[TPUIJTIOXXEHUE
K Pemenuto CoBeta
EBpa3zuiickoil 5KOHOMHUYECKON KOMHUCCUU
OT « » 20 1. Ne

[TIPABUJTA
HaJUJIeKalen KIMHUYECKON TPaKTUKU
EBpa3suiickoro 3K0HOMHUYECKOr0 COI03a

BBE/JIEHHE

Hamnexamas kmuaudeckas mnpaktuka (Good Clinical Practice; GCP)
(mayee — mpaBmITa) TpEACTABISIET COOOW MEXKTYHAPOIHBIH dTHUECKUN U HAYIHBIN
CTaHJApPT IUIAHUPOBAHUS W IPOBEJCHHUS HCCIECIOBAHUN C YYaCTHEM YEJIOBEKa
B Ka4yecTBE CyOBEKTa, a TaKKe JOKYMEHTAJIbHOTO O(OPMIICHUS U MPEACTaBICHUS
pE3yJIbTATOB TAKUX MCCIEIOBAHUM.

CobnrofieHre yKa3aHHOTO CTaHJapTa CIYKHUT JJIsi OOIecTBa TrapaHTHEH
TOro, 4YTO IMpaBa, OE30MAaCHOCTh W OJjaromnojydyne CyObEKTOB HCCIIEAOBaHUS
3alIUIICHBI, COrJIACYKOTCA C MNPUHUOHUNAMH, 3AI0KEHHBIMUA  XEIbCUHKCKOU
neknaparueit Becemupnoit meaunuHckod accommarnuu (BMA), u 4dro maHHbBIE
KJIMHUYECKOTO UCCIIEIOBAHUS IOCTOBEPHBI.

Hensro mpaBunn  Hamnexamend  KIMHAYECKOW  MPAKTUKUA  SIBIIAETCS
YCTAaHOBJIEHHE €IIMHBIX cO cTpaHamu EBponeiickoro Coroza, CoeauHEHHBIMU
[taramu Amepuku u SInoHKMEN npaBuil, YTO TOJKHO CIIOCOOCTBOBATH B3aUMHOMY
MPU3HAHUIO JTAHHBIX KIMHUYECKUX HCCIEIOBAHUIN YIIOJTHOMOYEHHBIMU OpraHaMu
Ha3BaHHBIX CTPaH.

Hymepanusi, wucnonp30oBaHHass B TEKCTE€ OCHOBHOM 4YacTH JIOKYMEHTA,
COOTBETCTBYET HYMEpAallMd MEXKIyHAPOJHON peNakiMh MpaBWI B YacTH BCEX
pa3zenoB, 3a UCKIIIOUYEHHWEM paszenia |, rae Hymepalus NMPUBEACHA B COOTBETCTBUE
C aJI(haBUTHBIM MOPSTKOM PYCCKOSI3BITHON TEPMUHOJIOTHH.

Hacrosimmit ctangapt nmoarorosieH Ha ocHoBe ICH GCP — PykoBojcTBa

no Hajanexanied kauauueckor mpaktuke (Guideline for Good Clinical Practice),
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nokymeHT E6(R1) Bepcust 4 MexayHapoaHOW KOH(PEPEHIMU MO TapMOHU3ALHNU
TEXHUYECKUX TpeOOBaHMM K perucrpanuu QapmaieBTUYECKUX MPOAYKTOB,
OpeJHa3HAaYeHHbIX JuId npuMeHeHus uenoBekoM (International Conference
on Harmonization of Technical Requirements for Registration of Pharmaceuticals
for Human Use; ICH), koTopoe, B CBOIO ouepelb, pa3pabOTaHO C YYETOM
JEHUCTBYIONUX TPeOOBaHMI HaJIekKAICH KIMHUYECKOW MpPakTHKW EBpomneiickoro
Coroza, Coenunennbix IlltaToB Amepuku u SAnoHumn, a Takxke ABCTpaiud,
Kananet u BceemupHoli opranmszauuu 3apaBooxpaneHus (BO3), ¢ yuetom
TEpMHUHOB U orpeneneHuit Permamenta Ne 536/2014 EBpomneiickoro corosa.

Hacrosime npasuiia HeoOXOauUMO COOJIIOJATh NPU MPOBENEHUU JHOOOTrO
KJIIMHAYECKOT0 M3YyYEHHUsI, KIMHUYECKOTO HCIBITaHUS/UCCIeA0BaHUN (HE3aBUCUMO
OT TOTO, ABJIAETCS JIA OHO UHTEPBEHIIMOHHBIM WJIM HEMHTEPBEHIIMOHHBIM ), TaHHbBIE
KOTOPBIX  3alUIAHMPOBAHO  IPEJACTaBUTh B  YIOJHOMOYEHHBIE  OPTaHbI
rocynapcts — wieHoB EBpaswuiickoro Oxonomudeckoro Corosa (nanee - Coro3a).

[IpyHLNIIBI, YCTAHOBJICHHBIE HACTOSIIIMMU IPaBWJIAMH, HPUMEHUMBI TaKKeE
U K UHBIM KJIMHUYECKUM HCCIICIOBAaHUAM, KOTOPBIE MOTYT OKa3arb BIMSHHE
Ha 0e30MacHOCTh U OJaronojyyre 4eJoBeKa, BBHICTYNAIOIIETO B KaueCTBE CyObeKTa
VCCIIEIOBAHM.

Hacrosiiipe npaBuiia nmepecMarpuBarOTCs Ha PETYISIPHOW OCHOBE € YYETOM
OMbITAa UX MPUMEHEHUS B rocyapcTBax-ujaeHax Coro3a, a TakKe B CIIydae N3MEHECHUN
NOJIOKEHUH MEXIYHAPOAHBIX HOPM TNPOBEICHUS KIMHMYECKHUX HCCIIEIOBAHUN

C BHECEHUEM HEOOXOIMMbIX U3MEHEHUI U IONIOJTHEHUH He peke 1 pa3a B 5 JieT.
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1. TEPMHUHBI U ONPEJAEJEHUA

B Hacrosmmx — mOpaBWwiIax ~— NPUMEHSIIOTCS — CIEIYIONIME  TEPMHUHBI
C COOTBETCTBYIOIIMMH OTPEICIICHUSIMH:

1.1. ayaur (audit): Cucrematuyeckas ¢ HeE3aBUCUMAas MPOBEpKa
OTHOCSIIITUXCS K UCCIICTOBAHMIO JISATCTLHOCTH U TIOKYMEHTAIIUH!, POBOIUMAS TSI
MOATBEPIKIACHUS COOTBETCTBHUS JTOM ACATEIBHOCTH, a TaKKe MpOoIeAyp cOopa,
aHaiM3a M TPEACTABICHUS] JAHHBIX MPOTOKOIY, CTAHAAPTHBIM OIEpPAMOHHBIM
MpoLEeIypaM CHOHCOpPa, HAIJIEKAIICH KIMHUYECKOW NMPAKTUKE W HOPMATHUBHBIM
TpeOOBaHUSIM.

1.2. Oaaromosyumne cy0beKTOB HMcciaenoBanusi/mamuentoB (well-being
(of the trial subjects/patients)): ®usnyeckoe H ICHXHYECKOE 30POBBE
CyOBEKTOB, yUaCTBYIOIIHUX B KIMHUYECKOM HCCIIETOBAHHH.

1.3. Opoumopa mucciaenoBaressi (investigator's brochure): Csonnoe
U3JIOKCHHE KIMHUYECKUX U JIOKIIMHUYECKUX JAHHBIX 00 HCCIeayeMoM
JIEKapCTBEHHOM TMperapaTe(-ax), OTHOCAIIUXCS K €r0 MCCIEAOBAHHUIO Y YeIOBEKa
(cMm. pazaen 7 Hactosmux [IpaBu).

1.4. BoOBJIeYeHHOe B HcciaenoBanue rocyaapers-4ien Corosa (Member
State concerned): T'ocymapctBo-wien Coro3a, B KOTOPOE IOAAHO 3asiBICHUE
O TIOJIYYCHUH pa3pelieHrs Ha TPOBEICHHWE KIMHWYECKOTO HCCIICIOBAHUS WU
HAa BHECEHHE CYIICCTBEHHOH TOMPAaBKH B COOTBETCTBHUH C TNPHIOKEHHUEM 2
K HactoawmM [IpaBunam.

1.5. BpeMeHHAasi OCTAHOBKA KJIMHUYECKOr0 HccJeqoBaHus (temporary
halt of a clinical trial): IIpepsiBanue npoBeaeHUS] KIMHUYECKOTO UCCIICIOBAHMS
CTIOHCOPOM, HE TPEIyCMOTPEHHOE MPOTOKOJIOM, C MOCIEAYIOINM HaMepeHHUEM
CIIOHCOPA BO30OHOBUTSH €TO0.

1.6. BcnomorareJbHbIl  JieKapcTBeHHbIH  mpenapar  (auxiliary
medicinal product): JlekapcTBeHHBIH Tmpenapar, NPUMEHIEMbIH B IEIIX
KIIMHAYECKOTO MCCIIEIOBAHUS B COOTBETCTBUHU C MPEANMMCAHUEM MTPOTOKOIA, HO HE

B KaQ4CCTBC UCCIICAYCMOI'O JICKAPCTBCHHOI'O IIpeIiapara.
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1.7. raasHbIil HccaenoBareab (principal investigator): MccnenoBarens,
SBJIIONINIICS ~ OTBETCTBEHHBIM  PYKOBOAMTENIEM TPYIIbl  HUCCIEIOBATENECH,
MPOBOJIALIUX KIMHUYECKOE UCCIIEOBAaHUE B KIIMHUYECKOM IIEHTPE.

1.8. nmoroBop (contract): JlaTupoBaHHOE M TOAMHCAHHOE COIJIALICHHE
MEXIy ABYMsI WU 0oJiee CTOpOHAMH, KOTOPOE YCTaHaBIIMBAET JOTOBOPEHHOCTH,
Kacaromuecss pacrpeesicHns o0bemMa padoT W 00S3aHHOCTEH TPH MPOBEIACHUHU
KIIMHAYECKOTO MCCIICOBAHMUS, a TaKXKe, €CJIM YMECTHO, (DMHAHCOBBIX BOIIPOCOB.
OCHOBOI1 10roBOpa JA0KEH CIY>KUTh MPOTOKOJ UCCIIEIOBAHUS.

1.9. npokJIMHHYECKHe HUCCJIe0OBAHUS (nonclinical study):
buomMenuimHcke uccaea0BaHus, MPOBOIUMbIE 0€3 y4acTHs YeIOBEeKa B KaUeCTBE
cyOBbeKTa.

1.10. poxkymenTaJbHbIii cien (audit trail): [JoxymenTarus, mo3Bosstonias
BOCCTAHOBUTH XOJI COOBITHH.

1.11. noxymenTanmus (documentation): Bce 3amucu B mro0oit dopme
(BKJTFOUAsl 3amucyd Ha OyMa)XHBIX, SJICKTPOHHBIX, MArHUTHBIX WM ONTHYECKUX
HOCUTENISIX, CKAaHOTPAMMBI, PEHTI€HOBCKHME CHUMKH, 3JIEKTPOKApAUOTPAMMBbI
U T.1.), KOTOPbIE OMUCHIBAIOT JIMOO PETUCTPUPYIOT METOMAbI, OPraHU3aALUI0 U/WIH
pe3yAbTaThl KIMHUYECKOTO MCCIEA0OBAHUs, a TAKKE BIIUSIONINE HA UCCIEIOBAHUE
(baKkTOpbl U IPUHATHIC MEPHI.

1.12. 3aBepuienne kKJauHH4Yeckoro ucciaenoBanus (end of a clinical
trial): Tlocneauuii BU3UT MOCIEAHEr0 CyOBEKTa WM IMO3/IHEE, €CIIM TaK yKa3aHO
B MIPOTOKOJIE.

1.13. 3akaouenue He3zaBucumoro 3Tuyeckoro komurtera/CoBera mno
yTuke/Komucenu mo Bompocam >ruku (opinion (in relation to Independent
Ethics Committee/Ethical Council)): 3akmioueHre uW/unM PEKOMEHIAIUH
He3aBrUCMMOTO 3THYECKOTO KOMUTETA.

1.14. 3axounblii mpexncraButesb (legally acceptable representative):
duznyueckoe WM IOPUANYECKOE JIMI0, WJIM WHOW CYOBEKT IpaBa, KOTOPHIH, B
COOTBETCTBHHU C 3aKOHOAATEIHLCTBOM BOBJIEYEHHOI'O B UCCIIEIOBAHUE TOCYJaPCTBA-

yieHa Coro3a, HaJeJIeH MpaBOM Jayd HMH()OPMHPOBAHHOIO COIJIACUSl OT MMEHU
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cyObeKTa, ABJISIFOLETOCS HE/1eeCIIOCOOHBIM CyOBEKTOM WIH
HECOBEPILICHHOJIETHUM.

1.15. 3aperucTpupoBaHHbIH BCIIOMOTaTEeIbHBIA  JIeKAPCTBEHHbIH
npenapar (authorised auxiliary medicinal product): JlekapcTBeHHbII penapar,
3aperucTpupoBaHHbIi Ha Ttepputopun Coroza B coorBercTBUM ¢ [IpaBuiamun
perucTpallid M JKCIEPTU3bl  JIEKAPCTBEHHBIX CPEACTB Ha  TEPPUTOPUU
EBpa3uiickoro 3KOHOMHYECKOT0 COK03a, HE3aBUCUMO OT M3MEHEHUs MH(pOpManuu
O JIEKAPCTBEHHOM IIpenapare, INPUMEHSEMBIH B KadeCTBE BCIOMOIraTEIbHOTO
JIEKapCTBEHHOI'O IIpenapara.

1.16. 3aperucTpupoOBaHHbIH HCCJeAyeMblil JIeKAPCTBEHHbIN Tpenapar
(authorised investigational medicinal product): JlekapcTBeHHBIH mpemnapar,
3aperucTpupoBaHHbIl Ha Tepputopun Coroza B coorBercTBUM ¢ [IpaBumamu
pEeruCTpallid M  OKCIEPTU3bl  JIEKAPCTBEHHBIX CPEACTB HAa  TEPPUTOPUU
EBpa3uiickoro 3KOHOMHYECKOT0 COI03a, HE3aBUCUMO OT MU3MEHEHUs MH(pOpMaluu
O JIGKapCTBEHHOM IIpenapare, MPHUMEHSIEMBbII B KayeCTBE HCCIELYyEMOTO
JIEKapCTBEHHOI'O IIpenapara.

1.17. unenTudukanuoHHbiii Ko cyobekra (subject identification code):
YHUKaNbHBIA KOJl, TNPUCBAMBAEMbI HCCIEIOBATEIEM KaXIOMY CyOBEKTY
uccienoBaHus sl oOecrieyeHuss KOHPUACHIMAIbHOCTH €ro JUYHBIX JaHHBIX
U HUCIOJNb3yEMBbIi BMECTO HMMEHH CYOBEKTa B OTYETax [0 HEXKEIaTeIbHbIM
SIBJICHUSIM W/WIIN JPYTUX TaHHBIX, OTHOCSIIUXCS K UCCIIE0BAHUIO.

1.18. mnpuBuayaabHasa perucrpauuonHasi kapra; UPK (Case Report
Form; CRF): JlokyMeHT Ha OyMa)XHOM, OJJICKTPOHHOM WJIHM OINTHYECKOM
HOCHUTEJIE, PEIHA3HAYEHHBIN JJI1 BHECEHUS! BCEN MPEAYCMOTPEHHON MPOTOKOJIOM
U TOAJIeKAUIel Tmepenade CIOHCOPY HH(OpManuu MO KaKIOMY CYOBEKTY
VCCJIEIOBAHHSI.

1.19. uncnexkumsi/mpoBepka (inspection): JleWicTBUE YIOJIHOMOYEHHOTO
OpraHa mo MmpoBeIeHHUIO O(ULIMATBLHON MPOBEPKHU TOKYMEHTOB, HHPPACTPYKTYpHI,
3arucel, COrNIalleHui Mo 00ecIeueHnI0 KayecTBa U JHOOBIX IPYTUX MCTOYHUKOB,

KOTOPBLIC PACHCHUBAIOTCA YIIOJIHOMOYCHHBIM OpPraHoOM KaK OTHOCAIIUMECS K
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KIIMHAYECKOMY HCCJICIOBAHUIO W KOTOPBIE MOTYT OBITh PACIOJIOKEHBI B
UCCJIEIOBATENIbCKOM IIEHTpe, Ha OOBEKTaX CIOHCOpa U (WJIM) KOHTPAKTHOU
UCCJIEIOBATENIbCKOW OpraHu3allid WM B JPYTHMX OpraHU3alMsIX, KOTOphIE, IO
MHEHUIO YIIOJITHOMOUYEHHOI'O OpraHa, TpeOytoT HHCIIEKTUPOBAHUS.

1.20. undopmupoBannoe corsacue (informed consent): CBoGomHoe u
JIOOPOBOJILHOE BOJIEU3BSIBICHUE CYOBEKTa O CBOEM JKEJIAaHWUU Y4YacTBOBaTh B
KOHKPETHOM KJIMHHYECKOM HCCJICIOBAHUU TOCTE MOJYYCHHUSI CBEICHU 000 BCEX
aCIeKTax dTOT0 KIMHUYECKOTO UCCIEI0BAHUS, 3HAYUMBIX JIJIS IPUHATHUS PEIICHUS
CyObekTOM 00 y4yacTHM WM, B CiIy4a€ C HECOBEPILICHHOJIECTHUMH H
HEJICECIIOCOOHBIMH  CYOBEKTaMH, pa3pelieHUe WM COrJlacue UX 3aKOHHBIX
MPEJACTABUTENIEH O BKIIOYCHUU TaKUX CYOBEKTOB B KJIMHUYECKOE HMCCIICIOBaHUE.
NudopmupoBaHHOe coriacue JAOKYMEHTHUPYETCS MOCPEACTBOM TMOAMUCAHUS U
naTupoBaHus GopMbl HHHOPMHUPOBAHHOTO COTJIACHS.

1.21. uccaemnoBartenb (investigator): ®usmdeckoe IHUIO0, OTBEUYAIOIICE
3a MPOBEJICHHE KIMHUYECKOTO HCCIIEIOBAHUS B KIIMHUYECKOM ILIEHTpe. B ciyuae
MPOBEJCHUSI HCCIEIOBAHKMS B HCCIEIOBATEIIbCKOM IEHTPE TPYyHIoN Il
uccienoBareseM (IJIaBHBIM MCCIIEIOBATENIEM) SIBISETCS PYKOBOAUTEIL TPYIIIIHI.
CM. TakKe TepMHH «couccaenoBateaby (1.72.).

1.22. uccaenoBaTeb-KOOPIAHHATOP (coordinating investigator):
HccnenoBarenb, OTBEYAKOMIMN 32 KOOPAMHALUIO ACATEIIBHOCTH HCCIENOBATENICH
BCEX UCCIENOBATEIbCKUX LIEHTPOB, Y4YaCTBYIOUIMX B  MHOTOLEHTPOBOM
KIIMHUYECKOM HCCIICIOBAHUH.

1.23. uccaenoBarejb/MeTUIIMHCKOE yupe:kaeHue (investigator/institution):
TepmuH, O3HAYAIONIMI: «UCCIIENOBAaTENb W/WIM OpraHu3alus, B 3aBUCUMOCTH
OT HOPMATUBHBIX TPEOOBAHUIN.

1.24. uccnenoBareabckuid meHTp (trial site): dakxrtmueckoe wmecTo
MIPOBEJICHUSI KJIMHUYECKOTO UCCEOBAHUSI.

1.25. uccaexyemblid BBICOKOTEXHOJI0IHYeCKU i JIEKAPCTBEHHbIN
npenapar (advanced therapy investigational medicinal product):

Hccnenyemblii JEKapCTBEHHBIN MPENAPAT, ABIAIOLIMKACS T€HOTEPANEBTUUYECKUM



JICKapCTBEHHBIM  IPEmapaTroM, JICKApCTBEHHBIM  IPErmaparoM Ha  OCHOBE
COMAaTHYECKUX KIIETOK WJIM TperapaToM TKaHEBOW HHKEHEPHUHU.

1.26. mccaeayeMblii  JekapcTBeHHbIH — mpemapar  (investigational
medicinal product): JlekapcTBeHHBII Tpenapar, KOTOPHIH B KIMHHYECKOM
WCCIICIOBAaHUH TIOJABEPracTCsl HCIBITAHWIO WM TPUMEHSETCS B KauecTBE
CpaBHEHWsI, BKIo4as IUianebo, B TOM  4YHCIE  3aperHCTPUPOBAHHBIN
JICKapCTBEHHBIIN Ipemapar B CiIy4ae, €Clid CIIOCO0 ero MPUMEHEHHS OTINYaeTCS
OT YTBEPXkJACHHOTO, a TAK)KE MIPH €ro MPUMEHEHHUH 110 HOBOMY MTOKa3aHUIO WITU JIJIs
NOJYYCHHS JOMOTHUTEIBHON HH(DOPMAIUH IO YTBEPIKICHHOMY MTOKa3aHHIO.

1.27. kIuHHYECKOE u3ydeHue (clinical study): JIrobast
UCCIIeIOBATeNbCKass paboTa, MPOBOIUMAsl y YEIIOBEKAa B IEJISIX YCTAHOBIICHHS
OoezonmacHocTh W (W)  3P(EKTUBHOCTH  JIEKAPCTBEHHBIX  MPENapaToB
Y HampaBJICHHAS HA:

— BBIIBICHHE WJIM TPOBEPKY KIUHUYECKUX, (HapMaKOJIOTUICCKUX HITH
UHBIX (hapmakogrHAMUYeCKHX 3(PPEKTOB OTHOTO WM HECKOJIBKUX JICKAPCTBEHHBIX
IPEerapaToB;

— BBIABICHHE KaKUX-THMOO HEXKENaTeNbHBIX pPEAKIUd Ha OIUH WM
HECKOJIBKO JICKAPCTBEHHBIX MTPETIapaToB; HITH

— wu3ydyeHue abcopOumu, pacnpeneiieHHusl, MeTa0oJIM3Ma WM BBIBEIACHUS
OJTHOTO MJK O0Jiee JIEKapCTBEHHBIX MPETapaToB.

1.28. kiuMHHYecKoe  wWcciaeroBaHue/mcnbiTanme  (clinical  trial)':
Knuanyeckoe U3y4YeHHE, YIIOBIIETBOPSIOIIEE XOTS OBl OJTHOMY
U3 HIDKECIICAYIONINX YCIOBUH:

- Ha3HAUYE€HHUE CYOBEKTY HMCCIIEIOBAHUSA KOHKPETHOW TepaneBTUYECKOU
cTpaTernd (BMEIIATEIbCTBA) TPOUCXOJNUT 3apaHee M HE SBISACTCS PYTHHHON
KJIMHUYECKOM IIPAKTUKOW B BOBJIIEYEHHOM B MCCIEAOBAHUE TOCYIAPCTBE-UJIEHE

Coroza;

1
TepMI/IHBI (KIMHHYCECKOE HCIIBITAHUC» W «KIMHHYCCKOC HCCICIAOBAHUC)  ABJISIOTCA

cuHOHMMaMu. Jlanee Mo TeKCTy JAOKyMEHTa Jyisi OOecredeHus] eIUHOOOpasusi BHE 3aBUCUMOCTU
OT KOHTeKcTa TepMUHOB M. 1.27, 1.28 u 1.33 ucnoe3yercs TepMUH «HCCIICTOBAHUEY.



— perieHre 0 Ha3HAYCHWH HCCIEAyeMOro JIEKapCTBEHHOTO TMperapara
MPUHUMAETCS COBMECTHO C PEIICHHEM O BKJIIOYCHUH CYOBCKTa B KIIMHHYECKOE
U3Yy4YCHUE; WIH

— CyOBeKTaM  HCCJIENOBAaHUS, TOMHMO  TMPOIEAyp  PYTHHHOMN
KIIMHAYECKOW  MPAKTHKW,  BBIMOJHSIIOTCS  JONOJHHUTEIBHBIE  MPOIEAYPHI
JTMAarHOCTUKHU WJIM MOHUTOPHUHTA.

1.29. koHTpakTHasi HccjaeA0oBaTe]bCKasi opranuzamusi  (contract
research organization; CROQO): ®wusnyeckoe JIMIO WIA OpraHU3aNUs
(koMMepueckasi, Hay4dHO-HCCIE/oBaTeNbCcKash WIM HHas), KOTopas B paMKax
JIOTOBOpa CO CIIOHCOPOM BBITIOJIHAET OJHY WM Oojiee M3 ero o0s3aHHOCTEU
U (QYHKIHMA, CBSI3aHHBIX C TPOBEICHUEM KIMHUYECKOTO HCCIIEIOBAHUS.

1.30. xonTpoanr kadectBa (quality control; QC): Metoasl u MepHl,
SIBJITFOIITECS. 9aCThIO CHCTEMBI OOECIICUCHUS KadeCTBA W HCIIOIB3yeMbIC IS
MPOBEPKHU COOTBETCTBUSI BHIOIHAEMBIX ITPU MPOBEICHUU UCCIIEIOBAHUS TIPOIIEAYP
MPEABSBISIEMBIM TPEOOBAHMAM K UX KaYECTRY.

1.31. koopauHAMOHHBIH KoMuTeT (coordinating committee): Komurer,
KOTOPBI MOXXET ObITh OPraHW30BAaH CIIOHCOPOM JJIsi KOOPJAMHAIIMH TPOBEICHUS
MHOTOIIEHTPOBOTO KJIMHUYECKOTO MCCIICIOBAHUS.

1.32. koupuaennmuaabuoctb (confidentiality): Coxpanenue B TaiiHe
OT HEYIOJHOMOYCHHBIX JHIl HWHGOPMAIWMK, NPUHAICKANIEH CIIOHCODY,
WU uH(popMaiuu, mo3BOJISIONICH UACHTUDUITUPOBATH CYObEKTA UCCIICIOBAHMUS.

1.33. MaJIONHTEePBEHUMOHHOE KJIMHUYecKoe mucciaenoBanue (low-
intervention clinical trial): Knuaudeckoe wuccienoBaHue, yIOBICTBOPSIONICE
OJTHOBPEMEHHO BCEM M3 MEPEUUCIICHHBIX HUXKE YCIOBUM:

a) UCCIIeyeMble JICKapCTBCHHBIC TpEMmapaThl, 3a HCKIOYCHUEM ILIaIeoo,
3apErUCTPUPOBAHBI B YCTAHOBJICHHOM TIOPSIKE;

0) COTJIaCHO TPOTOKOITY KIIMHUYECKOTO NCCIIEOBAHMS:

—  HCCIIelyeMble JICKapCTBECHHBIE npenapaThbl MIPUMEHSIOTCS
B COOTBETCTBHH C YCIIOBUSMH TPUMEHEHHS (HCIIONB30BaHUSA), KOTOpBIC OBLIN

0JI0OpEHBI TIPU UX PETUCTPALNH, UITU



— TPUMEHEHUE HCCIEIYEMBIX JIEKAPCTBEHHBIX MPENapaToB OCHOBAHO
Ha JIOKa3aTeIbCTBAX M MOAKPEIUICHO OMyOJWKOBAaHHBIMH HAyYHBIMHU JaHHBIMU
nmo ©Oe3omacHOCTH W A(MPEKTUBHOCTH TaKUX HCCICIYEMbIX JIEKAPCTBEHHBIX
MpenapaToB B JI0OOM U3 BOBJICUCHHBIX B UCCIIEIOBAHUE TOCYAapCTB-UICHOB; U

B) JIOTIOJTHUTEIBHBIE MPOIEAYPhl TUarHOCTUKH WM MOHMTOPHUHTA HE HECYT
J71s1 0€30TaCHOCTH CYOBEKTOB JOTIOJHUTEIBHBIM PUCK WM OpeMsi, MPEBBIIIAONINE
MHUHHMMAJIbHO BO3MOKHBIE M0 CPABHEHUIO C PYTMHHOM KIMHWUYECKOM INPAKTUKOU
B J1I000M M3 BOBJICUEHHBIX B UCCIIE0BAaHUE rocyaapcTB-wieHoB Coro3a.

1.34. MHOTOLIEHTPOBOE KJIMHMYECKOe HcciaenoBanne (multicentre trial):
Knuaudeckoe uccineqoBaHue, MPOBOAUMOE MO €IMHOMY IMPOTOKOJy OoJiee yeM
B OJHOM UCCJIEIOBATEILCKOM IIEHTpE U, 3HA4YuT, O00Jiee YeM OJHUM
HCCIIEIOBATEIIEM.

1.35. monutopuHr (monitoring): JleATenbHOCTh,  3aKJIFOYAIOIIASCS
B KOHTpOJIE 3a XOJOM KJIMHUYECKOTO UCCIIEIOBaHUS, OOCECIEYCHUH €ro
MPOBEJCHUSI, cOOpa JaHHBIX M TMPEJCTABICHUS pE3yJbTaTOB B COOTBETCTBUU
C MPOTOKOJIOM, CTaHJIAPTHBIMU ONEPALMOHHBIMHU TPOIEAYpaMH, HaJeKaIICH
KIIMHAYECKON TTPAKTUKONW W HOPMATUBHBIMH TPEOOBAHHSIMU.

1.36. Haagexkamas kiauHuYeckass npaktuka (Good Clinical Practice;
GCP): CBoa moapoOHBIX 3THYECKMX M HAYYHBIX TPeOOBaHHMH K IJIAHMPOBAHUIO,
MPOBEJICHUIO, PeaN3allii, MOHUTOPUHTY, ayJIUTy, JOKYMEHTUPOBAHUIO, aHATU3Y
U TIPEJICTABJICHUIO PE3YJIbTaTOB KIMHUYECKUX HCCIICOBAaHUM, 00€CIIeUnBAIOIINX
3aIMTy NpaB, 0€30MACHOCTU U OJIAronoydusi CyObEKTOB U MOIYYEHUE B paMKax
KJIIMHUYECKOT'O UCCIJICIOBAHUS HAJICKHBIX U JIOCTOBEPHBIX JTaHHBIX.

1.37. Hayajio KJIMHHYeCKOro uccienoBanusi (start of a clinical trial):
[lepBoe nelicTBUE MO BKJIIOUCHHIO MOTEHIUAIBHOTO CYOBEKTa B OIpEEeSIEHHOE
KJIIMHUYECKOE UCCIIE0OBAHUE, €CIIM NHOE HE YKa3aHO B IPOTOKOJIE.

1.38. HeneecnocoOHbIil cyObekT (incapacitated subject): CyOnexr,
KOTOPBIM MO MPUYMHAM, HE CBSI3aHHBIM C BO3PAcTOM Jadud HH(POPMHUPOBAHHOTO

corjlacusi Ha 3aKOHHBIX OCHOBAHHUSAX, HECIOCOOCH JaTh WH(POPMHUPOBAHHOE
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corjacue B COOTBETCTBUU C 3aKOHOAATEIILCTBOM BOBJICUEHHOTO B HCCIICIOBAHUE
rocyaapctBa-uieHa Coro3a.

1.39. HexenaTeabHasi peakuus (Adverse reaction) — HenpeaHaMepeHHasI
HEOMarompusiTHasT ~ peaknuss  OpraHu3Ma, CBs3aHHAs C  TIPUMEHEHUEM
JIEKapCTBEHHOT'O CPEACTBA/UCCIIEAYEMOro Mpenapara, npe/noaraonas HajJudue,
KaK MHUHUMYM, BO3MOXHOW B3aWMOCBS3M C TPHUMEHEHHEM II0J03PEBAEMOTO
JIEKapCTBEHHOTO TIpenapara/uccieryeMoro mpermapara.

1.40. wexenareannoe  sijenue  (Adverse event) —  moboe
HEOJIaronpusiTHOC W3MEHEHHWE B COCTOSIHUHU 37I0POBbsI TAIlMEHTa WIH CYOBEKTa
KJIIMHAYECKOTO HCCIIEIOBAaHUS/UCIILITAHUSI, KOTOPOMY BBEJICH JIEKApCTBEHHBIN
npenapar, He3aBUCUMO OT IPHYNHHO-CIICICTBEHHON CBSI3U C €T0 IPHUMCHEHHUEM.

HexenarenbHoe  sIBJI€HHME  MOXET  MPEIACTaBISITh  coOOM  Jir0OO€
HEOJIAronpusITHOE W HEMPEeIHAMEPEHHOE H3MEHEHHE (HarpuMmep, OTKIOHEHHE
7a00paTOPHOTO TOKa3aTesis OT HOPMBI), CUMIOTOM WM 3a00JieBaHUE, BpeMs
BO3HMKHOBEHHUSI KOTOPBIX HE HCKIIOYAaeT MNPUYMHHO-CIECJCTBEHHON CBSI3U C
MPUMEHEHUEM JICKaPCTBEHHOTO Tpernapara, BHE 3aBUCUMOCTH OT HAJIWYUA WU
OTCYTCTBUS B3aHMOCBSI3H C IPUMEHEHHEM JICKApCTBEHHOTO Tperapara.

1.41. He3aBucuMbIii KOMHUTET MO MOHUTOPUHTY JaHHbIX; HKMJ]
(Independent Data-Monitoring Committee; IDMC (Data and Safety
Monitoring Board, Monitoring Committee, Data Monitoring Committee)):
He3aBucuMeblii KOMHUTET, KOTOPBIA MOXKET OBITh OOpa3oBaH MO WHHUIIMATHBE
CIIOHCOpa  JUIA  TEPUOJMYECKOTO0  PACCMOTPEHHSI  XOJa  KIMHHYECKOTO
UCCJICIOBAHUSI, JaHHBIX TI0 O€30MacCHOCTH W/WIM OCHOBHBIX IapaMeTpOB
2b(EeKTUBHOCTH, a Takke Uil BBIPAOOTKM PEKOMEHIAIUN CIIOHCOPY O
11E7IECO00Pa3HOCTH TIPOIOJDKEHHS, TIPEKPAIIEHNs UCCIICIOBAHNUS WM BHECCHHS B
HEr0 U3MEHEHUU.

1.42. He3aBucumblii 3tnuecknii komuter; HIOK (Independent Ethics
Committee; IEC): HesaBucumblii opraH (3KCHEpPTHBIH COBET WM KOMHTET,
JEUCTBYIONMH HAa YpPOBHE OpPraHU3AIMH, PETUOHAIHHOM, HAI[MOHAILHOM WIIA

MEXYHAPOJHOM  ypPOBHE), VYPEXKICHHBIM rocynapcrBoM-uieHoM Coro3a
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B COOTBETCTBHUM C 3aKOHOAATENbCTBOM Takoro rocynapcrBa-uieHa Coro3a,
COCTOSILIIUHN U3 MEIUIIMHCKUX PAaOOTHUKOB, a TAKXKE JIUI], HE UMEIOIINX OTHOIICHUS
K MEJIMIIMHE, KOTOPbIN HaJeJIeH MPaBOM JaBaTh 3aKJIIOUECHHS B IEJISIX HACTOSIINX
[IpaBun (mpuHUMass BO BHUMAaHWE B3TJISAIbI HECTICIHAINCTOB, B OCOOCHHOCTH
NAlMEHTOB M OpraHu3aludidi MAlMEeHTOB), a TaKXke O00ecrneyrBaeT 3aluTy IpaB,
Oe3omacHOCTH W OJaromoiay4yuss CyOBEKTOB HWCCIACAOBAHWS W BBICTyHAeT IS
oOIecTBa TapaHTOM TaKOW 3alllUThl, B YACTHOCTH IIyTEM PacCMOTPEHUS,
0JI00pEHHUS/BbIIaYN 3aKIIOUEHUS 0 MPOTOKOJIY HCCIENOBaHUs, KaHIuAaTypam
UCCJIEIOBATENEH, HCCIEN0BATEIbCKUM IIEHTPAM, a TaKKe MaTepralaM U METOJIaM,
KOTOpBIE MPEIINOJIAracTcsi MCIOIb30BaTh ISl MOJYYEHUS U JOKYMEHTHUPOBAHUS
MH()OPMHUPOBAHHOIO COTJIACHS CYOBEKTOB UCCIIEI0BAHUS.

[IpaBoBoil craryc, cocTtaB, (YHKIUHU, ACATEIBHOCTh HE3aBUCUMBIX
TUYECKUX KOMHUTETOB, a TAK)KE€ OTHOCAIIMECS K HUM HOPMATHUBHbBIE TPEOOBaHUS
MOTYT pa3iauyaTbCsi B pa3HbIX CTpaHax, TemM He MeHee, HOK gomkHbI
(GYHKIMOHUPOBATH B COOTBETCTBUU C HACTOSIIIUMU MPABUIIAMH.

1.43. He3auHTepecoBaHHBIN cBHAeTeNb (impartial witness): ®usnueckoe
JIUII0, HETIPUYACTHOE K MPOBEJICHUIO KJIMHUYECKOTO UCCIIeIOBaHUs, HA KOTOPOE HE
MOTYT OKa3aTh /IaBJICHUE YYACTHUKH KIMHUYECKOTO HMCCIEAOBAaHUA U KOTOPOE B
ciydae, €Clii CyOBbeKT UCCIEeI0BAaHUS WM €TI0 3aKOHHBIN PEeICTaBUTENb HE YMEET
WM HE MOXKET YMTaTh, MPUCYTCTBYET BO BpeMs MOJTYYEHUs] UH(POPMHUPOBAHHOTO
corjacusi, a TaKKe 3aUUTHIBAET TEKCT MH(GOPMHUPOBAHHOTO COTJIACHS U JIIOOBIE
JpyTU€ MPEe0CTaBIIEMbIE CYOBEKTY UCCIICI0BaHUS MUChbMEHHbBIE MaTepUaIbI.

1.44. HemHTEepBEeHIIMOHHOE ucciaenoBanue (non-interventional study):
KIIMHUYECKOE U3YUYEHHE, HE SIBISIONICECS KIMHUYECKUM HCCIIEI0BAHUEM,;

1.45. HenmpeaBuaeHHAasi HexKejlaTedbHasi peaxkuusi (unexpected adverse
drug reaction): HexenaTenbHas peakKiys, XapakTep, CTEMEHb TSHKECTH MM UCXOT
KOTOPOM HE COOTBETCTBYET MH(GOpPMAIIUK B JEHCTBYIOIIEH O0IIel XapaKTepUCTUKE
JIEKapCTBEHHOTO  Tpemapara Jubo B Opoirope  UcCiemoBarens IS

HC3apCTUCTPUPOBAHHOI'O JICKAPCTBCHHOI'O IIPCIIapara.
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1.46. HecoBepuIeHHOJIETHMII (Minor): CyOBEKT, KOTOPHIA, B COOTBETCTBUH
C 3aKOHOJIaTE€IbCTBOM BOBJICUEHHOI'O B MCCIE€I0BaHUE rocyaapcTBa-uieHa Coro3a,
HE JOCTUI BO3pacTa Jayd HWHOOPMUPOBAHHOIO COIJIACHS HA 3aKOHHBIX
OCHOBAHWSIX.

1.47. HopMaTHBHbIE TpeOOBaHMS (applicable regulatory
requirement(s)): Bce 3akoHBI U MMO/I3aKOHHBIC AKTHI, PETYJIUPYIOIIHE TPOBEICHIE
KIIMHAYECKUX UCCIICIOBAHUNA NCCIEAYEMBIX MPETapaToB.

1.48. oGecneuenue kadectBa (quality assurance; QA): COBOKYIHOCTb
CUCTEMATUYCCKUX U TUTAHOMEPHBIX JCHCTBUI, KOTOPHIE MMEIOT IETBI0 00CCIICUHTh
COOTBETCTBHE MPOBEJCHUSI UCCIEAOBAaHMs, cOOpa, PETUCTPAILIMU U TIPEICTABICHUS
JTAHHBIX HAJICKAIEH KITMHUIECKON PAKTUKE W HOPMATHUBHBIM TPEOOBAHUSIM.

1.49. opranm3anus MeauuuHckas (institution (medical)): MemunmaCKas
OpraHu3aiysi BHE 3aBUCUMOCTH OT €€ OpraHM3allOHHO-TIPaBOBOUM (OpMBI, TIie
MPOBOJUTCS KIMHWYECKOE WCCIICIOBaHWe, WMEIOIIas IMpPaBO Ha TIPOBEICHUE
KJIIMHAYECKUX UCCIICTOBAHUM.

1.50. opurnnanbHbie MeauuuHckue 3anucu (original medical record):
CM. TepMUH «IIepBUYHAs qokyMeHTarms» (1.55.).

1.51. ocHoBHbIe J0KyMeHTHI (essential documents): JIoKyMeHTHI,
KOTOPBIE B COBOKYITHOCTH WJIA TIO OTAEJIBHOCTH TIIO3BOJIAIOT OIEHUTH XOJT
KIIMHAYECKOTO HWCCJICAOBAHMS M KA4eCTBO IMONYYCHHBIX MAHHBIX (CM. pasmen 8
HACTOSIIUX MTPABHJI).

1.52. oryer MmoHuTOpa (monitoring report): IluceMeHHBI oOTYeT
MOHHUTOpA CIIOHCOPY TOCIIE Ka)XJI0r0 BU3UTA B MCCIEAOBATEIBLCKUI LIEHTP W/WIN
KOHTaKTa C UCCIE0BATENIIMU B COOTBETCTBHH CO CTAaHAAPTHBIMU OTIEPAIIMOHHBIMU
nporeaypamu (COII) crioncopa.

1.53. otuer 00 ayaute (audit report): IlucemeHnHoe 3akiOueHUE
ayJIuTOpa CIIOHCOpa O pe3yabTaTax ayauTa.

1.54. oTyeT 0 KJIMHHYECKOM HcciaenoBaHumn/ucnbiTanuu (clinical
trial/study report): Omnwucanne B nHCbMEHHOW (opMe  KIMHHYECKOTO

UCCJIEI0BAHMUSI, PEJCTABICHHOE B (hopMaTe, MO3BOJISIONIEM OCYIIECTBIIATD JIETKUN
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MIOMCK, COCTaBJIEHHOE B cOOTBeTCTBUU ¢ [Ipunoxxenuem 1 k Hacrosmum [IpaBunam
u paznenom 5 yactu | Ipunoxenus 1 x [IpaBunam peructpanuu M 3KCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB Ha TeppuTopur EBpazuiickoro sKOHOMHUYECKOTO COr03a
IIPU CONPOBOKICHUU 3asBICHUS HA PETUCTPALIMIO.

1.55. nepBuuHasi aoxkymeHTauusi (source documents): VcxoaHbie
JIOKYMEHTBI, JTaHHBIE W 3aMUCH (HampuMmep, UCTOpUM OO0JIe3HH, aMOyJIaTOpPHBIC
KapThl, Ja0OpAaTOpHBIC 3alKCH, 3aMETKH, JHEBHHKU CYOBEKTOB HCCIEIOBaHUS,
BOIIPOCHUKH, JKypHaJlbl BbIJAYM MEIUKAMEHTOB, 3alHCH aBTOMAaTUYECKHX
YCTPOUCTB, BepU(DUIMPOBAHHBIE U 3aBEPEHHbIC KOMWUU WM  BBIINUCKH,
MUKpoduiy, ¢GOTOHEraTUBbI, MHUKPOIUICHKM WJIM MarHUTHbIE HOCHTEIH,
PEHTI€HOBCKME CHUMKH, JIIOOBIE 3aMMCH, OTHOCAIIMECA K MAllMEHTY, B TOM YHCIIE
XpaHsIIHecss B anTeke, J1abopaTopusix M OTAEIEHUSX HMHCTPYMEHTAIbHOU
JTMArHOCTUKH, UCTIOJIh3YEMBIX B KIIMHUYECKOM UCCIIEOBAHUN ).

1.56. nepBuuHble JgaHHbIe (source data): Bcs  uHpOpMmarus,
COZIepKalllasACsi B OPUTMHAIBHBIX MEIUIMHCKUX 3alUCAX MU UX 3aBEPECHHBIX
KOIUSAX, ONMUCKHIBAIOIIAs PE3yIbTaThl KIMHUYECKUX HAOII0IeHU, 00CIeI0BaHUN U
JIpPYrol  JESTeNbHOCTH, MO3BOJSIOIIAs  BOCCO3AAaTh  XOJ  KIMHUYECKOIO
UCCIIEIOBaHUSI M OLICHUTH €ro. llepBUYHBIE AaHHBIE COAEPIKATCS B MEPBUYHOU
JOKyMEHTaIuu (TOJIMHHUKAX WUJIU UX 3aBEPEHHBIX KOMUSX).

1.57. mompaBka k nmporokoJy (protocol amendment): OpopmieHHoe B
NUCbMEHHOM BHJE ONHCAHWE W3MEHEHUM WM COOOIIEHHE O BHOCHMBIX
WU3MEHEHUSX WM OPUIMATBHOE Pa3bICHEHHUE MPOTOKOJIA.

1.58. mpenapat cpaBHenusi (comparator (product)): Uccrneayemsiii nimm
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Tpenapar (T.€. aKTUBHBIA KOHTPOJIb) JTUOO
mane0o, UCIoJIb3yeMbIi(0€) KaKk KOHTPOJIb B KIIMHUYECKOM HCCIIC0OBaHUU.

1.59. mpuocTaHOBKAa KJIMHMYECKOro wucciexoBanus (suspension of a
clinical trial): mnonumaercs mpekpalieHue TPOBEACHUS  KIMHUYECKOTO
MCCIIEIOBAHUS CTPAHOU-UIICHOM.

1.60. mpou3BoacTBo (manufacturing): B pamkax nactosmux [IpaBumm —

IMMOJHOC UJIM YaCTUYHOC IMTPOU3BOACTBO UCCICAYCMOI'0O JICKAPCTBECHHOI'O ITpCIiapara,
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a TaKKe pa3M4YHbIE IPOLIECCHl €ro pa3leieHHsl, YNaKOBKM W MapKUPOBKHU
(BKJIFOYAsT OCJICTUICHHE).

1.61. mpomexXyTOYHBI OTYET 0 KIMHUYECKOM HMCCJIEI0BAHMM/MCTIBITAHNU
(interim clinical trial/study report): OTyer 0 MPOMEXYTOUHBIX pE3YyNIbTaTaX U MX
OLIEHKE, OCHOBAaHHBIN Ha MPOBEACHHOM B XOJI€ KIIMHUYECKOTO MCCIIEIOBAHUS aHAIIN3E
JTAHHBIX.

