, U UHPOpMHUPYET 00 3TOM
3asIBUTEIIA.

3.5. DKCHEpTHBIA ~ KOMUTET IO  JIEKAPCTBEHHBIM  CpPEACTBaM
paccMarpuBaeT oOpalieHle YIOJHOMOYEHHOTO OpraHa rocyaapcTBa-ujieHa U
NOCTYIUBIINE JOKYMEHTBHI 3asBUTENISI O BO3MOXHOCTH TMPHUMEHEHHS
YCKOPEHHOM 3KCIEpPTU3bl JIEKAPCTBEHHOTO Ipenapara, NpeacTaBIISIIOLIErO
0CO0yI0 3HAYUMOCTbH JUIsl 3J0pPOBbS HACENEHUS B OTHOIIEHUH KOTOPOTO,
KIIMHUYECKH MPOAEMOHCTPHUPOBAHBI 3HAYUMbIE TEpareBTUYECKUE
NPEMMYLIECTBA IO CPABHEHUIO C CYLIECTBYIOIIMMHM METOJaMH OKa3aHUs
MEJIUIIMHCKOM MOMOIIH B TOCYJapCTBAX-YJICHAX.

3.6. DKCHEepTHBIA ~ KOMUTET MO  JIEKAPCTBEHHBIM  CpPEACTBaM
paccMaTpuBaeT Ha 3acelaHuu OOpallleHHe YNOJHOMOYEHHOTO OpraHa
rocyJ1lapcTBa-4jieHa U NOCTYNUBIINE JTOKYMEHTHI 3asIBUTEIIS.

3.7.1lo pesynpTaraM pacCMOTpPEHUS OOpaIleHUS YIOJTHOMOYEHHOTO
OpraHa TroCyJlapCTBa-wjieHa OKCHEPTHbIA KOMHUTET 10 JEKAPCTBEHHBIM
Cpe/ICTBaM HaIlpaBJISIET PEKOMEHAAIIMHA O BO3MOXKHOCTH WJIM HEBO3MOXXHOCTHU
MPUMEHEHUSI YCKOPEHHOM SKCIEpPTH3bl B OTHOIIEHUHM PACCMATPUBAEMOIO
JIEKapCTBEHHOTO TMperapata B aApec OOpaTHUBIIETOCS YIMOJIHOMOUYEHHOTO
oprasa.

3.8. B teuenne 10 pabounx gHEH CO JHS MOCTYILICHHS PEKOMCH AN
DKCIIEpPTHOTO KOMHUTETA IO JIEKAPCTBEHHBIM CPEJCTBAM YIOJHOMOYEHHbIN

OpraH TOCyJapcCTBa-ujieHa WH(OpMHUpPYET 3asBUTENSI O BO3MOXKHOCTH WIIH
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HCBO3MOKHOCTH IIPUMCHCHMH YCKOPGHHOﬁ SKCIICPTHU3LI IIPU OCYIICCTBIICHUHN

perucTpanyy paccMaTpuBaeMoro JEKapCTBEHHOrO Mpernapara..