1.62. mpoTokoa KJAMHHYecKOro wucciaemxoBanusi (protocol): JlokymeHr,
OMMCHIBAIOIINKN 1€, AW3ailH, METOHOJOTHUI0, CTAaTUCTUYECKUE METOJbl U
OpraHu3alyio HccieqoBaHusa. [IoMUMO 3TOro MPOTOKOJA OOBIYHO COAEPHKHUT
IIOJlyYEHHBIE paHee JaHHble W OOOCHOBaHME MCCIEAOBAaHUA, OJHAKO 3Ta
uH(popMauss MOXKET ObITh MPEICTaBIE€HA U B APYIHX JOKYMEHTaX, Ha KOTOpbIE
CCBUIAETCS MPOTOKON HccienoBanus. [IpumenutensHo K Hactosmmm [IpaBunam
TEPMUH «IPOTOKOJI» MOJIPA3yMEBAECT KaK BCE MOCIEAYIOIIME BEPCHUHM IPOTOKOJIA
WCCJIEIOBAHMUSI, TaK U MOMPABKHU K HEMY.

1.63. mpsimoii noctyn (direct access): PasperieHue Ha M3ydeHuUe, aHAIN3,
MPOBEPKY M KOMHUPOBAHUE JIFOOBIX 3aMUCEN U OTYETOB, HEOOXOAMMBIX JIJIsi OLIEHKH
KJIIMHUYECKOT0 HccienoBaHusd. Jluila, uMerolmuye MpaBo MOpPSIMOro JoCTyna
(HampuMep, MPeICTABUTENN HAIMOHAIBHBIX WJIM WHOCTPAHHBIX YIOJIHOMOYEHHBIX
OpraHOB, MOHUTOPBI U AyAUTOPBI CIIOHCOPA), JOJKHBI MPUHUMATh BCE pa3yMHbIE
Mepbl A COONIOJEHUST  HOPMATUBHBIX  TpeOOBaHMWA 1O  3alUTe
KOH(DHUICHIIUATBHOCTH ~ WHGOpPMAIMKM,  TO3BOJSIONMIEH  UACHTU(DHUIIMPOBATH
CyOBEKTOB, U MHPOpMAIINH, TPUHAJICKAIIIEH CIOHCOPY.

1.64. onoOpenne IJKcHePTHOrO coBeTa opranusauuu (approval (in
relation to Institutional Review Boards)): 3akirodenue, TpuHITOE DKCIEPTHBIM
coBeroM opranuzanuu (ICO), noareepkaaroniee GakT MPoBEACHUS IKCIEPTU3HI
KJIMHAYECKOI'O UCCIIENOBAHMS U SIBIIIOIICECS Pa3pEIIEHUEM Ha €ro MPOBEACHUE B
JAHHOW OpraHM3alli B COOTBETCTBUM C HMHCTpyKIUsMH DCO, HOPMATUBHBIMU
JOKYMEHTAMU MEIMLIMHCKOW OpraHu3alvy, a TaKXKe HAICKAIIEH KIMHUYECKOU

MPAKTUKOW ¥ HOPMATUBHBIMH TPEOOBAHHSIMHU.
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1.65. panpomm3aumsa  (randomization): Ilpoumecc  pacmpeneneHus
CyOBEKTOB HCCIIEIOBAaHUSI 10 TpyNnaM JIeYeHUs WM KOHTPOJS CIydalHbIM
00pa3oM, O3BOJISIFOIIUI CBECTH K MUHUMYMY CyOBEKTUBHOCTb.

1.66. panHee mpeKkpalleHHe KJIUHUYECKOro wucciaenoBanusi (early
termination of a clinical trial): [ocpounoe 3aBepilieHHE KIHHHYECKOIO
UCCIICIOBAHUSI MO JIIOOOW MpUYMHE 10 BBHINIOJTHEHUS YCJIOBUH, YKa3aHHBIX B
MPOTOKOJIE.

1.67. pyrunHasi kJuHuU4Yeckasi nmpaktuka (normal clinical practice):
Pexxum npuMeHEHHs, KOTOPOMY OOBIKHOBEHHO CIEAYIOT I JICUCHUS,
MPEIOTBPAICHUS WM TUATHOCTUKH 3a00JIEBAHMSI HIIM PACCTPOMCTBA.

1.68. ceprudmkar ayaura (audit certificate): JlokymeHT, cocTaBICHHBIN
ayIUTOPOM B MOATBEPXKIAEHUE (PaKkTa MPOBECHUS ayIUTA.

1.69. cepnbe3noe HexenareabHoe siBjeHue; CHS w/wim cepbe3nas
HexesnarenbHas peakuusi; CHP (serious adverse event; SAE or serious
adverse drug reaction; serious ADR): HexenareiapbHoe MEIUIIMHCKOE COOBITHE,
KOTOpO€ TMPUBOJUT K CMEPTH, MPEACTABISET YIrpo3y I IKU3HH, TpeOyeT
rOCOUTAIN3AIMY TAlMeHTa WA €€ MPOJJICHUS, MPUBOAUT K CTOWMKOW J1OO
BBHIPDOKEHHOW HETPYAOCIIOCOOHOCTH WM WMHBAIMIHOCTH, K BPOXKICHHBIM
aHOMAJIUsM WJIM MOPOKaM Pa3BUTHUA, TPEOYeT MEAUIIMHCKOTO BMENIaTeIhLCTBA NS
MpeAOTBPAICHUS PA3BUTHUS MMEPEUNCICHHBIX COCTOSIHUH.

1.70. caenoii Meroa/mackupoBka (blinding/masking): Meron, mnpu
MPUMEHEHUU KOTOPOTO OJHOW WM HECKOJIbKMM YYacTBYIOIIUM B KIMHUYECKOM
UCCJICIOBAHUM CTOPOHAM HEU3BECTHO, KaKoe JICYCHHE Ha3HAYeHO CYOBEKTY
uccienoBanus. [Ipocro ciieno METol NpeaycMaTpruBaeT HEOCBEIOMIEHHOCTD O
HAa3HAYEHHOM WM BHUJIC JICUCHUsS] CYOBEKTOB MCCJICJOBAHUS, B TO BpeMs Kak
JIBOMHOW  CJIETIOW METOJl TMOJpa3yMeBaeT HEOCBEIOMIICHHOCTh CYOBEKTOB
WCCIICIOBAHUSI, HCCIIeIOBATENIe, MOHUTOPOB U, B HEKOTOPBIX Ciyyasx, JIHII,
BBITIOJTHSFOIINX CTATUCTUYECKYIO 00pabOTKY JTaHHBIX.

1.71. cobuarogeHue TpeOoBaHMiI (NPUMEHUTEJBHO K KIMHUYECKHUM

ucciaenosanusam) (compliance (in relation to trials)): CnenoBanue Bcem
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CBS3aHHBIM C KJIMHUYECKUM HCCJICIOBAHMEM TPEOOBAaHUSM, HaJJIeKaIIEh
KJIIMHAYECKON MPAKTUKE U HOPMATUBHBIM TPEOOBAHUSIM.

1.72. comccienoBareib (subinvestigator): JIroboii YJIeH
HCCJIEOBATEILCKOTO  KOJJICKTHBA,  HAa3HAYCHHBIA  HWCCIeAoBaTelieM U
OCYUIIECTBIISIONIMN MO/ €ro KOHTPOJIEM 3HAYMMbIe MNPOUEAYPHl KIMHHUYECKOTO
WCCJICIOBAaHMSI B MCCIICIOBATEIBLCKOM IIEHTpe (HampuMep, WHTEPH, OPIUHATOD,
HAy4YHBIH COTPYIHUK). CM. TaKKe TEPMHH «uccienoarenby (1.21.).

1.73. cmoHcop (sponsor): dusuueckoe WIH OPUANYECKOE JIMIIO,
OTBEYAIOIINE 32 WHUIMAINIO, OPTaHU3aIi0 W oOecrnedeHne (UHAHCHUPOBAHUS
KJIIMHAYECKOTO UCCIIEOBaAHUSI.

1.74. cnmoHcop-ucciaenoBareb (Sponsor-investigator): Jlumo, koropoe
CaMOCTOSATEIILHO WJIM COBMECTHO C APYTHMH JHUIIAMU WHHUIMHPYET U TPOBOIUT
KJIIMHAYECKOE HCCIEA0BaHUE U IO/ HEMOCPEJICTBEHHBIM PYKOBOJICTBOM KOTOPOTO
UCCIIEyeMbIi Tipernapat 1100 Ha3HavyaroT, JU0O0 BhIAAIOT CYOBEKTY MCCIIEA0BaHuUS,
anbo mocneaHui npuHUMaeT ero. CHOHCOPOM-HCCIIENOBATEIeM MOKET OBbITh
TOJIbKO (u3znueckoe auio. OOsS3aHHOCTU CIIOHCOPA-HUCCIEAOBATENs BKIIOYAIOT B
ce0s1 00sI3aHHOCTH KaK CIIOHCOpA, TaK M UCCIIe0BaTesl.

1.75. cranpaptHble onepaunoHnbie mnpouenypni; COII  (standard
operating procedures; SOPs): IloapoOHbie NHCHMEHHBIE HWHCTPYKIIHH,
NpeIHAa3HAYCHHBIC I JOCTIDKCHHMSI CSAMHOOOpa3us TP OCYIIECTBICHUHU
OIPEJICIICHHOUN AEATEIbHOCTH.

1.76. cy0beKkT/cy0ObeKT HCCIIe0BAHMS (subject/trial subject):
®duznyeckoe JMI0, YYAaCTBYIOIIEE B KIMHUYECKOM HCCIIEIOBAHUU B COCTaBe
IPYNIBI, MOMyYalolmed UCCIeayeMblil mpemnapar, JM00 B COCTaBe KOHTPOJIHHOU
TPYIIIBI.

1.77. cymecrBenHas mnonpaBka (substantial modification): Jlro6oe
W3MCHCHHUE JIFOOOTO acleKTa KIMHWYECKOTO WCCIIEIOBAaHUs, OCYIIECTBICHHOE
MOCJIC TIOJTYYEHUs pa3penieHus YMOJHOMOUYEHHOTO OpraHa rocyJapcTBa-d4JIeHa

Coro3a Ha ero MMPOBCACHUC, U KOTOPOC, BCPOATHCC BCCIO, OKAKCT CYIICCTBCHHOC
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BIMSIHUE Ha O€30MacHOCTh WJIM TpaBa CyObEKTOB, WMJIM Ha HAJSKHOCTh U
JIOCTOBEPHOCTbH JIAHHBIX, MOJYYEHHBIX B KIIMHUYECKOM HCCIIEIOBAaHUMU.

1.78. ynoanomouyenubie opranbl (regulatory authorities): Opranbi,
o0aiarole IpaBoM OCYIIECTBIATh PEryIupyromue QyHKIuU. [[puMeHuTeNnbHO
K HacTOSIIIEMY CTaHJApPTy TEPMHUH «YIOJHOMOYEHHbBIE OpraHbl» BKIIIOYAET B ce0s
WHCTAaHLMU,  YIOOJHOMOYEHHBIE  paccMaTpuBaTh  MPEIOCTaBICHHBIE UM
KJIMHUYECKHE JaHHbBIE, a Takke MpoBOAUTh MHcHekiuu (cMm. 1.19.). Ot oprans
TaK)K€ MHOT/Ia Ha3bIBAIOT KOMIIETEHTHBIMU OpraHaMH.

1.79. ysi3BuMble cy0beKThl uccieaoBanus (vulnerable subjects): Jluna,
Ha Yb€ JKEJIAHUE Y4YaCTBOBAaTh B KJIMHMYECKOM HCCIIEIOBAHUM MOXKET OKa3aTb
Ype3MEPHOE BIUSHHUE OXKUJlaHHE (0OOCHOBaAaHHOE WJIM HEOOOCHOBAHHOE) TEX WIIU
WHBIX TPEUMYILIECTB, CBSA3aHHBIX C YYAaCTHEM B HCCIEAOBAHUM, WM CAHKIUU
BBIIIECTOSIINX B HEPAPXHH JIHI[ B CITydae OTKA3a OT yUaCTHs .

1.80. Dxcneprublii coBet opranuzamun; ICO (Institutional Review Board;
IRB): He3zaBucuMelii opraH, COCTOSIIIMEN W3 JIMII, paOOTaOIIUX B 00JaCTH MEAUIIUHEI,
B TOM YHWCIIE HAy4yHOW, a TaKKe HE OTHOCSIIMXCA K MEIULMHE CIEUUAIbHOCTEH,
KOTOpBIA 00ecreunBaeT 3allUTy MpaB, OE30MacHOCTH W OJaronoiay4usi CyObEeKTOB
UCCIIENIOBAHUSL U TPEAOCTABISET OOILECTBEHHYIO T'apaHTUIO TAKOW 3alUThl, B TOM
yuciae IyTeM PACCMOTPEHMs, ONOOpPEHMS/BbIIAUM 3aKIIOYEHUST MO IMPOTOKOITY
UCCIIEIOBaHUsI U TOMpaBKaM K HEMY, a TaKkKe MarepuaiaM U MeToJamM, KOTOpbIe
OpeNNoNaraeTcss  WUCHONb30BaTh Uil MOMYYEHUs] U JOKYMEHTHUPOBAaHMS
MHPOPMUPOBAHHOTO  comlacusg CyObEeKTOB — McciefoBaHus. JlaHHbII — TepMHH
NPUMEHSIETCS. B OTHOIICHMM KIMHUYECKUX MCCIIENA0BAHUM, BBIOJIHEHHBIX Ha

TCPPUTOPUU CTpaH, HC UMCIOIIUX MHCTUTYTA HezaBuUCHMBIX ASTMYECKUX KOMUTETOB.

2 K YA3BUMBIM Cy6’beKTaM HCCICA0BaHUA OTHOCATCA YyYalIUMECs BBICHIMX W CPEAHUX MCECIAUIMUHCKUX,
@apMaHeBTI/I‘-IeCKI/IX N CTOMATOJIOT'MYCCKUX y‘-Ie6HI)IX SaBeI[eHHfI, MJ'IaJIIHI/Iﬁ NepCcoHal KIIMHHUK M
naboparopui, ciayxamue (papMaleBTHUYECKUX KOMIIAHWN, BOSHHOCTYXAIME W 3aKIIOYCHHBIE, a TaKKe
OTHOCSTCSI OOJIBHBIC, CTPaJIAIOIINe HEU3JIEYHMMBIMU 3a00JIeBaHHUSAMY, JIMIA, HAXOMAILIUECS B JAOMaxX IO
yxoxy, maimooOecrieueHHbIe W 0e3pa0oTHBIC, IMAIMEHTHI, HAXOISIIMECS B HEOTIOKHOM COCTOSHUH,
MMpEACTAaBUTCIIM HALIMOHAJIbHBIX MCHBIINHCTB, 663)10MHLIC, 6p0[[$IFI/I, 6e)KeHHLI, HECOBCPUICHHOJIETHUC U
JIUIIA, HAXO/ISIIUECS IO/ OTIEKOW WIIM TIOTIEYUTEIHCTBOM, a TAKXKe JIUI[A, HECTIOCOOHBIE JaTh COTJIacHe.
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2. MPUHIUIIBI HAJVIEXKAINEN KJIMHUYECKOM TPAKTUKH

2.1. Knuauueckue uccienoBaHus JOKHBI MPOBOJAUTHCS B COOTBETCTBUU C
OTUYECKUMU TPUHIMIIAMH, 3aJ0KCHHBIMU XEJIbCUHKCKON Aekiapannein BMA u
OTPaXEHHBIMH B HACTOSIIMX MPAaBWIAX U HOPMATHUBHBIX TPEOOBAHUSX.

2.2. Jlo wHavanma WCCIEAOBAaHMA JOJDKHA OBITh TIPOBEACHA OICHKA
COOTHOUICHHSI TMPEABUANMOro (MpencKka3yeMoro) pucka © HEyIZoOCTB ¢
OKHJIaeMOM TOoJIb30H JuIsi cyObekTa uccienoBaHus U obmiectBa. HMccnegoBanue
MOKET OBITh HA4YaTO M MPOAOIKEHO TOJBKO B TOM CIy4yae, €Cli OXKHuaaeMmas
I10JIb3a OIIPABJIBIBAET PUCK.

2.3. IlpaBa, Oe30omacHOCT, M OJyiaronoiayyue CyOBEKTOB HCCIEAOBAHUS
UMEIOT MEPBOCTENEHHOE 3HAYEHWE M JOJDKHBI MPEBAJIUPOBATH HAJ WHTEpPECAaMU
HAyKHU U 00IIEecTRa.

2.4. Nndopmanusa (DOKIMHUYECKAss M KIMHUYECKas) o0 HcCleqyeMoM
npenapare J0JDKHA ObITh JOCTATOYHOW [UIsi OOOCHOBAHUS IPEIOJAaracéMoro
KJIIMHAYECKOIO UCCIIEA0BaHUS.

2.5. KiimHnyeckue uccneoBaHus JOJKHBI OTBEYaTh HAyUYHbIM TpeOOBaHUAM
U OBITh YETKO U MOJPOOHO OMUCAHBI B IPOTOKOJIE.

2.6. KnuHnueckoe MCCleqOBaHUE JOJKHO MPOBOJUTHCA B COOTBETCTBUU C
MIPOTOKOJIOM, pa3pelIeHHBIM/0JIOOPEHHBIM OKCHEPTHBIM COBETOM OpraHU3aluu
(3CO)/HezaBucumbim sTueckuM komuteroMm (HIOK).

2.7. OTBETCTBEHHOCTb 32 OKA3bIBAEMYIO CYOBEKTY MEIUIIMHCKYIO TOMOILb U
IIPUHATUE PEIICHNI MEIUIMHCKOIO XapaKkTepa HECET Bpay.

2.8. Bce npuBiekaeMble K IPOBEIECHUIO UCCIIEI0BAHUS JIMLA JTOJDKHBI UIMETh
COOTBETCTBYIOIIME OOpa3oBaHME, TOJATOTOBKY M OMNBIT JUISl  BBITOJHEHUS
BO3JIO’)KCHHBIX HAa HUX 3a]1a4.

2.9. J1o6poBosibHOE HHGOPMUPOBAHHOE COTJIACHE JIOJKHO OBITH MOJYYEHO Y
Ka)K0ro CyOBbeKTa 10 €ro BKIIOYSHHsSI B UCCIIEI0BAaHUE.

2.10. Bcro momydeHHYH0 B KIMHAYECKOM HCCJIEIOBAHUHM HWH(POPMAIIUIO

HEOOXOJIMMO PETUCTPUPOBATH, MEpeaaBaTh M XPaHUTh TaKUM 0Opa3oM, YTOOBI
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OBLTM 00ECTICYeHBl TOYHOCTh W TIPABIJIBHOCTD €€ MPEACTaBICHUS, HHTEPIPETAINH
1 BepuQpuKaIuu.

2.11. KoHduaeHIMaIbHOCTh 3alMCcel, MO3BOJISIONIUX HIACHTH(QHUIMPOBATH
CyOBEKTOB HCCIIENOBaHUs, JTOJDKHA ObITh OOecredeHa ¢ COONIOICHHEM TpaBa Ha
YaCTHYIO JKW3Hb W 3allUTy KOH(HUICHIIMAILHOCTA B COOTBETCTBHU C
HOPMAaTUBHBIMU TPEOOBAHUSIMH.

2.12. IIpou3BOACTBO M XPAHEHHE HCCIEAYEMBIX IIPENapaToB, a TaKKe
oOpallieHue ¢ HUMH HEO0OXOJMMO OCYIIECTBIISITH B COOTBETCTBHUU C IPaBUIAMHU
HaJJIeKallel Mpou3BOACTBEHHONW MpakTUKU. Mcciaegyembie npenaparbl TOTKHBI
MIPUMEHATHCA B COOTBETCTBUM C YTBEPKICHHBIM ITPOTOKOJIOM.

2.13. Jlna obOecriedeHUsT KadecTBa Ka)KIOIO acCIeKTa HCCICIOBAaHMS IODKHBI

OBITh BHCAPCHBI COOTBCTCTBYIOINEC CUCTCMbI U OIICPALMOHHBIC IPOUCIYPHI.

3. OKCHEPTHbBIN COBET OPTAHU3AIINN/HE3ABUCHUMBIN
STUYECKHUHU KOMUTET (3CO/HIK)

3.1. O0a3aHHOCTH.

3.1.1. DkcnepTHBI coBeT opranu3anuu/He3aBUcUMbI STHYECKUN KOMUTET
NpU3BaH 3allMINaTh [paBa, 0E€30MacHOCTb M OJaronojiyue BCEX CYOBEKTOB
uccienoBanus. VccnenoBanusaM ¢ yyacTUEM YS3BUMBIX CYOBEKTOB JOJIKHO OBITh
yACIeHO 0c000e¢ BHUMAHHE.

3.1.2. DCO/HOK pomkeH TOJYYHTh HA PACCMOTPEHHE CIICTYIOIIHEC
JIOKYMEHTHI:

- POTOKOJI UCCJIEIOBAHUSA/TIONIPaBKY (M) K TPOTOKOIY;

- MUCbMEHHYIO (OpMy MH(DOPMHUPOBAHHOI'O COTJIACHUS M €€ MOCIEAYIOIINe
penakiuu, mpearaeMble NCCiIeIoBaTeNIeM sl UCTIOIb30BaHUS B HCCIIECIOBAHUN;

- OmucaHWe [CWUCTBUM, HANpaBICHHBIX HAa TMPHUBICUYCHHE CYOBEKTOB K
YUYacCTHUIO B UCCIIEIOBaHUH (HAIpUMeEp, peKIaMHbIe OOBSBICHHUS);

- IMCbMEHHBIE MaTepUabl, KOTOpbIE OYAYT MPEIOCTaBIEHbI CYObEKTaM;

- OpOIIIOPY UCCIIENOBATENS;
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- U3BECTHYIO MH(OPMAITHIO, KaCAIOIIYIOCsS 0€30IMacHOCTH;

- KH(QOPMAIIUIO O BIIUIATAX U KOMIIEHCAIIUAX CYOBEKTaM UCCIIEIOBaAHUS;

- TEKYIIYI0 PeIaKiMio pe3tome ucciaemoparess (curriculum vitae) w/wmm
JIPYTUE MaTEPHUAIIbI, MTOATBEPKIAIOIINE €0 KBaTN(UKAITHIO;

- JII00BIE JIpyrue JOKYMEHTHI, KOoTopble MOTYT notpedoBathess DCO/HOK
JUTSI BBITIOJTHEHUS €r0 00S13aHHOCTEH.

OCO/HDK nomkeH paccMOTpPETh BOIPOC O MPOBEICHUU TMPEIaraeMoro
KJIIMHAYECKOT'O MCCJIEIOBAHMS B COOTBETCTBYIOIIME CPOKH U JaTh 3aKJIIOUECHHE B
MUCEMEHHOM BHUJE, YETKO HACHTUDUIIUPYS HCCIEJOBaHUE, PACCMOTPCHHBIE
JIOKYMEHTBI U JJaThl IPU BEIHECEHUH CJICTYIOIINX BO3MOXKHBIX PEIICHUM:

- 0700pEHMS/BBIIAYH 3aKTIOUEHUS Ha TTPOBEICHIE UCCIICIOBAHUS;

- TpeOOBaHMS O BHECCHUHM W3MEHEHUH, B TIPEICTABICHHYIO JOKYMEHTAITHUIO,
JI0 TOJTy4YeHUs: 000pEeHMS/BbIIaun 3aKII0UEHHUS Ha TPOBEICHUE UCCIIEIOBAHUS;

- 0TKa3a B 0JI00peHUN/BbIIaue 3aKII0YCHHS Ha TIPOBECHIE UCCIICIOBAHUS;

- OTMEHBI/IPUOCTAHOBKH  CJEJIAHHOTO paHee O0JI00peHUs/BBIIAHHOTO
3aKJIIOYEHUS Ha TIPOBEICHUE UCCIICIOBAHMUS.

3.1.3. DCO/HDK nomkeH OIEHHTh COOTBETCTBHEC KBATH(PUKAIINH
UCCJIeIOBATENs MPEAJIaraeMOMYy MCCIICIOBAaHUIO HA OCHOBAHUU TEKYIIEH peaKiiuu
pestome wuccienosarens (curriculum vitae) w/mnm Apyrod COOTBETCTBYIOLICH
JToKyMeHTaluu, 3anpoiiennoi 9CO/HOK.

3.1.4. DCO/HBOK nomkeH NEpUOTUYECKH paccMaTpuBaTh JTOKYMEHTAIIUIO
KQKJIOTO TEKYIIEro WCCIEAOBAHMS C YacTOTOM, 3aBUCSINEH OT CTENEHH pPHCKa,
KOTOpPOMY TIOJIBEPIatOTCs CyObEKThI UCCIIENOBAHMSI, HO HE PEKE OHOTO pasa B TO/I.

3.1.5. DCO/H3K wmoxer morpeboBath, 4TOOBI CyOBEKTaM HCCIIECIOBAHUS
noMuMo uHopManuu, ykazanHo B 1. 4.8.10., ObIM TPEIOCTABIICHBI
IOMOJIHUTEIIbHBIE CBEAEHUS 00 HcclieqoBanuu, eciu, mo Mmuenuro DCO/HDK, sto
HEOOXOJMMO JUISl 3allUTHI MPaB U 3I0POBbS CyOBEKTOB HMCCIICIOBAHUS, a TaKKe
JUTSl TApAHTUU UX 0€3011aCHOCTH.

3.1.6. B cnyuae, korna coryiacue Ha yyacTHe CyObeKTa B UCCIEeIOBaHUH, HE

CBSI3aHHOM C JICYCHHUEM, JIa€T €ro 3aKOHHBIM mpeacTtaButesb (cMm. mm. 4.8.12. u
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4.8.14.), DCO/HOK nmomxkeH yOemuThCs, YTO MPEIOCTABICHHBIN MPOTOKOJ W/WIH
JIpyrasi JOKyMEHTAalUsi TMOJHOCTBbIO OTpa)¥aeT KIMHUYECKUE BOIMPOCHL U
YIOBJIETBOPSIET COOTBETCTBYIOIIMM ASTHYECKUM U JACHCTBYIOIIUM HOPMATHUBHBIM
TpeOOBAHMM K MTOJOOHBIM KITMHUYECKUM UCCIICTOBAHUSIM.

3.1.7. B ciayyae eciau mpoOTOKOJI yKa3bIBaeT Ha HEBO3MOXKHOCTb MOJTYUYEHUS
corjacusi Ha ydacTHe B MCCIIEIOBAaHUU y CyOBEKTa WCCIECIOBAaHUS WIIN ero/ee
3aKOHHOTO mnpeacraBuTens (cMm. m. 4.8.15.) 10 MOMeHTa BKJIIOYEHHUS CYObEKTa B
uccieoBaHue (HampuMmep, MpU HEOTIOXHbIX cocTosiHUsAX), DCO/HOK nomken
yOeIUTHCSI B TOM, YTO TIPEIOCTABICHHBIN MPOTOKOJ W/WIN ApYyTras JOKyMEHTAIUS
MOJIHOCTBIO OTpakaeT  KJIMHUYECKHE BOTIPOCHI U YIOBJIETBOPSET
COOTBETCTBYIOIIUM JTHYECCKUM W JIEHCTBYIOIIUM HOPMATHBHBIM TPEOOBAHUSAM K
MOT00OHBIM KIIMHHYECKUM HCCIICTIOBAHUSM.

3.1.8. DCO/H3K paccmarpuBaeT pazMep M MOPSIAOK BBIIUIAT CYOBEKTY
HCCIICIOBAHUS, YTOOBI yoeauThCA B OTCYTCTBUU HEO0OOCHOBAHHOM
3aMHTEPECOBAHHOCTH WJIM TPUHYXKIACHUS CYOBEKTOB HCCieqoBaHus. Pazmep
BBIIJIAT CyObEKTaM MOXET OBITh MPOMOPIMOHAIEH MX YYaCTHIO B HCIIBITAHWUH, HO
JIOJDKEH HE 3aBHCETh HMCKITIOYMTEIBHO OT TOTO, 3aBEPIIMI CYOBEKT HCCIICIOBAHHE
MOJTHOCTBIO WJTH HET.

3.1.9. 5CO/H3K nomxkeH yoenuTbCs B TOM, YTO HH(POpMAIIHS, Kacaoascs
BBHITIJIAT CYOBEKTAM MCCIICOBAHUS, BKIIFOUAsi CIIOCOOBI, pa3Mep U MOPSIO0K BBITLIAT,
OTpak€Ha B MHChbMEHHON (opme HHDOPMUPOBAHHOTO COTJIACHS U B JIFOOBIX
JIPYTUX MPETOCTABISIEMBIX CyObeKkTaM MaTepuanax. J0mkHO OBITh yKa3aHO, KAaKUM
obOpa3om OyaeT onpeIesieH pa3Mep BhITLIaT.

3.2. CocrtaB, GyHKIIUU U TIOPAIOK PaOOTHI.

3.2.1. B coctaB DCO/HOK n0/pKHO BXOAWUTH JIOCTATOYHOE YHCIIO JIMII,
00JaaroMX B COBOKYITHOCTH HEOOXOMUMOM KBadu(UKAIMEH W OIBITOM IS
pPacCMOTpPEHHsSI W DKCIEPTHOW OIICHKHM HAayYHBIX, MEIUIMHCKHUX W STHYECKHX
aCMEKTOB IUIAHUPYEMOTO HWCCIIeoOBaHusA. PexomeHyeTcs BKIIOUEHHE B COCTaB
3CO/HBK:

a) HE MEHee IISITH YeJIOBEK,
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0) mo kpaiiHeil mepe, OJHOTO YeENOBEKa, HE CHEIHAIM3UPYIOIIErocs B
00J1aCTH HAYYHBIX HCCIICIOBAaHUH (eATEILHOCTH);

B) MO KpaiiHeW Mepe, OJHOTO YeJOBEKa, HE SBJISIOLIETOCS COTPYIHUKOM
METUITUHCKOTO YUPEKICHUS/UCCIEA0BATEILCKOTO IMIEHTPa B KOTOPOM TIPOBOIUTCS
UCCJIEIOBAHMUE.

Toneko unenst DCO/HOK, He sBisronuecs: COTpyTHUKAMUA HCCIEI0BATEIS
WM CIIOHCOpA HWCCJICOBAaHMS W HE HMCIOIIHNE JIMYHOW 3aWHTEPECOBAHHOCTH B
MPOBEICHUH KOHKPETHOTO KIMHUYECKOTO HCCIEOBaHUsl, MOTYT MPUHUMATH
y4acTHE€ B TOJIOCOBAHWUU/OOCYKICHUU BOTPOCOB, CBS3AaHHBIX C TMPOBEICHUEM
kimHuyeckoro uccaeaoanus. JCO/HIK nomkeHn BecTu nepedeHb CBOMX YICHOB
C YKa3aHHWEM UX KBTH(DHUKAINN.

3.2.2. ODCO/HOK nomkeH OCYIECTBISATh AEATEILHOCTh B COOTBETCTBHH C
JIOKyMEHTAJIbHO O(OPMIICHHBIMUA pPa0OYUMHU TPOIEAYpaMH, JAOKYMEHTHPOBATH
CBOI0 pPabOTy W BECTH MPOTOKOJBI 3acedaHuil. Ero aesaTeiabHOCTh JOJIKHA
COOTBETCTBOBATh HACTOSIIIMM TMpaBWIaM ¥  HOPMATHBHBIM  TpPEOOBaHUSIM
rocyaapctB-uieHoB Coro3a.

3.2.3. OCO/HOK mpuHHMaeT pemieHusi Ha OOBSIBICHHBIX 3acElaHUsX MPHU
HAJIMYUH KBOPYMa, OTIPEICIICHHOTO pabOuMMHU MPOIIeTypamMHu.

3.2.4. Tompko wumenst DOCO/HDOK, mnpuHMMAaBIIME HEMOCPEACTBEHHOES
ydacTHe B PACCMOTPEHHUM JOKYMEHTAIlMHd I10 HWCCIACAOBAHHMIO W OOCYKICHUH,
MOTYT Y4YacCTBOBaTb B T'OJIOCOBAaHMU/BBICKA3bIBATh CBOE MHEHHE W/WIIM JaBaTh
pPEKOMEHIAITNH.

3.2.5. HccnenoBaTtenb MOXET MNPEAOCTABIATh HHGOPMAIMIO TIO JIFOOBIM
acmeKTaM UCCJIEOBaHMs, HO HE MOXXET Yy4acTBOBAaTh B TIPEHUSX WM B
rojocoBanuu/BeipadoTke MHeHus DCO/HOK.

3.2.6. 3CO/HOK moxker nmpuberath K MOMOIIY HE3aBUCUMBIX SKCIIEPTOB 110
CIICITUATBHBIM BOIIPOCAM.

3.3. [Ipouenypsl.

OCO/HOK nomxken pa3paboTaTh, JOKYMEHTAILHO OGOPMHUTH M COOJIIOIATH

CTaHJapTHBIE pabodure MPOLIeAYPhI, perIaMEeHTUPYIOIINE:
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3.3.1. Ero cocraB (pamunuu 1 KBaau(UKalKO YWICHOB) U YUPEAUBIIUNA €T0
opraH.

3.3.2. Ilopsaok Ha3HauyeHUs 3acelaHHii, OMOBEUICHUS €ro 4YIEHOB O
IPEJICTOSIINX 3aCEIaHUsMX, a TAK)KEe OPraHU3aIUIO 3aCeJaHH.

3.33. Ilopsamox MOEpBUYHOIO W  MOCJIEAYIOIIETO0  PAcCMOTPEHUs
JIOKYMEHTAITUH TI0 UCCIIEOBAHUIO.

3.3.4. Ilepuogn4HOCTh MOCIEAYIOMIETO PACCMOTPEHUS JOKYMEHTAIUU 10
UCCJIEIOBAHMUIO.

3.3.5. Ilopsamox yCKOpPEHHOTO  pAacCMOTPEHHUS  JOKyMEHTAllUH, B
COOTBETCTBUM C HOPMATUBHBIMU TpeOOBaHUSAMHM, JUIsI OJIOOPEHUS/BBIIAYN
3aKJIFOUCHUS MPU HE3HAYMTEIHPHOM H3MEHEHHH(SIX) B TEKYIIHUX HCCIICIOBAHUSIX,
y>Ke moJiyduBIIux ogoOpenue/3akmouenne ICO/HIK.

3.3.6. HenonyctTuMOCTh BKJIIOUEHHUS CYOBEKTOB B HCCIEOBAHUE JIO TOTO,
kak DCO/HOK BwimacT mucbMEHHOE OJ00pEHME/3aKIIOUCHHE Ha MPOBEICHUE
UCCJICIOBAHUS.

3.3.7. HenomyCTUMOCTh OTKJIOHEHUN OT MPOTOKOJIA UM €r0 U3MEHEHHI 0e3
MIPEABAPUTEILHOTO TMMHUCHhbMEHHOTO OJOOPCHMSI/3aKITIOYCHHUS  COOTBETCTBYFOIIMX
nonpaBok ODCO/HOK, 3a wuckiIo4eHHMeM TeX Ciy4yaeB, KOorja W3MEHEHUs
HaIlpaBJICHBI HA YCTPAHEHHUE HETIOCPEICTBEHHON YTPO3bl CYOBEKTaM UCCIIEAOBAHMS
WM KOTJIa M3MEHEHUS KacaloTCs TOJBKO aJMHUHUCTPATHBHBIX W MaTepHAIbHO-
TEXHUYECKUX AaCEeKTOB HCCJEeJAOBaHMS (Hampumep, CMeHa MOHUTOpa(OB),
n3MeHeHue Homepa(oB) Tenedona) (cm. 4.5.2.).

3.3.8.  OOs3aHHOCTH  MCCIIEJIOBATENsl  HE3aMEMJIUTENBHO  COOOIIATh
OCO/HBK:

a) o0 OTKJIOHEHUSX OT TPOTOKOJIa WM M3MEHEHHUSX IMPOTOKOJIA,
MPOU3BEJCHHBIX JUIsl YCTPaHEHUs HEMOCPEACTBEHHOW YIPO3bl CYOBEKTaM
uccienoanus (cMm. . 3.3.7.,4.5.2.,4.5.4));

0) 00 W3MEHEHUWSX, YBEIWYMBAIOIIUX PHUCK A CYOBEKTOB W/WIH

CYIIIECTBEHHO BJIMSIONIMX Ha MpoBeacHue ucciaenoBanus (cm. m. 4.10.2.);
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B) 000 BCEX HEMPEIBUICHHBIX CEPHE3HBIX HEKEIATEIbHBIX JIEKAPCTBEHHBIX
peaKkiusx;

I') O HOBBIX JIaHHBIX, KOTOPbIE MOTYT CBHUJETEIHCTBOBATH O BO3PACTAHHUU
pHUCKa ISl CYOBEKTOB WIJIM HEOJArOMPHUSATHO TOBIIUATH HA X0 UCCIICTOBAHMS.

3.3.9. OOs3angHoctsr DCO/HDOK He3aMeUIMTEIbHO B IIMCBMEHHOM BHJIE
COOOIIATh MCCIICIOBATEIIO/METUITMHCKOMY YUPEKICHUTO!

a) O CBOMX PEIICHUIX/3aKITIOYCHUIX, KACAIOIITUXCSI HCCIICTIOBAHUS;

0) 0 MpuUYMHAX IPUHATHS PEIICHUM/3aKTI0UEeHUH;

B) 0 mopsiake (Tporeaypax) 00KaJIoBaHUs PEIICHUI/3aKTIOYCHUH.

3.4. JlokymMeHTalusl.

OCO/HOK  nmomkeH  XpaHUTh  OTHOCAINYIOCS K HCCIEIOBAaHUIO
JOKYMEHTAIMI0 (B YaCTHOCTH, IUCHMEHHBIEC MPOLEAYpPhl, MEPEUYHU UJICHOB C
yKa3aHUEM poja JeATeIbHOCTH U MecTa paloThl, MPEACTaBICHHbIE Ha
pacCMOTpPEHUE JOKYMEHTBI, IPOTOKOJIBI 3aCE€IaHuil M KOPPECIOHJICHIINIO) B
TEUEHHUE HE MEHEE 3 JIET MOCJIE 3aBEPIICHUS NCCIIEIOBAHNS U MTPEAOCTABIATh €€ MO
TpeOOBaHMIO  YIOJIHOMOYEHHBIX  opraHoB.  MccriemoBarenu, — CIOHCOD,
YIOJHOMOYEHHbIE opraHbl MoryT 3amnpamuBate y DCO/HOK ero mpouenypst u

IICPCUYHU YJICHOB.
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4. UCCJIIEAOBATEJIb

4.1. KBanudukaimus u 00s13aTesIbCTBA UCCISI0BATEIIS.

4.1.1. HccnenoBarenb JOKEH UMETh COOTBETCTBYIOIIYIO KBaIH(pUKAIHUIO,
oOpa3zoBaHue, NPOGECCUOHANBHYIO MOATOTOBKY M OIBIT, IO3BOJIAIONIME EMY
MPUHATH Ha Cce0s OTBETCTBEHHOCTh 3a HaJyieXKalllee MPOBEICHUE KIMHUYECKOTO
ucciaenoBanusi. Kpamudukamums  wcciemoBaTens  JIODKHA — COOTBETCTBOBATH
JEUCTBYIOIIUM HOPMATUBHBIM TPEOOBAHUSIM U MOATBEPKIATHCSA TEKYIIUM PE3IOMe
(curriculum vitae) w/mam JApPyrUMU  JAOKYMEHTaMH, KOTOPBIE MOTYT OBITh
3amnporiensl cioHcopom, JCO/HIK w/unm ynoJiHOMOYEHHBIMU OpTraHaMHU.

4.1.2. UccnenoBarenb JOJDKEH BHUMATEIBHO O3HAKOMHUTHCS C TIPABUIAMH
HaJJIeKAIIEro MPUMEHEHUS UCCIIeAyEeMOro mpenapara, u3JI0KEHHBIM B IPOTOKOJIE,
TEKyllleW penakuuu bpolropsl HcclieoBaTelis, UHCTPYKIUU [0 MPUMEHEHUIO
npenapara u Jpyrux UICTOUHHKAX WH(OpMalnu, Npe10CTaBICHHBIX CIIOHCOPOM.

4.1.3. UccnenoBarens AOMHKEH 3HATh M COOJIIOATh HACTOSIINE MpaBUiia U
HOPMATHUBHBIE TPEOOBAHMUSI.

4.1.4. VccnenoBarenb/MeAUIIMHCKAsT OpTraHU3allnsl TOKHBI COJICHCTBOBATD
MPOBEICHUI0 MOHUTOPWHTAa W ayJWTa CIOHCOPOM, a TaKKe WHCIEKIUsIM
YIOJITHOMOUYEHHBIX OPTaHOB.

4.1.5. UccnenoBatenb JOJDKEH BECTH MEPEUCHb 00J1a1alolMX HE0OX0IMMON
KBATM(PUKALUEH JIUII, KOTOPHIE MO0 €r0 MOPYUCHHUIO OCYIIECTBIISAIOT ONPEEICHHYIO
NEATEeIbHOCTh B PaMKaX UCCIICIOBAHMUS.

4.2. COOTBETCTBYIOIIHNE PECYPCHI.

4.2.1. HUccnenoBatenb A0JKEeH OBITh CIOCOOCH MPOJAEMOHCTPUPOBATH
(HanpuMep, Ha OCHOBAaHUU PETPOCHEKTUBHBIX JAHHBIX) BO3MOXHOCTh Habopa B
TE€YEHUE OTOBOPEHHOTO MEPHO/Ia TPEOYEMOro KOJTUYECTBA MOIXOIAIINX CyOBEKTOB
HCCIIEIOBAHUSI, COOTBETCTBYIOIIUX KPUTEPUSIM OTOOpA.

4.2.2. Uccnenoarenb AOMKEH HUMETh JIOCTATOYHOE KOJUYECTBO BPEMEHHU,
9TOOBI HAJJICKAIUM 00pa30M IMPOBECTH WM 3aBEPIINTHh HUCCIEIOBAHUE B TEUCHUE

OIrOBOPCHHOTIO IICpuoga.
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4.2.3. HccnenoBatennb AOJKEH pacoyiaratb JAOCTaTOYHBIM KOJIMYECTBOM
KBATM(PUIIUPOBAHHBIX COTPYAHUKOB M MaTE€pHATIBbHBIX PECypcoB (IMOMELIEHUS,
o0opyZ0BaHME) B TEPHUOJ HUCCIECAOBAHMS JJIA TOTO, 4YTOOBI MPOBECTU OTO
UCCIIETIOBAaHUE HAJICKAIIUM U O€30MacHbIM 00pa3oM.

4.2.4. ViccnenoBaTenb OTBEYAET 3a TO, YTOOBI BCE 3aHSATHIC B KIIMHUYECKOM
UCCIICIOBAaHUM COTPYJHUKH OBUIM XOpOIIO 3HAKOMBI C TPOTOKOJIOM |
uHpopmarmert 006 HcciIeTyeMoM TperapaTre, a TakKe CO CBOMMHU (DYHKIMSAMHU U
00s13aHHOCTSIMU.

4.3. Okazanue MEIUITMHCKON TTOMOIIY CyOBEKTaM HCCIICIOBAHUSI.

4.3.1. SBnsrommiics McciaeaoBaTeleM HIM COMCCIIEIOBATEIEM Bpad HECET
OTBETCTBEHHOCTh 3a BCE MPHUHUMAEMbIE B paMKaxX HCCICIOBAHUS pPEIICHUS
MEIUIUHCKOIO XapaKTepa.

43.2. Bo BpeMs M MO 3aBEpIICHUM Y4acTHs CyObeKkTa B HCCIEIOBAaHUU
UCCIIEIOBATENb/MEAULIMHCKOE YUPEKACHNUE JOIDKHBI 00ECHIEUNTh OKa3aHHE CYObEKTY
HEOOXOMMOM MEIUIIMHCKON IOMOLIH B CIIydae JIF0ObIX CB3aHHBIX C UCCIIEIOBAaHUEM
HEKENAaTeNbHBIX  SIBICHUM, BKJIIOYas  KIMHUYECKU  3HAYUMbIE  WM3MEHEHUs
Ja0opaTopHbIX Mokazareneil. MccnenoBarenb/MEAUIIMHCKOE YUPEXKICHUE O0s3aHbI
UHPOpPMUpPOBATH  CyOBEKTa O  CTAaBIUMX  W3BECTHBIMM  MCCIIEAOBATEIIIO
UHTEPKYPPEHTHBIX 3a00JIEBAHUAX, TPEOYIOIMX MEAUIIMHCKON TTOMOIITH.

4.3.3. WccnenoBatento peKOMEHIYETCsSl COOOIIMTH JIeHalleMy Bpady, €CiH
TAKOBOI uMeeTcs,, 00 ydacTuu CyObeKTa B HCCIIEIOBAaHUM IPU YCIOBHUH, YTO
CyOBEKT HE BO3pakaeT NPOTHUB MHPOPMHUPOBAHUS JIEUALEro Bpaya.

4.3.4. Xots cyOBeKT HE 00s3aH cOOOIATh O MPUYMHAX, MTOOYAUBIINX €ro
JIOCPOYHO TPEKpaTUTh Y4acTHE€ B HCCIEAOBAHUHU, HCCIEAOBATENb JOJDKEH
TIOTIBITATHCSI YCTAHOBHUTH 3TH MPHUUYMHBI, TIPOSBIISAS MPU ITOM TMOJHOE YBaXXEHHUE K
npaBaM CyOBbeKTa.

4.4. Kontaktsl ¢ 9CO/HOK.

4.4.1. Ilepen TeM Kak Ha4aTh UCCIACIOBAHUE, MCCIIECIOBATEIIb/MEIUIIMHCKOE
yUpexXJIeHUe JOJKHBI HOJTyYUTh MUCHbMEHHOE U JaTUPOBAHHOE

onoopenue/3akmoueHne ICO/HOK mnpoTokona wuccnenoBaHusi, MNUChbMEHHOU
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dbopmbl MHOOPMUPOBAHHOTO COTJIACHS M €€ TOCICAYIONNX peaaKiuid, Mep,
HalpaBIICHHBIX HA TMPHUBJICYCHHE CYOBEKTOB K YYacTHIO B HCCJIECIOBAaHUU
(HampuMep, PpEeKJIaMHBIX OOBSBICHHI), © JIOOBIX JPYTMX IMHCHBMEHHBIX
MaTepHaIOB, KOTOPHIE TIPEIOIAraeTCs MPEI0CTABUTh CYOHEKTaM.

4.42. Bmecte ¢ JOpyrUMU JOKYMEHTaMHU WCCIIEA0BATEIh/MEIUIIMHCKOE
yupexaenue nomkHbl  mpenoctaButh JCO/HOK  mocnmeanHroo  pegakiuio
Opomrropsl uccienoBatens. Eciam Opomrtopy mcciaeoBaTens JOMOMHSIIOT B XOC
WCCJICIOBAHMSI, UCCIICIOBATENIb/METUITMHCKOE YUpPEKICHUE 00sI3aHbI IPEIOCTABUTD
DCO/HOK HOBYO penakIuio OpOITIOpPhI KCCIEA0BATEIS.

4.4.3. B TeueHue ucCCIEIOBAHUS HCCIIEOBATEb/METUIIMHCKOE YUPEKICHHE
noJkHbI peoctaBiaTh JCO/HIOK Bee moanexaniyie pacCMOTPEHHUIO TOKYMEHTHI.

4.5. CobiroieHuE MPOTOKOJIA.

4.5.1. WccnemoBarelb/MEIUIIMHCKOE — YUPEXKICHUE JODKHBI  IIPOBOIUTH
WCCTICIOBAaHNE B COOTBETCTBUH C IMPOTOKOJIIOM, COTJIACOBAHHBIM CO CIIOHCOPOM H, TIPH
HEOOXOJIMMOCTH, C YIOJIHOMOYEHHBIMUA OpraHaMH, W pa3pelieHHbIM/000pEHHBIM
OCO/HBOK. B mnoareepkaeHue JTOTOBOPEHHOCTH — HMCCIIEOBATENb/MEIUIIMTHCKOE
YUPEKICHUE U CIIOHCOP MOIHICHIBAIOT MMPOTOKOJT FJTH OTACTBHBIN JJOTOBOD.

4.5.2. VccnenoBarenb HE JTOJDKEH OTKJIOHSTHCS OT MPOTOKOJIA WJIM BHOCHUTH B
HETo M3MEHEHMs 0€3 corachs CIIOHCOpa W 0e3 MpeaBapUTEIIbHOTO PACCMOTPEHHS U
JOKYMEHTaJIbHO  0(OpMIIEHHOTO  on00peHus/Bbigaun  3akmoueHuss DCO/HOK
OTHOCHUTEJIbHO TOMPAaBKU K TPOTOKONY, KPOME TeX CIIydaeB, KOrjaa HEeOoOXOIMMO
YCTPaHWTh HETMOCPEICTBCHHYIO YIpO3y CYOBEKTaM HWCCICIOBaHUS WM KOT/a
W3MEHEHHUS KacaloTCs TOJBKO aJIMUHUCTPATUBHBIX WM TEXHUYECKUX aCIEKTOB
uccliienoBanus (HarpuMmep, 3aMeHa MOHUTOPA, U3MEHEHUE HOMepa Tene(oHa).

4.5.3. UccnenoBareiab WIM Ha3HAYEHHOE WM JIMIO JODKHO OOBICHATL U
JTOKYMEHTAIBHO 0(OPMIISATH JTHOOBIE OTKIIOHEHUS OT YTBEPXKIEHHOTO MTPOTOKOA.

4.5.4. UccnenoBaTenb MOXET OTKJIOHATHCS OT MPOTOKOJA WJIM BHOCUTH B
HEro W3MEHEHMs IS YCTPAHEHUS HEMOCPEJICTBEHHON YIpO3bl CyObeKTam
uccienoBaHus  0e3  MPeaBapUTEIIbHOTO  OJOOPEHUS/BBIIAYM  3aKITFOUCHUS

OCO/HOK. B kparuaiiiiiie CpOKM OMUCAHUE OTKJIOHCHUN WM HU3MEHEHHH C
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yKa3aHUEM WX TPUYUH U, TP HEOOXOJAMMOCTH, TpeJiaraeMble MOMPAaBKUA K
MPOTOKOITY JOJIKHBI ObITh HAPABJICHBI:

a) OCO/HOK miist paccMoTpeHus U 0100pEHUS/BbIIaUM 3aKIFOUCHUS;

0) COHCOpY TSl COTJIACOBAHUS C HUM;

B) YIIOJTHOMOYEHHBIM OpTraHaMm, eciii He0OX0IUMO.

4.6. Uccnenyemble npenapaTsl.

4.6.1. OTBETCTBEHHOCTb 3a y4Y€T HCCIEAYEMbIX IpernapaToB B
UCCJIEI0BATENLCKOM LIEHTPE BO3JI0KEHA HA UCCIIEI0BATENs/OpraHU3aIHIo.

4.6.2. Ecmu 510 pa3zpemeHo/TpedyeTcsi, HCCIeA0BaTENb/MEIUIIMHCKOE
yUpexIACHUE MOTYT/IOJDKHBI TepeaTh HEKOTOphle WM BCE OO0S3aHHOCTH
WCCJICIOBATEIIS/ METUIIMHCKOTO YUPEKIACHHUS 10 YUETy HCCICAYEMBIX IpenapaToB
B HCCJIEJIOBATEIbCKOM LEHTPE alnTeyHOMY pPabOTHUKY (IPOBH30pPY) WM HHOMY
JIUILY, TOAKOHTPOIBHOMY HCCIIEI0BATEINI0/MEAUITTHCKOMY YUPEKICHHUIO.

4.6.3. UccnenoBareib/MEIUITMHCKOE YUPEKIACHUE W/WIM alTeUHbIA paOOTHUK
(MpOBHU30P) WM WHOE YHOJHOMOYEHHOE UCCIeNnoBaTeIeM/OpraHu3alelt JIUIo
JOJDKHBI BECTH Y4Y€T IIOCTaBOK IIPEraparoB B HCCIENOBATEIbCKUNA LIEHTP, HUX
(aKTHYECKOTO KOJMUYECTBA B IIEHTPE, UCIOIB30BAaHUSI KKIbIM CYOBEKTOM, a TaKKe
BO3BpAaTa CIIOHCOPY JMO0 MHOTO PacCHOPsHKEHUSI HEUCIIOIh30BaHHBIMH TIPETIapaTamMH.
3amucu MO y4eTy JO/DKHBI BKIIOYAaTh B ce0S  JaTbl, KOJMYECTBO, HOMEpa
TapTH/Cepuii, CPOKU TOTHOCTH (T/I€ MPUMEHNMO) ¥ YHUKATLHBIC KOl UCCIISTyEeMbIX
npernapaTtoB U CyObEeKTOB uccienoBanus. MccnemoBarens ODKEH BECTH 3allvCH,
TIOATBEPKTAIOITNE, YTO CYOBCKTHI IONyYadd HWCCIEAyeMble TMpernaparbl B 032X,
MPEAYCMOTPEHHBIX TPOTOKOJIOM, B KOJMYECTBAX, COIIACYIOIIMXCS C OOIIMM
KOJIMYECTBOM HCCIIEyEMbIX TPENapaToB, MOIyYEeHHBIM OT CIIOHCOPA.

4.6.4. Hccrnenyemple mnpenaparbl CIEAYET XPaHUTh B COOTBETCTBUM C
UHCTPYKIMSAMU crnoHcopa (cMm. nm. 5.13.2. u 5.143.) U HOPMAaTUBHBIMU
TpeOOBAHUSIMU.

4.6.5. UccrnenoBarenb JODKEH 00€CMEUnTh, YTOOBI MCCIIEAyEMbIe Mpenaparhl

OBUIM MCIOJIB30BaHbI TOJILKO B COOTBETCTBHH C YTBCPKACHHBIM ITPOTOKOJIOM.
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4.6.6. UccrnenoBarens WM YIOJIHOMOYEHHOE HCCIIEIOBATEIIEM/METUITMHCKAM
YUPEXKICHUEM JIUIO JODKHO OOBSICHUTh KKIOMY CYOBEKTY IpaBWiia MPUMEHEHUS
UCCIIeTyEeMbIX MIPENapaToB U Yyepe3 NpueMIieMble HHTEPBAJIbI BpeMEHH (B 3aBUCMOCTHU
OT UCCJIEIOBAHUS) IPOBEPSTH COOMIONEHHE 3THX MHCTPYKIMN KaXKIbIM CyOBEKTOM.

4.7. PangomMu3anus U pacKpbITHE KOJIa.

HccnenoBaTens MOMMKEH COONIONATh MPEIyCMOTPEHHYIO B HCCIEIOBAaHUU
METOJIMKY PaHJAOMHU3AlIMH, €CIIH TaKOBasi UMEETCs, U 00ECIEUUTh PACKPBITHE KOJa
TOJIBKO B COOTBETCTBUHU C MPOTOKOJIOM. Ecnu uccienoBanrie mpoBOJUTCS CIETBIM
METOJIOM, HCCIIEI0BATENb TOJDKEH He3aMeUINTEIbHO TOKYMEHTAIbHO O()OPMUTD U
OOBSICHUTH CIIOHCOPY JII000€ MPEXKIEBPEMEHHOE PACKPBITHE KOJa HCCIETyeMbIX
npenapaToB (HampuMep, CliydailHOe pacKpbITHE KOJAA, PACKPBITHE KOJa B CBSI3U C
CEpbE3HBIM HEXKETATEeIbHBIM SIBICHUEM).

4.8. lnpopmupoBaHHOE corjacue CyObeKTOB UCCIIEJOBAHMSL.

4.8.1. IIpu nomy4yeHUH U TOKYMEHTAIBHOM O(POPMIIEHMH WH()OPMUPOBAHHOTO
comlacus — HUCCleaoBarelb JOJDKEH COOMIoAaTh  HOpPMAaTHBHbBIE — TpeOOBaHU,
MIPUJICPIKUBATECS HACTOSAIIUX TPABUJ W JTUYECKUX MPHUHIIUIIOB, 3aJIOKCHHBIX B
XenbCUHKCKOM Jieknapann BMA. Jlo Hayana UCCieI0BaHrs UCCIIEA0BATENb JIOJKEH
MOJTY4YUTh TUChbMEHHOE onoOpenue/3axmoueHne DCO/HOK mnucemeHHON (HopMbI
UHPOPMUPOBAHHOTO COMIACHSl M JIIOOBIX JIPYTMX THCHMEHHBIX MAaTepHAaJOB,
MIPEIOCTABISIEMbIX CYyOBEKTaM.

4.8.2. Tlucbmennass popma MHOOPMUPOBAHHOTO COTIIACHS M JIIOOBIE ApYyrHe
MTUCHbMCHHBIC MaTepuabl, MPEIOCTaBIISIEMBIE cyObeKTam, clienyeT
JIOTIONTHSITH/MCTIPABIISITH 110 MEPE TOSBJICHUS HOBOM BaKHON HMH(MOpMAIMH, KOTOpas
MOXXET  OKa3aThCsl  CYIIECTBEHHOW i comiacusi  cyOwbekrta.  JlrobGas
JIOTIOJTHEHHAS/UCTIPABJICHHAs: NMCbMEHHasi ¢opMa HMH(OPMUPOBAHHOIO COINIACHS U
moOble  JApyrue  JIONOJIHCHHBIC/UCTIPABICHHbIE  MUCbMEHHBIE  MaTepualbl,
MpeIocTaBiIsieMble CyObeKTaM, JOJDKHBI ObITh pasperieHbl/onoopensr DCO/HIK o
UX HCHOJNb30BaHUs B HccieqoBaHud. CyObeKT WM €ro 3aKOHHBIN NpenCcTaBUTENb

JIOJDKEH OBITh CBOEBPEMEHHO O3HAKOMJIEH C HOBOW HH(pOpMAaIuei, CrocoOHOM
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MOBIIUSITh HA JKEJaHWE CYOBEKTa NPONOJDKATh ydacThe B wHccienoBaHuu. Dakr
nepeaady 3Toi nHpopMaIK JOHKEH OBITh JOKYMEHTAIBHO O(hopMIIeH.

4.8.3. Hu uccnenoBarenb, HU JPyTHe 3aHSATHIE B MCCIICJIOBAHUU JIMIIA HE
JOJDKHBI TIPUHYKIATh CYOBEKTa WU UCIIOJIB30BAaTh WHBIE HEKOPPEKTHBIC METOIBI
BO3JICHCTBUSI C IIEIbI0 CKJIOHUTHh €ro K Y4acCTHIO JUOO TMPOJOIKEHUIO YYacTHs B
WCCJICIOBAHHH.

4.84. Hu ycrHas, HM THUCbMEHHas MHQPOPMALHS, Kacarolasics
HCCIIeIOBaHUS, BKJTFOYAs MUCbMEHHYIO bopmy UH(POPMHUPOBAHHOTO
coriacusi/uH(pOpPMAITMOHHOTO  JIUCTKA TAIMeHTa, HE JODKHA  COAepKaTh
(bOopMyIMPOBOK, MPSIMO HIJIM KOCBEHHO CKJIOHSIOIUX CyOBEKTa WM €r0 3aKOHHOTO
MIPEACTaBUTENSI OTKA3aThCSA OT 3aKOHHBIX IPaB, a Takke (OPMYITHPOBOK, MPSMO
WM KOCBEHHO OCBOOOKIAIOIINX WCCIICIOBATENS, MEAWIIMHCKOE YUYPEKICHHUE,
CIIOHCOpA WJIM UX MPEJICTABUTENIEH OT OTBETCTBEHHOCTH 32 XaJIaTHOCTb.

4.8.5. HccnenoBarens WM HA3HAYEHHOE UM JIMIO JOJHKHO B TMOJHOW MEpe
npouHGOpMUPOBaTh CyOBEKTa WM, €CIM CYOBEKT HE CIOCOOCH JaTh
WH()OPMUPOBAHHOE COTJIACHE, €0 3aKOHHOTO MPEACTABUTENSI 000 BCEX 3HAUMMBIX
aCTIeKTax MCCIICIOBAaHUS, B TOM YHCJIE€ O3HAKOMHUTH C MMCHhbMEHHON MH(pOpMaIHEH
00 ucCJen0BaHUM U 0100peHreM/TI0NI0KUTENNbHBIM 3akntodeHrneM DCO/HOK.

4.8.6. YcrHas W muchbMEHHas uUHpopmaius o0 HUCCIeJOBAHUM, BKIHOYAs
MUCBMEHHYIO0 (opMy HH(GOPMHPOBAHHOTO COTJIAcHs, TOJDKHA COJEpKaTh Kak
MOXHO MEHBIIIE CHEIUATbHBIX TEPMHHOB U OBITh TMOHATHA CYOBEKTY WJIH, B
COOTBETCTBYIOIINX ClTyJasx, €ro 3aKOHHOMY MIPEICTABUTEIIO U
HE3aMHTEPECOBAHHOMY CBHUJICTEIII0, €CITU ATO MOTpeOyeTCsl.

4.8.7. Ilepen momydeHueM HHGOOPMHUPOBAHHOTO COTJIACHS HCCIEI0BATEIb
WM Ha3HAYCHHOE UM JIUIO JIOJDKHO MPEJIOCTABUTh CYOBEKTY MIIM €r0 3aKOHHOMY
MPEACTAaBUTENIO JIOCTATOYHOE KOJIMYECTBO BPEMEHM W BO3MOXXHOCTH ISt
nojyyeHusi OoJiee TOAPOOHON HHPOpMaMU 00 HCCICIOBAHUM W TMPUHSITHS
perieHust 00 yJyacTUHM B HEM WJIM OTKa3e OT Takoro ydactus. CyOBeKT WU €ero
3aKOHHBIA TPEACTABUTEND JIOJDKEH IMOJIYYUTh WCUYEPIIHIBAIONINE OTBETHI Ha BCE

BOIIPOCKI 00 UCCIIEIOBAHUH.
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4.8.8. Jlo Hayama y4acTHus B HCCIEAOBAaHUM CYOBEKT WJIM €ro 3aKOHHBIN
IpEJICTaBUTEIND, a TAKXKE JINLIO, IIPOBOIMBIIEE PA3bsICHUTEIBHYIO O€ceny, JOKHBI
HOJNMUCaTh W COOCTBEHHOPYYHO  JaTUPOBaTh  IMHUCBMEHHYI  (opmy
UH(GOPMUPOBAHHOTO COTJIACHS.

4.8.9. Ecnu cyOBEKT WM €ro 3aKOHHBIN MPEJICTABUTENL HE CIIOCOOEH YMUTATh,
TO B TEYEHHE BCEH pa3bsICHUTENBHOM Oecelpl JOHKEH MPHUCYTCTBOBAThH
HEe3aMHTEPeCOBaHHbIN cBUaeTeNb. [locae Toro kak CyObeKTy HIM €ro 3aKOHHOMY
HPEACTABUTENIO MPOUYUTANIN U PA3bSICHWIN MMCbMEHHYIO (hopMy HH(OPMHUPOBAHHOTO
comiacusi U APyrue MpeaoCTaBisieMble CyObEKTY MHCbMEHHBIE Marepuaibl U MOCTE
TOr0, Kak CyOBEKT WM €ro 3aKOHHBIM NpPEeICTaBUTENb Jall YCTHOE COIVIaCHUE Ha
y4acTHe CyObeKTa B UCCIEJOBAHNH U, €CIIH CIIOCOOEH, MOANUCAT U COOCTBEHHOPYYHO
JaTUpOBaJl MHUCbMEHHYIO (hOpMy MH(POPMHPOBAHHOTO COINIACHS, CBUIETENb JTOJDKEH
ee MHoAmucarb M COOCTBEHHOPYYHO nartupoBarh. IloamuceiBas ¢opmy comiacus,
CBUJETENIb  IOATBEP)KAAeT, 4YTo uHGpopMalus, coxepxkamaica B (opme
comiacus/MH(OPMALIMOHHOM JIMCTKE MAalMeHTa U BCeX JPYrMX MHCbMEHHBIX
Marepuanax, ObUla TOYHO pa3bsiICHEHa M MOHATa CyOBEKTOM WM €r0 3aKOHHBIM
NPEACTABUTENIEM U UTO COIIaCHE Ha Y4YaCTUE B UCCIEIOBAHUM JIAHO CYOBEKTOM WU
€ro 3aKOHHBIM IPEACTaBUTENEM 100POBOJIBHO.

4.8.10. Kak B xoie pa3bsICHUTENIBHON Oecesbl, TaK U B TUCbMEHHON (opme
MH()OPMHUPOBAHHOIO COMIACHS/MH(DOPMAIMOHHOM JIUCTKE TMAal[MeHTa, a TaKKe
JH0OBIX APYTUX MUCHbMEHHBIX MaTepuaiax, IpeJoCcTaBiIsieMbIX CyObeKTaM, JOIKHO
OBITh Pa3bCHEHO CIEIYIOUIEE:

a) MccnenoBaHue HOCUT SKCIIEPUMEHTAIBHBIN XapaKTep.

0) Llenp uccnenopaHusl.

B) BapuanTthl JseueHus B TpoliecC€ UCCIENOBAHHUS U BEPOSITHOCTH
CIIy4ailHOrO pacrpeAesieHHs B OJHY U3 TPYIII JICYEHUSI.

r) [Iponienypsl uccneqoBaHus, BKItOUas BCE MHBA3UBHBIE MTPOLIETYPHI.

1) O6s3aHHOCTH CYOBEKTA.

e) Te acmekTel HCCIENOBAHMS, KOTOPBIE HOCAT 3KCHEPUMEHTAIbHBIN

XapakTep.
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K) OKupaembli pUCK WM HeydoOcTBa A CyObeKTa, a Takxke, B
COOTBETCTBYIOIIUX CIIy4asix, Il SMOpUOHA, IJI0/1a UK TPYAHOr0 peOeHKa.

3) OxugaemMbie BBITOJA W/WIK T0J1b3a. ECau Moiabs3bl ¢ METUIIMHCKONW TOYKH
3peHusl HE Mpearojaraercs, To CyObeKT TOJKeH OBITh MOCTaBJIeH 00 3TOM B
U3BECTHOCTb.

n) MHble, TOMHUMO IPELYCMOTPEHHBIX B HCCIEAOBAaHUH, MPOLEAYPbl WIH
METOJIbI JICUCHHUS, KOTOpbIE MOTYT OBITh JOCTYIHBI CYOBEKTy, a Takke HX
3HAYMMBbIE TTOTEHIIMAJILHBIE BHIT0O/1a W/UIIM TI0J1b3a, a TAK)KE PUCK.

k) Kowmmencauus w/unum 1nedeHue, [OCTYIMHbIE CYOBEKTy B cliydae
IIPUYMHEHHMSI BPEZa €ro 3J0POBBIO B PE3YNIbTATE YUACTHUS B UCCIIEIOBAHNH.

1) [InaHupyeMble BBIIIATH CYOBEKTY 3@ €r0 y4acTHE B UCCIEAOBAHUU, €CIIU
TaKOBBIE MTPETYCMOTPEHBI.

M) Ilnanupyemble pacxoipl CyObEKTa, €CIM TaKOBBIE OXKHIAIOTCA,
CBSI3aHHBIE C €0 YYaCTHEM B UCCIJIEIOBAHUU.

H) Ydactue cyOBeKTa B HCCIIEIOBAaHUM SIBISETCS JOOPOBOJIBHBIM, U OH
MOJKET OTKA3aThCs OT yYacTHs WM BBIMTU U3 UCCIIEOBAHUS B OO0 MOMEHT O€3
KAKUX-JIMOO CaHKIUH AJis1 ce0sl WM MOTEPH MOJO0KEHHBIX BBITO/I.

0) MonwuTopsl, ayautopsl, JCO/HOK u ymnoiHOMOYEHHBIC OpraHbl B TOMU
Mepe, B KakOM 3TO JOIMYCKAETCS 3aKOHOJATEIbCTBOM, OYIyT HMETh MPSMOUN
JOCTYIl K OpPUTMHAJIBHBIM MEAUIIMHCKAM 3alHCSIM CyObEeKTa Il MPOBEPKU
OpoUeAyp W/WIN JaHHBIX KIMHUYECKOTO HCCIIENOBaHMs, HE Hapyllas MpH 3TOM
KOH(PUIEHIIUATIBHOCTU JIaHHBIX CYOBEKTa, M 4YTO CYOBEKT WM €ro 3aKOHHBIN
IpeJICTaBUTEINb, TOANKUCHIBAs MHCbMEHHYIO (hOpMy HH()OPMHUPOBAHHOIO COTJIacus,
JTAeT pa3pelIeHre Ha TaKOM JOCTYII.

n) 3anucu, uaeHTUuUIMpyroume cyObeKkTa, OyayT COXpaHEHbl B TallHE U
MOTYT OBITh PpAacKphITHI TOJBKO B TOW Mepe, B KakOM JTO JOMyCKaeTcs
3aKOHOJIaTEIbCTBOM. [Tpu nyOJMuKalMK ~ Pe3yJIbTaToB UCCJIeI0BAHUS

KOH(HICHIIMATLHOCTh TAHHBIX CyOBEKTa Oy/1eT COXpaHeHa.
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p) CyObeKT wnaM ero 3aKOHHBIA MPEACTABUTENh OYIET CBOEBPEMEHHO
O3HAKOMJIEH C HOBOM MH(OpMaIIMel, CTOCOOHOM MOBIUATH Ha jKeJIaHue CyObeKTa
MPOJIOJKATh YYaCcTHUE B UCCIICIOBAHUU.

c¢) JIuia, Kk KOTOPBIM MOKHO OOpaTUTHCS NSl TTOYYCHUS JOTIOTHUTEIHHON
uHdopmaluu 00 MCCIENOBAHUM U TpaBax CyOBEKTOB HCCIEIAOBAHUS, a TaKXKE B
cllydae MPUYMHEHHS Bpela 3/I0pPOBbI0 CYOBEKTa B PE3YJIbTATE €ro y4acTHs B
UCCJIEIOBAHMH.

T) Bo3MokHble OOCTOSITENBCTBA W/WIM MPUYMHBI, 1O KOTOPHIM YYacTHe
CyOBEKTa B HCCIICIOBAHUU MOXKET OBITh MPEKPAITICHO.

y) [Ipeanonaraemasi JIUTENLHOCTh YYaCTHUsI CyObEKTa B UCCIIEIOBAHUU.

¢) Ilpubnu3utenbHOE KOJIMYECTBO CYOBEKTOB, KOTOPOE MperoaracTcs
BKJIFOUYHTH B UCCIICIOBAHNUE.

4.8.11. Ilepen BKIIOUEHHEM B UCCIEJIOBAHHE CYOBEKT WUIIU €ro 3aKOHHBIM
MIPEACTaBUTENb JIOJDKCH TOJMYYWTh TOIIMUCAHHBIA W JaTUPOBAHHBIA SK3EMILISP
NUCbMEHHOM  (opMbl  MHPOPMUPOBAHHOTO  COTJlacHsi M BCE  Jpyrue
MpeNoCTaBisieMble CyObEeKTaM MHChbMEHHBIE MaTepuanbl. Bo Bpemsi ydacTus
CyOBEKTa B MCCIIEIOBAHUM CYOBEKT WJIM €T0 3aKOHHBIA MPEACTaBUTEIb IOJKCH
MoJIy4aTh TOJANHUCAHHBIE W JIaTUPOBAHHBIE JK3EMIUISIPHI BCEX MMOCIEAYIOMUX
penakiuii  popmMbl MHGOPMHUPOBAHHOTO COTJIACHS W KOMHHM BCEX TIOMPABOK K
JPYTUM TTUCBMEHHBIM MaTepHaliaM, TTPEI0CTaBIIEMbIM CyOBEeKTaM.

4.8.12. Ecnu B KITMHUYECKOM UCCIIEIOBAHUN YYaCTBYIOT CYOBEKTHI, KOTOPBIE
MOTYT OBITh BKJIIOYCHBI B HCCICIOBAaHUE TOJHKO HAa OCHOBAHWU COTJIACHS WX
3aKOHHBIX TMPEACTABUTENICH (HAMpUMep, HECOBEPIICHHOJETHUE, MAIMEHThI C
BBIPAKEHHBIM CJIA00yMHEM), TO CYOBEKT JOKEH ObITh TmpouH(pOpMUpOBaH 00
WCCJICIOBAaHUH B COOTBETCTBHH C €r0 CIIOCOOHOCTHIO TIOHATH 3Ty WH(OpMAIIHIO U,
eciu CyOBeKT B COCTOSIHUM, OH JIOJDKEH TIOJNUCAaTh W COOCTBEHHOPYYHO
JATUPOBATh MUCbMEHHYIO (OpMY HUH(DOPMUPOBAHHOTO COTJIACHSI.

4.8.13. Kpome cnyuaeB, onucanHbix B 1. 4.8.14., B ucciegoBaHue, He
CBSA3aHHOE C JieueHUEeM (T.e. HCCIEIOBaHUE, B KOTOPOM HE TMpPeAroJiaracTcs

HETMOCPEACTBEHHOM, C METUIIMHCKON TOYKH 3PEHMS, TIOJIB3bI JIJIs1 CYOBEKTa), MOTYT
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OBITh BKJIIOYEHBI TOJBKO CYOBEKTHI, KOTOpPHIE JIMYHO JAIOT CBOE COIJIacue |
COOCTBEHHOPYYHO  MOJNUCHIBAIOT W JATHUPYIOT  MHUCbMEHHYIO  (opMy
MH()OPMUPOBAHHOTO COTJIACHS.

4.8.14. B uccnenoBanus, He CBSI3aHHBIE C JICUEHUEM, CyOBEKThI MOTYT OBITh
BKJIIOYEHBI C COIVIACUS MX 3aKOHHBIX TMpeACTaBUTEICH TpH COOIIOACHUU
CHEAYIOIINX YCIOBHM:

a) Uemm wuccnemoBanusi HE MOTYT OBITh JOCTUTHYTHI IOCPEICTBOM
UCCJIEIOBAHUS C YYaCTHEM CYOBEKTOB, KOTOPHIE MOTYT JIaTh CBOE COTJIaCHE JIMYHO.

0) OxunaeMblil puck AJia CyObEeKTOB HE3HAUUTEIICH.

B) OrtpunarenpbHoe BO3JCHCTBHE Ha 370pOBbE CYOBEKTa CBEIECHO K
MUHUMYMY ¥ HE3HAUUTEIHHO.

r) UccnenoBanue He 3anpemnieHo 3aK0HO1aTeIbCTBOM.

n) Jns BKIIOYEHUS TakuX CyOBEKTOB JOJDKHO OBITh  3alpOLICHO
cnenuanbHoe ogoopenne/3axmoueHue ICO/HOK, yuuTeiBaromiee 3TOT aCleKT.

[TogoOHbie wuccrnenoBaHusl (32 HUCKIIOUYEHHEM OOOCHOBAHHBIX CIIy4aeB)
JOJDKHBI MPOBOAMTHCS C Y4YacTHEM MAlMEHTOB, MUMEIONIMX 3a0o0yieBaHue, is
JICYEHHs] KOTOPOro MpeAHa3HayeH uccienyemblid npenapar. CyObeKThl B TaKHX
UCCJIEIOBAaHMSIX JOJKHBI HAXOJUTHCS TMOJA 0CO00 TIIATEIbHBIM HAOIIOJECHUEM, U
UX y4acTHE JIOJDKHO OBITh MPEKPAIICHO, €CIM €CTh OCHOBAHUS MOJIaraTh, 4YTO OHU
UCTIBITHIBAIOT YPE3MEPHBIN AUCKOMDOPT.

4.8.15. IIpu HEOTIOXKHBIX COCTOSTHUSIX, KOTJIa JI0 BKJIFOUEHHS B HCCIICOBAHUE
HEBO3MOYKHO TIOJTyYHTh COIIACHE CaMOro CyOBEeKTa, OHO JIOJDKHO OBITH 3alpoIieHo Y
€ro 3aKOHHOTO IMPEJCTaBUTEINs, €CIU TaKOBOM MpucyTcTByeT. Ecim mpenBaputenbHoe
COIIacue caMoro CyObeKTa HEBO3MOYKHO M OTCYTCTBYET €0 3aKOHHBIH MPEeICTaBUTE b,
TO sl BKIIIOYEHUS CyObEeKTa B WCCIENOBAaHWE JOJDKHBI OBITH TPEANPUHSITHI
IpeyCMOTPEHHBIE POTOKOJIOM u/unm JIPYTUMH JOKyMEHTaMU u
pasperniennbie/onoopennsie JCO/HOK Mepbl, HampapieHHbIE Ha 3alllUTy Tpas,
0e30macHOCTH U Oarononyunsi CyObeKTa, a TakkKe 00ECHEUMBAIOIINE COOTBETCTBHE
HOpPMaruBHbIM TpeOoBaHUsAM. CyOBEKT WM €r0 3aKOHHBIM MpeICTaBUTENb JIOKEH

ObITb B KpaTyaillliie€ CPOKHU MOCTABIEH B U3BECTHOCTh 00 HCCIICIOBAHUU, U Y HETO
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JIOJDKHO OBITh 3alpoOINEHO COIVIaCHEe Ha TPOJODKCHHE y4acTUsl B WCCIICNOBAHUH, a
TaKXKe JPYroe coriacue, Kak 31o nonoxkeHo (cum. 4.8.10.).

4.9. lokyMeHTaIus 1 OTYETHOCTb.

4.9.1. HccnenoBaTenb IOMKEH OO0ECIEUUBATh MPABHIBHOCTD, IOJHOTY,
pa300purMBOCT W CBOEBPEMEHHOCTh IIPEJOCTABICHUS CIIOHCOPY JIaHHBIX,
conepxkamuxcs B UPK u Bo Bcex TpedyeMbIX oTyeTax.

49.2. Jammpie B HMPK  [10MWKHBI  COOTBETCTBOBaTh  NEPBUYHOU
JIOKyMEHTAIUH, U3 KOTOPOW OHU NIEPEHECEHBI; UMEIOIINECS PACXOKICHUSI TOTKHBI
OBITh OOBSICHEHBI.

4.9.3. JlroOple wusMeHeHus win wucnpaBieHns B HMPK  1omkHBI  OBITH
MOJIITMCAaHBI, JATUPOBAHbI, O0OBICHEHHI (TP HEOOXOAMMOCTH) U HE JTOJIKHBI CKPBIBAThH
MEPBOHAYATILHYIO 3alUCh (T.€. JODKEH OBITh COXPAHEH «IOKYMEHTAIbHBIA CIEM»);
3TO OTHOCUTCS KAaK K MHCbMEHHBIM, TaK M K DIIEKTPOHHBIM H3MEHEHUSM WU
ucnpasneHusiM (cm. 5.18.4., 0)). CrioHCOp AOKEH MPEIOCTaBUTh MCCIIEAOBATENSM
W/WIK X YIOJTHOMOYEHHBIM IMPEICTABUTENSIM UHCTPYKIUIO O TOpsiike oopMiIeHUs
Takux wucnpaBieHuil. CHOHCOp [JOJDKEH HWMETh MHCbMEHHBIE —IPOLEIYPHI,
MpeaycMaTpuBaroliue, 4To u3MeHeHus: win ucnpasienus B MIPK, BHocuMmeble ero
YIIOJIHOMOYEHHBIMU TIPEJICTABUTEISIMH, JIOKyMEHTAIBHO O(OPMIISIOTCS, SIBIISIOTCS
HEOOXOUMBIMH U OIOOpsIOTCS HccienoBareneM. Mccnenosarens JOMKEH XpaHUTh
3armucu 00 TUX U3MEHEHUSIX U UCTIPABIICHUSIX.

4.9.4. MUccnenoBaTelnb/MEAUIIMHCKOE  YUPEKIEHHUE  JOJDKHBI ~ BECTH
JOKYMEHTAIMIO 0 HWCCJIEAOBAHMIO COTJIACHO pa3/ielly 8 HACTOALIMX MNpPaBUI H
HOPMATUBHBIM TpeOoBaHusIM. MccnenoBaTenb/MEAUIIMHCKOE YUPEKACHUE JOTKHBI
MPUHAMATh MEPBI, NPEAOTBpPAIIAIOIIME CIYyYallHOE WM NPEXICBPEMEHHOE
YHUYTOXXEHUE ATUX JTOKYMEHTOB.

4.9.5. OCHOBHBIE JOKYMEHTHI JIOJ>KHBI XPAaHUTHCSI HE MEHEE JIBYX JIET MOCIIE
YTBEPXKJEHUS TIOCIEAHEN 3asBKM Ha PETUCTpALMIO TMpernapara B TrOCylapCTBe-
yiene Coro3a U 10 TeX MOp, MOKa HU OFHAa U3 3asBOK HE OyJeT HAXOIWUThCA Ha
pPacCMOTpPEHUHU U He OyNIeT TIAHUPOBATHCS HOBBIX 3asBOK, UM HE MEHEE JBYX JIET

nocje O(pHUIMAIBLHOTO MPEKPAIIECHUs KIMHUYECKOW pa3pabOTKU HCCIEAYEMOTO
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npenapara. OTH JTOKYMEHTHI JIOJDKHBI XPaHUTHCS Oo0Jiee UIMTENbHBIA CPOK B
cilydae, €CJIM 3TO MPEeyCMOTPEHO HOPMATUBHBIMU TPEOOBAHUSIMH UM JJOTOBOPOM
co crnoHcopoM. OTBETCTBEHHOCTHIO CIIOHCOpa ABJSIETCS HMH(POPMUPOBAHUE
MCCJICIOBATEIIS/ METUIIMHCKOTO  YUPEXKACHUS 00 WCTCYCHHH CpOKAa XpaHEHUs
JokyMeHTaiuu (cMm. 1. 5.5.12.).

4.9.6. ®UHAHCOBbBIC ACMEKTHl HCCIIEIOBAHUS JODKHBI OBITh OTPa’KEHBI B
JIOTOBOPE MEKTY CIIOHCOPOM U MCCIIeI0BaTEIeM/OpTraHnu3aIiei.

4.9.8. Ilo 3anpocy monutopa, aynuropa, JCO/HIK wiu yrnoarHOMOYEHHOTO
opraHa HMCCIICIOBATEb/MEAUITMHCKOE YUPESKICHUE JOJDKHBI O0OCCIICUUTh MPSIMOMN
JIOCTYT KO BCEM 3aIUCIM, OTHOCSIIIUMCS K UCCIEI0BAHUIO.

4.10. OT4eTsl 0 X0JI€ UCCIEAOBAHMUS.

4.10.1. Hccnenosarens gomxeH mnpeactaBmsith JCO/HOK  kparkue
MMUCHMEHHBIE OTYETHI O XOJI€ UCCIIEIOBAHUS €KETOHO WK Yallle, €CIM 3TOro Tpedyer
OCO/HBK.

4.10.2. HccnepoBaTenb JOJKEH  HE3aMEIJIUTEIBHO  IPEAOCTABIATH
nucbMeHHbIe oT4eThl crioHcopy, DCO/HOK (cm. 1. 3.3.8.) B, B COOTBETCTBYIOIIHMX
Cy4yasix, OpraHu3alid O JIIOOBIX H3MEHEHHUSIX, CYIIECTBEHHO BJIMSIOIIMX Ha
MIPOBEICHUE UCCIICOBAHUS U/WJIN YBEIIMYUBAIOIINX PUCK JJI CYObEKTOB.

4.11. TlpencraBnenue nHGOpMAaIMK O OE30MACHOCTH.

4.11.1. O60 Bcex cepbe3HbIX HexenaTenbHbIX sBIeHusAX (CH) neobxoaumo
HEMEJUICHHO Cc000IaTh CIOHCOpYy, 3a uckimodennem Tex CHS, kotopsie B
MPOTOKOJIE WM B JPYroM JAOKYMEHTE (Hampumep, B OpOIIope UCCIeq0BaATENs)
OTIpeJIeNieHbl KaK He TpeOyrolre CPpouHOro penoprupoBanus. [locie nmepBUYHOTO
CPOYHOTO COOOIIEHHSI HEOOXOIMMO B KpaTyaliliue CPOKH MPEACTaBUTh OAPOOHOE
nucbMeHHOe cooOmieHue. [lepBUYHBIM M MOCHEAYIOUIME OTYEThl JOJDKHBI
UJACHTUDUITUPOBATH CYOBEKTOB MCCIIECIOBAHUS IO MMPUCBOSHHBIM UM YHUKAIBLHBIM
KOJlaM, a H€ II0 HMEHaM CYOBEKTOB, MEPCOHAIBHBIM WJACHTU(UKAIIMOHHBIM
HOMEpaM wu/unu  angpecam. HMccnmenmoBaTenb  JOMKEH — Takke  COOJOIATH

HOpPMATHBHBIE TpeOOBaHUS W TpPeOOBAaHUA TMPWIOKEHUS 3, ONPEICISIIONre
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MOPSIIOK ~ TPENCTABICHUS  COOOIICHWH O  HENPEABUIACHHBIX  CEPbE3HBIX
HEXEJAaTeNbHbIX PeaklMsIX yrnojlHoMoueHHbIM opranam u JCO/HIK.

4.11.2. O60 Bcex HeXeNaTeIbHBIX SBICHUAX W/WIM OTKIOHEHUSX
7a0OpaTOPHBIX TOKa3aTelied OT HOPMBI, OIPEACICHHBIX MPOTOKOJIOM Kak
KPUTUYECKUE I OLEHKH 0e30MacHOCTH, HEOOXOIHMMO cOOOIaTh CIOHCOPY B
COOTBETCTBHH C TPEOOBAHUAMH K MPEACTABICHUIO COOOIICHUN O HEXeIaTeIbHbBIX
SIBJICHUSIX U B CPOKH, OIIPEACIICHHBIE CHIOHCOPOM B MPOTOKOJIE.

4.11.3. Tlpu cooOmeHUsIX O CMEPTH HCCIEAO0BaTENb 0053aH IO 3aIpocy
CIoHCOpa, ymosHoMoueHHoro oprana u OCO/HOK mpemoctaButh m00yr0
JOTIOTHUTENBHYI0 UHGOpMAIINIO (HAIpUMEp, MPOTOKOJ BCKPHITUS U MMOCMEPTHBIN
AIUKPU3).

4.12. TIlpexaeBpeMEHHOE MPEKPAILICHUE U PUOCTAHOBKA MCCIIEAOBAHMUSL.

Ecmu mo kakoii-nmmbo mpuyYMHE WCCIIEIOBAHUE MPEXKIECBPEMEHHO MPEKPaICHO
WIA  TPUOCTAHOBJICHO,  HCCIENOBATENIL/MEIUIIMHCKOE  YUPEKIACHUE  JOJDKHBI
HE3aMe/UTUTENIbHO WH(GOPMUPOBATh CYOBEKTOB HCCIIEIOBAHUS, OOECICUUTh WM
COOTBETCTBYIOIIEE JICUCHHE U HAOIIONEHUE U, €CIM MPEITyCMOTPEHO HOPMATUBHBIMU
TpeOOBaHUAMU, MH(OPMHUPOBATH YIIOJIHOMOUEHHbIE opranbl. Kpome Toro:

4.12.1. Ecnm wuccinegoBaTenb MNPEKIECBPEMEHHO MIpEKpamaer Wiu
MPUOCTAHABJIMBAET UCCIEIOBAHUE 0€3 MPeBAPUTEIIBHOTO COTJIacus CIIOHCOpa, OH
JOJDKEH COOOHIMTH 00 3TOM MEIMUMHCKOMY YUPEXACHHUIO, Tlle MPUMEHUMO, U
HCCJIeI0BATEINb/METUIIMHCKOE yUpexKIACHUE JIOJIKHBI HE3aMeIJTUTEIHHO
npouHdopmupoBath 00 3ToM crioHcopa 1 ICO/HIK u npenoctaBuTh CIOHCOPY U
OCO/HOK mnoapobHOE MHUCHbMEHHOE OOBSICHEHWE MPUYMHBI MPUOCTAHOBKU WM
MPEKPaIICHHS UCCIICIOBAHUS.

4.12.2. Eciu croHCOp IpeKpanaeT Wiud MPUOCTaHABIMBACT HCCIIEIOBAHUE
(em. m. 5.21.), mccienoBarenb JIOJDKEH HE3aMEIJIUTEIbHO COOOHIUTH 00 3TOM
MEIUITMHCKOMY YUPEKICHUIO, TJIe MPUMEHUMO, U HCCIIEI0BATEIh/MEIUIIMHCKOE
yapexAeHUE TOJDKHBI He3aMeTUTeNbHO TipornHdopmupoBath 06 3toMm DCO/HOK
u npenocraButh DCO/HOK mnoapobHOE mHCHbMEHHOE OOBSCHCHHUE IPUYUHBI

MPUOCTAHOBKH WJIH MPEKPALIEHUS UCCIIEI0BAHMUS.
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4.12.3. Ecomm OCO/HOK oxoHUaTeNbHO WJIM BPEMEHHO OT3BIBAET
0JI00peHue/3aKIIIoUeHUEe Ha TpoBeeHre uccineaoBanus (cMm. mm. 3.1.2. u 3.3.9.),
UCCJIeIoBaTENb JOJHKEH COOOIIMUTh 00 3TOM MEIUIMHCKOMY YUYPEXKIACHHIO, TIe
IPUMEHUMO, U HCCIEIOBATEIb/MEAUITMHCKOE  YUPEKICHUE JIOJIKHBI
HE3aMeJIUTEIbHO MPOUHGOPMHUPOBATH 00 HSTOM CIOHCOpa M MPEJOCTaBUTh
CIIOHCOPY TMOAPOOHOE MHUCBMEHHOE OOBSICHCHHE NPUYUHBI TPUOCTAHOBKH WITU
MIPEKPAIICHHS UCCIICIOBAHUS.

4.13. UTOroBBIN OTUET HUCCIIEI0OBATEN.

Ecniu Tpelyercs, mo 3aBeplIEHHMH HCCIEIOBAaHUS HCCIIEAOBATENb JIOJDKEH
COOOIUTh 00 3TOM OpraHU3alMH; HCCIENI0BATEIh/MEIUIIUHCKOE YUPEKICHUE
nospkHbl ipepoctaButh DCO/HOK kpaTkuil oT4eT 00 UTOrax HCCIEIOBAaHUS, a
TaK)ke BCe TpeOyeMbIe OTYETHl YIIOJHOMOUYEHHBIM OopraHaMm (B TOM 4YHCIIC, B BHJIC

COOOIIECHHUS).
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5. CIIOHCOP

5.1. ObecrnieueHre KauecTBa U KOHTPOJIb KaueCTBa.

5.1.1. CnooHcop oOTBeYaeT 3a BHEIPEHHE U MOJACPKAHUE CHUCTEM
oOecrieueHus: U KOHTpoJIs kadecTBa ¢ nmucbMeHHbIMU COIl, KoTopbie UMEIOT CBOEH
Henblo  00ecreynTh TPOBEACHHE HCCIEAOBAaHUA, COOp, PETUCTPALUIO U
IIPEICTABIICHUE JAHHBIX B COOTBETCTBUU C MIPOTOKOJIOM, HACTOSIIIIMMH MPABUIIAMU
Y HOPMATUBHBIMU TPEOOBAHUSIMU.

5.1.2. CnoHCcOp OTBe4aeT 3a OOeCIeUeHHE COTJIACHS BCEX BOBJICYCHHBIX
CTOpPOH Ha MpeIocTaBiIeHUE NpsiMoro aoctyma (cMm. 1.63) Bo Bce ydacTByOIIME B
UCCIICIOBAHUM LIEHTPbI, KO BCEM MEPBUYHBIM JaHHBIM/JJOKYMEHTaM M OTYETaM B
HeIsIX MX MOHUTOPMHIa W ayAuTa CIOHCOPOM, a TakKXKe WHCIEKIUU
HallMOHAJIbHBIMA 1 HHOCTPAHHBIMH YIIOJTHOMOYEHHBIMU OpTraHaMMU.

5.1.3. KoHTpoJib KauecTBa CJIEIYET OCYIIECTBISATh HA BCEX ATarax padoThl C
JTAHHBIMH, 4TOOBI 00ECIIEYUTh UX IOCTOBEPHOCTH U MPABMIBHOCTH 00pabOTKH.

5.1.4. JloroBopbl MEXJy CIOHCOPOM U HCCIeA0BaTEIeM/MEIUIMHCKUM
yUpEXKACHUEM WM JI000M ApYyrod y4yacTBYIOLIEH B HCCIEJOBAaHUU CTOPOHOU
JIOJDKHBI OBITH COCTaBJICHBI B MUCHMEHHOW (POpME Kak 4YacTh MPOTOKOJA WU B
KAaueCTBE CAMOCTOSITEIbHBIX TOKYMEHTOB.

5.2. KoHTpakTHas UCCIea0BATENbCKAS OPraHu3alUsl.

5.2.1. CrioHCOp MOKET MOJHOCTBIO WJIM YaCTHUYHO MepeaTh 00sS3aHHOCTU U
(GyHKUMM,  CBSI3aHHBIE C  NPOBEICHHEM  KCCIEOBaHUS,  KOHTPAKTHOMN
UCCIIEIOBATENbCKOM OpraHu3aluy, OJHAKO OTBETCTBEHHOCTh 3a KayeCTBO U
MOJIHOTY TOJIYYEHHBIX B XOJI€ UCCIEOBAaHUS TAaHHBIX BCEr/a JICKUT Ha CIIOHCOPE.
KoHTpakTHasa uccienoBarenbckas OpraHusalus 0JKHA OCYHIECTBISTh MEPHI MO
00EeCIeUeHNI0 U KOHTPOJIIO KaueCTBa.

5.2.2. Ilepenaua KOHTPAKTHOW HCCIEAOBATEIBLCKOM OpTraHU3aliK JIFOOBIX
CBSI3aHHBIX C HCCIEAOBaHHEM OOs3aHHOCTEM U (QYHKUUN [O0DKHA OBIThH

JTIOKyMEHTAIBHO 0(OpMIICHA.
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5.2.3. Bce cBsizaHHBIE C HCCIENOBAHUEM OO0S3aHHOCTH U (YHKUUHU, HE
NepelaHHble KOHTPAKTHOM HCCJIENOBATENbCKOW OpraHu3alii, OCTaloTCs B
KOMITETEHIIUH CIIOHCOPA.

5.2.4. Bce, 4TO B HAcCTOSIIEM CTAaHIAPTE KACAETCS CIOHCOpA, TaKke
OPUMEHUMO K KOHTPAKTHOM HCCIEAO0BATENbCKOW OpraHu3allud B TOW Mepe, B
KOTOPOM KOHTpPAKTHAsl MCCIIEIOBATENIbCKAsl OpraHu3alis NPUHUMAET Ha celd
00s13aHHOCTH U (PYHKITUM CIIOHCOpPA 1O TTPOBEACHHUIO UCCIICIOBAHMUS.

5.3. MeauuuHCcKas sKCrepTusa.

CrnoHcop  JOOJDKEH ~ HA3HAUYUTh  OOJAJaroluMi  COOTBETCTBYIOLIEH
METUIIMHCKON KBajdu(UKaIMel TepcoHal, KOTOpbI JOHKeH ObITh Bcerja
JIOCTYTEH JJIsl PEIICHUS] CBSI3aHHBIX C HCCIIEIOBAHHEM BOIPOCOB MEIUIIMHCKOTO
xapakrepa. [Ipyu HeEOOXOOAMMOCTH MJis STOM 1EIU MOTYT OBbITh IMPUBJICUCHBI
BHEIIIHHE KOHCYJIbTAHTHI.

5.4. Jlu3aiiH uccieoBaHusl.

5.4.1. CnoHcop NO/DKEH MPHUBIEKaTh KBATU(DUIIMPOBAHHBIX JIUI] (HAIPUMED,
OMOCTaTUCTUKOB, KIIMHUYECKUX (PapMaKOJIOroB, Bpaueii) Ha BCeX ATanax HUCCIeA0BaHUs
- 0T pa3pabotku nporokona, MPK u mimaHa ctaTMCTHUECKOro aHaiu3a JI0 MOATOTOBKU
MPOMEKYTOUHOTO U (PMHATIBHOTO OTYETOB.

5.4.2. Taxxe cMm. pa3zesl 6 HACTOSIIUX MPABUI, MPUIOKECHUE 3 HACTOSIIIUX
paBul.

5.5. MeHeKMEHT HCCleoBaHus, paboTa C JaHHBIMH W BEJICHHUE
JIOKYMEHTAIUH.

5.5.1. CrnoHcop o00s3aH TpHBJICKATh OOJAJAIOMIUX COOTBETCTBYIOIICH
KBAIM(PUKALMECH JHIl i1 OOIIEro PYKOBOJACTBA HCCIEAOBaHHEM, DPAOOTHI C
JIAHHBIMH, BepU(PUKAIIMK JAHHBIX, MPOBEACHUS CTATUCTUYECKOIO aHajau3za U
MOJTOTOBKH OTYETOB 00 UCCIICTOBAHUH.

5.5.2. CrioHCOp MOXET MPHUHATH pelieHre 00 00pa30BaHUM HE3aBUCHMOTO
komuTeTa 10 MoHuTOpuHTYy pnaHHbix (HKMJI) nma paccmotpenust Xxojaa
KJIIMHAYECKOTO MCCIIEAOBAaHMS, BKIIOUAs PACCMOTPEHNE JaHHBIX M0 0€30MaCHOCTH

U OCHOBHBIX TMapaMeTpoB A(P(EKTUBHOCTH, a Takxke JJIsI  BBIPAOOTKU
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pEKOMEHIAIK CIIOHCOPY O I1eJIeCO00Pa3HOCTH MPOJIOJDKEHUS, TMPEKPaIeHUs
UCCIIEOBaHUsT WM BHeceHuss B Hero wu3MeHenud. HKMJ[ nomkeHn wumethb
MMCbMEHHbIE OTepallMOHHBIC MPOIIEAYPHI U BECTU MUCbMEHHbBIE 3aIMHCH BCEX CBOUX
3aceaHuu.

5.5.3. Tlpu ucnosib30BaHUU SJAEKTPOHHBIX CUCTEM JUIsl pabOThI C JTaHHBIMU
WCCJICIOBAHMSI W/WIW DJIEKTPOHHBIX CHUCTEM YIAJICHHOTO JOCTyNa K JaHHBIM
CIIOHCOP JIOJIKEH:

a) OOecnieunTb ¥ JOKYMEHTaJbHO O(POPMUTH COOTBETCTBUE CHUCTEM
AJIEKTPOHHON O00paOOTKM MAHHBIX YCTAHOBIICHHBIM CIIOHCOPOM TpPEOOBaHUSM K
MOJIHOTE, TOYHOCTH U HAJIKHOCTH JAHHBIX, a TAKKE CTAOMJIBHOCTH JTOCTHUKCHUS
TpeOyeMoro pe3yJibrara (T.e. BAIUJIALHIO).

0) mets COII o uCroap30BaHUIO 3THX CUCTEM.

B) OOecneunTh pabOTy CHCTEM TaKUM O0O0pa3oM, 4YTOObI MOXKHO OBLIO
W3MCHATh JaHHBIE W TPH OTOM BHOCHMBIE W3MCHEHHUS ObutM OBl
3aJIOKYMEHTHUPOBAHbI, a paHee BBEJCHHBIC JlaHHbIC HE ObLIM Obl yJaleHbl (T.e.
UMEJICSl JOKYMEHTAJIbHBIN Cliel).

r) UMmeTh cuctemy 3amuThl, NPEAOTBPAIIAIOIIYI0 HECAHKIIMOHUPOBAHHBIN
JOCTYTI K TAHHBIM.

n) NmMeTh mnepedeHb JHI, HAJEIECHHBIX IMPABOM BHOCHUTh H3MEHEHUS B
naneie (cm. . 4.1.5. n 4.9.3.).

e) ObecrnieunBaTh aJIeKBaTHOE PE3EPBHOE KOMMUPOBAHUE JAHHBIX.

%) CoxpaHsTh MaCKUPOBKY B HCCJICIOBAHUSAX, IPOBOJUMBIX CIIEMBIM
METO/IOM (T.€. COXpaHATh MACKUPOBKY MPHU BBOJIE U 00pabOTKE TaHHBIX).

5.5.4. Ecnu B mporecce 00pabOTKU JaHHBIE TPAaHCPOPMUPYIOTCS, BCETa
JIOJDKHA ~ CYIIECTBOBaTh BO3MOXKHOCTh CpPaBHEHHUS HCXOJHBIX JaHHBIX €
00paboTaHHBIMU.

5.5.5. CnoHCOp JOJKEH MCHOJb30BaTh YHUKAJIbHBIN UACHTU(UKAIIMOHHBIN
Kon cyobekta (cMm. 1.17), mo3Bossronuii MAECHTU(UIUPOBATH BCE JAHHBIC IIO

KOKJOMY CYOBEKTY.
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5.5.6. CrnoHcop WiM Apyrue BIAeNblbl JAHHBIX JOJDKHBI XPaHUTH BCE
OTHOCSIIUECS K CIIOHCOPY OCHOBHBIE JOKYMEHTHI IO HCCIIEOBAaHUIO (CM. pa3zaen &
HACTOSIIUX MTPABHII).

5.5.7. CnoHCOp [OMKEH XPaHUTh BCE OTHOCSIIMECS K HEMY OCHOBHBIE
JIOKYMEHTBI 10 UCCIEIOBAaHUIO B COOTBETCTBUM C HOPMATUBHBIMU TPEOOBAHUSMU
TeX CTpaH, B KOTOPBIX MpemnapaT 0J00peH W/ MU B KOTOPbIE CIIOHCOpP coOupaercs
00paTUThCA 32 0100pEHUEM.

5.5.8. Ecnu crioHCcop mpekpaiaeT KIMHUYECKYI0 pa3padoTKy UCCIeayeMOro
npemnapata (10 OJTHOMY HJIM BCEM MOKa3aHHM, MTyTSIM BBEICHUS, JIEKAPCTBEHHBIM
dbopMaM), OH JOKEH XpaHUTh BCE OTHOCSIIMECS K CIIOHCOPY OCHOBHBIE
JOKYMEHTHI TI0 HCCIIEIOBAHUIO B TEUCHHE, 110 KpallHEeH Mepe, ABYX JEeT C MOMEHTa
o(puIManbEHOTO MpeKpamIeHus: pa3padOTKU WIH B COOTBETCTBUU C HOPMATHBHBIMHU
TpeOOBAHUSIMU.

5.5.9. Ecnu cnioHCOp mpekpaniaeT KIMHUYECKYI0 pa3paboTKy MCCIIeIyeMOro
npernapara, OH JI0JDKEH COOOLIUTh 00 3TOM BCEM yUYacTBYIOIIMM B MCCIIEIOBaHUU
UCCJIeIOBATEISIM/METUIIMHCKUM YUPEKICHUSIM U YIIOJTHOMOYEHHBIM OpTraHaM.

5.5.10. Jlrobas mepemaya mpaB COOCTBEHHOCTH Ha JIaHHBIC JOJDKHA OBITh
JIOBEJIEHAa JI0 CBEIEHUS YNOJIHOMOUYEHHBIX OpPraHoB B COOTBETCTBHHM C
HOPMATHBHBIMH TPEOOBAHUSMHU.

5.5.11. OrtHocsmMecs K CIHOHCOPY OCHOBHBIE JOKYMEHTBHI JOJIKHBI
XpPaHUTHCS HE MEHEE JBYX JIET IIOCJE€ YTBEPXKICHUS TOCIEIHEH 3asBKU Ha
perucTpanuio npemnapara B rocyaapcrse-uieHe Corosa v 10 TeX 1op, MOKa HU OJIHA
U3 3a8BOK HE OyJeT HaXOJMTHhCS HAa PACCMOTPEHUU U HE OyAET MIaHUPOBATHCA
HOBBIX 3aBOK, WJIM HE MEHEEe JBYX JET Mocie O(PUIMATIBLHOTO MpEeKpaIieHus
KIUHUYECKOH (ha3bl pa3pabOTKH HCCIEAyeMOro Tmpemapara. IJTH JOKYMEHTHI
JOJKHBI XpaHUTbC 0oJiee JUIUTEIbHBIA CPOK B ClIydae, €CiId 3TO MPeTyCMOTPEHO
HOPMAaTUBHBIMH TPEOOBAHUSIMU WIIM HEOOXOIUMO CITIOHCOPY.

5.5.12. CnoHcop [HOMKEH B THUCbMEHHOW ¢dopme HHPOPMUPOBATH

UCCJIEIOBATENCH/METUIIMHCKUE  YUPEXKACHUS O HEOOXOAMMOCTH  XpaHEHUs
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CBSI3aHHBIX C KCCJICIOBAaHUEM 3alHUCEil, a TaK)K€ MUCbMEHHO H3BECTUTh UX, KaK
TOJIbKO HEOOXOJUMOCTh B IaJIbHEUIIIEM XpaHEHUH OTHACT.

5.6. Be106op uccienoBarens.

5.6.1. CrioHcop HeceT OTBETCTBEHHOCTh 3a BBIOOD
uccreoBarenel/MeTMIMHCKUX yupexaeHuid. Kaxxapiil nccrenoBarenb JOKEH UMETh
KBATH(DUKAIMIO, OTBIT U pecypchl (cM. min. 4.1., 4.2.), mocTaTo4YHbIC IS TIPOBESICHUS
WCCIICIOBaHMUSI, JIIs KOTOPOTO OH BbIOpaH. ECiii B MHOTOILIEHTPOBBIX HUCCIIEIOBAHUSX
HEOOXOUMO  OpPraHM30BaThb  KOOPAWHAIIMOHHBIM  KOMUTET W/WIA  BBIOpaTh
KOOPIMHATOPOB M3 YKCIIa UCCIIEIOBATENICH, TO ATO SBISECTCS 00S3aHHOCTHIO CITIOHCOPA.

5.6.2. Jlo mnoamucaHusi JOTOBOpa C HCCIeAoBaTelieM/MEAUITMHCKUM
VUPEKJICHUEM Ha MPOBEJCHUE HCCIICIOBAHUS CIIOHCOP JIOJDKEH MPEI0CTaBUTH
UCCIIEIOBATEIO/METUIIMHCKOMY  YUPEXKACHUIO  MPOTOKOA U OpoIiIopy
UCCIIeIoBaTeNsl B TEKYIIEW peNakiuu W JaTh HCCIEA0BATENI0/MEIUIIMHCKOMY
VUPEKJICHUIO JIOCTATOYHOE BpeMs [IJIi O3HAKOMJIGHHUSI C IIPOTOKOJIOM U
MPEI0CTaBICHHON HH(POPMAIIHEH.

5.6.3. CrnoHcop MOMKEH TNONYyYUTh COIVIACHE HCCIIENOBATENs/METUIIMHCKOTO
YUPEKICHUSL:

a) TIPOBOJAWTH MCCIICIOBAHWE B COOTBETCTBUHM C HACTOSAIIMMHU TPABUJIAMHU U
HOPMaTUBHBIMU TpeOoBaHUAMU (cM. T1. 4.1.3.), a TakXkKe C MPOTOKOJIOM, COIJIACOBAHHBIM
CO CIIOHCOPOM M pazperieHHbIM/000peHHbIM DCO/HOK (cm. 1. 4.5.1.);

0) coOIr01aTh MPOIEYPHl PETUCTPAIIUH/TIPEICTABICHUS JaHHBIX;

B) Ha IPOBE/ICHUE MOHUTOPUHTA, ayJUTa U HHCIIEKIi (cM. 1. 4.1.4.);

I') XpaHUTh OCHOBHbBIE JOKYMEHTHI, CBSI3aHHBIE C HCCIIEIOBAHUEM, JI0 TEX
Mop, MOKa CIIOHCOP HE COOOIIUT HCCIEAOBATENI0/METUIIMHCKOMY YUPEKIECHUIO,
YTO 3TU JIOKYMEHTHI OoJibIle He TpeOyrorcs (cm. . 4.9.4. u 5.5.12.).

CrioHCcop ¥ Hccle0oBaTeNb/MEAUITMHCKOE YUPEKICHUE TOKHBI TTOIMHUCATh
MIPOTOKOJI UJIM UHOW JJOKYMEHT, IMOJTBEPKIAIOIINI 3TO COTJIacHe.

5.7. Pactipenenenue 00s3aHHOCTEH.

Jlo Hauana HCCleIOBaHUSI CIOHCOP JOJIKEH YCTAHOBUTh U PaCHpPECIUTh

BCE€ CBSI3aHHBIE C HCCIIEOBAaHUEM O0SI3aHHOCTH U (PYHKIUH.
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5.8. KomnieHcaruu cyObeKTaM U UCCIE0BATEIISM.

5.8.1. Eciu mnpeaycMOTpeHO HOPMATHUBHBIMH TpPeOOBAaHUSMHU, CIIOHCOP
JOJDKEH O00ECHeYuTh CTPAaXOBAaHWE WM TapaHTHUPOBATh IOPUAMYECKYIO U
(UHAHCOBYIO TOJACPKKY HCCIEIOBATENA/MEIULIMHCKOTO YUPEXKACHUI B Clydae
NPEABIBICHUS UM NIPETEH3UH, CBA3aHHBIX C UCCIIEIOBAHUEM, 32 UCKIIFOUCHUEM TEX
NPETEH3U, KOTOPbIE BO3HHUKIM B PE3YJIbTATE YMBICIA WA HEOCTOPOKHOCTH CO
CTOPOHBI UCCIIEA0BATENS NN YIIEHOB UCCIIEI0BATEIBCKOIO KOJUIEKTUBA.

5.8.2. IlpaBuna u mpolueaypbl CIHOHCOpa JIOJDKHBI TIpelycMaTpUBaTh
BO3MEILIEHUE PACXOJ0B HA JIEYEHUE CYOBEKTOB, B Cllydae MPUUYMHEHHS Bpeda HX
3I0POBBI0 B pE3ylbTaTe€ HX YYacTHsl B HCCIEAOBAHMM, B COOTBETCTBUM C
HOPMATHUBHBIMH TPEOOBAHUSMU.

5.8.3. Ecnu cyOBEKThI MCCIIEIOBAaHUS MOIYYat0T KOMIIEHCALUIO, OPSI0K U
CH0c00 KOMITEHCAIH JIOJIKHBI COOTBETCTBOBATh HOPMATHUBHBIM TPEOOBAHUSM.

5.9. ®uHaHCUPOBAHUE.

@DuHAHCOBBIE AaCMEKThl HCCIEAOBaHUS JIOJDKHBI  OBITh  JOKYMEHTAJIBHO
oopmiieHBI B BUJIE JOIOBOpa MEXKIY CIOHCOPOM U HCCIIEI0BaTEIeM/MEIUIUHCKUM
YUPEKICHUEM.

5.10. VYBegomsieHWE YIOJHOMOYEHHBIX OpraHoB/IOofada 3asiBKA B
YIOJHOMOYEHHBIE OPTaHBbl.

J1o Havana KJIMHUYECKOTO MCCIIEA0BaHMSI CIIOHCOP (MJIM CIIOHCOP COBMECTHO C
UCCIIEZIOBATENEM, €CIIN 3TO MPEAYCMOTPEHO HOPMATUBHBIMU TPEOOBAaHUSIMHU) JOJKEH
1oJaTh B COOTBETCTBYIOLIME OpraHbl BCE TpeOyeMble 3asiBKU IJISl X PACCMOTPEHHS,
NPUHATHS W/WIK TOMyYeHUsl pa3pelleHrs] HayaTh UCCIIEN0BAHUE (B 3aBUCMOCTH OT
HOPMaTHUBHBIX TpeboBaHui). Bee yBenomiieHUs/3asiBK TOJKHBI OBITh JaTUPOBAHbI U
CoZIepKaTh JOCTATOYHYIO HH(POPMAITUIO 11 UACHTU(DUKAIIMH TPOTOKOJIA.

CrioHcop MHGOPMUPYET YIMOJTHOMOUYEHHBIM OpraH O Haydaje KIMHHUYECKHUX
UCCJIEIOBAHUM B TIOpPSAJKE, YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM TOCYIapCTBa-

gieHa Corosa.
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5.11. IToaTBepxnenue paccmorpenus DCO/HIK.

5.11.1. CnoHcop MODKEH TOJY4YUTh OT HCCIeA0BaTENsA/MEAUITMHCKOTO
YUpeKICHUS:

a) nHamMmeHoBanwme wu amgpec OICO/HDOK wuccnemoBaremns/MeIuIIMHCKOTO
yUpexKICHUS,

6) noarBepxkaerne or ICO/HIK Toro, uto oH OpraHU30BaH U JEHCTBYET
COTJIACHO HACTOSIIUX MPABUI U COOTBETCTBYIOIIEMY 3aKOHO/IATEIbCTBY;

B) IOKyMEHTaJabHO odopmiieHHOe ogo0penue/3akmouenue ICO/HIK u, no
TpeOOBaHUIO CIIOHCOPA, KOTHIO TEKYIEH BEPCUU MPOTOKOJIA, MUCEMEHHONU (POPMBI
MH()OPMHUPOBAHHOTO COTJIACHUSA U JIIOOBIX JAPYTHX MPEIOCTaBISEMbIX CYObEKTaM
MMMUCBMCHHBIX MAaTE€pHajoB, a TaKXKe OIHMCAHWE JCHCTBUU TIO MPHUBJICYCHHUIO
CyOBEKTOB K YYacTUIO B HCCJIEIOBAaHUH, JOKYMEHTOB, OTHOCAIIUXCS K
MPETYCMOTPEHHBIM ISl CYOBEKTOB BBIIIJIATAM W KOMIICHCAIUSM, U JIFOOBIX MHBIX
JTIOKYMEHTOB, KOTOpbIE MOTJIU OBITH 3aTpedoBanbl JCO/HOK.

5.11.2. Ecnn OCO/HBK 00yCJIOBITUBAET BbIJIa4y CBOETO
0JI0OpEHHUS/3aKIIIOUeHHUs] BHECEHHEM HM3MEHEHMM B  Kakue-Iu0O0  acleKThl
WCCJICIOBAHMSI, HAIIPUMED, B TIPOTOKOJI, MTUCBMEHHYIO (OpMy HHPOPMHUPOBAHHOTO
corjacusi WM JIOObIE WHBIC TMPEJOCTABISIEMbIE CYOBEKTaM MHChbMEHHBIC
MaTepuagbl W/WIW JApPyrue TMpOUEAyphl, CIOHCOP JODKEH TMONIYYHTh OT
WCCJICIOBATEIIS/MEIUIIMHCKOTO  YUPEXKACHUS  KOMMMH  BCEX  M3MEHEHHBIX
JIOKYMEHTOB | JIaTy moJilydeHHoro ogoopenus/3axnodeHus JCO/HOK.

5.11.3. CnoHcop MOJKEH TOJY4YUTh OT HCCIeA0BATENs/MEAUIIUHCKOTO
YUpEeXKACHUS TOKYMEHTAIIMIO U JaThl JIFOOBIX TOBTOPHBIX pa3pelieHuit/ono0peHuii
OCO/HDK, a takxe pemieHud 00 OT3BIBE WJIM MPUOCTAHOBKE PAHEE BBHIJAHHOTO
0J100pEeHUs/3aKITFOYEHUSI .

5.12. Uudopmarus 06 uccieayeMpix Ipernaparax.

5.12.1. Tlpu mIaHUPOBAHUM HKCCIIEIOBAHMI CIIOHCOP IOJDKEH PacCIoyararhb
JIOCTaTOYHBIM O00BEMOM TIOJMYYEHHBIX B JIOKIMHUYECKUX W/WIH KIMHAYECKHUX
WCCJIEIOBAHMSIX JIAHHBIX MO 0e30MacHOCTH M A(()EKTUBHOCTH, OMPABIBIBAIOIINX

NPUMEHEHHE HCCIEAYeMOro mpernapara ¢ HCHOJIb30BAaHUEM COOTBETCTBYOIIUX
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nyTel BBEOEHUS W J03 HPU COOTBETCTBYIOLIEH JUIMTEIBHOCTH M B
COOTBETCTBYIOIIEH MOMYJISIIUU.

5.12.2. CnoHcop AOMKEH OOHOBJATH OpOIIOPY HCCIENOBaTeNsl MO Mepe
MOJTy4EHHsI HOBOM CYIIIECTBEHHOM MH(pOPMAIHK (CM. pa3zien 7 HaCTOSIINX MPaBHUII).

5.13. IIpou3BOACTBO, YIIaKOBKA, MAPKUPOBKA M KOJMPOBAHUE UCCIIEIYEMbIX
penaparos.

5.13.1. CnoHcop AOMKEH oOecmednTh, YTOOBI HCCIIETyeMble Mpenaparhbl
(BKJIIOUYasi, B COOTBETCTBYIOUIUX CIy4yasX, aKTUBHBIC Mpenaparbl CpaBHEHUS U
1ae0o0) UMeNH XapaKTepUCTUKN, COOTBETCTBYIOIIUE CTaIUN Pa3pabOTKH TaHHBIX
IpenapaToB, ObLIM MPOU3BEACHBI B COOTBETCTBUU C IPUMEHUMBIMU TPEOOBaHUSIMU
GMP u, B COOTBETCTBYIOIIMX CIIy4asiX, 3aKOJWPOBAHBI U MapKUPOBAHBI TAKUM
oOpa3oM, 4TOOBI OOECHEYUTh 3allUTy MacKUpoBKH. Kpome TOro, MapkupoBKa
JIOJKHA COOTBETCTBOBATh HOPMATUBHBIM TPEOOBAHUSIM.

5.13.2. CnoHcop HOOMKEH ONpEeNeNuTh Uil HCCIENYEMBIX IIPENnapaToB
TEeMIIepaTypy XpaHEHHs, YCIOBHS XpaHEHUs (HampuMep, B 3allIMIIIEHHOM OT CBETa
MECTE€), CPOK XpaHEHHWs, PACTBOPUTENM U MPOLEAYypbl JUIS pPa3BENCHHUS U
BOCCTAaHOBJICHUS, a TaKKe, €CJIM TaKOBbIE NPENyCMOTPEHBbI, YCTpPOMCTBA ISt
BBeneHUs Tipernapara. CroHCOp A0MkKeH WHOOPMHUPOBATH 00 ITHUX TPeOOBAHMSIX
BCE BOBJICUCHHBIE CTOPOHBI  (HampuMep, MOHHUTOPOB, HCCIIEI0BATEICH,
MIPOBU30POB, JIHI], OTBETCTBEHHBIX 33 XPaHEHUE).

5.13.3. Hccnenyembie mpenaparbl AOKHBI OBITh yHMaKOBAaHBI TaK, YTOOBI
NPEAOTBPATUTh MX 3arps3HEHUE U OOECIEUUTh UX COXPAHHOCTH (TIPUTOIHOCTD)
IIPU TPAHCIIOPTUPOBKE U XPAHEHUH.

5.13.4. [Ins wuccienoBaHHWil, B KOTOPBIX HCIIOJB3YETCS CJENOMl METOoH,
CUCTEMa KOAMPOBAHUS HCCIEAYyeMOro IMpernapaTa JAODKHA BKJIOYaTh B ce0st
MEXaHU3M, TO3BOJISIONINM, B OKCTPEHHBIX CIIydasix, ObICTPO HUIECHTHU(PHUIMPOBATH
npenapar, HO, B TO € BpeMs, HE JOMYCKAIOIIM BO3MOXHOCTH HE3aMETHO
PacCKpBITh KOJI.

5.13.5. Ecnm nexkapctBeHHass QopMa HCCIeayeMoro Tmpemnapara Wid

npemnapara CpaBHCHHUSA Ha KIMHHUYCCKOM OJTaIll€ HU3YUCHUA ObLIIa CymEeCTBCHHO
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W3MEHEHa, TO JI0 MCIIOJIb30BAaHUS HOBOW JICKAPCTBEHHON (POPMBI B KIMHUYECKHUX
UCCJIEIOBAHUSIX JOJKHBI OBITh MOJYYEHbI PE3YyJIbTaThl JIOOBIX JOMOJHUTEIBHBIX
UCCJIEIOBAHUM  JaHHOM  JIeKapCTBEHHOM (opmbl  mpenapata  (Hampumep,
CTaOMIILHOCTH, PAaCTBOPUMOCTH, OHMOJIOCTYITHOCTH), HEOOXOIAMMBIC ISl OICHKH
TOTO, CIHOCOOHBI JIM JIaHHbIE WM3MEHEHMS CYIIECTBEHHO IMOBIUSATH Ha
bapmakokMHETHYECKUH MpodUiIb penapara.

5.14. ITocTaBka BCClIeIyeMBbIX TIPEMapaToB U IIPaBUIa OOPAIICHUS C HUMHU.

5.14.1. CrioHcop OTBeYaeT 3a IOCTaBKy HCCJEA0BATEII0/MEIUIIMHCKOMY
YUPEXKAECHUIO UCCIEAYEMOrO Mpenapara.

5.14.2. CnooHcop HE HNOMKEH TIOCTaBIATh HCCIEAYEMBIM Ipenapar
MCCIIEIOBATEII0/METUIIMHCKOMY YUPEXKIECHUIO A0 TE€X IMOP, MOKa HE MOJIYYUT BCIO
TpeOyemMyro JOoKyMeHTanuio (Harnpumep, opoOpenue/3akmtoueHue DCO/HOK u
YIOJIHOMOYEHHBIX OPTraHOB).

5.14.3. TluceMeHHBIE MPOLIEAYPHl CIOHCOpPA JOKHBI BKIIOYATh B CeOs
WHCTPYKIIUU IS MCCIICOBATENSI/MEUIIMHCKOTO  YUPEXKICHUST 10 TpaBUiiaM
XpaHEeHUs UCCIEAYEeMOro Tpernapara u OOpallleHus ¢ HUM, a TaKXe MO0 BEJCHUIO
COOTBETCTBYIOIIEH MOKyMeHTaluu. [Ipouenypsl JOKHBI ONMUCHIBaThH 0€30MacHOe
MOJIyYeHHE HCCIIeyeMOro mpernapara, o0paiieHue ¢ HUM, €ro XpaHeHHUE U BbIJauvy,
U3bSITUE HEUCIOJIb30BAHHOTO HCCIEAYyeMOTO Mpenapara y cyObeKTOB U BO3BpAT
€ro CIoHCOpY (MO0 MHOE PACHOPSIKEHUE HEUCIIOIB30BaHHBIM MPENapaToM, e€Ciiv
ATO CAaHKIIMOHHPOBAHO CIIOHCOPOM U COOTBETCTBYET HOPMATHUBHBIM TPEOOBAHUSM).

5.14.4. CnoHcop NOJIKEH:

a) o0ecrneynTh CBOEBPEMEHHYIO TIOCTaBKY MCCIEIYEMBIX IMpenapaToB
UCCIIEI0BATENISIM;

0) OKYMEHTHUpOBaTh TIOCTaBKH, TOJIydeHHE, BbIady, BO3BpaT U
YHUYTOXEHUE (TUO0 MHOE PACTIOPSKEHUE) UCCIEAYEMbIX MPEenapaToB (CM. paszen
8 HaCTOAIIMX MTPABHII);

B) UMETh CUCTEMY BO3BpaTa UCCIEyEMOIO Mpenapara u JOKYMEHTUPOBAHUS
MO00OHOTO W3BATHS (HAmpUMeEp, OT3bIBA OpPaKOBAaHHOTO TMperapaTa, BO3BpaTa

nperapara 1mocjiec OKOH4YaHuA UCCICAOBAHUS UIIN 110 HCTCUCHUHU CPOKa FO)IHOCTI/I);
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) UMETb CHUCTEeMY YHUYTOXEeHHs (MO0 WHOrO  PaclopsHKEHUs)
HEHUCITIOJIb30BAaHHBIX MCCIIEyEeMbIX MPENapaToB U JOKYMEHTUPOBAHUS MOJOOHOTO
YHUYTOXXEHUS (JTMOO MHOTO paCTIOPSIKEHHUS).

5.14.5. CnoHcop JOJKEH:

a) Ilpunare wMepsl 1O 00€CIEUEHUIO CTAOMIBHOCTH UCCIEAYEMBbIX
MpenapaToB Ha MPOTSKEHUU BCErO MEPUOJIa UCTIOIb30BaHUS.

6) Hmerp nmocTaTOuHOE KOMMYECTBO HCIIOIB3YEMOTO B HCCIEIOBAHUIX
UCCIIElyeMOro Tpernapara, 4ToObl IMOATBEPAWTh, B CIy4ae HEOOXOTUMOCTH, €ro
COOTBETCTBHUE CIEIU(PHUKAIMSIM, a TAKKE BECTH y4YET aHAIM30B M XapaKTEPUCTHK
00pa31ioB mpernapara U3 napTiuu. B 3aBUCUMOCTH OT CTaOUIILHOCTH 00pa3IIbl TOJIKHbBI
OBITh COXpaHEHbI JTMOO /10 OKOHYAHMSI aHAJIW3a JAHHBIX IO UCCIIEAOBaHUIO, OO B
TEUEHHE CPOKa, ONPENICTICHHOTO COOTBETCTBYIOITUMHU HOPMATHBHBIMU TPEOOBAHUSIMH,
UCXOJIsl U3 TOT0, KaKoW MepUoJ] ABJSIeTCS O0ee TITUTETHHBIM.

5.15. JlocTyn K JOKyMEHTALUH IO UCCIIECIOBAHUIO.

5.15.1. CnoHcop JOKEH NPEAyCMOTPETb B MPOTOKOJE WIW HHOM
MUCbMEHHOM  COTVIAIIEHWHW  OOS3aHHOCTh  HCCIE0BATElNIst/METUIIUHCKOTO
YUPEKJICHUST 00ECIeUnUTh MPSMONU JOCTYI K MEPBUYHBIM JAHHBIM/IOKYMEHTAIUU
JUTSL TIeJIel MOHUTOpHUHTa, ayauTa, skcneptussl JCO/HOK, a Taxke HHCHEKINH CO
CTOPOHBI YIIOJITHOMOYEHHBIX OPTaHOB.

5.15.2. CnoHcop HOMKEH YOeauThCS B TOM, UTO KaXKIbl CYOBEKT Jaj
MACbMEHHOE COIJIACHE Ha MPSIMOMl JOCTYI K €ro OPUTHMHAIbHBIM MEIUIIMHCKUM
3amucsaM JIs 1iediell MOHUTOpMHra, ayauTa, skcreptussl DCO/HOK, a Takxke
MHCIIEKIIUH CO CTOPOHBI YIIOJITHOMOYEHHBIX OPTaHOB.

5.16. Undopmanust mo 6€30macHOCTH.

5.16.1. CnoHcop oOTBe4aeT 3a IMIOCTOSHHYI OILIGHKY 0€30MacHOCTH
UCCIIEyEMbIX MPEMapaToB.

5.16.2. CnioHCOp OOJDKEH HE3aMEUIMTEIIbHO YBEJOMUTH BCEX 3aHSATHIX B
WCCIICIOBAHUM  HWCCIEAOBATENICH/MEIUIIMHCKUE  YUPSXKICHHUsS, a  Takke
YIOJIHOMOUYEHHbIE  OpPraHbl O  IMOJYYEHHBIX JAHHBIX, KOTOpPbIE MOTYT

HEOJaronpusTHO OTPa3UThCd Ha OE30MaCHOCTH CYOBEKTOB, TIOBIUATH Ha



49

IpOBEJCHUE UCCIeI0BaHus 00 u3MeHUTh ofgoopenue/3axnouenne DCO/HIK na
MPOJIOJKEHUE UCCIICIOBAHMUS.

5.17. CooO1eHust 0 HeXKENaTeNbHBIX PEAKIIHIX.

5.17.1. CrioHcOp HOMXKEH B BO3MOXKHO 00Jie€ KOPOTKHUH CpPOK COOOIIaTh
BCEM  Yy4YaCTBYIOIIMM B  HCCJEIOBAaHUM  MCCIEI0BATEISIM/MEIUIIMHCKUM
yapexaeHusMm, DCO/HOK, tme 310 TpeOyercs, a Takxke YHOJIHOMOYCHHBIM
opraHaMm 000 BCEX HEXEIATEIbHBIX PEAKIUAX, KOTOPHIE OJJTHOBPEMEHHO SBIISIOTCS
CEpbE3HBIMU U HETPEIBUICHHBIMHU.

5.17.2.  Takme cpouyHble COOOIIEHHUS  JOJDKHBI ~ COOTBETCTBOBATH
HOPMATUBHBIM TPEOOBAHUSIM U TMIPUIIOKEHUIO 3 HACTOSAIIUX TPABUIL.

5.17.3. Cnoncop JTOJDKEH MIPEICTABIATh Ha paccMOTpEHHE
YIOJITHOMOUYEHHBIM OpraHaM BCE HOBBIC JaHHBIE U MEPUOJUYECKHE OTYETHI IO
0€30MacHOCTH UCCJIENYEeMOT0 TMpernapata B COOTBETCTBUU C HOPMATUBHBIMU
TpeOOBAHUSIMU U TIPUIIOKEHUIO 3 HACTOSIIUX MPABUIL.

5.18. MOHUTOpPUHT.

5.18.1. Ilenp

[{enbr0 MOHUTOPHUHTA UCCIIEAOBAHUS SIBIISETCS MPOBEPKA TOTO, UTO:

a) IIpaBa u Gnaronosryune CyObeKTOB 3alTUIIICHBI.

0) IlpencraBieHHble JaHHBIE SIBJISIIOTCS  TOYHBIMHU, TIOJMHBIMH U
MOATBEPKAAIOTCS IEPBUYHON TOKYMEHTALIUEH.

B) MccrnenoBanue mpoBOJUTCS B COOTBETCTBHM C YTBEPKIEHHOW TEKYIIEH
BEpCHUEN  MPOTOKOJIA/TIONPABOK, HACTOSIIMX TMpaBWJI U  HOPMATHUBHBIMU
TpeOOBaHUSIMU.

5.18.2. Be1iOOp MOHUTOPOB U WX KBaTU(DUKAIUS

a) MOHUTOpPBI JOJKHBI Ha3HAYATHCS CIIOHCOPOM.

0) MoHUTOpPHI JOKHBI UMETh COOTBETCTBYIOIIYIO IOJTOTOBKY, a TaKkKe
o0nagaTh HAYYHBIMH W/WIA KIMHUYCCKUMU 3HAHUSIMH, HEOOXOIWMBIMHU IS
MPOBENCHUSI  HAJJICKAIIETO0 MOHUTOPHHTa wuccienoBanus. Kammdukarms

MOHHUTOPOB J0KHA OBITh TIOJITBEPKICHA IOKYMEHTAIBHO.
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B) MOHHTOPBl MODKHBI JIETAIbHO 3HATh CBOWCTBA  HCCIEIYEMBIX
penaparoB, MPOTOKOJI, MUCbMEHHYIO (popMy HHOOPMUPOBAHHOTO COTIIACUS U BCE
Jpyrue MpeaocTaBiigieMble cyoObekTaM nuchbMeHHble Matepuanbsl, COIl cnoHcopa,
HACTOSIIKE NMPaBUIa U HOPMATUBHBIC TPEOOBAHUS.

5.18.3. O6beMm u copepKaHue MOHUTOPUHTA

CrioHCcOp MOMKEH 00eCTeynTh HaJUIeKaAIIMi MOHUTOPHUHT HMCCIEIOBAaHUM.
CrioHCOp JOKEH OMPENeTUTh HEOOX0UMbIE 00BEM U COJEPIKaHNEe MOHUTOPHHTA
UCXOJI1 W3 lieJied, 3ajay, METOIOJOTUU, CJIOXKHOCTH, MACKHPOBKH, OObeMa U
OIICHMBAEMBIX TIAPAMETPOB HcCcienoBanusa. [lo oOmemMy mnpaBuily, € IIEJIBIO
MOHUTOpPHUHTa TpeOyeTcs MocelaTh UCCIeI0BaTeIbCKUE EHTPHI 10, BO BpeMs U
nocje OKOHYaHus uccienoBanusi. OHaKO B UCKIIOUUTEIBHBIX CIIy4asX CIIOHCOP
MOXET PEIINTh, YTO MOHUTOPUHI O€3 BHU3UTOB B HCCJIEAOBATEILCKUE IIEHTPHI B
COUETAaHWU C TAKUMHU TMPOIEAYypaMH, KaK TPEHUHT U TPOBEICHHE COBEHIAHUMN
uccleaoBareyieid, NpeaoCTaBiIeHUEe UM MOJAPOOHOr0 MHUCHbMEHHOIO PYKOBOJCTBA
MOKET TapaHTUPOBAHHO O0ECTIEUUTh HAJJIEKAIIEE MPOBEJICHUE HCCICAOBAHUS B
COOTBETCTBHUM C HACTOSIIMMHU mpaBwiaMu. CTaTUCTUYECKH OIpeelsieMble
KOHTPOJIbHBIE BBIOOPKM MOTYT CIYKHTh NPUEMJIEMBIM METOJOM JJisl OTOOpa
MPOBEPSEMBIX TAHHBIX.

5.18.4. O0s13aHHOCTH MOHHUTOpPA

MoHUTOP, B COOTBETCTBUU C TPEOOBAHUSIMU CIIOHCOPA, JOJDKEH 00€CTIEUUTh
HaJUIeKalee MPOBEICHUE U JOKYMEHTalIbHOE oopMiieHue uccienaoanus. C aToi
IEJIbI0 MOHUTOP, KOrJa YMECTHO U HEOOXOJMMO C YYETOM KOHKPETHOIO
WCCJICIOBAHUSI M HUCCIIEJOBATEILCKOTO IIEHTPA, BBITIOJHIET HIKEIIEPEUHCICHHbBIE
JICVCTBHUS:

a) BeicTymaer B kauecTBE OCHOBHOT'O CBSI3YIOIIETO 3B€HA MEXIY CIIOHCOPOM
U UCCIIEIOBATEIIEM.

0) YOexxmaercst B TOM, 4TO MCCIIeA0BaTeNlb 001a/1aeT JODKHON KBalupuKauen
¥ BO3MOXKHOCTSIMH JIJIsI TIPOBEJICHUSI MICCTICTIOBAHMS M UYTO OHU OCTAIOTCS TaKOBBIMU
BO BpeMs Bcero uccienoBanus (cM. 1. 4.1., 4.2., 5.6.); 4To IOMEIIIeHHs], OTBEACHHBIE

AJI1 IMIPOBEACHUSA MCCIICAOBAHMS, BKIIIOYAsd J'Ia60paTOpI/II/I u 06opy)10BaHHe, a TaK¥XKe
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MIEPCOHAJI COOTBETCTBYIOT TpeOOBaHMSIM K TMPOBEIACHUIO padoT 0e30macHo U
JIOJDKHBIM 00pa30M Ha MPOTSHKEHUH BCETO MEePHUO/Ia NCCIISTOBAHMS.

B) B oTHOmeHWM WcClemMyeMBIX TpEnapaToB MOHUTOP IMPOBEpSET
clIeyrolee:

1) cpoku u ycloBHsI XpaHEHHUS MPUEMIIEMBl U KOJWYECTBO JOCTATOYHO JI0
KOHI[A UCCIIEI0BAHNUS;

2) uccienyemMple Ipenaparbl NOJIYYarOT TOJBKO T€ CYOBEKThI, KOTOPHIM OH
Ha3HAYCH, U B JI03aX, YCTAHOBICHHBIX MPOTOKOJIOM;

3) cyObekTaM NpeAOCTaBIEHbl HEOOXOIMMbIE MHCTPYKIMH I10 MPABHIBHOMY
NPUMEHEHUIO HUCCIEeIyeMbIX MpenaparoB, OOPaIlEHUI0 C HUMH, UX XPAaHEHUIO U
BO3Bpary;

4) momyueHue, TPUMEHEHHE W BO3BpaT HCCIEAYEMBIX MIpernapaToB B
UCCIIEIOBATENILCKOM IIEHTPE JOJKHBIM 00pa30oM KOHTPOJIHMPYIOT U O(OPMIISIOT
JTIOKYMEHTAJIbHO;

5) yHuutokeHwe (MO0 WHOE paCHOpsDKEHHE) HEHCIOJIb30BAHHBIX
UCCIIEyEMbIX TIpENapaToB B MCCIEIOBATEIBLCKOM IIEHTPE OCYIIECTBISAIOT B
COOTBETCTBMM C HOPMATHUBHBIMU TpPEOOBAaHUSMH U IO COTJIACOBAHUIO CO
CIIOHCOPOM.

r) [IpoBepsier coOmoeHne uccaeaoBaTeNeM YTBEPKISHHOTO TPOTOKOIa U
BCEX YTBEP)KICHHBIX MOMPABOK K HEMY, €CITH TAKOBBIE UMEIOTCSI.

1) [IposepsieT, yToOBI MUCbMEHHOE HMH()OPMHUPOBAHHOE COTJIACHE KaXKIOTO
cyOBeKTa ObLIO MOTYYeHO A0 Havajaa y4acTHs B UCCIICIOBAHUM.

e) OOecrieuynBaeT HAIMYKE y UCCIEAOBATENS TEKYIIEH peJakiuu OpOIIIOphI
UCCIIeIOBaTeNs, BCEX JAPYTUX NOKYMEHTOB M MaTepuajioB, HEOOXOTUMBIX ISt
NPOBEJCHUS HWCCIECNOBAaHUS HAJUIekKAIIUM O00pa3oM W B COOTBETCTBUU C
HOPMAaTUBHBIMU TPEOOBAaHUSMHU.

x) OOecrieunBaeT T0, YTOOBI HCCIIEOBATENb U €r0 COTPYAHUKH, 3aHITHIC B
WCCJIeIOBAaHUH, OBLIN JOCTATOYHO MH(DOPMUPOBAHBI 00 MCCIIETOBAHUH.

3) IlpoBepsier, 4YTO wucCcienoOBaTeNb W €ro COTPYJHUKH, 3aHAThIE B

HCCICAOBAHNN, BBIIIOJIHAKT CBsJA3aHHBIE C HCCICOOBAHUEM 00s3aHHOCTH B



52

COOTBETCTBUM C MPOTOKOJOM MU BCEMHU JPYTMMHM NUCHMEHHBIMU COIJIAILICHUSIMHU
MEXIy CIIOHCOPOM M HCCIEN0BaTEIeM/MEIUIIMHCKUM YUpPEXKICHHEM U He
NepeIatoT BHIMOJHEHUE CBOMX (PYHKIIMI HEYTOTHOMOYEHHBIM JIMIIAM.

u) IlpoBepsier coOmiofeHHe wHCcheAOBaTEIeM KpUTEpHUEB OTOOpa mpu
BKJIIOUEHUH CYOBEKTOB UCCIIETOBAHMS.

k) Coo0mraer o CkopocTy Habopa CyOBEKTOB B HCCIICIOBAHUE.

1) IlpoBepsieT mpaBUIBHOCTb, MOJHOTY M CBOEBPEMEHHOCTH PETUCTPALIMH
JAHHBIX B TMEPBUYHBIX U APYTUX OTHOCSIIMXCS K MCCIEAOBAHUIO TOKYMEHTaXx, a
TaK)K€ MOPSII0K UX BEJCHUS.

M) [IpoBepsier, uTo UccnenoBaTeNlb NPEAOCTABISAET BCe TpeOyeMble OTUETHI,
YBEJOMIICHHSI, 3alpoChl W TMOAOOHBIE JOKYMEHTBI W YTO OHHU SIBISIIOTCA
NpaBUIbHBIMHM, TOJHBIMH, CBOEBPEMEHHBIMHM, pPa30OpPUYUBBIMH, JATHPOBAaHbI U
UACHTU(DULIUPYIOT UCCIIEIOBAHHE.

H) [IpoBepsier mpaBWIBHOCTH M TOJHOTY nAaHHbIX B MPK, mepBHuYHBIX
JOKyMEHTaX M JAPYTUX OTHOCSIIMXCA K MCCIENOBAHMIO 3alMCIX IyTEM
COIIOCTABJIEHUSI UX MEXAYy coOoi. B 0COOEHHOCTH, MOHUTOP JTOJIKEH MPOBEPUTH
CJIEAYIOIIIEE:

1) mpaBWIBHOCTh BHECEHUSI TpeOyeMbIx MpoTokojoMm aAaHHbIX B MPK u mux
COOTBETCTBHE JIaHHBIM B IEPBUYHON JJOKYMEHTAIUH;

2) no0ble W3MEHEHWS [J103bl W/WIW TEepanuu YEeTKO JTOKYMEHTAIbHO
o(OPMIISIFOTCS JIJTs KaXKA0T0 CyObeKTa UCCIISIOBAHMUS;

3) HexenaTeNbHbIE SIBJICHUS, COMYTCTBYIOIIEE JICHEHUE U UHTEPKYPPEHTHbIE
3aboneBanus peructpupytorcs B IPK B cooTBeTCTBHE € TPOTOKOIIOM;

4) mnponyuieHHbIE CYOBEKTOM BHU3WUTBHI, HENPOBEIACHHbIC aHAJIU3bl U
HEBBITIOJIHEHHbIE 00ciea0Banus sicHo oTpakeHbl B UPK kak TakoBsie;

5) Bce cilyuan UCKJIIOYEHHs] M BBIOBIBaHUS CYyOBEKTOB M3 HUCCIIEJOBAHMS
3aperucTpupoBanbl U 00bsicHeHbl B UPK.

0) Coobmraer uccinenoparento o moObix gomymeHHbIx B MPK ommoOkax,
nponyckax M Hepa300pUYMBBIX 3amucsIX. MOHHUTOP JOJDKEH IMPOCIEAUTh 3a TEM,

YTOOBI COOTBCTCTBYIOIIHUEC HCIIPABJICHUS, JIO68,BJICHI/I${ WJIN BBIYCPKHUBAHUA ObLIH
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CIeJIaHbl, JATUPOBAHBI, OOBSICHEHBI (€CiiM HEOOXOMMMO) W TOAMUCAHBI CAMUM
uccienoBareneM JMOO YIMOJIHOMOYEHHBIM Ha MOJIMUCAHUE 32 HEro U3MEHEHHH B
NPK uneHOM ucciaenoBaTenbCKOro KOJUIEKTHBA. JlaHHbBIE MOTHOMOYHS JTOJKHBI
OBITh 3aKPETUICHBI JOKYMEHTAJIBHO.

n) IIpoBepsier coOmOeHUE CPOKOB COOOIICHUSI O HEXKENAaTeNbHbIX
SIBJICHUSIX, OTMPEEICHHBIX HACTOSIIIMMH TpaBwmiiamu, mpotokoiom, DCO/HIK,
CIIOHCOPOM M HOPMATHBHBIMH TPEOOBAHUSIMU.

p) IIpoBepsier BeieHre uccaeaoBaTesieM OCHOBHBIX JOKYMEHTOB (CM. pa3fien
8 HACTOSIINX MPABHLI).

c) Coolmiaer wuccienoBarer0o 00 OTKIOHEHHUSX oOT mporokojna, COII,
HACTOSIIIIMX TIPaBWJI M HOPMATHBHBIX TPeOOBaHWA, a TaKXKe NPEINPUHUMACT
HEOOXOJMMBIC JEHCTBHUS C TMEIbI0 TPEIOTBPATUTh TOBTOPEHHE IMOJAOO0HBIX
OTKJIOHCHUH.

5.18.5. IIpoueaypsl MOHUTOPUHTA

Monutop pomkeH coomoaars nuchbMeHHbie COIl cnoHcopa, a Takxke
MpOLEYyphl, CIHEHUATBHO OINPEJCICHHBIE CIIOHCOPOM JUII  MOHUTOPHUHTA
KOHKPETHOTO UCCJICOBAHMS.

5.18.6. Otuer MmoHHTOpA

a) [loce kaxmao0ro BU3WTA B UCCIEAOBATEIILCKUN IEHTP WM CBSI3aHHOTO C
WCCJICIOBAaHUEM KOHTAaKTa MOHUTOP JOJDKCH MPEACTaBUTH CIIOHCOPY MUChMEHHBIN
OTYeT.

6) OTueTsl MODKHBI BKJIIOYATh B ceOs 1aTy, HAMMEHOBAHWE IICHTPA, UMS
MOHUTOpPA, UMS UCCIIEIOBATENS UM HHOTO JIUIA, C KOTOPBIM COCTOSICS KOHTAKT.

B) OT4eThl JOJKHBI COJEPKATh KPAaTKOE OMucaHue OOBEKTOB IMPOBEPKH,
COOOIIICHNE MOHHUTOpPA O CYIIECTBEHHBIX JaHHBIX/(paKTaX, OTKIOHCHHUSAX M
HEJI0OCTAaTKaX, BBIBOJIbI, OMMCAHUE JACHCTBUM, MPEANMPUHSITHIX JTUOO TUIAHUPYEMBIX
W/WJIA PEKOMEHAYEMBIX IJIsi oOecreueHus coOJtoaeHus TpeOOBAaHUM MPOTOKOJA,

HACTOAIIUX IMPaBUJI U YITIOJTHOMOYCHHBIX OPIraHOB.
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r) IlpoBepka cmoHCOpOM OTYeTa MU TMOCHEAYIOIIME ACUCTBUA MO HEMY
JOJDKHBI OBITH JOKYMEHTAJIbHO O(OPMIICHBI YIOJIHOMOYEHHBIM MPE/ICTABUTENIEM
CIIOHCOpA.

5.19. Aynwur.

[Ipu npoBeneHuu aynura B mpejesiax Mep, HalpaBJICHHBIX Ha oOecreueHne
KaueCcTBa, CIIOHCOPHI IOJKHBI YUUTHIBATH:

5.19.1. Llean

Llenpi0 COHCOPCKOTO ayAuTa, MPOBOAMMOTO OTIEIHLHO UM HE3aBUCHUMO OT
PYTUHHBIX (YHKIIUHA 10 MOHHTOPUHTY W KOHTPOJIO KadyecTBa, SBISETCS OICHKA
COOTBETCTBHS IPOBOJUMOIO HuccienoBanus mnporokony, COII, nHacrosmum
TpaBUjIaM ¥ HOPMATUBHBIM TPEOOBaHUSIM.

5.19.2. Beibop u kBanuduKaius ayIuTopoB

a) Jlyig mpoBesieHrs ayuTa CIIOHCOP JIOJDKEH Ha3HAYUTH JIUI, HE3aBUCUMBIX
OT KIIMHUYECKHUX UCCIICIOBAHUA.

6) CrnoHcop 00s3aH yJIOCTOBEPHUTHCS B TOM, UTO ayJUTOPHI 00JAaI0T
JIOCTaTOYHOW KBaJM(PUKALUEH, T.€. MOJTOTOBKOM W OMNBITOM, HJisi MPOBEICHUS
aynuta HajiexanmMm oOpazoM. KBamudukanus aynuropa J0DKHA OBITh
MOATBEPKIEHA JOKYMEHTAJIBHO.

5.19.3. IIpouenyps! aynura

a) CooHcop  HOMKEH  yOeAUThCA, YTO  AyOUT  KIMHUYECKHUX
WCCJICIOBAHUI/TIPOTPaMM  MPOBOJUTCS B COOTBETCTBUM C  MUCHMEHHBIMU
IpOIeAYpaMH CIIOHCOPA, OMPECSISIFOIIMMUA OOBEKT ayanuTa, METOMbI MPOBEACHUS
ayJlnTa, 4acTOTy ayJuTOB, a Takke POPMY U COJEPKaHUE OTYETOB 00 ayauTe.

0) Pa3pabGoTaHHBIf CIOHCOPOM TIUIaH ayJauWTa W MPOUEAYPHl ayauTa
WCCJICIOBAHMSI TIOJDKHBI OBITH OMPEEICHBI 3HAYMMOCTBIO JAHHOTO HCCIIeTOBAHUS
JUISL TIOJIaYé 3asBOK B YIOJTHOMOYEHHBIE OPraHbl, KOJUYECTBOM CYOBEKTOB,
YYaCTBYIOIIMX B WCCIICOBAHUH, TUTIOM U CIOXHOCTHIO MCCIIEIOBAHUS, CTCIIEHBIO
pucKka sl CyOBEKTOB HCCIICIOBAHUS, a TaKXe IOJDKHBI OBITh TPHUHSATHI BO

BHHMaHUE JII0ObIC BBISBICHHBIC TIPOOIESMEL.
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B) 3amedaHuss W BBIBOABI ayaWTa JOKHBI  OBITH  O(OPMIICHBI
JIOKYMEHTAJIBHO.

r) Jns coxpaHeHMs HE3aBUCUMOCTHM W LEHHOCTH GYHKUHUUA ayauTa
YIOJHOMOYCHHBIE OpTaHbl HE TIOJDKHBI B PYTUHHOM TOPSIAKE 3aMpaniniBaTh OTYCTHI
00 ayauTe. YIIOTHOMOYEHHBIE OPTaHbl MOTYT OOpamaThes 3a JOMYCKOM K OT4eTaM
00 ayauTe, €CIM HMEIOTCS CBHUJAETENbCTBA CEPHE3HOTO HECOOTBETCTBHS
HACTOAIIUM MpaBUjIaM, UJIH B ClIydae CyJeOHBIX pa30MpaTeabCTB.

n) Eciu 310 TpeOyeTcsi COOTBETCTBYIOIIMM MECTHBIM 3aKOHOJATEIbCTBOM
WIN TOJ3aKOHHBIMU aKTaMH, CIHOHCOP JOJDKEH MPEACTaBUTh CBHUAETEIBCTBO O
MIPOBEJAECHHOM ayauTe.

5.20. Hecobutoienre NpuMeHUMBIX TPEOOBaHUIA.

5.20.1. Hecobmoaenue npotokona, COIl, HacTtosmmMx mnpaBuid W/UIU
COOTBETCTBYIOIIUX HOPMATUBHBIX TPeOOBAHMI HCCIIeI0BaTEIEM/MEIUIIMHCKUM
YUPEXKACHUEM HIIM COTPYIHHUKOM CIIOHCOpA JOJHKHO BECTH K O€30TiaraTeslbHbIM
JIEUCTBUSM CIIOHCOPA, HAIIPaBJICHHBIM Ha 00ECTICUeHUE UX COOJIIOICHUS.

5.20.2. [Ipu oOGHapyXeHUU B XOJI¢ MOHUTOPHHIA WJIH ayJIUTa CEPbE3HBIX
W/WIU TIOBTOPSIIOUIMXCS CIIy4aeB HECOONIOACHUS MPUMEHUMBIX TpeOOBaHUN CO
CTOPOHBI ~ HCCJIEIOBATENsI/MEIUIIMHCKOTO  YUPEXKJEHUS  CIOHCOp  JIOJKEH
MPEKPaTUTh ydactue UCCJIEeI0BATENSA/METULIMHCKOTO YUpExKIACHUS B
ucciaenoBaHud. Ecnum  ydacThe  HMCClIeqOBaTENs/MEIUIMHCKOTO  YUPEKICHUS
MPEKpalleHO B PE3yibTaTe CEpPbE3HBIX W/UIW  TIOBTOPSIOMIUXCSA  CIy4yacB
HECOOIIOJICHUsS] MPUMEHUMBIX TpeOOBaHUM, CIOHCOP JOJDKEH O0e30TiIaraTrelibHO
YBEJOMHUTH 00 3TOM YIOJIHOMOUYEHHBIE OPTaHBbl.

5.21. JlocpouHO€ MpeKpalieHue WA MPUOCTAHOBKA UCCIICTOBAHMS.

Ecnu uccnenoBanue 10CpoYHO MPEKPAIIEHO WM IPUOCTAHOBJIEHO, CIIOHCOP
JOJDKEH HE3aMeIJIUTENBHO COOOIIHTH MCCIIeI0BATEISM/MEAUITTHCKUM
YAPEKACHUSAM U YITOJITHOMOYCHHBIM OpraHaM O TPEKPaIICHUH WU MPUOCTAaHOBKE,
a TaKKe yKazaTh MPUYUHBI TIpekpamienuss uiu npuoctaHoBku. DCO/HOK Takxke
JOJKEH OBITH HEMEIJICHHO uH(OPMHUPOBAH CIIOHCOPOM W

ucclieaoBaTesieM/MeUIIMHCKUM yUpexKIeHneM (B COOTBETCTBUM ¢ HOPMATHUBHBIMU
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TpeOOBaHUSIMHU), B TOM YHCII€ U O MPUYMHAX MPEKPALIECHUS WIH MPUOCTAHOBKU
WCCIICIOBAHMUS.

5.22. OT4ueT 0 KIIMHUYECKOM HMCCIIEIOBAHUH.

HesaBucuMo oT TOro, ObLIO JIM HCCIECJOBAHUE 3ABEPILICHO IO MPOTOKOIY
WIM TPEKPalIeHO JOCPOYHO, CIIOHCOpP JIOJDKEH OOeCleUuTh COCTaBJICHUE W
IIPEICTABICHUE B YIIOJHOMOYEHHbBIE OpraHbl (B COOTBETCTBUM C HOPMATUBHBIMHU
TpeOOBaHUSAMU 1O (POPME COTIIACHO MPHUIOKCHHIO | K HACTOSIIMM IPaBHIIAM)
OTYETOB O KJIMHUYECKOM HccienoBaHud. CHOHCOp Takke JO0DKeH 00ecreuuThb
COOTBETCTBHE OTYETOB O KIIMHUYECKOM HCCIEA0BAHUM, BXOISAIINX B COCTAB 3asBKH
Ha perucrpauuro, crasgapram pykosoactBa ICH «Crpykrypa m cozpepkaHue
OTYETOB O KIMHMYEeCKOM wuccienoBanun» (IIpumeuanue - PykxooactBo ICH
«CTpyKTypa U coepKaHUE€ OTYETOB O KIMHUYECKOM HCCIEIOBAaHUM» YKa3bIBaeT,
YTO B OTJEJIBHBIX CIIy4asiX MOTYT ObITh IPUEMIIEMbI COKPAIIEHHBIE OTYETHI).

5.23. MHOTOLIEHTPOBBIE UCCIIETOBAHUS.

[Ipy MHOTOLIEHTPOBBIX HCCIEIOBAHUAX CIIOHCOP JOJDKEH OO0ECHeunuTh
(03 (141011 (SICK

5.23.1. Bce wuccnepoBarenn NOPOBOASAT HCCIEAOBAHUE B  CTPOrOM
COOTBETCTBHUH C IMPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM U, €CIiu TpedyeTcs, C
YIOJHOMOYEHHBIMHU OpraHamu M pazpeuieHHbM/ogo0peHHsiM DCO/HIK.

5.23.2. UPK pa3paboranbl TakuM 00pa3oM, 4TOObl cOOpaTh Bce TpeOyeMble
JTAHHBIE U3 BCEX LIEHTPOB, YYAaCTBYIOIIMX B MHOTOLIEHTPOBOM HCCIIEOBaHUU. TeM
MCCJIEIOBATENSAM, KOTOPbIE COOMPAIOT JOMOJHUTENbHBIE aHHbIE, JOJKHBI OBITh
Takke TnpenoctaBieHbl gononHutensHbie WPK, paspaborannbie 1isi cOopa
JOTIOJTHUTENBHBIX TAHHBIX.

5.23.3. OO0s3aHHOCTM  HCCIEAOBATENICU-KOOPAUHATOPOB M APYIHX
UCCleNoBaTeNel, a TakkKe MEOUUUMHCKUX OpraHu3aldid  JOKYMEHTAJIbHO
3aKperJIeHbI 10 Havyalla UCCIIEA0BAHMS.

5.23.4. Bcem wuccnenoBarensiM  IPEAOCTABICHbI  MHCTPYKLIHMH IO
COOJIIOIGHHIO TMPOTOKOJIA, €IWHBIX CTAaHJApPTOB OLEHKU KIMHUYECKHX WU

Ja00paTOPHBIX JIAHHBIX, a TakKe 1o 3anojHeHuto MPK.
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5.23.5. CBs3b MeX Iy HUCCAEA0BATENIMU HE 3aTPyAHEHA.

6. IPOTOKOJI KIMHUYECKOI'O HCCJIEJOBAHUA
N ITOITPABKMU K ITPOTOKOJIY

[Io oOmemy mnpaBuily, COJAEp>KaHUE MPOTOKOJA HCCICAOBAHUSA JOJKHO
MMETh VKAa3aHHYI0 HIDKE CTPYKTYpy . OIHAKO HHPOPMALHS, HMEIOIIAs
OTHOUIIEHUE TOJIbKO K OJJHOMY MCCJIEIOBATEIbCKOMY LIEHTPY/MEIUIIMHCKON
OpraHu3alid, MOXKET OBITh MPEJCTaBlIeHA HA OTMACIBHBIX CTPAHMIAX MPOTOKOJA
WU COAEPXKAaTbCA B OTACIBHOM COTJIAIIEHWHM, a YacTh IPUBEACHHON HUXKE
nHpOpMaIIM MOXXET TaKXKe COAEPXKaThCi B JPYrUX ITOKYMEHTAaX, CChUIKM Ha
KOTOPbIE UMEIOTCS B MPOTOKOJIE, HAIPUMED, B OPOILIIOPE UCCIET0BATES.

6.1. Obmas nadopmarusi.

6.1.1. Ha3Banue mnporokona, WACHTU(UKANUOHHBIA HOMEpP MPOTOKONIA U
nara(bl) u3nanus. JIrobas nmorpaska Takke JTODKHA UMETh HOMED TIOTIPaBKHU U JIaTy.

6.1.2. HaummeHoBaHue/MMsS W aJpec CIOHCOpa M MOHHUTOpa (eciii OHH
pa3InyaroTCs).

6.1.3. IM9 u AOMKHOCTH JIWI, YIOJTHOMOYEHHBIX OT HMEHH CIIOHCOpa
MOAMUCHIBATh MPOTOKOJ ¥ TOMPABKH K TPOTOKOJTY.

6.1.4. WNms, nomKHOCTH, aapec W Homep TelepoHa HA3HAYECHHOTO
CIIOHCOPOM MEAMIIMHCKOTO IKCIEPTa 10 JAHHOMY UCCIEIOBAHUIO.

6.1.5. Mg 1 AOJDKHOCTH HCCIEAOBATENICH, OTBEUAIOIIMX 32 IMPOBEACHUE
MCCJIEIOBAHMSI, a TAKXKE aJipeca U HoMepa Telie(pOHOB KIIMHUYECKHUX IIEHTPOB.

6.1.6. ms, MOMKHOCTB, ajgpec U HOMeEp TenedoHa KBATU(UIIMPOBAHHOTO
Bpaya (CTOMaTroJiora, €cid MPUMEHUMO), OTBEYAIOLIEro 3a TMPUHATHE BCEX
peleHnid MEIUIIMHCKOro (WJIM CTOMATOJOTUYECKOr0) XapakTepa B KOHKPETHOM

HCCIICA0BATCIBCKOM LICHTPC (CCHI/I JAaHHOC JIMIIO HE ABJISICTCA I/ICCJ'Ie,HOBaTeJICM).

3 HpOTOKOJI HUCCJICOAOBAaHUA W OTYCT O KIIMHHMYCCKOM HMCCJIICAOBAHHMHM TCCHO CBsA3aHBI, OOIIOJIHHUTCIIbHAA
I/IH(I)OpMaLU/ISI COACPIKUTCA B IPHUITOKCHUN 1k HaCTOAIUM IIpaBUJIaM
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6.1.7. HaumeHoBaHus W ajpeca KIMHUYECKUX JTa0OpaTOpuil U JOPYyrux
MEAMIMHCKUX W/MIU TEXHUYECKUX CIIy>)KO W/MIU OpraHu3alii, BOBJIEUYECHHBIX B
UCCIIEJIOBAHHUE.

6.2. O0OCHOBaHUE UCCIIEIOBAHHUS.

6.2.1. HaumeHoBaHUE U ONIUCAHKUE UCCIIENYEMBIX PENapaToB.

6.2.2. CBOAHOE W3J0KEHWE MOTCHUHAIBHO HWMEKIOIMMNX KIMHUYECKYIO
3HAYMMOCTb PE3YNbTATOB JOKIMHUYECKHX HCCIEIOBAaHUM, a TAaKXKE pPEe3yJIbTaTOB
KJIMHUYECKUX UCCIIEJOBAHUN, 3HAUMMBIX JUIsl TAHHOTO UCCIIEI0BAHUSI.

6.2.3. Kparkoe onvcaHue M3BECTHBIX U MOTEHUUAIBHBIX PUCKOB U IOJb3bI
U1 CyOBEKTOB UCCIIEOBAHUS, €CIIU TAKOBbIE NUMEIOTCH.

6.2.4. Onucanue U 00OCHOBaHHE cIOCO0a BBEACHMS, JTO3UPOBKH, pexKUMA
JIO3UPOBAHUS U Kypca JICUECHHUS.

6.2.5. YkazaHue Ha TO, YTO JaHHOE KIMHUYECKOE HCCIEI0BaHUE OyaeT
IPOBOJUTHCA B COOTBETCTBUM C MPOTOKOJIOM, HACTOSIIMMHU IpaBUJaMu U
HOPMAaTUBHBIMU TPEOOBAaHUSIMHU.

6.2.6. Onucanue uccuexyeMon NOoIyJIsIuY.

6.2.7. CChIIIKM Ha JTUTEPATYPHBIE UICTOUYHUKU W JaHHBIC, CYIIICCTBEHHBIC JJIS
UCCIJIEIOBaHMSI U MIPEJICTaBIIAIONIIE cOO0M 000CHOBAaHUE TaHHOTO HCCIIEA0BAHNUS.

6.3. Llenau u 3aga4m UCClIeJOBAHMUS.

JleTanpHOE OMMCAHUE LIEJIEH U 3a7a4 UCCIEN0BAHUS.

6.4. JIuzaiiH uccieaoBaHus.

Haydnast 000CHOBaHHOCTh MCCJEIOBAHMS M JOCTOBEPHOCTh MOJIYYEHHBIX B
VCCJIENOBAHUM JAHHBIX CYIIECTBEHHO 3aBUCAT OT JHW3ailHa MCCIECIOBaHUS.
Onwucanue qu3aiiHa UcciaeA0BaHus JODKHO BKIKOYATh B ce0sl:

6.4.1. VYka3zaHue OCHOBHBIX U JIONOJHHUTEIBHBIX (MIpU  HAJIUYWHN)
UCCIIETyeMbIX MTapaMeTPOB, KOTOPbIE OyIyT OLIEHUBATHCS B XOJI€ UCCIICTOBAHMS.

6.4.2. Onucanue TUna/Au3aiiHa MPOBOJMMOIO HCCIEAOBaHUS (HampuMep,
JBOMHOE cjenoe, Mianed0o-KOHTPOJIUpyeMoe, MapajljielIbHOe) M CXEMaTUYeCKOe

H306pa>1<eHHe zmsaﬁHa HCCIICOBAHMA, IIPOUCAYP U 3TAIIOB UCCICAOBAHUA.
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6.4.3. Omnucanue Mep, HaANpPaBIEHHBIX Ha MHHUMM3AIUIO/UCKIIOUCHHUE
CYOBEKTUBHOCTH, B TOM YHCJIE!

a) paH/I0MHU3aLluu;

0) cienoro MeToa/MaCKUPOBKH.

6.4.4. Onucanne UCNOJNB3YEMOIO B MCCICAOBAHUM JICUCHHS, JO3UPOBKH U
CXeMbl TPHUMEHEHHUs HCCIACAYEMBIX TMpemnapaToB. Takxke BKIOYaeT B ceOs
ONKCaHUE JIEKAPCTBEHHOW (OPMBI, YMAKOBKM M MapPKUPOBKH HCCIETYEMBIX
IpernapaToB.

6.4.5. OxunpgaemMas  MNPOAODKUTENIBHOCTh  y4acTHsl  CyOBEKTOB B
UCCIIEJOBAaHUM, ONHUCAHHE IIOCIEA0BATEIbHOCTH U MPOJOLKUTEIBHOCTH BCEX
NEPUOJIOB HMCCIIEIOBAHUSA, BKIIOYAsl MEPUOJ MOCIEAYIOEro HaOMIOACHUS, €CIU
TAKOBOW MPEAYCMOTPEH.

6.4.6. Onucanue «IpaBUJl OCTAHOBKW» WM «KPUTEPUEB HUCKIIIOUEHUS» IS
OTJIEIBHBIX CYyOBEKTOB, YACTEH UCCIIEI0BAHUS UIIM UCCIIEIOBAHUS B LIEJIOM.

6.4.7. Ilpouenypbl ydera UCCIEIyEeMbIX IpENaparoB, BKJIKOYas, MpH
HaJIMYUH, 1J1a11e00 U rnpenapaTsl CpaBHEHUS.

6.4.8. XpaHeHHE pPaHIOMHU3ALUMOHHBIX KOJOB JIEYEHUsS W IPOLEAYPHl HX
PacCKpBITHSL.

6.4.9. llepedyeHp BceEX MAHHBIX, PETUCTPUPYEMBIX HemnocpeacTBeHHO B MIPK
(T.e. ©6€3 mpeaBapUTENbHOW 3aMKMCH B MHUCHbMEHHOM WJIM 3JIEKTPOHHOM BHJIE) U
paccMaTpuBaEMBbIX B KaUECTBE MEPBUYHBIX JTAHHBIX.

6.5. OTOOp U UCKITIOUEHHE CYOBEKTOB.

6.5.1. Kputepuu BKIItOUEHUS CYObEKTOB.

6.5.2. Kputepun HEeBKIIOUSHUS CYyOBEKTOB.

6.5.3. Kpurepun uckioueHus CyObEKTOB (T.€. OCHOBAHUS MpPEKpaLICHUS
OPUMEHEHHUS HCCIENyeMOro Tperapara/ucciaeyeMoro JIeYeHHs), a Takke
IPOLIETYPhI, ONIPEACIISAIONINE:

a) Korma u xak cyOBeKTOB HCKIIOYaThb M3 HUCCIEIOBaHUI/ICUCHUS

HCCIIEyEMBIM MIpEnapaToM.
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06) Kakue naHHble M B Kakue CPOKH JOJDKHBI OBITH COOpaHbl IO
WCKJIFOUEHHBIM TAI[UEHTaM.

B) [Ipouierypa 3ameHbl CyObEKTOB, €CIIA ATO MPEAYCMOTPEHO.

r) [locnenyromiee HaOIOIeHNE 32 CYyObEKTAMU, UCKIIFOUEHHBIMU U3 JICYCHUS
UCCJIeTyEMbIM IIPenapaToM/UCCaeayeMbIM JICUCHUEM.

6.6. Jleuenue cyObEKTOB.

6.6.1. OcymiecTBisieMoe JICUCHHE, BKJIIOYas HAUMEHOBAHUS  BCEX
npenaparoB, UX JTIO3UPOBKU, YACTOTY NpHUeMa, MyTH/COCOObI BBEJCHUS, a TaKkKe
IPOAODKUTEIBLHOCTD JICUCHHSI, BKIIOYAs MEPHOJbI MOCIEAYIOIIEr0 HaOII0IeHUs
JUISL  KaXJoW Tpynmbl CyObeKTOB (IO TpyINaM JICYCHHUS] HUCCIETyEeMbIM
npenapaToM/rpymnmnam UCCaeayeMOoro JeUSHUs/TPyIaM UCCIICIOBAHMS).

6.6.2. JlekapCTBEHHBIC TNpenapaThl/BUABl TEpAlMH, MPUMEHEHHE KOTOPHIX
paspelieHo (BKJIOYas HEOTIOKHYIO TEpaluio) WIM HE pa3pelieHo 10 W/WIH BO
BpEMsI HCCIIEIOBAHUSI.

6.6.3. MeTonbl KOHTPOJIS 32 COOIOACHUEM IPOLEAYDP CYOBEKTaMHU.

6.7. Onenka 3¢ (HEeKTUBHOCTH.

6.7.1. Ilepeuenn nmapameTpoB 3G (PEKTUBHOCTH.

6.7.2. Meronbl U CpPOKM OILICHKHM, PETHCTpAallMd W aHalu3a HapaMeTpoB
3 PeKTUBHOCTH.

6.8. OnieHka 6€30MacHOCTH.

6.8.1. Ilepedenn mapameTpoB OE30MTACHOCTH.

6.8.2. MeTonbl M CpPOKM OLEHKH, PETHCTPALMM M aHajIu3a IapaMeTpoOB
0€30IaCHOCTH.

6.8.3. TpeGoBanus k oTueraM, MPOIEAYPHI [0 PETUCTPAIIMA U COOOIICHHUSIM
O HEXKeNaTeNbHBIX SABJICHUSX U HHTEPKYPPEHTHBIX 3a00JICBaHUSX.

6.8.4. MeTo U MPOAOKUTEIBHOCTh HAOMIONEHUS 3a CYyObEKTaMH TMOCe
BO3HUKHOBEHUS HEXKETATEeIbHBIX SBICHUI.

6.9. CraThucTUYECKHE aCTIEKThI KIIMHUYECKOT'O UCCIIEI0BAHUSI.

6.9.1. Onucanve CTaTUCTUYECKUX METOIOB, KOTOpBIE MPEANONaracTcs

HCITI0JIb30BAaTh, BKIIIOYasl CPOKHU KAXKJIAO0I0O INIAHMPYEMOI'O IMPOMEKYTOUHOI'O aHaJIM3a.
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6.9.2. Ilnanupyemoe KOJIMYECTBO CYOBEKTOB. B cirydae MHOTOIIEHTPOBBIX
UCCJIEIOBAHUM JOJKHO OBITH OMPEAEIICHO IIAHUPYEMOE KOJIMYECTBO CYObEKTOB B
KaxaoM 1eHTpe. OOocHOBaHME pa3Mepa BBIOOPKH, BKIIOYAsl TOSICHEHUS WIIU
BBEIYHCIICHUS IS OOOCHOBAHMS CTaTHUCTUYECKOW MOIIHOCTH WCCICIOBAHUS U
KJIIMHUYECKOH 000CHOBAHHOCTH MCCIIEIOBAHUS.

6.9.3. [IpumeHsieMblil ypOBEHb 3HAUMMOCTH.

6.9.4. Kputepuu npekpaiieHus UCCie10BaHusl.

6.9.5. Ilpouenypbl ydeTa OTCYTCTBYIOIIMX, HE MOJJICKAIIMX aHAIU3Y U
barbcuUIMPOBaHHBIX JAHHBIX.

6.9.6. ITponieaypsl cooOIIeHUs O JTFOOBIX OTKIOHEHHUSAX OT IEPBOHAYATILHOTO
CTATUCTUYECKOTO IJIaHa (BCE OTKJIOHEHUS OT MEPBOHAYATIBLHOIO CTATUCTUYECKOTO
IJjaHa JOJDKHBI ObITh OMUCAaHbl W OOOCHOBaHBI B MPOTOKOJE W/WIU
3aKJTIOYUTEIIBHOM OTYETE 00 MCCIICIOBAaHUN ).

6.9.7. OT60p cyOBEKTOB Il aHANIK3a (HApUMeEp, BCE PAHIOMHU3UPOBAHHBIC
CyOBEKTBI, BCE CYOBEKTHI, MOJYYMBIIHE XOTS OBl OJHY JI03y HCCIETyEeMOTO
npenapara, BC€ CYOBEKThI, COOTBETCTBYIOIIME KPUTEPHUSM OTOOpa, CYyOBEKTHI,
JTAHHBIE KOTOPBIX MPUTOIHBI JJIs1 OLICHKH).

6.10. [IpsiMoit 1OCTYN K IEPBUYHBIM JAHHBIM/TOKYMEHTAIIUH.

CrnoHcOp JOJKEH MPeAyCMOTPETh B MPOTOKOJE WM WHOM MUCBMEHHOM
COTJIallIEHUH OOSI3aHHOCTh UCCJEAOBaTEICH/OpraHu3aliii He MPEnsTCTBOBATh
OpSMOMY JIOCTYNy K TICPBUYHBIM JAHHBIM/JOKYMEHTAIMHM JJI TMPOBEIACHUS
CBSI3aHHBIX C HMCCJIEJOBAaHMEM MOHUTOPHUHTA, ayAuTa, dTUYECKOW SKCHEPTHU3bI, a
TaKX€ MHCIIEKIIUU CO CTOPOHBI YIIOJHOMOYEHHBIX OPraHOB.

6.11. Kontposb kauecTBa u obecreueHrue KauecTna.

6.12. DTuyeckue acleKThl.

Onucanue TUYECKUX aCEKTOB UCCIIEI0BAHUSI.

6.13. PaboTa ¢ 1aHHBIMHU U BEACHUE 3AITHUCEN.

6.14. ®uHaHCUpOBAHHUE U CTPAXOBAHHUE.

OUHAHCUPOBAHUE W CTPAXOBAaHUE, €CIM OHU HE ONKCAHBl B OTJEIBHOM

JIOTOBOPE.
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6.15. [lybnukaruu pe3yabTaToB KIMHAYECKOTO UCCIEIOBAHMS.
[TonuTrka B OTHOIICHUH MYyOJIMKAlU, €CTM OHA HE OMHCaHa B OTACIbHOM
JIOTOBODE.

6.16. IputoskeHns’.

7. BPOIIIOPA NCCJUIEAOBATEJIA

7.1. BBenenue.

Bpommtopa uccnenosarenst (b1) mpencrapnsier coOoil CBOIHOE H3JI0KECHUE
KIIMHUYECKUX WU JOKIMHUYECKHX JAHHBIX IO HCCIEAYEMOMY Npernapary, KOTOpbIE
MMEIOT 3HAUCHHUE /I €ro M3Y4YCHHs] C y4acTHEM YeJIOBEKa B KayeCTBE CYObEKTa
uccnenoBanns. Hasnauennem bW sABisieTcs NpenOCTaBIEHHE MCCIENOBATENSIM U
JPYTUM  JIMIIAaM, BOBJEYCHHBIM B TIPOBEJCHHE UCCIENOBaHMs, HH(pOpMaIuy,
MOMOTAIONICH MOHUMAHUI0O W COONIOACHUI0 MHOTHMX CYIIIECTBEHHBIX TOJIO0KECHUM
MPOTOKOJIA, TaKMX KakK J103a, YacTOTa/NMEPUOJMYHOCTb 703, CHOCOOBI BBEICHUS, a
TaKKe TNpoIeayphl MOHUTOpHHra Oe3omacHoctu. bW Takke oOecrieuuBaer
MOHUMAaHKE, CIIOCOOCTBYIOIEE KIMHUYECKOMY BEICHUIO CYObEKTOB MCCIICIOBAHMS B
TEUEHHE Kypca KIMHUYECKOro wuccienoBanusa. HWubopmaims MomkHA —OBITH
MpEJCTaBICHa B KPAaTKOW, MPOCTOM, OOBEKTUBHOM, B3BEIICHHOW U JIMILIEHHOM
PEKJIaMHOTO OTTEHKa (opMe, MO3BOJISIONICH KIMHUIMCTY WM TOTEHIUATbHOMY
WCCIICIOBATENIO TOHATh €€ M C(OpMUPOBaTh CBOKO COOCTBEHHYIO OOBEKTHBHYIO
OLICHKY 11€JI€CO00Pa3HOCTU MPEAIaraeMoro UCCIeAOBaHUS UCXOMASI U3 COOTHOILICHUS
pucka u nonb3el. [lo 1ol npuunne B coctapneHnu bU 0ObIYHO OMKEH MPUHUMATD
y4acTHe METUITMHCKHIM JKcrepT, HO coaepkanue bW momkHO OBITH 07100peHO
CHEIUAIMCTaMU TeX o0JiacTei, ryie ObUIH MOTyYeHbl OMTUChIBAEMBIE JIAHHBIE.

Hacrosimuit  crangapt omnpeaenseT MUHUMAJIbHBIM 00beM HH(POpPMAIINH,
KOTOpasi J0JKHa OBbITh BKIIOYeHa B b, W gaeT pekomeHJanuu 1O CTPYKType

U3NIOKEeHHUsT NaHHoW wuHopmanuu. [Ipeamonaraercs, 4To XapakTep U 00BEM

* TIoCKOJIBKY IIPOTOKON MCCIENOBAHMS M OTYET O KIMHHYECKOM HCCIEOBAHMM TECHO B3aHMMOCBS3aHBI, B
KauecTBe WCTOYHMKA JIOTOJMHUTEIbHOW WH(OpMALMKM ClIeAyeT HCmonb30BaTh pykoBoncteo ICH E3
«CTpyKTypa U CoiepaHNe OTYETA O KIIMHUYECKOM UccieaoBaHun» wiu [Ipunoxenue 1 HacToAmMX npaByil.
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JIOCTYIHOM wHpopMamuu OyIyT HU3MEHSATHCS B 3aBUCUMOCTH OT CTaJud
pa3paboTKu HcclieayeMoro mpemnapara. Eciu uccieayemslil npenapat HaxoIuTCs
Ha pbIHKE W OOJIBIIMHCTBY IPAKTHUKYIOIMIMX Bpadyeil XOpOIIO H3BECTHBI €ro
dbapmakonorudeckue cBorictBa, bW Moxker ObITh MeHee moApoOHO. C
pa3pelieHusl yIoJIHOMOYCHHBIX OpraHoB, BMecTo B MOryT ObITh MCIIOJIB30BaHBI
MaTepualbl, COJiepXkKalue OCHOBHYIO HHGPOpPMAIMIO O TMpenapare, JIUCTOK-
BKJIaAbII WX WHGOpPMAlUs HA STUKETKE MPH YCIOBUHU, YTO aJlbTEPHATUBHBIN
BapUAHT COJICPIKUT aKTyaJIbHYI0, BCECTOPOHHIOIO M TTOAPOOHYI0 HHpOpMaIHio 000
BCEX XapaKTEPHUCTUKAX HCCIECIYEMOro Ipemnapara, KOTOpPble MOTYT OBITh Ba)KHbI
1 ucenenopatens. Ecnyn Haxonsmuiics B CBOOOTHON MpoJaXke JICKapCTBEHHBIH
npenapar HCCIeAyeTcsl Ha TMpeaMeT HOBOTO NpPUMEHEHHsS (T.e. MO HOBOMY
nokaszanuto), bW nomxHa OBITH COCTaBlI€HA C y4E€TOM HOBOro mpumeHeHus. bU
CIEQyeT TMEepecMaTpuBaTh U HCHOPABIATH HE PEXKE OJHOTO pa3a B TOJ M, NpHU
HEOOXOJIMMOCTH, JOMOJHATh B COOTBETCTBUM CO CTAHJIAPTHBIMU MPOIEAYpaMU
crioHcopa. b MoeT mnepecMaTpuBaThbCs 4Yallle B 3aBUCUMOCTH OT CTaJguu
pa3paboOTKH Mperapara ¥ 1Mo Mepe MOCTYIUICHUS HOBOW 3HAYMMON HMHGOPMAIIUH.
OnHako B COOTBETCTBMUM C HQJIEXKaANIEd KIMHUYECKOW TMPAKTUKOM HOBad
nHpopMaruss MOXKET OBITh HACTOJIBKO Ba)kKHA, YTO €€ HEOOXOIMMO COOOIIUTH
uccnenoBarensaMm U, BodMoxkHo, DCO/HOK u/unm ynoJiHOMOUYEHHBIM OpraHaM Ji0
€€ BKJIFOYEHHUs B HOBYIO pefakiuto bU.

Kak mnpaBwio, CHOHCOp OTBEYaeT 3a MPEAOCTABJICHHUE MCCIEA0BATEIISIM
akTyanpHOW pemakuuu b, a wuccnemoBatenu oOTBEHAarOT 3a NPEAOCTABIEHUE
aktyanbHOU pepakimu bU cootBercTBytomemy ICO/HIK.

Ecnu cnoHcopoMm wuccClieOBaHUS SIBJISICTCSl MCCIIeIOBaTelb, OH JIOJKEH
paccMaTpuBaTh BO3MOXKHOCTH MOJYyUYECHHS] OPOIIIOPEI OT U3rOTOBUTEINS Mpernapara.
Ecaim  wuccnemyemblid  mpemapaT  MPEIOCTaBISETCS  CaMUM  CIIOHCOPOM-
uccleaoBaTesieM, OH JIOJDKEH JOBECTH HEOOXOIUMYI0 MH(OPMAIIUIO 10 CBEACHUS
3aHSTOTO B MCCIEAOBaHUU IMepcoHana. B Tex ciyyasix, Korja COCTaBJIEHUE
TpagunuoHHoW bW HeocymiecTBUMO, B KaueCTBE AaJIbTEPHATUBBI CIOHCOP-

HCCIICAOBATCIIb JOJDKCH  BKIIOYUTL B  IIPOTOKOJ  HCCICAOBAHUA  pasici,
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BKJTFOYAIONINI TOAPOOHO H3JIOKEHHBIE JaHHBIC, COJCpPKAlUe MHUHUMAJIbHBIN
o0BeM TekyIieil nHpopMaIuK, IPeAyCMaTPUBAEMbIE HACTOSIIIIMMHU MPABUIIAMH.

7.2. O01mue moaoKeHus.

BU nomxHa BKItOYaTh B CEOS:

7.2.1. TUTYIBHBIN JUCT

JIomKHBI OBITh yKa3aHbl HAWMEHOBAHHE CIIOHCOPA, HWIACHTU(UKATOPHI
KaXJIOr0 MCCIIeyeMOoro mpenapara (T.e. HOMEP MCCIEIOBaHMS, XUMUUECKOE WIIU
YTBEPKIACHHOE HEMAaTCHTOBAHHOE HAa3BaHUE, a TAKXKE TOPrOBbIE HAMMEHOBAHUE,
€CJIM 3TO HE MPOTUBOPEYHUT JCUCTBYIOLIEMY 3aKOHOAATENBCTBY M MO KEIAHUIO
crioHcopa) u nara penakuuu bU. Pexomenmyercst ykaszpiBath Homep Bepcun bU, a
TaKXe HOMEP U ATy Nnpeapiaymen pegakuuu bI.

7.2.2. Yka3aHue Ha KOH(UIECHINATIBbHOCTb

[To xemaHWilO CHOHCOpP MOXET BKIOUYWTH B bW  yBenomieHue
uccleaoBareell/mojaydaresiel o ToM, 4T0 OHU JOJDKHBI paccMarpuBaTh BU kax
KOH(DHUICHIIMABHBIN  JJOKYMEHT, NpeIHAa3HAYCHHBIH  HUCKIIOYUTEIBHO IS
O3HAKOMJICHUS U UCIOJIb30BaHUS UCCieIoBaTenbCcKuM KoyekTusoMm u DCO/HIK.

7.3. Conepxanue OpOIIIOPhl UCCIICIOBATEIS.

bW nomxHa uMeTh CIEAYIOMNE Pa3ICibl, KaXKAbIM U3 KOTOPBIX, I71€ TTOAXO/IHT,
CJIEAyeT COITPOBOXK/IATh MEPEUYHEM CChIJIOK Ha JIUTEPATyPHbIE UCTOUHUKH:

7.3.1. OrnaBnenue

7.3.2. Kpatkuii 0630p

JIoJbKHO ~ OBITH  MPENICTABICHO KpaTKoe pe3toMe  (OKenaTesibHO, He
MPEBBINIAIONIEE JBYX CTPAHUI) JOCTymHOW uHopMaruu o (QU3NYECKUX,
XUMUYECKUX, (papManeBTHUECKUX, (HapMaKOJOTUYECKUX, TOKCUKOJIOTHUECKHX,
(bapMakOKMHETHYECKMX,  METAa0OJMYECKUX  CBOMCTBax, HMHPOpMALMK O
KJIMHUYECKOM NPUMEHEHHUH, COOTBETCTBYIOLIEH TEKYIIEH CTAAUU KIMHUYECKOU
pa3pabOTKH UCCIIEAYEMOTO Tpernapara.

7.3.3. Beenenue

B kpaTkom BBOJHOM pazjesnie JOKHBI ObITh YKa3aHbl XHMUYECKOE HA3BAHHE

(a TAK)KC HCIATCHTOBAHHOC MW TOProBOo€ HAWMMCHOBAHUA, CCJIM IIperiapar



65

3apErUCTPUPOBAH) HCCIEIYEMOro TMpernapara, BCE€ AaKTUBHBIE WHIPEIUCHTHI,
dbapmakoioruyeckas Tpynmna, K KOTOPOH OTHOCHTCS HCCIEAyEeMbIH Npernapar, u
MECTO, Ha KOTOpO€ OH B HEW mpeTeHayeT (HampuMmep, NPEUMYIIECTBA),
00OCHOBaHUE I MU3y4YEHUsS! UCCIEeyeMOro mpernapara, a TakKe ero OKujaeMble
npouIIaKTUYECKUE, TepaneBTUYECKUE WIM JUarHocTuyeckue nokaszanus. Kpome
TOTO, B BBOJHOM pa3Jiefie J0JDKEH ObITh C(HOPMYIUPOBAH OOIIUN MOAXO0/ K OLEHKE
UCCJIENyEMOTr0 IIpenapara.

7.3.4. dusznyeckue, xXuMuUyeckue H (GdapMaleBTUYECKUE CBOICTBA U
JexapcTBeHHas popma

JIoMKHBI OBITH TPEJCTaBICHBI OMUCAHUE KOMIIOHEHTOB HCCIIETyEMOTO
npenapara (BKJIIOYAas XUMUYECKHE W/WUIU CTPYKTYpHbIE (DOPMYJbI), a TaKxke
KpaTkas COpaBKa O €ro  OCHOBHBIX  (DM3WYECKHUX, XHMHYECKHUX U
dbapmaneBTUYECKUX CBONCTBAX.

Jlis obecrieueHusi aJCKBaTHBIX Mep O€30MacHOCTH B XOJE HCCIIEAOBaHUS
JIOJDKEH OBITh YKa3aH M, eClM TpeOyeTcs, 000CHOBaH COCTaB JIEKapCTBEHHON (HOPMBI,
BKJIIOYAsi JIOTIOJIHUTENbHBIC BelecTBa. Takke JOKHBI OBbITh IMPETOCTABICHBI
WHCTPYKIIMHU IO XPaHEHHUIO U UCTIOIB30BAHUIO JICKAPCTBEHHBIX (hOPM.

Crnenyet ynoMsiHyTh JIFOOO€ CTPYKTYPHOE CXOJICTBO C APYTUMHU U3BECTHBIMU
COCTMHCHUSIMH.

7.3.5. JIOKIIMHUYECKHUE UCCIICAOBAHUS

Beenenue

JloJbkHBL  OBITH  TIPEACTaBIEHBI B KpaTkod (opMe pe3yabTaThl BCeX
CYIIIECTBEHHBIX JIOKJIMHUYECKUX MCCIENOBAHNN (HapMaKOJOTUYECKUX CBOMCTB,
TOKCUYHOCTH, (hapMaKOKHMHETHKA M MeTa0oM3Ma HKCCIeIyeMOoro IMpemnapara.
JloJDKHBI OBITH OMMCAHBI MCIOJB30BAaHHBIE METOJbI, MPEACTABICHBI MOTYYECHHbIC
pe3ynbTaThl, a TaKkKe HX OOCyXJICHHE B CBS3M C  HCCIEAYyeMbBIMHU
TEepaneBTUYCCKUMH M BO3MOYKHBIMHU HEOIAronpHsATHBIMA WM HETPEIBUICHHBIMU
sbdexTamu y yenoBeka. B 3aBUCMMOCTH OT HaJIMYMSA/IOCTYITHOCTH WH(POPMAIIUU
YKa3bIBaIOT CJIEAYIOLIEE:

HMcnonp30BaHHBIC B HCCICOAOBAHUAX BHUABI ) KUBOTHBIX.
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KonnuecTBo 1 Mot )KUBOTHBIX B KaXKJI0OM IPyMIIE.

Enunuiie1 naMepenus 10361 (Hampumep, MUJUTATpaMM/KUAJIorpaMM (MI/KT)).

KpatHocTs BBeneHuUS.

IlyTe BBEnCcHUA.

JITUTENbHOCTh Kypca BBEJCHUS.

Nudopmarius, OTHOCAIIASACS K CUCTEMHOMY Pacpe/IeICHHIO.

[IpoIOKATETEHOCTE  TMOCTEAYIOMIETO HAOMIOAEHUS TI0CIIC OKOHYAHMS
BBEJICHUSI Mperapara.

Pe3ynbTaThl, BKIIOYast PACKPBITHE CIACAYIOMUX ACTIEKTOB:

- XapakTepa 1 4acToThl (hapMaKOJIOTHUECKUX WIIM TOKCUYECKUX I PEKTOB,

- BBIPQXEHHOCTH WM CTCMICHW TOKECTH (PApMaKOJIOTHYECKUX WU
TOKCHYECKHX () (DEKTOB;

- 10303aBUCUMOCTH () PEKTOB;

- BpPEMEHH JI0 HACTyIIeHUs 3 (PEKTOB;

- o0patumocTu 3((HEKTOB;

- MPOJIOJDKUTEIIBHOCTH 3(P(HEKTOB.

Jlist GombIielt HarISTHOCTH TAHHBIE CIICAYET, IO BO3MOYKHOCTH, TIPEACTABIISATh B
Buzie Tabmury/mepeuneit. Tlocnemyromme pas3nenbl TODKHBI COAEp)KaTh OOCYXKICHHE
HanOoJIee BAKHBIX PE3YJABTATOB HCCIICMOBAHWM, BKIIOYAas — J0303aBUCHMOCTH
HaOmronaeMbIX d(PPEKTOB, UX SKCTPANOJSIIINIO0 HA YEJIOBEKa, a TaKkKe JIIOObIe WHBIC
aCIIeKThI, TPEOYIOIINE UCCIIE0BaHuUs Y YesoBeka. Tam, rje HeoOXoauMo, TODKHO ObITh
TIPOBEJICHO CPaBHEHHE PE3YJIBTATOB HCCIICAOBAHUS A(PPEKTUBHBIX M HETOKCHUSCKUX
7103 TIperapaTa Ha KUBOTHBIX OJHOTO W TOTO K€ BUA (T.€. HEOOXOIUMO OMPENEIUTh
TepaneBTHueckuii uHaekc). CremyeT ykaszarb, Kak O3TH JIaHHBIE COOTHOCATCSI C
JO3UPOBKAMH, TIPEJIaracMbIMK JIJTsI TIPUMEHEHUS Y 4elloBeka. Bo Bcex ciydasx, rie
BO3MOKHO, TIPU TPOBEICHUM CPAaBHEHUN PEKOMEHIYETCSl YKa3bIBaTh KOHIIEHTpAIUU
nperapara B KpOBH/TKaHH, a HE JJO3UPOBKH, BEIPAYKEHHBIC B MI/KT.

a) Jloxnmuanyeckas papmaxkosorus

JlaHHBI pa3men  JOJDKEH BKJIIOYATh B Ce0S  KpaTKOE  OIMHCaHUE

(apMaKoJIOTHYECKHX CBOMCTB HCCIEAYEeMOI0 Tpenapara 1, €Cii 3TO BO3MOXKHO,
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€ro OCHOBHBIX METaOOJMTOB MO pe3yJabTaTaM HCCICIOBAaHUN Ha >KUBOTHBIX.
Kparkoe omnucanue MOKHO BKJIIOYaTh B CeOSl MCCIENAOBAHMS IO OICHKE
BO3MOXKHOH TepareBTUUECKOW aKTHUBHOCTH (HampuMmep, 3(PQPEeKTUBHOCTb MpHU
DKCIIEPUMEHTAJIbHOM  MATOJIOTMH, JIMTaHJ-PELENTOPHOE B3aUMOJCHUCTBUE U
crnenuUYHOCTh JEHCTBUA), a TaKXKe MCCIEJOBAaHUS MO OLIEHKE Oe30MacHOCTH
(HampuMmep, CHElHaTbHBIE WCCICNIOBAHUS AN U3YYEHHS HHBIX, HE HMEIOIINX
TEpaneBTUYECKOM HANPaBICHHOCTH, (papMakosornyeckux 3pPpexTon).

0) ®apMaKOKHMHETHKA U METAa0OJIU3M MpernapaTa y KUBOTHBIX

JlanHplii  paszzmen JOJDKEH BKIIOYAaTh B ce0d  KpaTKoe  ONHMCAaHHUE
(bapMaKOKMHETHKH, METa0OIU3Ma U pacIpelieleHusl UCCIeNyeMoro mnpenapara B
TKaHAX JKABOTHBIX BCEX BHUIOB, HA KOTOPHIX MPOBOAMIUCH HCCIEIOBAHUS.
JloJKHBI OBITH OCBELIEHBI BCACHIBAHWE, MECTHAs M CHUCTEMHas OMOIOCTYNMHOCTH
UCCIIEyEMOI0 Ipernapata U ero MeTaboJIUTOB, a TaKkKe MX CBSA3b C JaHHBIMHU
(dhapMaKoIOTHIECKNX U TOKCHKOJIOTHIECKUX UCCIIEIOBAaHUA HA KUBOTHBIX.

B) Tokcukonorus

JlaHHBIN pa3fen AODKEH BKIIOYaTh B c€0sl KPATKOE OMMCAHME TOKCHUECKHUX
3 dekToB uccaeayeMoro mpemnapara, BBISIBICHHBIX B HCCICIOBAHUSX Ha
KUBOTHBIX pa3HbIX BHUJOB. CreayeT, IO BO3MOXHOCTH, MPHUIEPKUBATHCA
HUKEITPUBEACHHOM CTPYKTYPHI OIJIaBICHUS JAHHOTO pa3jiena:

- TOKCUYHOCTH TIPU OJTHOKPATHOM BBEACHHH.

- TOKCMYHOCTH P MHOTOKPAaTHOM BBEJICHUHU.

- KaHLIeporeHHoCTb.

- CneumanpHble HCCleIOBaHUA  (Hampumep, MECTHO-pa3apa)karoniee
JICWCTBHE, HCCIICI0BAaHHE CCHCUOMITN3UPYIOIIETO ICHCTBUS).

- PenmpoaykTHBHAS TOKCUYHOCTb.

- 'eHOTOKCHMYHOCTB (MYTareHHOCTB ).

7.3.6. OnbIT NpUMEHEHHUs Y YelloBeKa

Beenenue

B stom paznene moapoObHO 0OCYXIatOT M3BECTHBIE APPEKTHI UCCIECTYEMOTO

npenapara y 4ejioBeKa, BKIIoUas HHPOpMaIIfio, OTHOCAIILYIOCS K (papMaKOKHMHETHKE,
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MeTabomu3My, (hapMakoJMHAMUKE, J0303aBUCHUMOCTH 3(PQeKToB, Oe30macHOCTH,
ApPEKTUBHOCTH, a TaKkKe APYrUM BHJaM (papmakoslorudeckol aktuBHocTU. [lo
BO3MO)KHOCTH, JIOJDKHO OBITH JAHO KparKoe OIMCAaHHE KaKIOro 3aBEpIEHHOTO
KJIMHAYECKOTO MCCIICNOBAHUA. Takke JOKHA OBITH TpeacTaBiieHa WH(OpMAIus o
pesynbTarax JIro0Ooro MpUMEHEHHWs HCCIEAyeMOro Tperapara BHE paMOK
KIMHAYECKUX HWCCIICOBaHUN, HampuMep CBEACHWSA, TIONYYCHHBIE BO BpeMs
MOCTPETUCTPAITMOHHOTO TIPUMEHEHHSI TIperapara.

a) dapMakoKMHETHKA U METAa00JIM3M Y YeJIOBEeKa

JlaHHBIA pa3aen AJOHKEeH COoAepKaTh KPATKyr0 HH(POPMAIIUIO, OTHOCSIITYIOCS
K (hapMaKOKUHETHUKE UCCIENYEeMOTO Mpernapara, ¥ BKIII0UaTh B ce0s cienyroiee (B
3aBUCUMOCTH OT HAJIMYHS TAHHBIX):

- ®apMaKOKWHETUKY (B TOM YHCJIE META0OJIN3M, BCAChIBAHUE, CBSI3bIBAHUE C
OelkaM¥ TUIa3Mbl, pacipe/ie]ICHUE U BbIBEACHHE).

- buogocTtynHOCTh ucclenyeMoro mnpenapara (aOCOJIOTHYIO, TI€ OTO
BO3MOXXHO, W/WJIM  OTHOCUTEIBHYIO) C  HCIIOJIb30BAaHUEM  OIPE/ICIICHHOMN
JIEKapCTBEHHOM (hOPMBI B KAU€CTBE CPABHEHMUSI.

- CyOmonynsuuu HaceleHus (HampuMmep, pas3audus 1o IOy, BO3pacTy WU
HapyIIeHUsM (PYHKITUN OpTaHOB).

- BaumopeiictBus (Harpumep, JIEKapCTBEHHbIC B3AMMOICHCTBUS U BIUSIHUE
npueMa IMuilln).

- Hpyrue nmanHple 10 (papMakOKWHETHUKE (HAmpuUMeEp, pPe3yibTaThl
MIPOBEICHHBIX B paMKax KIMHUYECKUX HCCICIOBAaHUN (hapMaKOKMHETHYECKHIX
WCCJICIOBAHUM HA PA3TUYHBIX TPYIIax).

0) bezonacHocTh 1 3 PEKTUBHOCTD

Kpatko momkHa OBITH TIpEeACTaBIICHa WHQPOpPMAINUS, OTHOCSIIAsICT K
o6e3omacHocTH, (apMakomuHaMHKe, JS(P(PEKTUBHOCTH U 10303aBUCUMOCTH
s dekToB HcciemyeMoro mnpernapara (M ero MeTabOJIMTOB, €ClM €CTh JaHHBIE),
MOJIyYeHHas] B XOJI¢ TPOBEICHHBIX KIMHUYECKUX HCCIEAOBaHUN (C ydacTHEM
3I0POBBIX JOOpPOBONBIEB W/WIXM TandeHToB). JlomkHa OBITH IIpeACTaBICHA

HHTCPHIPCTAlUA OTHX OdAaHHBIX. Ecium yacTth KIMHHUYECKUX I/ICCJ'IG,Z[OBaHI/II\/'I YKE
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3aBepIeHa, g 00Jiee SICHOTO BOCIPUSTHS JAHHBIX PEKOMEHIYETCS MPEACTABUTH
M0 3aKOHYEHHBIM HCCIEIOBAHUSAM CBOJIHbIE OTYeThl MO 3()PEKTUBHOCTU U
0€30MacHOCTH UCCIEAYEMOTO Mpenapara no OTAEIbHBIM MOKA3aHUIM Y Pa3TUnYHBIX
nomyJsiuid.  Takke  PEKOMEHIYeTCsl  HMCIOJb30BaTh  CBOJHBIE — TAOJIMIIBI
HEXEJATeNbHbIX PEaKIMil MO0 BCEM KIMHUYECKUM MCCIIEOBAHUSAM (BKIHOYAs
WCCJICOBAHMS TSI JTFOOBIX M3y4YaBIIWXCS MOKa3aHWi). JIOMKHBI OBITH OCBEIICHBI
3HAUYMMBIE PA3JMUUsS B XapaKTepe/4acTOTe HEXKEIATCIbHBIX PEeaKIuil Kak s
Pa3IMYHBIX TOKA3aHUM, TaK U JIJIS1 Pa3JIMYHbIX MOMYJISIIHMA.

B BU nomkHBI OBITH ONMUCAaHBI BO3MOXKHBIE PHUCKH W HEXKENATCIbHBIC
peakiu, KOTOPble MOXXHO OXKHJIaTh, OCHOBBIBASICh Ha HAKOIUICHHOM OIIBITE
MPUMEHEHUST KaK HCCIEAyeMOro Tpemnapara, Tak U CXOAHBIX ¢ HUM IIPernapaToB.
JIOIDKHBI OBITH TAaKXKE OIMHMCAHBI MEPHI MPEIOCTOPONKHOCTH WU CHCIHATbHBIC
METO/Ibl HaOJIIO/ICHUS, KOTOpbIe HEOOXOJIMMO NPUMEHSTh MPU HUCIOJIb30BAHUU
mpenapara ¢ UCCIeI0BATCILCKIUMHU TICIISIMH.

B) [locTperucTpaiioHHbI ONBIT TPUMEHEHUS

B B nomxHbI OBITH yKa3aHbI CTPaHbl, B KOTOPHIX UCCIIENYEMBbIH Mpenapar yxe
UMeeTcs B Mpojake WM ObLI 3aperucTpupoBaH. JIrobas 3Haummasi wHbOpMaIms,
MOJTYYEeHHAsI B XOJI€ TIOCTPETUCTPAIIMOHHOTO TIPUMEHEHHsI Tpernapara, J0JKHa ObITh
TIpe7ICTaBIcHa B 0000IIEHHOM BHIE (HampuUMep, JICKapCTBEHHBIC ()OPMBI, TO3UPOBKH,
MyTH BBEICHUS W HEXeNareabHble peakiuu). Taxke B B 1omKkHBI OBITH yKa3aHbBI
CTpaHbl, B KOTOPBIX 3asSBUTENII0O OBUIO OTKa3aHO B OJOOpEHUU/pETHCTpaIiy
mperapara  JJii  KOMMEPUYECKOTO TPHMEHEHWS WM K€ pa3pelicHHe Ha
MIPOJIaXKy/CBUIETENHCTBO O PETUCTPALIMHU ObLIO aHHYJIMPOBAHO.

7.3.7. O6cykaeHue JaHHBIX U HHCTPYKIIUH JIJIS1 UCCIIEIOBATENS

B sToMm pazjiene M0mKHO OBITH MPEACTABICHO OOCYKICHHE JOKITMHUYCCKUX
U KIMHAYECKUX JaHHBIX W 0000meHa uH(OpMalus, MOTydeHHAs W3 Pa3HBIX
UCTOYHUKOB TIO0 Pa3JUYHBIM CBOWMCTBAM HCCIEAYyeMOro TMperapaTta. Takum
oOpa3oM, UCCJENOBATENI0 MPEJOCTABISIIOTCS  HaubOosee  WHPOpMATUBHAS
WHTEPIPETAlUS MMEIONINXCS JaHHBIX, a TaKKe BBIBOJBI O 3HAYMMOCTH 3TOU

nH(popMaIu )1 MOCASYIOMUX KIMHUYECKUX UCCIEIOBAHUM.
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JIomKHBI  OBITH  OCBELIEHBI OMYOJIMKOBAHHbIE pabOThl MO CXOAHBIM
npernapaTaM, €CiId TaKOBbIE HMEIOTCS. OTO IMO3BOJIUT HCCIENOBATENO OBITh
TOTOBBIM K HEXKEJATEJbHBIM PEaKIMsIM WM JIPYTUM MpoOiieMaM, KOTOpPbIe MOTYT
BO3HUKHYTh B X0/I€ KITIMHUYECKUX MCCIIECIOBAHHIA.

OcHoOBHas 1edb JAHHOTO paszfefia 3aKiioyaeTcs B TOM, YTOOBI IOMOYb
UCCIIEIOBATENIO TONMYYUTh YETKOE NPEJACTaBICHHE O BO3MOXXHBIX PHUCKAaX U
HEXKENATeNbHBIX PpPEeaKIMsIX, a TakkKe O CHEIHATbHBIX TecTaX, MeTohax
HaOJIOICHUST U MepaxX MPeJOCTOPOKHOCTH, KOTOPhIE MOTYT MOHAIOOUTHCS B XOJ1€
KJIMHUYECKOTO MCCIEeI0BaHUA. OTO IPEACTABICHHE JOJDKHO OBITh OCHOBAaHO Ha
JNOCTyNHOM HH(poOpManuu O (U3HUECKUX, XUMHUYECKUX, (apMaleBTUYECKUX,
(dapMaKoIOTHYECKNX,  TOKCHUKOJOTHYECKHX M  KIMHUYECKUX  CBOMCTBAX
uccliieayeMoro mnpemnapara. KimHHuecKoMy HCCIIeOBaTEN0 TakKe JOJDKHBI OBbITH
IPEJOCTABIEHbl MHCTPYKIMM 10 JUAarHOCTHUKE M JICYEHHIO BO3MOXKHBIX
NEPEI03UPOBOK M HEXKETATEIbHBIX PEaKInii, KOTOPhIE OCHOBAHBI HA MPEIBIAYIIIEM

KIIMHNYCCKOM OIIBITC U q)apMaKOJIOFI/ILIGCKHX CBOMCTBaX HCCIICAYCMOI'0 IIpcIiapara.

8. HEPEYEHb OCHOBHBIX TOKYMEHTOB KIMHUYECKOI'O
NCCIEAOBAHUA

8.1. Beenenue.

OCHOBHBIMH JTOKYMEHTaMH SIBJISIFOTCSL T€ JJOKYMEHTBI, KOTOPBbIE BMECTE WJIN
[0 OTIEIBHOCTH ITO3BOJIAKOT OLICHUTH ITPOBEACHUE HCCIECIOBAHHMS M KadeCTBO
MOJIyYEHHBIX JAaHHBIX. ODTH JTOKYMEHTBHI CIy’KaT J10Ka3aTeJIbCTBOM COOJIIOJICHUS
UCCIIE0BATENIEM, CIIOHCOPOM M MOHMTOPOM  CTAHIAPTOB  HAJJIEXKALIEH
KJIIMHAYECKON MPAKTUKU U IEHCTBYIOIIMX HOPMATUBHBIX TPEOOBaHUM.

OCHOBHBIE TOKYMEHTBI TaKXKe CIIy>KaT OOJIbIIOMY YHCITY MHBIX BaKHBIX IIEJICH.
CBoeBpeMEHHOE MTOMEILEHUE OCHOBHBIX JIOKYMEHTOB B (ailbl
UCCIIE/IOBATEN S/ MEIUIIMHCKOM ~ OpraHU3allid W CIIOHCOpAa MOXET CYILECTBEHHO
CIIOCOOCTBOBATh YCHEIIHOMY BBIIIOJIHEHHIO B paMKax KIMHUYECKOTO HCCIIEIOBAHUS

cBoMX (DYHKIIMI HCClIeoBaTelieM, CIOHCOpOM M MoHUTOpoMm. Kpome Toro, stu
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JOKYMEHTBI OOBIYHO SIBJISIFOTCS OOBEKTOM HE3aBHCHUMOIO ayAuTa CO CTOPOHBI
CIIOHCOPAa K UHCIICKIINHU CO CTOPOHBI YIIOJIHOMOYCHHBIX OPIraHOB KaK 9aCTH ITpoHeccCa
IMOATBCPKACHUA  3aKOHHOCTH  IIPOBCACHUA  HCCICAOBAHMA W JOCTOBCPHOCTHU
COOpaHHBIX TAHHBIX.

Hwuxe IIPUBCACH MUHUMAaJIbHBIN MNEPCYCHb OCHOBHBIX JOKYMCHTOB.
JIOKyMEHTBI CTpyNIUPOBaHbl B TPHU pa3leia B 3aBUCUMOCTH OT CTaauu
KIIMHUYCCKOT'O UCCIICAOBAHUA, HA KOTOpOﬁ OHH OOBIYHO CO3JaK0TCA:

1) mepen HauvajgoM KIMHHYECKOW ¢ha3bl ucciemoBanus (m. Owmnobkal
MCTOYHUK CCbINTIKN HEe HanuAeH.);

2) BO BpeMs kimHHYecKol (a3wl uccienoBanus (. Owmbka! UCTOUHUK
CCbIJIKM He HanAaeH.);

3) mocime  3aBepuIeHUsT WM OPEKIECBPEMEHHOIO  MPEKpAILECHUS
uccienoBanus (. Owmnobka! MICTOYHUK CChISIKU He HanAaeH.).

B YKa3aHHbIX HIJKC IIOAIIYHKTAX pasaciia 8 YKa3aHbl 1OCJIN KaXKIA0Io
JIOKYyMEHTa, M MECTO MX XpaHeHus: B (ailax uccienoBaress/MEeAUIIMHCKOTO
YUPCIKIACHUA 0o CIIOHCOpAa, 0o B 000OMX MecCTax. HOHYCK&GTCH 06’[)€III/IHCHI/IG
HCKOTOPBIX JOKYMCHTOB TIIpU YCJIOBHH, 4YTO OTACJIBHBIC JJICMCHTBI JICTKO
UACHTU(DUIUPYIOTCA.

daiiyiel UCcClIeIOBaHUSA TOHKHEI OBITH CO3JaHbl B HAaUaJle UCCIIEIOBAHUS KaK
B MECTC HAXOXIACHUA I/ICCJ'IGI[OB&TGHH/ MCIUIUMHCKOT'O YUPCKICHUA, TaK U B O(l)I/ICG
CIIOHCOpa. I/ICCJ'IGI[OBaHI/Ie MOXHO CUMUTAThb O(bHHI/IaJIBHO 3dBCPIICHHBIM TOJIBKO
MOCJIE TOTO, KaK MOHHUTOP MPOBEPUT (ailibl M HCCIEI0BATEINS/METUITUHCKOTO
YUpCKACHUA, W CIIOHCOpa W TOATBECPAWT HAJIUMYUC BCEX HCO6X0)II/IMBIX
JIOKyMEHTOB B COOTBETCTBYIOIIUX (haiax.

Hepqu/ICJIeHHBIC B HACTOAIMIEM CTAHAAPTC NOKYMCHTEI KaK 110 OTACIBbHOCTH,
TaK M B COBOKYIIHOCTH MOTIYT OBITH IMOABCPIrHyThbl ayAUTY CIIOHCOpa H
I/IHCHCKHI/II/I/ IMPOBCPKHU YITOJIHOMOYCHHBIX OPIraHOB W JOJIKHBI 6LITB MNpCABbABICHBI

IIpH IIPOBCACHNHU TAKOBBIX.
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8.2. Ilepen HavasioM KJIMHUYECKON (pa3bl UCCIEOBAHUS.
Ha cragum mmanupoBaHUs HMCCIIENOBaHUS 0 €ro (opMallbHOro Havaja JOJDKHBI OBITh CO3/IaHBI M MOMEIICHBI B (haiii

CICAYOIHNEC JOKYMCHTHI:

Haxoaurcs B ¢aiisiax

- JIto0ast npyrasi nucbMeHHast UHpopMaus

JIoKyMeHTaNbHO MOATBEP/IUTh, YTO CYObEKTaM OyIeT
IPEJOCTaBJIEHA COOTBETCTBYIONIAS (C TOUKH 3pPEHUs

HaumeHoBaHue 10KyMeHTa Hean neeaeaopareiIn
/MeTMUMHCKOH | CIOHCOpa
OpPraHu3aumu
8.2.1. bpoitopa uccienoparens JIoKyMEeHTaJIbHO 3aKpenuTh (GaKT rnepeaadu X X
UCCIIEIOBATEII0/METUIIMHCKON OpraHu3alun
HEO0OXOIMMOM U aKTyalbHOM Hay4HOU HH(POpMaLIUU
00 uccieayeMoM mpenapare
8.2.2. JIOKyMEHTBI IUTAHUPOBAHUS JIOKyMEHTaJIbHO 3aKPENUTh (PaKT YTBEPKICHUS X X
KJIIMHUYECKOTO MCCIIEIOBAHMUS CIIOHCOPOM M MCCJIEIOBATENEM MPOTOKOJIA/TIOIIPABOK
- [TopgnucaHHbIN NPOTOKOIT u UPK
- [lognucanHblie NONpPaBKU K HEMY (eciu
TaKOBBIC UMEIOTCS)
- Ob6pazen HHIUBUAYATBHOM
peructparmontoit kaptel (MPK)
8.2.3. Undopmarius, npemocrapisiemMast
CYOBEKTY HCCIICIOBAHNUS
- ®opma UHPOPMHUPOBAHHOTO COIVIACHS JlokymMeHTanbHO 0OPMUTH PAKT MOTYUECHUS X X
(BKITIOYAst BCe HEOOXOIMMBIE UH(OPMUPOBAHHOTO COTJIACHS
pa3bACHUTENIbHbIE MaTepHarbl) X X
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- Pexiiamabie 0OBSIBIICHUS TSI TIPUBIICUCHHSI
CYOBEKTOB B HCCIIEIOBaHUE (€CTTH
HCIIOJTB3YIOTCS)

COJIEp’KaHus U IOCTYITHOCTH Il TIOHUMAHHS)
NUChbMEHHAsI UH(OpMaLKs, TOMOTaroIiast UM JaTh
corJlacue Ha OCHOBE MOJHON MH(OPMHUPOBAHHOCTH
JIOKyMEHTAJIBHO ITOATBEPAUTD, YTO MEPBI 110
MIPUBJICYECHUIO CYOBEKTOB a/IEKBATHBI M OTCYTCTBYET
AJIEMEHT NPUHYXICHUS

8.2.4. duHaHCOBBIE acNeKThI UccaeoBaHus | JJokyMeHTanbHO 3aKpenuTh (PMHAHCOBOE COTJIAIICHHUE X
10 UCCIEAOBAHUIO MEXIY CIIOHCOPOM U
ucclieoBareaeM/ MEIULIMHCKON OpraHu3anuen
8.2.5. CtpaxoBoe 00s13aTenbCTBO (eCiu JIOKyMEHTAJIbHO MOJATBEPINUTH, YTO B CIydae X
TpeOyercs) OPUYUHEHMS yIiepOa, CBSI3aHHOTO C UCCIIEJOBAaHUEM,
cyOBekTaMm OyAeT TOCTYIHA KOMIIEHCAIUs
8.2.6. IloanucanHblil 1OroBOp BOBIICUEHHBIX | JJOKyMEHTaNnbHO 3aKpenuTh MpaBa, 00S3aHHOCTH U
CTOPOH, HAIPUMED: OTHOLIEHUSI CTOPOH X
- MEX1y UccliefoBaTesieM/ MEAUIIMHCKUM
YUPERKIEHUEM M CIIOHCOPOM X
- MEX1y UcClleioBaTesieM/ MEeIUIMHCKUM (ecrm
YUPEKICHUEM U KOHTPAKTHOU TpeOyeTcs)
MICCIIEIOBATEbCKOM OpraHu3alyen X
- MEX/y CHOHCOPOM Y KOHTPaKTHOM
HCCIICI0OBATEIHLCKOM OpraHn3almei X

- M1y UCCIIeioBaTesieM/ MEeTUIMHCKUM
YUPEXKIAECHUEM U YIIOJIHOMOYCHHBIMU
oprasamu (eciu TpeOyeTcsi)
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8.2.7. JlaTupoBaHHOE U JJOKyMEHTAJIBHO
o¢opMIIEHHOE 0JI00pEHHE/3aKTFOUEHUE
DKCHepTHBIM COBETOM OpraHU3aIUH
(OCO)/He3aBUCUMBIM 3THYECKUM
xomuteToM (HOK)/Komuccrnu o Bommpocam
srukn (KBD) crexyromux J0KyMEHTOB:

- IPOTOKOJIA U JIFOOBIX MOMPABOK K HEMY

- UPK (eciu Tpebyercs)

- (hopMbI HTHPOPMUPOBAHHOTO COTIIACHUS

- 11000 pyroil MMCbMEHHOUN HH(OPMAIIH,
MIPEOCTaBISIEMOI CyObeKTaM

- PEKJIAMHBIX OOBSIBICHUHN JJIs IPUBJICUCHUS
CyOBbEKTOB B HCCJIEI0BaHUE (€CIU
UCTIOJIBb3YIOTCS)

- nH(MOPMAIIUK O KOMITCHCAIIUH CyObEeKTaM
(Tpy HATMYWN)

- TFOOBIX MHBIX Pa3pPEIICHHBIX/0I00PEHHBIX
JOKyMEHTOB

JIOKyMEeHTaJIbHO MOATBEPIUTh, YTO JAHHOE
UCCIIeIOBaHUE OBLIIO PACCMOTPEHO U paspereHo/
onoopeno DCO/HDOK. Yka3piBatoT HOMEp BEpCUU U
JaTy TOKyMEHTa

8.2.8. CocTaB DKCIIEPTHOIO COBETA
opranuzaiuy/ He3aBuCHMOT0 ATHYECKOTO
xomutera/ CoBera o stuke/ Komuccuu mmo
BOIIPOCaM ITHKH

JIOKyMEHTaIbHO 3aKpENUTh COOTBETCTBHE COCTaBa
OCO/HOK TpeboBaHMsIM HACTOSIIUX TPABUII

X

(tme
TpedyeTcs)

8.2.9. Pazpemmenune/ oqodpenue mpoTokosa/
YBEJOMJIEHHE O TIPOTOKOJIE OT
YIOJIHOMOYEHHBIX OpPraHoB (e TpedyeTcsi)

JIOKyMEHTaJIbHO TTOATBEPIUTH, YTO TIPU HATTUIUHU
COOTBETCTBYIOIINX HOPMATUBHBIX TPEOOBAHUN
paspeiienne/ ono0peHre/ yBe1oMICHHE
YIOJTHOMOYEHHBIX OPTraHOB MOJIYYCHO JI0 Havaga

X
(rme Tpedyetcs)

X
(rme
TpedyeTcs)
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UCCJIeIOBAHMUS
8.2.10. Tekyias penakius pe3rome JIOKyMEHTaIBHO TTOATBEPINTH KBATU(PUKAINIO U X
uccrenoBanus (curriculum vitae) u Apyrue | IPUTOAHOCTD JISl TIPOBEICHUS UCCICAOBAHUS W/ UK
JOKYMEHTBI, TOATBEPKIAI0OLIHE OCYIIECTBIECHUSI MEIULIMHCKOTO HAOIIOICHUS 32
KBaJTM(DUKAITHIO UCCIIeI0BATENICH 1 cyObeKTaMu
COMCCIEeIOBaTENEH
8.2.11. HopManbHbIii [uana3oH 3HaY€HUN JIOKYMEHTAJIBHO 3aKPENUTh HOPMAJIBHBIN AUAIIA30H X
IUIS TIPEAYCMOTPEHHBIX POTOKOJIOM 3HaYeHUH 17151 1abOopaTOPHBIX TECTOB
MEIUIMHCKUX/ 1a00paTOpHBIX/ TEXHUYECKUX
HPOLEAYP W/ WU TECTOB
8.2.12. MenuuuHckue/ naboparopHble/ JIOKyMEHTAJIBHO MOATBEPAUTH PUTOAHOCTh X
TEXHUUYECKHE MPOLIECTYPhl/TECTHI: 000pynoBaHus JIsl TPOBEAEHUS TpeOyeMbIX TECTOB U | (Te TpeOyeTcs)
- cepTU(UKALMS WIH oOecreueHns HaJIeXXHOCTH Pe3yIbTaTOB
- aKKpeIUTaLHs WK
- BHYTPEHHUI W/WJIM BHEILIHUI KOHTPOJIb
KauecTBa WIH
- IpyTri€ METO/bI MOATBEPKACHUS (T1e
Tpedyercs)
8.2.13. O6pa3iipl ITUKETOK Ha YIaKOBKax JIOKyMEHTaIbHO MOATBEPIUThH COOIOICHNE
UCCIIEIyeMBbIX IIPETNapaToB COOTBETCTBYIOIIUX TPeOOBAaHUN K MapKUPOBKE
UCCIIeyeMOTO IIpenapara u NpUrogHoCThb
UHCTPYKIMI 17151 CyObEKTOB
8.2.14. MucTpyKIWMst 10 00paIIeHuIo C JIOKyMEHTAJIBHO 3aKPENUTh HHCTPYKIIHUH JIJISI X
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UCCIIETyeMbIMHU TIperaparaMu U PacXoIHbIMU
Mmarepuagamu (eciii He BKJIIOYEHO B
MPOTOKOJI WJIK OPOIIIOPY MCCIIeI0BATEs)

oOecneueHus HaUICKAIICTO XPAHCHU, YIIAKOBKH,
pacnpCaAcCiaCcHus U yTUIN3allul UCCICAYCMBIX
IMPCIIapaToOB U pACXOIHBIX MATCPHUAJIOB

8.2.15. Yuer nocTaBoK UCCIEeTyeMbIX JIOKyMEHTaJIBbHO 3aKPETUTh TaThl M CIIOCOO MOCTaBKH, X
MpenapaToB U pacXOHBIX MaTepUAIIOB HOMeEpa Cepuil UcclielyeMbIX IpenapaToB U

pacxoJHbIX MatepuaoB. [103BOISIET OTCIIEIUTD

CEpHIO Ipenapara, KOHTPOIUPOBATH YCIOBUS

MOCTaBKU U BECTH yUeT
8.2.16. Ceptudukarsl aHAIU30B JIOKyMEHTAJIbHO NOATBEPAUTH NIOJJIMHHOCTD, X
ITOCTABJICHHBIX UCCIIEYEMBIX ITPENapaToB YUCTOTY U KOJIMYECTBEHHOE COAEPKAHUE AKTUBHOTO

BeleCTBa (JO3UPOBKY) UCCIIENYEMBIX MPENapaToB
8.2.17. Ilpouenypbl pacKpbITHsI KOJIa IS JIOKyMEHTAJIBHO 3aKPENUTh NPOLENYPY SKCTPEHHOU X
WCCIIEIOBAaHUM, TIPOBOJIUMBIX CJICTIHIM UJEHTU(PUKAIIMT MAaCKUPOBAHHOTO HCCIIETYEMOTO (TpeTbs
METOJIOM npenapara 6e3 HapylIeHUs MACKUPOBKU IS CTOpOHa,

OCTaJIbHBIX CYOBEKTOB ecnu

TpeOyeTcs)

8.2.18. PanmoMu3aniiOHHBINA CITMCOK JIOKyMEHTAJIbHO 3aKPENUTh METOJ PaHI0MHU3AUN X

CyOBEKTOB HCCIIEOBAHUS (TpeThs

CTOpPOHA,
eciu
TpebyeTcs)

8.2.19. OTuer MOHUTOPA O BBIOOpE JIOKyMEHTanbHO NOATBEPAUTH PUEMIIEMOCTD X
MCCIIEIOBATEIBbCKOTO IIEHTpa UCCIIEIOBATENBCKOTO IIEHTpa JUIs JAHHOTO

uccieaoBanus (MOXeT ObITh 00beIuHeHO ¢ 11. 8.2.20.)
8.2.20. OTueT MOHHUTOpPA O TOTOBHOCTH JIOKyMEHTaJIbHO TOATBEPIUTH (HDaKT O3HAKOMIICHHS X
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MCCIICIOBATEIIBCKOTO IICHTPa MCCJIEIOBATEIS U 3aHATOIO B UCCIIEIOBAHUN
TIEpPCOHAJIa C MPOIEAypaMU UCCACAOBAHMS (MOXKET
ObITh 00BeauHEHO ¢ 11. 8.2.19.)

8.2.21. CooOrieHue croHcopa o Havaje JIOKyMEHTaIbHO MOATBEPAUTH (hakT HauajIa
KJIMHAYECKOTO MCCIICIOBAHMUS B afjpec KJIMHUYECKOTO UCCIIEI0BAHMS
YIIOJTHOMOYEHHOI'0 OpraHa
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8.3. Bo BpeMmst KIMHUYECKOU (a3bl UCCIeTIOBAHUS.
B moarBepxkaeHue TOro, 4ro BCA HeoOXoaumas HoOBas HMHQPOpMalUs JOKYMEHTAJIbHO OQOpMIISIETCS IO Mepe ee
NOCTYIUJICHUS, B JIONOJIHEHHUE K BBIIENIEPEUNCICHHBIM JOKYMEHTAM, UMEIOIUMCS B (haiiie, Mo X0y UCClIeI0BaHU HEOOX0IUMO

T00aBIATh CIAEAYIONTHE TOKYMEHTHI:

Haxoaurcs B daiisiax

odopMIIEHHOE 0JI00pEeHHUE/3aKITI0UCHUE
OCO/HOK cnenyronux 10KyMEHTOB:
- TIONTPABOK K MPOTOKOJTY

on00penus/Beiaun 3akiaoueHuss DCO/HIK nomnpaBok
W/WUJIA HOBBIX PEIAKIUNA. YKa3bIBAIOTCS PEIAKIIUS U
JaTa JIOKyMEHTa

HaunMeHoBaHue JOKyMeHTA Hean necaeaopaTeH
/MeIUIMHCKOT | CIIOHCOpPa
0 YUYpexKIeHUs
8.3.1. OOHOBIIEHHBIE BEPCUH OPOIIIIOPHI JIOKyMEHTaJIbHO 3aKpeNnuTh (PAKT CBOEBPEMEHHOTO X X
UCCIIEN0BaTENs COOOILIEHUS U CCJIEIOBATEIIO/METUITMTHCKON
OpraHM3aly HeoOXOAUMOM HMH(OpMAaLUU 10 Mepe ee
NOCTYIUJICHUS
8.3.2. JIroboe n3meHeHue: JIOKyMEHTAJIBHO 3aKPENUTh U3MEHEHNSI TAHHBIX X X
- npoTokoja/ nonpasok U PK JIOKYMEHTOB, [IPOU3BEAECHHBIE BO BPEMsI UCCIICIOBAHUS
- (popmbl HHPOPMHUPOBAHHOTO COTJIACHS
- mo0OOoM pyroi MMCbMEHHOMN
uH(pOpMaLnH, IPEJOCTaABIIEMOM
cyObeKTam
- PeKJIaMHBIX OOBABICHUN 15
MPUBJICYCHHS] CYOBEKTOB B UCCIIEIOBAaHHE
(ecyi UCTIONB3YIOTCS )
8.3.3. JlatupoBaHHOE U JOKYMEHTAJILHO JIoKyMeHTaIbHO MOATBEPIUTH (DAKT pACCMOTPEHUS U X X
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- HOBBIX pPeIaKIuii:

- (hopMBI HTHPOPMHUPOBAHHOTO COTIIACHS
- IPEOCTaBIIEMbIX CyObEeKTaM
MH(QOPMALIMOHHBIX MaTePHAIOB

- PeKJIaMHBIX OOBABICHUN IS
MPUBJICYCHHS CYOBEKTOB B UCCIIEIOBAaHHE
(ecyu UcnoNb3yeTCs)

- IpYTUX pa3pelieHHbIX/0q00pEHHBIX
JOKYMEHTOB

- pe3yabTaTOB MEPHUOTUIECKOTO
pPaccMOTPEHUsI JOKYMEHTAIUU 110
rcclienoBanmio (rae TpedyeTcs)

8.3.4. I'ne tpeOyeTcs, pa3peiieHue/
o00peHne/ yBeIOMIICHHE
YIOJTHOMOYECHHBIX OPTaHOB IS -
MOMPABOK K MMPOTOKOJY U APYTUX
JOKYMEHTOB

JIOKyMEHTAJIBHO 3aKPENNUTh COOTBETCTBUE
HOPMATHUBHBIM TPEOOBAHUSIM

X
(rme Tpebyercs)

8.3.5. TekymIyro peIakifio pe3roMe
uccnenosatens (curriculum vitae) HoBbIX
WCCIIeIoBaTeNel U/UTU COUCCIIeIOBATENCH

Cwm. m. 8.2.10.

8.3.6. I3MeHeHus: HOpMAJIBLHOTO JMana3oHa
3HAYCHUHN JJIS TIPETyCMOTPEHHBIX
MPOTOKOJIOM MEAUITUHCKUX/
J1a00paATOPHBIX/ TEXHUYECKHUX
MIPOIIEYP/TECTOB

JIOKyMEHTAJIBHO 3aKPENUTh HOPMAJIBHBIN AUAIIA30H
3HAYEHHUU TECTOB, U3BMEHEHHBIX B XOJI€ UCCIICIOBAHUS

(em. m. 8.2.11.)
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8.3.7. U3sMeHeHN B METUIIUHCKUX/
71a00paTOPHBIX/ TEXHUYECKUX MPOIIeTypax/
TecTax:

- cepTudUKaIs UIn

- aKKpeAUTAaLs WIH

- BHYTPEHHUH W/WJIM BHEIIHUI KOHTPOJIb
KauecTBa WIn

- Ipyrue MeToIbl OATBEPKACHUS (Tae
TpedyeTcs)

I[OKyMCHTaJ'IBHO IMOATBCPANTL, YTO TCCThI

IMPpOJOJIKAIOT OTBCYATH Tp€6OBaHI/I$IM B TCUCHUC

neproja ucciaemaoBanus (cm. 1. 8.2.12.)

X
(rme Tpebyercs)

8.3.8. JlokymeHTaIIus 110 IMOCTaBKaM Cwm. 1. 8.2.15. X

MCCJIEYEMBIX MPEnapaToB U paCcXOIHbIX

MaTepuasoB

8.3.9. CepTudukarsl anaau3a HOBbIX cepuii |Cwm. m. 8.2.16.

HCCIIETYEMBIX MpenapaToB

8.3.10. OTueTbl MOHUTOPOB O BU3UTAX JIOKyMEHTAJIbHO 3aKPENHUTh BU3UTHI MOHUTOPOB U UX
pe3ynbTaThl

8.3.11. CymiecTBeHHbI€ 715 UCCieIoBaHus | JJOKyMEHTaIbHO 3aKpENUTh JI00BIE COTIIAIEHUs MO0 X

MIEPETOBOPHI/ TTepenucka (MIOMUMO CYIIIECTBEHHBIC MTEPETOBOPHI, KACAIOIIHECS BOIIPOCOB

BHU3HUTOB): IIPOBEICHUSI HCCIICIOBAHUS, €T0 aIMUHUCTPATHBHBIX

- TIepenucKa aCIeKTOB, HAPYIIEHNUH MTPOTOKOJIa, OTYCTHOCTH 10

- 3aITUCH BCTPEY HEXKEIAaTeIbHBIM SBJICHUSAM

- 3aITUCH TeJIE(POHHBIX IIEPETOBOPOB

8.3.12. Tlonnucannbie HOpMbI JIOKyMEHTaJIbHO MOJTBEPJIUTh, YTO COTJIACHE KaXKA0TO X
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UH(POPMHUPOBAHHOTO coriacus /
MH(OPMAIIMOHHOTO JIUCTKA MallueHTa

CY6T)CKT3. IMOJIYYCHO B COOTBCTCTBHUU C HACTOAIINMHU
IMpaBHJIaMH U ITPOTOKOJIOM A0 Ha4daJla y4aCTHA B
HCCJICAOBAHNU. KpOMC TOI'0, IOKYMCHTAJIBHO

3aKpENUTh pa3pellieHre Ha TPSIMOM TOCTy (CM. TI.
8.2.3)

8.3.13. [lepBruHas JOKyMEHTALIM JIOKyMEHTaIbHO MOATBEPIUTD (DAKT CYLIECTBOBAHHUS X
CyOBEKTa U JOCTOBEPHOCTh COOPAHHBIX JaHHBIX.
BKJ110YUTE UCXOHBIE TOKYMEHTBI, OTHOCSIIHECS K
UCCIIEJIOBAHUIO, JICUEHUIO U aHAMHE3y CyObeKTa
8.3.14. 3anonHeHHbIE, JaTUPOBAHHbBIC U JlokyMeHTaIbHO O(OPMHUTD MOATBEPKICHUE X X
MO/AMMCAaHHbIC UHUBUTyaIbHbBIC UCCIJIeIOBATEIEM WM YIIOJITHOMOYEHHBIMU (xormus) (opurunain
peructpanuonnbie kaptol (MPK) COTPYJHUKAMHU UCCJICIOBATEIISI/METUIIMHCKOM )
OpraHu3alMH 3aPETUCTPUPOBAHHBIX JAHHBIX
8.3.15. JlokyMeHTupOBaHKE UCTIpaBieHH B | [JoKkyMeHTaIbHO 3aKpenuTh BCE N3MEHEHUs/ X X
HNPK JOTIOJIHEHUS WJIU UCIIpaBIIeHUs, caenannble B IPK (xomus) (opurunan
MIOCJIC 3aMKCH MEPBOHAYATBHBIX JAHHBIX )
8.3.16. YBenomiieHHe CrioHcopa YBenOMIIEHHE CIOHCOPA UCCIIEIOBATENEM O CEPbE3HBIX X X
HCCIIEI0OBATENIEM O CEPbE3HBIX HEXKEJATENbHBIX SABJICHHUIX U COOTBETCTBYIOIIME
HEXKEJATEIbHBIX SBJICHUSIX U OT4eThI coryacHo m. 4.11.
COOTBETCTBYIOIINE OTYETHI
8.3.17. YBenomiieHUE CIIOHCOPOM H/UITH YBenomiIeHre CHOHCOPOM U/HITH X X

HCCIeq0BaTeIeM, MEIUIIMHCKOM
opraHuzanuen (4To NPUMEHHMO)

uccieaoBaTeaeM/MeUIIMHCKON opranu3anuei (4To
IPUMEHUMO) YIIOJIHOMOYEHHBIX opranoB u DCO/HOK

(rme Tpebyercs)
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ynoigHoMoueHHbIX opranoB 1 DCO/HOK o
HEMPEIBUICHHBIX CEPbE3HBIX

HEXKeJNaTeNbHbIX JIEKAPCTBEHHBIX PEAKIIUSIX
U 0 Jpyroit uHpopMaluu 1o 6€30MacHOCTU

0 HEMPEABUJIECHHBIX CEPhE3HBIX HEXKETATETbHbIX
peakumsx B coorBeTcTBuu ¢ . 5.17. u4.11.1. u o
npyroi uadopmMaiyu mo 0€30MacHOCTH B
COOTBETCTBHMU C ImI. 5.16.2. 1 4.11.2.

8.3.18. Coo01iieHne cnoHCOpOM Coo011eHne CroHCOPOM UCCIIEI0BATEN0 HH(OPMALIUU X

HcclieI0BaTelNio HHGOpMaLUU 10 1Mo 06€30MacHOCTH B COOTBETCTBUU C 1. 5.16.2.

0e301acHOCTH

8.3.19. IIpoMexyTOUHBIE WIIH TOJIOBBIC [TpoMexyTOUHBIE UM TOAOBBIE OTYETHI, X

otuetsl, npegocrasisgembie DCO/HOK u npenocraisembie DCO/HOK B coorBercTBuM C 11. 4.10. (tme

YIOJHOMOYEHHBIM OpraHam Y YIIOJIHOMOYEHHBIM OpPraHaM B COOTBETCTBHH C II. TpeOyeTcs)
5.17.3.

8.3.20. XKypHas ckpuHHHra cyObEKTOB JIOKyMEHTaIbHO 3aKPENUTh UACHTUPUKALINIO X
CyOBEKTOB, MPOIIEAIINX MEPE NUCCIeTIOBAaHUEM (tme
CKPUHHUHT TpeOyeTcs)

8.3.21. Ilepeuenp naeHTU(HHUKAITMOHHBIX
KOJIOB CYOBEKTOB

JIoKyMeHTaIbHO MOATBEPIUTD, YTO UCCIIEAOBATEINb/
MEJUITMHCKAs] OPTaHU3aIUs XPAHST
KOH(HUICHIINAIbHBIN ITEPEUCHbh MMEH BCEX CYOBEKTOB,
KOTOPBIM TIPH BKJIIOYEHUH B UCCIIEIOBAHKUE ObLIN
IPUCBOCHBI WIECHTU(UKAITMOHHBIC KOJIbI. [T03BOMNISIET
UCCJIeIOBATENI0/ OpTaHU3aIuy UACHTU(PUITUPOBATD
00010 CyOBheKTa

8.3.22. Kypnan peructpanuu BKIOUCHUS
CyOBbEKTOB

JIOKYMEHTAJIBHO 3aKPENUTH XPOHOJIOTHYECKYIO
MOCJIEI0BATEILHOCTh BKIIFOUEHUS CYOBEKTOB 110
UJEHTU(PUKAIIMOHHBIM KOJaM
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8.3.23. Yyer uccnegyemoro npenapara B
MCCJIEI0BATEIBCKOM LIEHTPE

JIOKyMEHTaJIbHO 3aKPENUTh UCTIOJIb30BAHHE
HCCIIEAYEMOTO ITpenapara B COOTBETCTBUU C
MIPOTOKOJIOM

8.3.24. JIuct oOpa3oB moamnucei

JIOKyMEHTaJIbHO 3aKpENUTh 00pas3Ilbl MOMUCEN 1
WHUIIMAJIOB BCEX JIUI], YIIOJTHOMOYEHHBIX BHOCUTh
JTaHHbIe u/uiu ucnpasieHus B IPK

8.3.25. Yuer xpansmuxcsi o0pa3ios
OMOJIOTUYECKUX KUIAKOCTEH/TKaHen (eciu
UMEIOTCS)

HOKYMGHTELHBHO 3aKpPCIINTh MCCTOHAXOKIACHUC U
I/II[GHTI/I(i)HKaIII/IIO XPaHAIUXCAa 06pa3u03 B CJIy4dac
HGO6XOI[I/IMOCTI/I IMIPOBCACHU:A ITIOBTOPHBIX aHAJIN30B
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8.4. ITocne 3aBCPHICHUA WJIIX JOCPOYHOI'O IMPEKpAICHUA HCCIICAOBAHNA.
ITocne 3aBCPIICHUA UIIN AOCPOYHOTO IMMPCKPAIICHUA HCCICA0BAHNA BCC JOKYMCHTEI, IICPCUUCIICHHBIC B 8.2.u 83, JOJIDKHBI
COACPIKATHCA B (1)3]?1.116 HNCCIICAOBAHUA BMCCTC C HIKCYKA3aHHBIMHU JOKYMCHTAMM!

Haxoaurcs B ¢aitiax

HaunMeHoBaHue JOKyMeHTa Hean HecaeaoBaTeI
/MeIUIMHCKOT | CIIOHCOpa
0 YUYpeKIeHHUs
8.4.1. Yuer nccneayemoro npenapara B JIOKyMEHTAJIBHO 3aKPEMUTh UCIIOJIb30BAHUE X X
HCCIIEIOBATEILCKOM IIEHTPE/MEAUIIMHCKON | MCCIIEAYEMOro Npenapara B COOTBETCTBUU C
OpraHu3alNH IPOTOKOJIOM. JIOKyMEHTAJIBHO 3aKPENUTh PE3YJIbTaThI
OKOHYATEJIHOTO MOJICYETa KOJIMYECTBA UCCIIEyEMOTO
npenapara, HoJIydeHHOTO HCCIIEI0BATENbCKUM
LEHTPOM/ MEIUIIMHCKON OpraHu3anuei, BbIIAHHOTO
cyOBeKTaM, BO3BPAIIEHHOTO CYObEKTaMHU U
BO3BPAILEHHOTO CIOHCOPY
8.4.2. JlokyMeHTalus M0 YHUUTOKCHUIO JIOKyMEHTaIbHO 3aKPENUTh (PaKT YHUUTOXKEHUS X X
HCCIIEAYEMOTO Ipenapara HEUCII0JIb30BAHHBIX UCCIIEAYEMBIX IPENapaToB (ecin
CIIOHCOPOM HJIM B UCCJIEIOBATENBCKOM IIeHTpe/ YHUUYTOXEH B
MEIUUMHCKON OpraHU3alu KJIIMHAYECKOM
IIEHTPE)
8.4.3. IToroBblii mepevyeHb Cnenath BO3MOXXHOH UASHTH(PHUKAIINIO BCEX X

UJICHTU(PUKAITMOHHBIX KOJOB CYOBEKTOB

BKJIFOUCHHBIX B UCCJICIOBAHNE CYOBEKTOB B CITydac
HEOOXOJIMMOCTH UX TTOCIEAYIOIIEro HAOIIOACHUS.
[TepeueHb 1OKEH XPAHUTHCS C COOTIOJICHUEM
TpeboBaHU KOH(PUICHIIMATHLHOCTH B TEUEHUE
COTJIACOBAHHOT'O CPOKa
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8.4.4. Ceptudukar ayaura (eciu uMeercs)

JIOKyMEeHTaJIbHO 3aKpenuTh (hakT MPOBEACHUS ayInuTa

8.4.5. ToroBpIii OTYET MOHUTOPA O
3aBEPIIICHUN UCCIICIOBAHMS B
HCCJIEIOBATENILCKOM IICHTpE

JIOKyMEHTAJIBHO 3aKPENUTh OKOHYaHUE BCEX
MEpONPUATHIA UCCIEAOBaHUS, HEOOXOIUMBIX ISl
3aBEPLIAIOIIETO BU3UTA, U HAJTMYUE KOIIUKM OCHOBHBIX
JOKYMEHTOB B COOTBETCTBYIOIIUX (paiinax

8.4.6. JlokymeHTAaIIUs 11O pacIipeaeacHUIO
CyOBEKTOB I10 TPYIIIIaM U PACKPBITHIO
KOJIOB

B03BpamaeTc;1 CIIOHCOPY I AOKYMCHTAJIbHOT'O
3aKPCINICHUA UMCBIINX MCCTO CJIYy4aCB BCKPBITUA
KOJ0B

8.4.7. ITOrOBBII OTYET MCCIIEOBATENS, JIOKyMEHTAJIBHO 3aKPENUTh 3aBEPLICHUE X
npenoctasisiembiii JCO/HIK (ecnu HCCIIeIOBAHUS

TpedyeTcs) U yIOJTHOMOYEHHBIM OpraHam

(TIIe MpUMEHUMO)

8.4.8. OTuer 0 KIIMHUYECKOM JIOKYMEHTAJIBHO 3aKPENUTh PE3YIbTAThl UCCIEA0BAHUS X
UCCJIEIOBAHUH U UX UHTEPIPETALMIO (ecrm

MIPUMEHHMO)
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9. IPUJIOXEHHUE 1 CTPYKTYPA U COAEPKAHUE OTYETA O
KJIMHUYECKOM UCCJEJOBAHUN’

Hacrosiiast ctpykTypa oTdeTa O KIMHMYECKOM HCCJIEAOBAHUU SIBJISIETCS
o0o0menHo. OnHa mOpurogHa JUisi ONUCAHUS  HUCCJIEAOBAHHS  JIIOOOTO
TEePaneBTUYECKOTO, MPOPUIAKTUYECKOTO WM JUATHOCTUYECKOTO CPEJCTBA,
IIPOBEJICHHOTO Yy TAIMEHTOB (3JI0pPOBBIX JOOpPOBOJBIEB). B cTpykType ordera
MPOU3BOJAT LEJIOCTHOE TMPEICTABICHUE KIMHUYECKOTO M CTAaTHCTUYECKOIO
OMMCAHUS PE3yJIbTAaTOB, NPEACTABICHUS M aHajdu3a JaHHBIX B BUJIE€ €IUHOTO
OTYeTa, BKJIIOYAIONIEr0 TAOJMIIBI U PUCYHKH B OCHOBHOM TEKCTE, WM B KOHIIE
Tekcta. [lpunoxkeHuss K TakoMy OTYETY BKIJIIOYAIOT: MPOTOKOJ, OOpa3Ilsl

WHIUBUIYAIbHBIX ~ PETUCTPALMOHHBIX  KapT, WH(OpPMAIMIO, CBA3AHHYIO C

UCCIIE0BATEISIMU, uH(pOpMalInIO, CBSA3aHHYIO c HCCIIEyEMBIM
penapaToM/3KCIepUMEHTAIIbHBIM IIpEnapaTom, BKJIFOYAs IIpernapaTbl
CPaBHEHUS/KOHTPOJIbHBIE Ipenaparsl, TEXHUYECKYIO CTaTUCTUYECKYIO

JIOKYMEHTAITUI0, COOTBETCTBYIOIINE MyOJUKAIIMU, IIEPEUYHH JAaHHBIX 10 MaIlieHTaM
U TEXHUYECKHE CTAaTUCTUYECKHUE JaHHbIC, TaKUE€ KaK BBIBOJIbI, MPOMEXKYTOUHbIC
pacueThl, aHaJW3bl W 3aKIIOUYECHUS HA OCHOBE KOMITBIOTEPHBIX JAaHHBIX, U T.I.
HecmoTpss Ha TO, 4TO MPUIIOKEHHWE B OCHOBHOM OTHOCHUTCSI K MCCJIEIOBAHUSIM
3 PeKTUBHOCTH U OE30MACHOCTH, OCHOBHBIC MPUHITUIIBI COCTABICHUS OTYETA U €r0
CTPYKTypa MOTYT MCIIOJIb30BaThCS IMPH MOJATOTOBKE OTYETOB IO Pa3HBIM BHUIaM
UCCIICIOBAaHMIA (HAmpUMep, HCCIICIOBAaHUAM KIMHHYECKOH (apmakosioruu). B
3aBUCHUMOCTH OT CHEUU(PUKH M 3HAYMMOCTH TaKMX HCCIACIOBAHUM MOXKET
COCTaBJISITbCS MEHEE JETAIU3UPOBAHHBIN OTYET.

Hacrosiimee mnpunokeHue nOpeaHa3HAu€HO ISl OKa3aHWsl  MMOMOIIU
CIIOHCOpaM B COCTABJICHUU OTYETa, KOTOPHIN OYIET SABIATHCS MOTHBIM, JTUIIEHHBIM
JIBYCMBICJIEGHHOCTH, XOPOIIO C(HOPMUPOBAHHBIM U MPOCTHIM JJIsl MOCIEAYIOIIErO

pacCMOTPCHUA W OLICHKH. B otuere JOJDKHO COACPKATBCA YCTKOC 00BsCHEHHE

> OcHOBOW JuIsi pa3pabOTKM JaHHOro paszena npasuia mocuyxuia gokyment ICH Harmonised
Tripartite Guideline «Structure and Content of Clinical Study Reports (E3)». Step 4 version, 1995
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TOTO, KaK OBUIM BBHIOPAHBI KPUTHYECKHUE OCOOCHHOCTH NH3aiiHa WMCCIEAOBaHUS, U
J0CTaTOYHO MH(OpPMAIMK O TUTaHe, METOJE M XOJ€ MPOBEICHUS HCCIICIOBAHHUS,
qT00Bl HE OBLJI0O HUKAKOW JBYCMBICIIEHHOCTH B TOM, Kak OBLIO TPOBEACHO
uccinenoBanne. B otuere m ero mMpUIOKEHUSX TAKKE JOJAKHO ObITh JOCTATOUHO
WHIVBUIYAIBHBIX JTaHHBIX TMAIMEHTOB, B TOM 4HCIIe JeMOrpauuecKkux u
UCXOJIHBIX JAHHBIX, W XaPaKTEPUCTUKY AHAIUTUYCCKUX METOJOB, YTOOBI TNpH
HEOOXOJMMOCTH YIOJTHOMOYEHHBIN OpPraH MOT BOCIPOW3BECTH OCHOBHBIC BHJIBI
aHanm30B. He MeHee Ba)KHO YETKO YKa3bIBaTh KOHKPETHBIC TPYMIBI MAIEHTOB,
JUTSI KOTOPBIX TIPOBOIMIIMCH COOTBETCTBYIOIINE aHAIM3BI, COCTABIISIIUCH TAOIHUITHI
U CXeMbI (M B TEKCTE, U B BUJIC TIPUIIOKECHUI).

B 3aBHCHMOCTH OT TOJMTHUKH B 0O0JIACTH DKCIIEPTHU3BI YITOJTHOMOYECHHOTO
opraHa B OTHOIICHWHW HEKOHTPOJUPYEMBIX W WHBIX HCCICIOBAHUN, HE
HalpaBJICHHBIX HA  yCTaHOBIEHUE HA(PPEKTUBHOCTH (32  HUCKIIOYCHUEM
KOHTPOJMPYEMBIX  HMCCJICIOBAaHWN,  HAMpaBIEHHBIX  HA  YCTAHOBJICHHUE
0e30MacHOCTH), B OMPEEICHHON CTETIEHH HETOJIHOLICHHBIX WM MPEKPaIeHHBIX
WCCJICIOBAHUM WIJIM HCCIIEIOBAHUM, 1IETTM KOTOPBIX HE CBSI3aHbI C 3asBISIEMbIMU
MOKa3aHUSAMH, JOMTYCKACTCS MPEACTABIATH COKPAIICHHBIC OTYEThI, OCHOBAHHBIC Ha
O00OOIIIEHHBIX JAaHHBIX WM 0€3 HEKOTOphIX pasfenoB. OJHAKO BO BCEX ITHX
cy4Jasx HeoOXOJOMMO TMPEJACTAaBUTh TIOJHOE OMHCAaHHUE BCEX  AaCIEKTOB
6e3omacHocTh. [Ipy mpeacTaBaeHUN COKPAIICHHOTO OTYETa, OH JOJIKEH BKIIFOYATh
JIOCTaTOYHO CBEIEHUW O JAu3ailHe | pe3ysbTaTax MCCIENOBaHUs, YTOOBI
YIOJHOMOYCHHBIH OpraH MOT ONpPEIeTUTh HEOOXOIUMOCTh B TIPEICTaBICHUN
MOJIHOTO OoT4yeTa. EciM BO3HUKAIOT BOMPOCHI O HEOOXOJIMMOCTH MPEACTaBICHUS
OTYETOB, CJIEIYET CBSA3ATHCS C YIIOJITHOMOYCHHBIM OPTaHOM.

[Ipu moapoOHOM ONMHWCAaHWHM TOTO, KaK OBUIO MPOBEJICHO HCCIEAOBaHUE,
JIOTyCKaeTCs IOBTOPEHHE €T0 OMucaHus B paboueit Bepcuu npotokojia. OqHako, B
psle CIlydaeB JIOMyCKAeTCs MPEICTaBIATh METOAUKY HCCIISIOBaHUS O0jIee KpaTKo
B BUJIC OTJEILHOTO paszjiena. B kKaxmom pasnene, ONMMCHIBAIONIEM IJIaH W X0l
MPOBENCHUS]  UCCJENOBAHMS, OCOOEHHO BaXXHO  yKa3aTh  OCOOCHHOCTH

HCCIICAOBaHNA, KOTOPLIC HC AOCTATOYHO IIOJHO OIIMCaHbl B IIPOTOKOJIC, H
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OTIPENeNNTh, KAKUM O00pa3oM TMPOBOJMMOE HWCCICIOBAHUE OTIMYAIOCh OT
MPOTOKOJIa, U OOCYUTh CTATUCTUUECKHNE METOJIbI M aHAJIU3bl, UCIIOIb3YEeMbIC IS
000CHOBaHMS ATUX OTKJIOHEHUH OT 3aIJITAHUPOBAHHOTO ITPOTOKOJIOM.

IlonHBIM 1ENOCTHBIM OTYET OTACIBLHOTO KIMHUYECKOTO HCCIICIOBAHUS
JIOJDKEH BKJIIOYATh TOJPOOHOE OINHUCAHWE WHIWBHAYAJIbHBIX HEXeTaTeIbHBIX
SABJICHUN WX JIaDOPATOPHBIX OTKJIOHEHUM, OJTHAKO JaHHBIE CBEICHUSI HEOOXO0IUMO
MOBTOPHO PACCMOTPETH MPU MPOBEJICHUM OOIIETO aHaIn3a O€30MacHOCTU MO BCEM
MMEIOIIMMCS UCTOYHHKAM JIOChE.

B otuere momkHBI coaepKaThes neMorpaduaeckue u Apyrue moTeHIIUaIbLHO
3HAYUMbIC IPOTHOCTUYECKHUE XAPAKTEPUCTUKU HCCICAYEMOM MOMYJSIMUA, a, B
CJIy4yae €CJId UCCJEA0BaHUE JIOCTATOYHO MACIITa0HOE, TPEACTABISATHCS JaHHBIE 110
neMorpaduyeckuM (HampuMmep, BO3pacT, MOJ, paca, Macca Tella) U JIPYyrum
(HampuMep, TOYCYHbIE WM TICYCHOYHbIC (DYHKIIMH) I1OKa3aTessM IOJTPYIIbI,
TakuM o00pa3oM, 4TOObl MOTJM OBbITh YCTAHOBJEHBI BO3MOXHBIE pa3IUYMs B
s pexTuBHOCTH MK Oe3omacHOCTH. OJHAKO, Yallle BCEro, peakivs MOATPYIIIbI
MalMeHTOB JIOJDKHA pPacCMaTpuBaThCA B paMKax YKPYMHEHHOW Oa3bl JaHHBIX,
MCIIOJIB3YEeMOM B OOIIEM CTAaTUCTUYECKOM aHAIIH3E.

ITon mepevyHs MM NTaHHBIX, 3aMpalluBacMbIMHA B paMKax oTdera (OOBIYHO B
BUJC TPUIOKCHHS) — IOHUMAIOT T€ U3 HUX, KOTOpPbIE HEOOXOIUMBI IS
MOATBEPKACHUS OCHOBHBIX (KPUTHYECKHX) BHUJOB CTATHCTUYECKOIO aHaju3a.
[lepeunu NaHHBIX, KOTOPBIC SIBISIOTCS YaCThIO OTYETA, JOJKHBI OBITh yIOOHBIMU
JUIS. UCTIOJIb30BAHUSI PEIICH3EHTOM, IMPOBOSIIMM SKCIEPTHYIO OIIEHKY OT4eTa.
Takum oOpa3oM, HECMOTPS Ha TO, YTO KeIaTeIbHO BKIIOYATh KaK MOKHO OOJIbIIIC
MEePEMEHHBIX B OJWH CIHUCOK, YTOOBl OTPaHUYUTH 00bEeM HWH(MOpMAIUHU, STO HE
JIOJDKHO TPUBOAWTH K CHIDKEHHMIO SICHOCTH (TIOHSITHOCTH) TMPECTaBIISIEMBIX
naHHbIX. Henb3s  momyckaTh, YTOOBI M30BITOK JTaHHBIX  COMPOBOXKIAJICS
YpEe3MEPHBIM HCIOJIL30BAHUEM CHUMBOJIOB BMECTO CJIOB WJIM XOPOIIO MOHSTHBIX
(oOmenpuHATEIX ~ NMPOMECCHOHAIBHBIX)  COKPAIICHWHM, WJIM  OPUBOAWI K
MPEACTABICHUIO M300pKCHUN B CIIUIIKOM MajiOM JIJII BOCIPUATHS MacIiTade H

T.I. B sTom ClIydac npeamnodYTuTCIbHEC COCTABJIATL HECKOJIBKO CIITMCKOB JAHHBIX.
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JlaHHBIE MOHKHBI TPEIACTABISATHCS B OTYETE C PA3IMYHBIMH YPOBHIMHU
JeTaNN3aluu:

- JUIST  WUTIOCTPAllMM  Ba)XHBIX MOMEHTOB B TEKCT MOTYT OBITh
MMOMEIICHBI YHUCIIOBBIC JAaHHBIC W TAOJHUIBI OOIIET0 XapaKTepa, OTOOpaKaIoIIHe
HauOoJiee 3HaUUMBble JUIsl JAHHOTO MCCIIEIOBaHUs JeMOorpapuueckue Mmoka3aTelH,
nokasatesiu 3¢ (PeKTUBHOCTU U O€30MaCHOCTH;

- BCE TMpPOYME CBOJHBIC TIOKa3aTenu, TaONMWIbl U  MEepPEeYHU
nemMorpauueckux JaHHBIX, Toka3areneld d¢pdekTHBHOCTH U 0€30MacHOCTU
JOJKHBI OBITH MPEJICTABIEHBI B pasnaene 14 oTuera;

- WHIUBUTyaJIbHBIC JTAaHHBIC TAIMEHTOB IO OTACIBHBIM IOATPYIIaM
JIOJDKHBI OBITH TIPEACTAaBJICHBI B BHUJIE MepeuHer naHHbix B [lpunmoxenun 16.2 k
OTYETY;

— BCC WHIWBHUAYyaJIbHBIC JTaHHBIC MAIIMCHTOB, TOJDKHBI TMPHBOIUTHCS B
[Ipunoxenun 16.4 x otuery.

B mo6oit  Tabnune, rpaduke WIM TMEpeYHE JIaHHBIX, OIICHOYHBIC
(TeopeTHuecKre) U MPOU3BOJIHBIC MMOKA3ATENN, €CJIU OHU UCIIOIB3YIOTCS, JOJKHBI
OBITh OHO3HAYHO M SICHO MACHTUPHUIIMPOBAHBI. [Ipy 3TOM HOHKHO MPUBOIUTHCS
OoIPOOHBIE PA3hICHEHHS TOTO, KAKUM 00pa30M OBLIN PACCUUTAHBI HIIA TTOJTYYCHBI
JIAHHbIC 3HAYCHUS, U KaKue ObUTH C/ICJIaHbl OCHOBHBIC MPE/TOIO0KEHHUS.

[TpuBeneHHbBIE HIDKE YKa3aHUS SBISIOTCS MAaKCUMAJIBHO JIETATM3UPOBAHHBIMU U
NpeaHa3HaYeHbl JJIi  HAllOMUHAHUSA  3asABUTEII0 O MAaKCHUMaJlbHOM  0O0BbeMme
UH(pOpMaIMsl, KOTOpas JODKHA UM NPUBOIAUTHCS B OTYETE TaKUM OOpa3oM, YTOOBI
MOCTIe €€ TPEACTABICHUs] CBECTH K MHUHUMYMY 3allpOChl JIOTIOJHUTEIBHBIX JTaHHbIX.
TeM He MeHee, B KKIOM YaCTHOM cCllydyae TpeOOBaHUSI K MPEACTABICHUIO W/WIH
aHaJIM3y JTAaHHBIX MOTYT 3aBUCETh OT KOHKPETHOW CHUTYaITUH, H3MEHSATHCA C TeUCHHEM
BPEMEHHU, OTJIMYaThCi B 3aBUCHUMOCTH OT KJacCa H3ydaeMbIX MpenaparoB, MOTYT
pa3Muarhecsl B pa3HbIX PETMOHAX, U HE MOTYT OBITh OMUCAHBI 3/1€Ch B OOIIMX YepTax B
JTaHHOM JoKyMeHTe. [loaToMy, mpH MOArOTOBKE OTYETOB HEOOXOAWMO HCIIONIB30BAThH

CIICIINAJIBHBIC (IIaCTH]':;Ie) KIIMHUYCCKUEC PYKOBOJACTBA YITOJTHOMOYCHHBLIX OPraHOB B
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cepe oOparteHus: JIeKapCTBEHHBIX CPEICTB M OOCYXKAAaTh MPENCTABICHUE JAHHBIX U
aHAJM30B C YIOJHOMOYEHHBIM OpraHOM, KOIZla 3TO BO3MOXKHO. B  HeKoTopbIx
YIIOJIHOMOYEHHBIX ~ OpraHaX MO)XHO TMOJMYYHUTh TOIPOOHBIE KOHCYJbTAIMA |
PYKOBOJICTBA IO CTAaTUCTUIECKUM METOIUKAM.

Kaxnprii oTd4er HOMKEH coAepKaTh BCE OINMCAHHBIE HIDKE pas3felbl (3a
UCKJIIOYCHHEM CJIy4aeB, NMPU KOTOPHIX OHH SIBHO HE TPEOYIOTCS), MPU ITOM MJis
OTPaKEHHUs JIOTUKH KOHKPETHOTO MCCIEIOBAaHUs JIOMYCKAETCd H3MEHEHHE UX
MOCJIEIOBATEILHOCTH WM TpyNnupoBku. HekoTopwie CBeAeHUS MPHIOKEHUN
SBIISIOTCS OCOOBIMH TPEOOBAHUSIMH OIPEIEICHHBIX YIOJIHOMOYEHHBIX OPTaHOB U
JOJDKHBI TIPEACTABIATHCA TNpPU HEoOXonuMocTHu. ClenyeT COOTBETCTBYIOIIUM
00pa3oM UCIIPaBISATh HyMEPAIIHIO.

Hekoropsle TpeOOBaHMS HACTOSIIETO PYKOBOJACTBA B  OTHOILIECHHUH
KPYITHOMACIITa0HBIX ~ UCCJIEIOBAaHUM  MOTyT  OBITh  HEBBIIOJHUMBI  WJIU
HerenecooOpasHsl. [lpy WX MIaHUPOBAaHUM M TPEIACTABICHUU PE3YJIbTATOB
cliefyeT oOpaTUThCs B YIIOJHOMOYEHHBIN Opral U 00CyIuTh opmar OT4eTa.

[Tono>xeHrs HACTOAILIETO MPUIIOKEHUS CIIEYET UCIOIb30BaTh B COYETAHUU
C JPYTUMH JIOKyMEHTAaMH, PETJIAMEHTUPYIOUIUMH TPOBEACHNUE KIMHHUYECKUX

VCCIIEIOBAHUM U NIPEACTABJICHUE PE3YIBTATOB O HUX.

1. TUTYJBbHASA CTPAHULIA

TutynbHast  cTpaHMIla OTYeTa JOJDKHA  COAEpXaTh  CIEAYIOUIYIO
UH(pOpMaIHIO.

1.1. Ha3Banue oTueTa ¢ yKa3aHHEM:

1.1.1. namMmeHOBaHUsA UCCIEAYEMOTrO Mpenapara;

1.1.2. wu3ydaemMoro nokazaHusi K MPUMEHEHHUIO, MPU KOTOPOM MPOBOIUIIOCH
HCCIIEIOBAHNUE;

113. ecnum HE YyKa3aHO B Ha3BaHMM — Kparkoe OIUCAHWE Ju3aiiHa
(mapayienbHbld, TEPEKPECTHBIN, CIENON, paHIOMU3UPOBAHHBIN), BUAA CpPaBHEHUS

(1a11e60-KOHTPOITH, AKTUBHBIN KOHTPOJIb, KOHTPOJIb «o3a-3dexr»),
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MPONOJDKUTEIBHOCTh UCCIIEIOBAHUSA, JIO3UPOBAHUE HCCIIEAYEMOro Tmpernapara Hu
KOHTHHI€HT CyObEKTOB UCCIICIOBAHNS;

1.1.4. Ha3BaHUE CIIOHCODA;

1.1.5. unenTHdUKAMK TPOTOKOJIA (KOJIA HITH HOMEPA);

1.1.6. a3sl uccnenoBanus,

1.1.7. natel Hayana WCCleNOBaHUs (JaThl BKJIIOUEHHS IEPBOrO MalUCHTA
VIV WHOM NaThl MHUIIMMPOBAHUSA), 1aThl OKOHYAHUS UCCIICIOBAHMS WM €TO JTara
(mata 3aBepuIeHUS JICYCHHUS IMIOCJIEIHEr0 TAalMeHTa), JaThl JIOCPOYHOTO
3aBEpIICHUS UCCIICIOBAHUS (€CIIU TaKOBasi UMEETCS).

12, ®amunuu U AOMKHOCTH(M) IO OCHOBHOMY MECTY pabOThI IIaBHOTO(BIX)
uccrenoBarensi(ei) uim ucciaenoBarelisi(ei)-koopaAuHaTopa(oB) WM OTBETCTBEHHOIO
MPEJCTABUTEINSI CIOHCOPA.

1.3. HWudopmanuio 00 OTBETCTBEHHOM JIMIIEC, MOAMHCABIIEM OTYET
MCCIIEIOBaHUSI OT JiMIla croHcopa ((pamMumust nmpeacTaBUTENsl KOMIIAHUU/CIIOHCOPa
MOJMKCABIIETO OTYET UCCIIEAOBAHMS U OTBETCTBEHHOTO 3a HETro). Takke B JAHHOM
paznene, MO0 B CONPOBOIUTEIBHOM IHChME YKa3bIBAIOTCSA (paMmimu, HOMepa
TenedoHa U (akca KOHTAKTHBIX JIMII KOMITAaHWH-CIIOHCOPA, OTBETCTBEHHBIX 3a TIPHUEM
BOITPOCOB TI0 JTAHHOMY OTYETY.

1.4. TlonoxeHue, KOTOPOE YKa3bIBAET, UYTO HCCIEIOBAHUE BBIIOJIHEHO B
COOTBETCTBMM C TmpaBuiaMu Hajnexamenl KIMHUYECKOW NPAKTHUKH, BKIIHOYAs
apXVWBUPOBAHWE OCHOBHBIX JOKYMEHTOB.

1.5. Jlara oryera (Takke HEOOXOIHMMO yKas3aTh Ha3BaHHS M JaThl BCEX

0oJiee paHHUX OTYETOB B PaMKax JAHHOTO UCCIIEIOBAHUS).

2. CHUHOIICUC (KPATKOE OIIUCAHUE KIMHUYECKOI'O
NCCIEOJOBAHUA)
HeoOGxonumo mpencraBuTh CHHOMNCUC (OOBIYHO OKOJIO 3 CTpaHHuII),
obobmarommii cBefeHusi 00 wuccneaoBanuu (cMm. [lpunoxenue 1.1). UtoOwI
OTPa3HWTh PE3YJIbTAThl, CHUHOIICHUC JOJDKEH BKIIIOYATh YHCIIOBBIE JIAaHHBIE, a HE

TOJIBKO TCKCT U P-3HAYCHMUA.
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3. COJEPXXAHME OTYHETA 110 JAHHOMY
KIIMHNYECKOMY UCCJIEJOBAHUIO
JIOJDKHO ~ BKJIIOYAaTh HOMEpa CTpPaHULl WM JAPYyroe yKa3aHue Ha
pacrnoyioKEeHUE B OTYETE KaXKJOro pasieia, B TOM YHUCIE CBOJHBIX TaOJHIl,
PUCYHKOB U TpaHKOB, TMEPEUEHb U PACIOJOXKEHHE NPUIIOKEHUHN, TaOIHI |

npenacraBiaeHHbIx MPK.

4, NEPEYEHb COKPAIIIEHU U ONIPEJEJIEHUE
TEPMHWHOB
JlomxHBl OBITH TIpeacTaBieHbl llepeyeHb COKpalleHHil W ONpeieseHH
CHEUATN3UPOBAHHBIX HJIM HEOOBIYHBIX TEPMHUHOB, a TAKXKE €IUHUL U3MEPEHUH,
UCIIONB3yeMBbIX B oryere. IIpy 1epBOM IIOSABJIEHHMM B TEKCTE COKPAILECHHbIC
TEPMUHBI JOJDKHBI MPOMUCHIBATHCS MOJHOCTHIO, a UX aO0peBuMaTypa — B34Ta B

CKOOKH.

5. 9TUUYECKHUE BOIIPOCHI

5.1. DkcneptHblii coBer opranu3anuu/He3aBucumplii 3ITHYeCKUH
komutet (JCO/HIK).

JIOMKHO OBITH TIPEACTABICHO TMOJATBEPKACHHE TOTO, YTO IPOTOKOI
UCCJIEIOBaHUST W JIOObIE TOMpaBKM K Hemy Obutn paccmoTperst DCO/HIK.
[lepeuenr Bcex ODCO/HOK, k KOTOphIM OOpaliaiuch, CJleAyeT HPUBECTH B
[Tpunoxenuu 16.1.3 u, cnenyet ykazarb @O npencenarens ICO/HIK, ecnu 310
TpeOyeTCsl yIOJIHOMOUYEHHBIM OPTaHOM.

5.2. TlpoBeaeHue wucCCIAeIOBAHUA B COOTBETCTBHMH C 3THYECKUMH
NPUHIUNIAMH

Crnenyer TpPHWBECTH IOATBEP)KICHHE, YTO HWCCIICIOBAaHUE IPOBEIACHO B
COOTBETCTBHM C ITUYECKMMHU ITPUHIIUIIAMHU XeEIIbCUHCKOM Jleknapanuu.

5.3. HudopmupoBaHHOE corJacue.
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JIomKHO OBITh OMHMCAHO, KaK M KOTr/Aa ObLIO MOJy4yeHO MH(OPMUPOBAHHOE
corjacMe B OTHOLIEHWM Habopa TMalMUEeHTOB (HampuMmep, IMpu oOTOOpe B
UCCleIoBaHue, MpeaBapuTesibHoM ckpununre). B Ipunoxenun 16.1.3. 10mkHbI
OBITh TpE/CTaBICHBI O0pa3ell MUCbMEHHOW HWHGpOpMAnUu i ManueHTta (eciu

TaKoBasi UMeeTCs) U 00pazel] (GOpMbl COTIacusl MAIMEHTA.

6. NCCIEJOBATEIN U AIMUHUCTPATUBHASA CTPYKTYPA
NCCIEJOBAHUA

AIMUHUCTpaTUBHAA CTPYKTypa UCCJENOBaHUS (HampuMmep, TJIaBHBIM
UCCJIeIOBATENb,  MCCIENOBATEIb-KOOPAUHATOP,  YOPABISIIONIMNA ~ KOMHTET,
aIMUHUCTpANHs,, KOMHTETHl MOHHTOPHMHTA W OIICHKHA JAHHBIX, Yy4YaCTBYIOIIWE
YApexKICHUS, CTaTUCTHK, IIEHTpAJTbHAS nabopatopus, KOHTPaKTHAas
uccienosarensckas opranuzanus (KHWO), ynpaBieHwe mnoctaBkaMu B paMKax
KIIMHAYECKUX HCCICIOBAHUMN) JOJKHBI OBITh KPAaTKO OMHCAHBI B JIAHHOW YacTH
oTyeTa.

B Ilpunoxenun 16.1.4 k oTuery M0JDKEH OBITH MpEACTaBICH IMEpeYCHb
uccleaoBareyield U uX opraHusalui, ux poiib (00A3aHHOCTH) B UCCIEAOBAHUU U UX
KBaMpukanuu (pe3roMe Wi ero skBuBajieHT). Tawke B [lpunmoxennn 16.1.4 x
OTYETYy JOJDKEH OBITh MPECTABICH aHAIIOTUYHBIN MepeYeHb APYTUX JIUII, YIaCTHE
KOTOPBIX HMMEET CYIICCTBEHHOE BIMSHUE Ha MPOBEACHHWE HcclenoBaHus. Jls
MacIITaOHBIX MCCIENOBAHUM C Y4aCTHEM OOJIBIIOTO KOJWYECTBA HCCIEAOBaTeNIeH
BEHIIIICYKa3aHHBIE TPEOOBAHWS MOXHO COKPAaTHTh J0 OONIMX CBEICHUH O
KBATM(PUKALUU JIUII, TTPOBOJAUBIIUX UCCIIEIOBAHUE, C YKAa3aHHUEM WMEHH, YUEHOM
CTENIEHU, MecTa paboThl U POJM KAXKAOTO W3 HCCIEAOBAaTENed WIH JPYruX
YYaCTHHKOB.

[TepedyenHn MOKEH BKIIOYATh CIEIYIONTYI0 HHGOPMAITHIO:

a) UCCJICIOBATEIIN;

0) mroboe Apyroe JUI0, OCYIIECTBISIONIee HAOMIOICHUE 32 TIEPBUYHBIMU
WM IPYTUMH TOoKa3areasiMu 3()PeKTUBHOCTH (HampuMmep, MececTpa, MOMOITHUK

Bpaya, KIMHUYECKUN TICUXOJIOT, KJIMHUYCCKHIA (papMaKoJIOT WIM IITATHBIA Bpay).
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He 00s13aTensHO BKITIOYATH B ATOT MEPEUYEHB JIUIO0, BHIOTHSIONIEE SITU30IAYECKUAEC
GbyHKUIMK, HAOpUMeEp, Bpada, KOTOpPbIA ObLI BBI3BAaH B CBSA3HM C BO3MOXKHOU
HEXKEJIaTEJIbHOM pEeaklMel Ha MpUEM JIEKapCTBEHHOIO Ipernapara Uil BPEMEHHO
3aMEHSJI KOTO-TO W3 BHINMICTICPEYUCIICHHBIX JIMIl paboTall ¢ BO3MOXKHOU
HE)KEJIaTEJIbHOM peaklMel Ha MPUEM JIEKapCTBEHHOIO IpENapara Wid BPEMEHHO
3aMEHsT KOTO-TO U3 BBIIIETIEPEUUCICHHBIX JIUIL;

B) aBTOp (aBTOpBI) OTYETa, B TOM YHCIIC OTBETCTBCHHBIH (-bIC)
onocTaTHCTUK(-1).

B ciyuasx, korga yNoOJHOMOYEHHBIMH OpraHamMu TPEOYIOTCA MOJINUCH
TJIAaBHOTO WCCJIEIOBATENSl UM UCCIE0BATENA-KOOPAUHATOPA, OHU JOJIKHBI OBITh
BKTFOUeHBI B [Ipmmoxenue 16.1.5 (cm. o6pasert popmer B [Ipunoxennn 1.2). Ecim
OoHM He TpeOyrorcs, B [Ipunoxkenun 16.1.5 npuBoaUTCS MOANUCH OTBETCTBEHHOTO

CIICHAJIMCTA OT CIIOHCOpa UCCICAOBAHNA

7. BBEJAEHHE

BBenenue n0mKHO colepikaTh KpaTKoe U3NiokeHue (Kak mpaBuiio, He Ooree 1
CTpaHMIIBI) MCCIENOBaHUS B KOHTEKCTEe pa3pabOTKH HCCIeIyeMOro mpemnapara,
KPUTHUYECKUE OCOOEHHOCTH WCCIeNOBaHusl (HampuMep, OOOCHOBaHWE U IIETH,
IIEJIeBBIC TPYIIIBI, JICUCHUE, TPOJOKATEIHLHOCTD, IEPBUYHbIC KOHCUHBIC TOUKH ).

HeobOxomuMo mepeuncianTh BCE JOKYMEHTBI, Ha OCHOBE KOTOPBIX
pa3pabarbIBajiCsi MPOTOKOJ, WJIM TMPOYUE 3HAUYMMBIE ISl JAHHOTO HCCIECTOBAHMS
COTMIAIICHUS  WJIA  JIOTOBOPEHHOCTH  MEXKIY  CIIOHCOPOM/KOMIIAHHEH U

YIIOJIHOMOYCHHBIMHA OpraHaMHU.

8. HEJb U 3AJJAYU UCCIEJOBAHMUS
B nmamHOM pasnmene do/DKHA OBITH IpEACTaBlIcHa HMHGOPMAIUS C

M3JI0)KEHUEM OOIIUX IIeJIeH U 3a/1ad B paMKax MPOBEACHHOTO UCCIISIOBAHMS.

9. IIVIAH UCCJIEJOBAHUA

9.1. OOwmmii TM3aiH U MJIAH-OMMUCAHUE UCCIeT0BAHNA.
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OOwmuii miaH WMCCIEAOBaHUA M AM3aliH (KOH(PUTypalus) HCCIeIOBAHUS
(HanpuMmep, MapajuieNbHbIN, MEPEKPECTHBIN) JOMKHBI OBbITH OMMCAHBI KPaTKO, HO
SCHO, C HCIOJNb30BaHWEM rpadUKOB U AUarpaMm, eciid 310 Heooxoaumo. Ecnu B
JPYTUX KCCIECIOBAHUSX HCMOJB3YEeTCS OYEHb MOXO0XUW MPOTOKOJ, MOXKET OBITh
MOJIE3HBIM 3TO yKa3aTh M OMNHCAaTh JIIOObIE 3HAYUMbIE OTJIMYUS OT HEro.
JleficTBytommasi pemakmusi MPOTOKOJIa W JIOObIE HW3MEHEHHS JOJDKHBI OBITH
BKJTFOUCHBI B kKauecTBe [Ipumokenns 16.1.1 k oTdery, a oOpasen nHANBUIYATbHOMN
PErUCTPallMOHHON KapThl (TOJILKO YHUKAJIbHBIE CTpPaHUIIBI; T.€. HE Tpedyercs
BKJIIOUEHHUE HUJCHTUYHBIX CTPAHUIl, OTHOCSAIIMUXCA K pPa3HbIM BHU3UTaM) B BHJIC
[Mpunoxenus 16.1.2. Ecnu kakas-mubo uHpOpManus B 3TOM pasjelie B3dTa U3
JIPYTUX UCTOYHUKOB, IOMUMO MPOTOKOJIA, UX CIEIYET yKa3aTh.

[IpeacraBnenHass HHPOpPMALIHS TOJKHA BKIIOYATh:

- UW3y4aeMble METOJbl JieUeHHs] (KOHKPETHbIE TIperaparhl, J03bl U
MPOLEAYPEL);

- UCCIEAYEMYIO MOMYJISLUIO MallMEHTOB U KOJIUYECTBO MAIIMEHTOB, KOTOPBIE
JTOJKHBI OBITh BKJIFOUEHBI B UCCIICIOBAHUE;

- CTENMEeHb M METOJl OCJICIUICHUS/MAaCKUPOBKU (HApUMEpP, OTKPBITOE,
JBOMHOE CIIENOE, IMPOCTOE CIIENOE, OCIEIUIEHUE AHAIUTUKOB WM HEOCIEIUICHHE
MAIMEHTOB U (WJIM) UCCIIeIOBATEIICH);

- BUJ KOHTpoOJs (Hampumep, Iuianedo, OTCYTCTBHUE JICUCHMS, aKTUBHBIN
KOHTPOJIb, 703a—3(PHEKT, UCTOPUIECKUN (PETPOCTIEKTUBHBIN)) U KOH(PUTYpAIHIO
yccien0BaHus (MapaienbHas, NepeKpecTHas);

- METOJ pacmpefelieHuss CyOBeKTOB TI0 HCCIENYEeMBIM  TpyIam
(panmomu3anus, crpaTudUKaIIN);

- MOCNEAOBATEeIbHOCTh W MPOJOJDKUTENBHOCTh  BCEX  NEPHOJO0B
UCCIICIOBaHUS, B TOM 4YHCIIE TMEpPHOJa, MPEAIESCTBYIONIETO PaHIOMU3ALUU, U
nepuojia HaOIIOEHUs MOCTe MPOBEACHUS JI€UCHHsI, IEPHOJa OTMEHbI Tepanuu 1
MepHo/Ia TPOCTOTO CJIETIOr0 U JBOWHOTO CJICTIOTO JieueHus. JJ0JKHO OBITh yKa3aHo,

KOoraa IanuMCHTHI ObLIH pPaHaAOMU3UPOBAHEIL. PeKOMeHI[yeTCH YKa3aTb ,HI/ISafIH B
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BU/JIC TPAPUIECKON CXEMBI, BKIIFOUAIOIIEH XPOHOJIOTHIO MPOBEICHHBIX OIIEHOK (CM.
npumep B [Ipunoxenusx 1.3 A u 1.3 B);

- Jr00ble KOMHUTETHI 1O O€30MacHOCTH, MOHHUTOPUHTY JAaHHBIX WM
CHeIUaIbHbIC PYKOBOSIINE UM OLICHOYHBIC KOMUTETHI;

- MOOBIE IMPOMCIKYTOYHBIC CTATUCTHYCCKUC dHAJINU3bI 1 OLICHKMH.

9.2. OOocHoBaHMe JM3aiiHa HCC/e0BaHUS, B TOM 4HCJIe BbIOOpa
KOHTPOJIbHBIX TPYyIIL.

HeoOxomumo 000CHOBAaTH BHUJA BBIOPAHHOTO KOHTPOJIS W JAW3aiiHa
uccienoanus. HekoTopele acmekTsl au3aiiHa HMCCIIEIOBAaHUSA, HYKJIAMOIIHUECS B
pPacCMOTPEHHUU, IPEICTABIICHBI HUXKE.

B umenoM, BBIIENSIOT CIENYIOUME KOHKYPEHTHBIE KOHTPOJIbHBIE T'PYIIIIbI
(rpynmnbl cpaBHEHMs): IJ1alle00-KOHTPOJIb, KOHTPOJb C OTCYTCTBUEM JIEUEHUS,
aKTUBHBIA KOHTPOJIb, MOAOOP J03bl U UCTOPUYECKUI KOHTPOJb. B momnosHeHue k
Pa3HOBUAHOCTH KOHTPOJIS, JPYTMMH KIIOYEBBIMU OCOOCHHOCTSIMHM JIM3aifHa
CUMTAIOTCA HCIOJb30BAaHUE IEPEKPECTHOM KOHPUTypauuu (CXeMbl) M BBIOOD
NAlMEHTOB C  OMNpPENEJIEHHbBIMU COCTOSHUSMM B  aHAaMHE3€: Hampumep,
YYBCTBUTEJIBHOCTBIO MJIM PE3UCTEHTHOCTBIO K OMNPENEIECHHOMY JIEKAPCTBEHHOMY
npenapary Wid TpYyIIe JIEKapCTBEHHBIX IMpenapaToB. Eciu He mNpuMeHsIach
paHaoMH3aLus, HEOOXOJIUMO OOBSCHUTH, KaKHME METOJbl HCIOIb30BAJIUCH IS
UCKITFOUCHHS CHCTEMaTHYeCcKoi onibku oroopa (Systematic selection bias).

Heobxoaumo ¢ mo3unuii u3ydyaeMoro 3a0o0JieBaHUS WM MPUMEHSIEMOro
BUJIa JIEYEHHs OOBSACHUThH MOTEHIMAIbHbBIE UM 3apaHee U3BECTHBIE 3aTpPyIHEHUS,
OOyCIIOBJICHHbIE BBIOPAHHBIM JIM3aHOM HCCIIEIOBAHUS WM KOHTPOJIBbHOM
rpynnoi. Tak, 11 IEpEeKpPeCcTHOro [JW3aiHa, B YHUCIE MPOYUX, CIEAYET
IPEeIyCMOTPETh BO3MOXKHOCTh CIIOHTAHHOT'O M3MEHEHUS! TeueHHUs 3a00JIeBaHUS B
X0JI€ UCCJICIOBaHUs U BOSHUKHOBEHUS 3(PHEeKTOB nepeHoca.

Ecmu meromom yctanoBieHus 3QGEKTUBHOCTH BBIOPAHO TOATBEPIKICHUE
HKBUBAJIEHTHOCTHU, IPU KOTOPOH 3((HEKTUBHOCTH HOBOTO BHUJA JICUCHUS HE HHKE

OTPENICJICHHOTO0 TOpOoTa IO CPAaBHEHUIO C TMPU3HAHHBIM BHJOM JedyeHus (He
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MeHbI1ast 3 PEeKTUBHOCTD), HEOOXOAUMO PACCMOTPETh BOZMOKHBIE 3aTPYTHEHHS B
CBS3M C BBIOpAaHHBIM JM3aliHOM HcclefoBaHus. B ocobeHHOCTH, HEOOXO0IUMO
000CHOBaTh, YTO BBHIOPAHHBIA JU3AH CIOCOOEH YCTAaHOBUTH PA3IMYUS MEXKIY
abdextuBHON u HedDPexkTHBHONW Tepammei. s  ATOTO  pEeKOMEHIyeTCs
MIPOAHANM3UPOBATh MOJOOHBIE, paHEe MPOBEJICHHBIEC UCCICIOBAHMS B KOHTEKCTE
KIIOYEBBIX OCOOCHHOCTEHW nu3aiiHa (BBIOOp TMAIMEHTOB, KOHEYHBIE TOYKH,
JUIUTEIBHOCTh, 7032 aKTHBHOTO KOHTPOJS, COIMYTCTBYIOLIAs Tepamus MU T.II.),
MOATBEPKIAIONINE CTOWKYIO CIOCOOHOCThH BBISBIISITH MPEBOCXOJCTBO AKTUBHOTO
KOHTpOJisi Haja miane6o. HeoOXonumo onucaTe METOAbI BBISABICHUS Pa3Inyuil
Mexay dS¢dexkTuBHON U HedpdexkTuBHONU Tepanuei. Hanpumep, Hamuumem
3O PEKTUBHOCTH MOXXHO CUMTATh YETKOE paszinuue (Ha OCHOBAaHUMU paHee
IIPOBEICHHBIX MCCIIEIOBAHUI) MEXAY TpPYIIONH JEYEeHHUS M MOMyJSIUed, He
NoJTy4yaBILIEH JIeKapCTBEHHbIN Mnpenapar. Mepoil 3h(peKTUBHOCTH MOXKET CITYKUTh
W3MEHECHHE 3HAUYEHUS T[OKa3aredst OT MCXOAHOTO WA JPYrol KpUTEpHUH,
HaIpuUMep, KOJIMYECTBO BBI3JJOPOBIICHUH WIN BBIKMBAEMOCTh. JlOCTHIKEHNE TaKOTO
pesynbraTta OyJaeT MOATBEPXKAaTh CIOCOOHOCTh MCCIEAOBAaHUS YCTaHOBUTH
paznuuus Mexay 3(QPEeKTUBHBIM U HEI(PPEKTUBHBIM JIEKAPCTBEHHBIM MPENAPATOM.
HeoOxoaumo Taxxe 000CHOBaTh, YTO B XOJ€ MCCIICAOBAHUS T'PaHUIIA HE MEHbILIEH
s dextrBHOCTH (Oe30macHOCTH) (YacTo HaszblBaeMmas JeibToM) He Oblia
MIPEBBIIICHA.

OrpaHudeHuss UCTOPHUYECKOIO KOHTPOJI XOPOILIO H3BECTHBI (CIOXKHOCTH
oOecriedyeHnss  COMOCTAaBUMOCTH  CPaBHHUBAE€MBIX  TPYII,  HEBO3MOXKHOCTb
«OCJICTIJICHUS» HUCCleqoBaTeNel, NU3MEHEHUE MOIX00B K JICUCHUIO WJIM TEUCHHS
3a0oseBaHusl, pa3nuuus, o0ycioBieHHbIE 3P(EKTOM Ianedo) U 3aciyKUBAIOT
0c000r0 BHUMAHUS.

Hekortopsie apyrue ocoOCHHOCTH AW3aifHa MCCIENOBAHUS TAKKe TPEOYIOT
00OCHOBaHUS, B TOM YHCJIE HAJIMYHE WM OTCYTCTBHE OTMBIBOYHOTO TEpHONa U
JUINTEJIBHOCTU TEpUOJIa JIEYCHHs, YTO OCOOEHHO BAaXXKHO [UIsI XPOHUYECKHX
3a0oneBanuii. Eciy 3T0 HE 0YEBUIHO, TO HEOOXOIUMO TaK)e 0O0OCHOBAThH BHIOOD

036l W WHTEpBaJIa Ja03upoBaHusA. Hampumep, npuem oauH pa3 B CYTKHU
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JIEKapCTBEHHOT'O Mpernapara ¢ KOPOTKUM MEPHOJOM IMOJyBbIBEICHUA, Yel 3 deKT
TECHO CBS3aH C €ro KOHIIEHTpauueil B miaa3Me, oOblyHO Hedd¢ektuBeH. Eciu B
paMKax HCCJIENOBAaHUS IPUMEHSETCS TaKOM peXUM JO3UpOBaHUSA, TO €ro
HEOOXOaMMO  000CHOBaTh, HAmpUMep, TEM, UYTO  MPOAOKUTEIHHOCTh
(dapmakouHaMU4ecKoro 3¢d@exTa NpPeBHIIAECT JIMTEIbHOCTh HAXOXKACHUS B
KpoBu. HeoOxomumo omnmcaTe OpOLEAYpbI, HAMPABICHHBIE Ha YCTAaHOBJIEHUE
apdekra «yCKONb3aHHs» OT JACWCTBUA Tpernapara B KOHIIE HWHTEpBaa
JO3UPOBaHUs, HAIPUMEP, OINpEACNICHUE NAEUCTBUS IpernapaTra IMepea MPUEMOM
OYepeTHON J103bl. AHAJIOTMYHO B MCCIENOBAHUU 103a—3(P(EKT ¢ mapauieIbHbIM

I[I/IBaI\(JIHOM HGO6XOI[I/IMO 000CHOBATH BBI6paHHLIﬁ Auaria3oH g03.

9.3. BbI00Op U3y4aeMoii MOMYJIALUM.

9.3.1. Kpurepuu BKIIIOUECHHUS.

[Tomynsmus MArMEHTOB M KPUTEPHUH O0TOOPA, UCIIOJIb3yEeMbIe TSl BKITFOUCHUS
MAIMEHTOB B MCCIIEIOBAHUE, JIOJDKHBI ObITh OMKCAHbI, U 00CYXICHA MPUTOJHOCTD
n30paHHON MOMYJISIUU IS 1eJiel hcclieqoBaHus. J{oJKHBI OBITh TIPEICTaBIICHbI
KOHKPETHBIE HCIIOIh3YEMbIC TUATHOCTUYECKUE KPUTEPHUH, a TAKKe KOHKPETHBIE
TpeboBaHusl K 3a00JeBaHUIO (HampUMeEp, OMNpPEACIICHHAs CTENEeHH TSKECTH U
IPOAODKUTEIFHOCTH  3a00JIeBaHMS,  PE3yNbTaThl  aHAlW3a  KOHKPETHBIX
7a00paTOpHBIX  TOKa3zaTeled WM  PEeUTHHrOBOM(BIX)  IIKaimbl  (1IKan),
bu3nKaapHOTO 00Cen0BaHMs, OCOOCHHOCTH aHaMHe3a, Takue, Kak Heyjaada Wid
ycrexX MpeAbIayled Tepanuu, WA APYTHe IMOTEHIIHAIbHBIE MPOTHOCTUYECKUC
(bakTophI U JHOO0BIE BO3PACTHBIE, TIOJIOBBIC UK ATHUYECKUE (AaKTOPHI).

JIOMKHBI OBITH OIMHUCAHBI KPUTEPUH OTOOpa M JIIOOBIE JTOTOJHUTEIHHBIC
KPUTEPUH PaHIOMH3AIMU WU OTOOpa MAIMEeHTOB JIJIs TOH YacTH UCCIICAOBaHUS, B
KOTOpPOW NPUMEHSETCS UCCIIeAYEeMbIN npenapat. Eciin ecTb OCHOBaHUS MOJIArarh,
9TO OBUIM JIOTIOJHUTEIBHBIC KPUTCPUU BKJIIOUCHHUS, HE ONpEICICHHBIC B
MIPOTOKOJIE, TOJDKHBI OBITH OOCYKJEHBI X BO3MOKHBIE TIocnencTBus. Hampumep,

HCKOTOPBIC HCCIICAOBATCIIM MOIJIM HCKIKOYATh WKW HTICPCBOAUTH B APYIHC
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WCCJICIOBAHMS TAIMEHTOB, KOTOPHIE WMEIHN OIpPEACIICHHbIE 3a00JICBaHUS, WU
OTIpe/IeTICHHBIC UCXOHBIE XapaKTEPUCTUKH.

9.3.2. Kpurepuu HEBKIIOUYCHHUS.

JlomkHBI OBITh yKa3aHbl KPHUTEPUU [UIsI HEBKIIIOYCHHS TAIMEHTA B
UCCJICIOBAaHKME Ha dTare oTOopa, a Takke X 000CHOBaHWE (HAIIPUMEp, C TIO3HIIHA
0e30macHOCTH, AAMUHUCTPATHBHBIC TMPUYUHBI WM  HETPUTOJAHOCTH  JUIS
WCCIIeNOBaHMsI). BiusHue  KpUTepHWeB  HEBKIIOYCHHS HAa  BO3MOXKHOCTH
pacipoCTpaHeHUs] Pe3yJNbTaTOB HCCICIOBAHUS Ha BCIO MOMYJSIUIO B IIEIIOM
JOJDKHBI OBITH OOCY’KIEHBI B pasznene 13 oryeTa 00 WCCIIeIOBAaHUH, WA B 0030pe
6e3onacHoCcTU U 3G (HEKTUBHOCTH.

9.3.3. Kpurepuu UCKIIOUCHHS W3 KIMHAYECKON WM aHAIMTHYECKON YacTh
UCCIICTOBAHMSI.

JlomKHBI  OBITH ONMHCAHBl 3aIUIAHUPOBAHHBIC TMPUYUHBI  UCKIIFOUCHHUS
MAIMEHTOB M3 TEPAIMK WM U3 OCHOBHOTO HAOJIOJCHUS, €CIIM TaKOBBIE HMEIOTCS,
PaBHO KakK JOJDKHBI OBITh OMHUCAHBI XapaKTep M MPOJOJIKUTEIBHOCTH JIFOOOTO

34IlNTAaHUPOBAHHOI'O ITOCIICAYIOIICT O Ha6J'II-OII€HI/IH JJI JaHHBIX ITalTUCHTOB.

9.4. Jleuenue.

9.4.1. Ha3HaueHHOE JICUCHUE.

JIOJDKHBI OBITH OMUCAHBI TOYHBIE METOJBI JICUEHUS WA TUarHOCTUYECKHUE
CpEIICTBa, TPUMEHSEMbIE B KaXJOW TpYIINe MAlMEHTOB, B KaXKIOM TMEPHOJIE
UCCIIEIOBAaHUSI, B TOM YHCJIE, CI0CO00a BBEACHUS, JO3bI U CXEMbl IPUMEHEHUS.

9.4.2. Onucanue uccneayeMoro(bix) mpenapara(os).

B Tekcte oTdera MOMKHO OBITH TMPUBEIACHO KPATKOE OMHCAHUE MCCIIEMYEeMOTO
npenapara(oB)/3KCIIEpUMEHTAIBHOTO  Tpernapara(oB)  (JiekapcTBeHHass — ¢opma,
JI03UpOBKa, HOMep maptuu(il)). Ecnu ucnonb3oBaHa HE OHA CEpPUsSl UCCIELYEMOTO
npenapara/sKCrepuMeHTAIBHOTO Mpenapara, MalueHThl, MOTyJaroIye mpemnapar u3
Ka)XJI0M MapThH, JOIDKHBI ObITh HeHTH(pHUIMpoBaHkl B [Ipunoxenun 16.1.6.

JlomxkeH OBITh yKa3aH MCTOYHMK TIONYyYCHMs IIanedo M mpenapara

(npenapatoB) cpaBHeHus. JlioOas wmomudukanus mnpenapata (MpenapaToB)
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CpPaBHEHHA OT HUX OOBIUHON KOMMepuecKoWd (OpMbI BBITYyCKa JOJKHA OBITH
OTMEYEHA, U JIOJKHBI OBITh MPUBEACHBI MPEANPUHATHIE MEPHI IJIsl 00ECIeUeHUs
TOT0, YTOOBI B PE3YJIbTATE UX OMOJIOrMUECKasi JOCTYITHOCTh HE OblIa N3MEHEHA.

JUIss  1MTENbHBIX HWCCIAEAOBAHWM, TA€ NPUMEHSIOTCS HUCCIEIyEMBbIE
npenaparsl ¢ OrPaHUYEHHBIM CPOKOM TOJHOCTU WM HENOJIHBIMU JaHHBIMU O
CTaOWJIBLHOCTH, JTOJKHA OBITH OMKCaHa JIOTMCTUKA MOCTaBOK. Jto6oe mpuMmeHeHue
UCCJIENYEMBIX MPENapaToB MOCIE UCTEUEHHS CPOKA FOJHOCTHU CIIEIYET YKa3bIBaTh
Y UJIEHTU(UIMPOBATh MOJYYaBUIMX UX MalueHTOB. Eciiu npenpsBisinch ocoOble
TpeOOBaHUS K XPAaHEHHIO, OHU TAK)KE JJOJKHBI OBITh OMHCAHBI.

9.4.3. Mertozpl pactipenesieHus CyOBEKTOB UCCIIEIOBAHUSI IO TPYIITIAM.

KoHKpeTHbIE METONbI, HCHOJb3yEMbIE JMJIA pacHpeiesieHuss CyObeKTOB
UCCIIEIOBaHUsI 110 TEpPaneBTUYECKUM TpynrnaMm, HampuMmep, LEHTPaJIU30BaHHOE
pacrpenesieHre, paclpeiesieHue B paMKax OTACJBHBIX YUPEKACHUM, aJalTUBHOE
pacnpeneneHue (TO €CTh, PACIPENCICHHE Ha OCHOBAHUM pPaHEE IMOJIYyYEHHOU
OLIEHKM WJIM OTBETa Ha JICYEHUE) JOJKHBI OBITh ONUCaHbl B TEKCTE OTYETA,
BKJItOYas JitoOble MpOLEAYypbl CTpaTU(pUKALUU UM BbIOOpa pasmepa OJOKOB IJis
pangomu3aiuu. JItoObie 0COOEHHOCTH JTOJKHBI OBITH 00BSICHEHBI OT/ICIIBHO.

[TonpoOHOe omucaHue METOAa PaHJOMM3AIMM, BKIIOYas, OMHCAHHE TOTO,
KaK 3TO ObUIO BBINOJIHEHO, AOJKHBI ObITh NpuBeaeHbl B [lpunoxenun 16.1.7 ¢
yKa3aHUEM CChUIOK Ha MCTOYHUKHM, B Cilyyae HeoOxoaumocTu. Tabnwiia,
OTpa)karolllas KOJAbl paHAOMHU3ALMU, HJIECHTU(PUKALMOHHBIA KOJ TAalleHTa B
UCCJIEIOBAHUM M HA3HAYEHHOE JIEUYEHHUE, TAKXKE JIOJDKHBI OBbITh MPEJICTABIICHBI B
OpUJIO)KEHNU. B MHOTOLEHTPOBOM HCCIENOBaHMM HH(OpMaLUs AOHKHA ObITh
npefocTaBiieHa 1Mo LeHTpaM. JlomkeH ObITh OOBSICHEH METOJl T€HEepHUpPOBAHUS
HOMEPOB CITy4allHbIM 00pa3oM.

Jlis McclieloBaHUN C PETPOCHEKTUBHBIM KOHTPOJIEM BaXXHO OOBSICHUTD,
KakuM 00pa3oM ObUl BBIOpaH KOHKPETHBI KOHTPOJb, U KAKOM paccMaTpuBalICs
aJbTEPHATUBHBIN PETPOCHIEKTUBHBIN KOHTPOJIb, €CJIM TAKOBOW UMEJCA, U KaK HX
pe3yJbTaThl OB CPAaBHUMBI C UCIIOJIB3YEMBIM KOHTPOJIEM.

9.4.4. Brp10op 103 1151 U3YUYEHUS.
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J103bl WJIM AMANa30Hbl 103, UCIIOJIb3YEMbIE B MCCIIEIOBAaHUH, JOHKHBI ObITH
IPUBEIEHBI 10 BCEM BMJaM TEpalu{, U OMNKMCAHO OCHOBAaHUE i1 HUX BbIOOpa
(HampuMmep, JaHHBIE O IPEIIIECTBYIOLIEM OIIBITE Y JIIOJEH, U y )KUBOTHBIX).

9.4.5. BriOop 103, BpeMEHHM U HHTEpBaJia IpHeMa Mpenapara(oB) s
Ka)KJ0Tr0 MalUeHTA.

Heo6xoanMo onucath mpoueaypy mojadopa A03bl UCCIIEAYEeMOro mpenapara
U TpernapaTa CpPaBHEHUS/aKTUBHOTO KOHTPOJS IS KaXJOro mnanueHTta. Takue
OpoLEeAypbl MOTYT 3aKjii4aTrbcs Kak B IPOCTOM  CIy4dailHOM  BbIOOpeE
(buKCHPOBAaHHON 03Bl WK PeXUMa TO3UPOBAHUS, TaK U O0COOOM MOAOOpE O3B
WIM TOAPOOHO  pa3pabOTaHHOM  MEXaHHW3ME€ OTOOpa, OCHOBAaHHOM  Ha
WHAVBUIYAIbHON pEaKIWH TMalWueHTa, HaNpuMep, €eCIH TOBBIIIEHHUE 03I
IPOUCXOANT BIUIOTh IO MAaKCUMAJIbHON TIEPEHOCHMMOW WM OMNPEIEICHHOTO
pesynbraTa. Ecam npeaycMOTpeHa TaKTHKa CHMKEHUS JI03bl, €€ TaKkke
HEO0OXOAMMO OIUCATh.

Cpoku no3upoBaHus (BpeMsi CYTOK, MHTEpBaJ) M  COOTHOILIEHUE
JO3UPOBAHUS C MPUEMAMM MHILM, JOKHBI ObITh ONMMCAHBI, U €CIU OHU HE ObLIM
yKa3aHbl B MPOTOKOJIE, 3TO JOJIKHO ObITh OTMEYEHO 0C000.

JIOTKHBI OBITh ONMKCAHBI JIIOOble KOHKPETHbIE MHCTPYKIIMH JIJIs1 HAI[UEHTOB O
TOM, KOT/Ia ¥ KaK IPUHUMATh 103y (T036I).

9.4.6. MackupoBka gaHHbIX/«CIIenoi» MeTo (€CIM UCTIONMb3yeTCs).

JIOMKHO ~ OBITh  MPEAOCTaBICHO OMNHMCAHWE KOHKPETHBIX MpPOLENyp,
UCIIOJIB3YEMBbIX [UJIsl OOecredeHus: MAacKMpOBKa JAHHBIX (HampuMmep, Kak Obud
MapKUpPOBaHbl OYTBHUIKH, HCIOJB30BAJIUCh JIM 3TUKETKH, KOTOPbHIE PACKPHIBAIOT
KOJbl MacCKMpPOBKH, 3alledaTaHHbIE MEPEUYHU KOJOB/KOHBEPTHI, TEXHHUKA JBOMHON
uMuTalmK). B ToM dncne AOKHBI OBITh OMUCaHBI OOCTOSITENBCTBA, B KOTOPBIX
JIOMYCKAJIOCh HAPYIICHHE MACKUPOBAHHS OJTHOTO HITU BCEX MAI[MEHTOB (HarpuMmep,
B Clydac CEPbE3HBIX HEKEIATCIbHBIX SIBJICHHI), HWCIOJIb3yeMbIC TIPU STOM
OpOLEAYpPHI, a TAKXKE MEePeUeHb JIML, UMEBIINUX JOCTYI K KoJaM nanueHToB. Eciu
UCCJIEIOBAaHUE TO3BOJISII0O HEKOTOPBIM HCCIIEAOBATENsIM OCTaBaThCcs B Kypce

IMPOBOJAUMOTO JICUCHU (HaanMep, YTOOBI JaTb UM BO3MOXHOCTbDH
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CKOPPEKTHPOBATh PEXKUM TPUMEHEHHS Tperapara), HEOO0XOauMO OOBSCHUTH
MPOLIETyPY 3aLIUTHI IPYTUX UCCIIEOBATENEH OT pPaCKPBITUS UH(POPMAIIUH.

JIOJKHBI OBITH ONMUCAHBI MEPBI, MPUHSTHIC IS 00ECIEYEHUs] TOrO, YTOOBI
UCCICMyeMbI Tpenapar MW Ioianebo ObUM  HEOTAWYHMBI, W  TPHUBEIACHBI
JI0Ka3aTelIbcTBa TOTO, YTO OHU OBUIM HEPA3IMYUMBI KaK MO BHEIIHEMY BHUAY U
dopme, Tak W MO 3amaxy W BKycy. JlOJDKHBI OBITH ONUCAHBI MEPHI TI0
MIPEIOTBPAIICHUIO HAPYIIICHUSI MAaCKUPOBKH JTAHHBIX MCCIIEIOBAHUS HA OCHOBAaHUU
71a00paTOPHBIX U3MEPEHUH, €ClId OHU ObUIM MCTOJb30BaHbl. Eciin nuMmerncs koMurer
10 MOHUTOPUHTY NAaHHBIX C JIOCTYIIOM K HEMAaCKUPOBAHHBIM JAHHBIM, JOJHKHBI
OBITH OMKCAHBI IPOLIEYPHI, OOECIICUNBAIONTUE TOIIEPKaHUE OOIIeH MaCKUPOBKHU
uccienoBanus. Taxxke JoKHA OBITh OOBSACHEHAa MpoLeAypa MOAJIEpKaHUS
MAaCKHPOBKH BO BPEMsI IIPOBEICHUS TPOMEKYTOUHBIX aHAJTN30B.

Heobxoaumo 0OBSICHUTH, TOYEMY IS CHIDKEHHS CYyOBEKTHUBHOCTH
OCJICTUICHUS HEKOTOPBIX WM BCEX HaOMIOJACHUM HE TpeOOoBaIOCh, HaIpUMED,
UCTOIb30BaHue C(UTMOMAHOMETpa CO CiydailHbIM HyseM (random-zero)
yCTpaHsET BO3MOXHYIO UCCJIeI0BATEIHCKYIO CyOBEKTUBHOCTh npu
WHTEPIPETANHA BEIIMYNHBI apTePUATBHOTO TABJICHUS, & JICHTHI, MOJTYYEHHBIC TIPU
XOJITEPOBCKOM MOHHUTOPUPOBAHUH, 3a4acTyro pactrppoBBIBAIOTCS
aBTOMATHYECKH, 9TO, MPEANOJIOKUTETHHO, MO3BOJISIET n30exKaTh
MCCJIEIOBATENbCKOW CYOBEKTUBHOCTH. Eciu ocrnerieHre ObLIo KellaeMbIM, HO
HEBO3MOKHBIM, HEOOXOIUMO OOBSICHUTH MIPUYHHBI U PACCMOTPETH MOCIEACTBUS. B
HEKOTOPBIX CJIydasX OCJEIUIEHWE MPOBOJIUTCSA, HO 3apaHee HM3BECTHO O €ro
HECOBEPIIICHCTBE BCJICACTBUE OUYEBHJIHBIX JIGKAPCTBEHHBIX PEAKIIUN, 1O MEHBIIEH
Mepe, Y YacTy MaIMeHTOB (CYyXOCThb BO PTy, OpajuKapaus, TUXOpaaKa, peaKkiuu B
MeCTe€ BBEJICHMS, H3MEHEHHE JabopaTOpHBIX TMoKazatenei). Takoro poja
mpoOJIeMbl WIIM TOTCHIIMAJBHBIE 3aTPYJAHCHUS HEOOXOAMMO 3apaHee BBISBUTH U
OIHCATh, MPEANPUHUMAINCH JIU TTOMBITKH OICHUTh MX BEIIMUWHY WIIA PEIIUTH UX
(HampuMep, HEKOTOPhIE U3MEPEHHSI MOTJIU MPOBOJUTHCS JIMIIAMH, KOTOPBIE ObLIH
OTPaXKJICHBI OT BCKPHITUS OCJICTICHUS ).

9.4.7. IlpenuiecTByroiias U CONyTCTBYIOIIAs TEPAIIUS.
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JIOmKHO OBITH ONHCAaHO, KaKWe Tpenaparbl WIM NpOUeAypbl ObLIH
paspelieHbl 0 U BO BpeMsl MCCIEI0BaHus, ObUIO JIM, U KaKUM 00pa3oM ObLIO
3apErUCTPUPOBAHO MX HCIIOJIb30BAHUE, a TAKXKE JIIOObIE JIpyrue creuupuyeckue
IpaBWJIa M NPOLEAYPBI, CBI3aHHBIE C PAa3pElICHHOM WM 3alpelleHHON
comyTcTByrolell Tepanued. JIomkHO OBITH ONHCAHO Kak pa3pelieHHas
COIYTCTBYIOLIAsl TEpamus MOXET MOBIUATh Ha pe3yJbTaT JUOO BCIIEICTBUE
B3aMMOJICHCTBHSI Ppa3HBIX MpenaparoB, JUOO TMPSMOTO HUX BO3ACUCTBHA Ha
KOHEYHbIE TOYKU (OCHOBHBIE IEPEMEHHBIE) HCCIEAOBAHUSA, U KAaK MOTYT OBITh
YCTaHOBJICHBI HE3aBUCUMBIE 3(h(PEKTHI COMYyTCTBYIOLIEH U UCCIEAYEMOU TEpaITHH.

9.4.8. Mepnl 10 0becTIeueHUIO COONIIOICHUS PEKMUMA JICUEHUS.

JloJKHBI OBITH ONWUCAHBl MEpbI, NPUHUMAaeMble g OOECHeYeHUus M
JOKYMEHTUPOBAHMS COONIIOACHUS pEeKMMa TEPANKH, HAPUMEDP, YUET Ipenaparos,
JHEBHUKH IallMECHTOB, IOKA3aTEIM COJEpKaHUs Ipenapara B KPOBH, MOYE WIIN

APYTUX JKHAKOCTAX OpraHnu3mMa, Wjih MOHUTOPHHI HCﬁCTBHH mpcerapara.

9.5. /lannblie 3¢(PekTUBHOCTH 1 H€30NIACHOCTH.

9.5.1. OuenuBaemsble mokazaTenu 3PGHEeKTUBHOCTH U 0€30MaCHOCTH U OJIOK-
cxema.

JlokHBI OBITh OLIEHEHBl KOHKpPETHbIE moka3zaTtenud 3(P(EKTUBHOCTH M
0€30MMacHOCTH W TPOBEACHBI JTa0OpaTOpHBIE HccaeaoBaHus. [Ipu 3TOM, HOIKHO
ObITh YKa3aHO pacluCaHue JHEW UX OLEHKU (IHU MPOBEACHUS HCCIEIOBaHMUS,
BpeMsl CYTOK, CBS3b C TpUEMaMd MW, W KPUTUYECKUE CPOKH OIEHKU
nokasaTresied M0 OTHOIICHHIO K NpPUEMYy HCCIEIyeMOro Ipernapara, Halpumep,
HEIMOCPEICTBEHHO Mepejl CIeaAyIoulel 103011, yepes J1Ba yaca 1nocie J03bl), METObI
X U3MEpEHHs, a Tak)Ke JMIla, OTBETCTBEHHBbIC 3a m3MepeHue. Eciam B cocrtaBe
NEPCOHANa, BBHIMOJHIIONIETO KIMHUYECKH 3HAUMMbIE HM3MEpPEHHUs, MPOU3OILIN
WU3MEHEHUsI, OHU JOJDKHBI ObITh YKa3aHBbl.

OOBIYHO YACTOTY W BpeMsi WU3MEpeHHs Tokasarened 3()PeKTUBHOCTH U
0e30macHOCTH TIOJIE3HO OTOOpakaTh B TpaduueckoM BHIIE OJIOK-CXEMBI (CM.

[Tpunoxxenue 1.3 mpaBui); AOKHBI OBITH MOKAa3aHbl HOMEpPAa U BPEMSI BU3UTOB,
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WIM K€, B KayecTBE aJbTEPHATHBBI, MOXXHO YKa3blBaThb TOJILKO BpeMs (eciu
yKa3aHbl TOJBKO HOMEpa BHU3UTOB JaHHbIE TpyAHEE BOCHPUHUMATh U
UHTEpHpeTupoBaTh). Takxke cienyeT ykaszarb 37ech Bce craerupuyeckue
WHCTPYKLMU ISl MAUKUEHTOB (HAalpUMEp, MCIOJIb30BAaHUE MMM PYKOBOJICTB IIO
pUeMy U3y4aeMbIX MpPEnapaToB WK UCIOJIb30BAHUE JHEBHUKA).

JIrobble ompeneneHus, HCIONb3yeMbIE MM XapaKTEPUCTUKH HUCXOJOB
UCCJENOBAHUS (HAalpUMEpP, KPUTEPUHM OIPENESICHUsS BO3HUKHOBEHUS OCTPOIO
uH(papKTa MHUOKApJa, YCTAHOBJICHHUE JIOKATU3AlMK HH(PAPKTa, XapaKTePUCTHKA
UHCYJIbTa KaK TPOMOOTHYECKOT0 WA TE€MOPPAaruyecKoro, pasiudusi MEXIy
TPAH3UTOPHBIM HAPYIIEHUEM MO3IOBOIO KPOBOOOpAIIEHUS U HMHCYJIBTOM,
YCTAaHOBJICHHE NMPUYUHBI CMEPTH) JOJKHBI OBITH MOAPOOHO 00BsICHEHBI. JIt0ObIE
METO/bl, HCHOJb3yEeMblE i1 CTaHJAPTU3alMd WM CpPaBHEHUS pPE3yJbTaTOB
71a00paTOPHBIX UCCIENOBAHUI WM JPYIMX KIMHUYECKHX M3MEpPEHUH (Hampumep,
OKI', pentrenorpaguueckoe HCCIEAOBAHUE TPYAHOM KIIETKH) TAKXKE JOJKHBI
OBITh ONUCaHbl. ITO OCOOEHHO BayKHO B MHOTOLICHTPOBBIX MCCIIEIOBAHUSX.

Ecnu KT0-TO, TOMUMO HMCCIIEIOBATENS, OCYIIECTBIISUI OLEHKY KIMHUYECKUX
UCXOJOB  (Hampumep, CIOHCOp WM  BHEIIHAS  KOMHUCCHUSL  OLICHUBAJIU
pertreHorpammbl Wi OKI' unu ompepensiy Haauyue y NAlUMEHTa HWHCYJIbTA,
OCTPOTr0 HMH(ApKTa WM BHE3AMHOMW CMEPTH), TAKUX JHI HEOOXOAMMO OTKPBITO
uaeHTuGuurpoBaT. HeoOX0AMMO MOJHOCTHIO ONUCATh MPOLIEAYPHI, BKIHOYAS
CHOCOObI  MOAJEPKAHUS  OCJCIJICHUS U LEHTPATU30BAaHHOTO  IPOBEICHMS
U3MEPEHUI U MHTEPIPETALNU UX PE3YJIbTATOB.

JIOJOKHBI OBITh ONMKCAHBI CIIOCOOBI MOJMYYEHHs TaHHBIX O HEXeJaTeJIbHbIX
SABJICHUSIX (JI0OPOBOJILHOE COOOIIEHNE, 3all0JIHEHUE aHKET, WM OIPOC), a TaKXKe
J00ble  UCIOJIb30BAaHHBIE CHEUUAIbHBIE PEUTHUHTOBBIE IIKalbl, W JIOOBIE
CHELUATbHO 3aIUIAHMPOBAHHBIE MOCIEAYIOIIME MNPOLEAYphl, HAIpPaBICHHbIE Ha
YCTpaHEHHE HEXENATeNbHbIX SBJICHUM, WM J00as 3alylaHUpOBAaHHAS MPOLEaypa
npoOHOro BO30OHOBJIEHMS MpUeMa Mpernapara.

JIOKHBI OBITH OMHMCAHBI BCE MCIIOJIb30BAHHBIE OLEHKU HEXEIaTeJIbHbIX

SBJICHUW UCCIe0oBaTeIeM, CIIOHCOPOM WJIM BHEIIHEH Tpynmnol, (Hampumep,
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OLICHKA IO CTENEHH TSKECTH, WM MO BEPOATHOCTU TOrO, YTO OHU BBI3BAHBI
UCCIIEyEMBIM MpernaparoM). JoKHbI yKa3bIBaThCSl KPUTEPUU TAKUX OLICHOK, €CIIH
TAKOBbIE MMEIOTCS, U YETKO OIpPEAEIEHbl CTOPOHBI, OTBETCTBEHHBIE 3a OIICHKY.
Ecnu sppextuBHOCTD MM 0€30MacHOCTh ObUTH OLIEHEHBI TI0 KaTErOpHaTbHOM WIIN
OaJUIbHOM MIKaJIe U T.J., JOJDKHBI OBITh HPEICTABICHBI KPUTEPUH, UCIIOJIb3yEMbIE
JUIsi TPUCBOCHUsI OaiyioB (HampuMmep, ompenesieHne OamnoB Ha Ikaie). B
MHOTOIICHTPOBBIX MCCIIEOBAHUAX HEOOXOAUMO YKa3aTh, KAKUM 00pa3oM METObI
OBUIM CTaHAAPTU3UPOBAHBI.

9.5.2. CooTBeTCTBUE U3MEPEHUH.

Ecnu kakas-nmu6o u3 omeHok 3()pPeKTUBHOCTH WM O€30MacHOCTH HE Oblia
CTaH/JApTHOM, TO €CThb, HE SBJSJIACH OOIIECNPUHATON W TMPU3HAHHO HAJECKHOM,
TOYHOM W 3HAYUMOW (CIOCOOHOHM paznuyath 3(PQPexkTuBHBIE U HEIDPEKTUBHBIC
npenaparsl), €€ HaJeKHOCTb, TOYHOCTb M 3HAYUMOCTb JIOJDKHBI  OBITH
JOKYMEHTAJIBHO MOATBEPKIAEHbI. MOXET OBbITh MOJIE3HBIM ONUCaTh B JaHHOM
paszesne oTyeTa pacCMOTPEHHBIE, HO OTKJIOHEHHBIE AJIbTEPHATUBBI.

Ecim B KadyecTBE KOHEYHOW TOYKM MCCIENOBAaHUS HCIOJIb30BAIACh
cypporaTHas KOHe4YHass Touyka (;1abopaTtopHble TOKa3zaHus, (PU3MKaIbHOE
U3MEpEHHE WIN NPU3HAK, HE SBIIAIOLIMICS MPSMBIM IOKa3aTelleM KIMHUYECKOTO
pe3ynbrara), 3TO JOJKHO ObITh OOOCHOBAHO, HANpUMEpP, CO CCBHUIKOM Ha
KJIIMHAYECKUE JaHHble, MyOJMKallMi, PYKOBOJACTBA, WU MPEIbIAYIINE PEIICHUs
YIOJIHOMOYEHHBIX OPTraHOB.

9.5.3. TlepBuunsiii(e) mokaszarens(u) 3¢ (HEeKTUBHOCTH.

HeoOxoaumo noapoOHO nepeyucauTh NepBUYHbIE MTOKA3aTeNN U KOHEYHbIE
TOYKH, UCIIOJIb30BAHHBIE JJIs1 yCTaHOBJIEHU 3P PexTuBHOCTU. HecMoTps Ha TO uTO
KJIIOUeBble TOKazaTelu 3((PEKTUBHOCTH MOTYT Ka3aTbCsl OYEBUIHBIMH, MpHU
HAJIMYUM MHOXXECTBA TEPEMEHHBIX WU MPH WX MHOTOKPAaTHOM M3MEpPEHUU B
MIPOTOKOJIE HEOOXOAMMO yKa3zaTh NMEPBUYHBIE (C 0OOCHOBAHMEM HMX BbIOOpA) WIIU
ONpenenuTh HaOOp 3HAYMMBIX MapaMeTpPOB WM JAPYrol METOA TpYNIUPOBKH
uHbOpMallMK,  KOTOPbII  MOXXHO  HMHTEPIPETUPOBATh  KaK  IOKa3aTelb

s dextrBHOCTH. ECnu mepBUYHBIE MOKa3aTeld B MPOTOKOJE HE YKa3aHbl, TO B
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oryeTe 00 HCCIEAOBAHUM HEOOXOAMMO TMPEACTaBUTh OOBSCHEHUS, KaK 3TU
KJIFOUEBbIE MMOKA3aTeNM ObUIM OTOOpaHbI (HAmpUMep, Ha OCHOBAHUU ITyOJIMKAIUH,
PYKOBOJICTB WJIM TPEIIIECCTBYIOUIUMU JEUCTBUS YIMOJTHOMOYEHHBIX OPraHoB) U
KOTJIa OHU OBUTH BBISIBJICHBI (TO €CTh J0 WM MOCIE 3aBEPIICHUS] UCCIEIOBAHUS U
cHATUs ocherieHus). Heobxomumo ykazatrh, Obul U mopor 3()QPEeKTUBHOCTH
OINKCaH B MPOTOKOJIE.

9.5.4. H3mepeHne KOHIICHTPAIIUN JICKAPCTBA.

JItoObie n3MepseMble KOHIIEHTPALMK TIpernapara, a TakKe BpeMsi U TIEPHO/IbI
oTr6opa 00pa3IoB MO OTHOIIEHUIO KO BPEMEHU MPUMEHEHHs MpernapaTa, JTOJKHBI
ObITh onucaHbl. JIr00ast CBs3b MPUMEHEHUS MpernapaTa u oTéopa npod ¢ mpruemMamMu
MUIIA, TOJIO)KEHUEM Tella M BO3MOXHBIM 3((HEeKTOM MpHeMa COMMYTCTBYIOIIETO
JIeKapCTBa/aKoroJisi/KopenHa/HUKOTHHA TaKXe JOJKHA ObITh yKaszaHa. J[oJbKHBI
OBITh ONHCaHBl BUJI OMOJIOTMYECKOro 00pasiia, oOpaboTka 00pa3IoB M METO]
U3MEPEHHUsSI €O  CCBUIKOM Ha  ONMYOJMKOBAHHYIO W/WIM  BHYTPEHHIOIO
BAUJAIIMOHHYI0  JIOKYMEHTAllUI0 MO0  MPOUEAype  HCCIACAOBAHUS A
XapaKTEPUCTUKU  METOJOJIOTHYECKUX  ocoOeHHocTted. Ecim B oueHke
(bapMakOKMHETHKM Ba)XXHBIMU CUHUTAIOTCS W Jpyrue (akTtopbl (Hampumep,
pPacTBOPUMBIC IIUPKYIUPYIOIINE PEIIEHTOPHI, QYHKIIMS MMOYEK WM TIEYCHH ), CPOKU

W IUIAHBI 11O UBMCPCHUIO OTUX (baKTOpOB TAaKKC OOJDKHBI OBITH YKa3aHbI.

9.6. OOecmeueHnne Ka4ecTBAa JAHHBIX.

JIOMKHBI OBITH KpPaTKO OMKCAHBI CHUCTEMBI OOECIICUEHHUsS KadecTBa W
KOHTPOJIS Ka4eCcTBa, BHEAPCHHBIC JIJIsI 0OSCIIeueHns KauecTBa JaHHBIX. Ecnu Takue
CHUCTEMBl HE HCIIOJIB30BAIKCH, ITO JOJDKHO OBITH YyKa3zaHo. JloOKymMeHTalus IIo
MEXJ1a00paTOPHBIM METOJAaM CTaHAAPTH3AIMU M TpOIEAypaM oOOecreueHHUs
KauecTBa, €CJIM OHH UCIIOJIB3YIOTCS, IOJDKHA OBITh MPE/ICTABIIEHA, B COOTBETCTBUU
¢ IIpunoxennem 16.1.10 k otuery.

JIroOble  Meppl, MNPHHATBIE B HCCICIOBATCIIBCKOM  IICHTPE  HIIH
IICHTPAJU30BaHHO B IEIAX OOeCIedYeHUs  MCIOJIB30BaHHUS  CTaHJIAPTHOMU

TCPMUHOJIOTHU U c60pa TOYHEBIX, ITOCJIICAOBATCIbHBIX, IOJHBIX H JOCTOBCPHBIX
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JAHHBIX, TaKW€ KakK TPEHUHTHM, MOHUTOPHHI HCCIIEIOBATENIe MEepCOHAIOM
CIIOHCOpa HCCJEIOBAHUS, UHCTPYKTUPYIONIME PYKOBOJCTBA, MPOBEPKA IaHHBIX,
NEPEKPECTHBIE MPOBEPKH, HCIOIb30BaHUE IEHTPAIBHON JIabopaTopuu st
MIPOBENCHMSI OTACIBHBIX aHAIM30B, IEHTpaau3oBaHHas pacmmdpoBka DKI' nmm
ayJIMTOpCKasi MpOBEpKa JaHHBIX, JOJKHBI ObITh omucaHbl. ClelyeT OTMETHTh,
MPOBOAWIKNCH JIM BCTPEUM HCCIENOBATENCH, WIM MPUHUMAINCH JIM JIPYyTHUE IIaru
JUTSl HOATOTOBKH MCCIIEIOBATENEN U CTaHJapTU3aluU PabOTHI.

Ecnu cnoncop mpuberan k Tmpolieype HE3aBUCUMOW BHYTPEHHEW WM
BHEIIIHEH ayJUTOPCKOM MPOBEpPKE, ATO CIEAYyeT OTMETUTh 3/1€Ch U OMUCaTh B
[Tpunoxenun 16.1.8. Kk OT4YeTy; U B TOM K€ MPHUIIOKEHUU JOJDKHBI OBITh

IIPEICTABIICHBI CEPTU(PUKATHI ayIUTA, €CIIH TAKOBBIE UMEIOTCS.

9.7. IlpexycMOTpeHHBbIe MNPOTOKOJOM CTAaTHCTHYECKHMe MeTOAbl |
onpejaejieHue pa3Mepa BbLIOOPKH.

9.7.1. CrartucTHyecKuil IaaH U IUIaH aHaIu3a.

B npoTokosie HE0OX0IMMO OmHMcaTh TUIAH CTAaTHCTHYECKOIO aHajau3a U BCE
€ro W3MCHCHHUs, TPOW3BEACHHBIC JO TMOJyYeHUs MaHHBIX 00 wucxomax. B
HACTOSAIIEM pa3jieie He0OX0aUMO c/iejaTh YIop Ha 3alulaHUPOBAHHBIX aHAJIW3aX,
CpPaBHEHUSX M CTAaTUCTUYECKUX TECTaX, a HE Ha pEaJbHO HCIOJIb30BAHHBIX.
HeoOxoaumo 0003HAYNUTh, TTPOBOIUIINCH JIM U3MEPECHUS KITFOUYEBBIX TOKa3aTelei
OoJjiee OHOTO pasa, MEePEYUCIUTh KOHKPETHBIE M3MEpeHHUs (Hampumep, cpeaHee
HECKOJBKMX W3MEPEHHH B TEYCHHE BCErO0 WCCICIOBAHUSA, 3HAYCHUS B
OTIpE/ICJICHHBIC BPEMCHHBIC TOYKH, 3HAYCHUS TOJBKO JUIS 3aBEPIUIMBIIHNX
HcclieIoBaHUE CyObEKTOB WMJIM 3HAUCHUS, 3aPETUCTPUPOBAHHBIC B KOHIIC TEpAIUN),
3aITaHPOBAHHBIC KaK OCHOBA JIUII CPABHEHUH MEXITy MCCIICIYyEMBIM IIPErapaTomM
1 KoHTpoJieM. CXOIHBIM 00pa3oM, IIPH HaJIWMYKUKA 00Jiee OJHOTO0 aHAIUTHYECKOTO
MO/IX0/1a, HANpUMep, M3MCHEHHE OT HCXOJHOTO 3HAYCHHS, aHAJIM3 HaKJIOHA
KPUBBIX, aHanu3 Ta0IHI CMEPTHOCTH, HE00X0IUMO 0003HaYUTh
3aIUTAaHMPOBAHHBIA ~ TOMXO0M. Takke HEoOXOIMMO  yKas3aTh, Oblia  JIU

MPEeyCMOTPEHA B PaMKax MEPBUYHOIO aHAJIM3a MOMPaBKa HA KOBAPHUATHI.
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HeoOxomumo omwucath, ObulM M 3allJTAHUPOBAHBl OCHOBAaHUA IS
UCKJIIOYEHMs] M3 aHalu3a MalUeHTOB ¢ coOpaHHbIMU JAaHHbIMU. Heobxomnmo
yKazaTb, ObUIM JIM  NPEAYCMOTPEHbl  MOATPYNIbI, YbU  PE3YJBTATh
aHAIM3UPOBAINCH OTAENbHO. Ecnu mpu aHanmse pe3yiabTaTOB HCIOJIb30BAIHCH
KaTeropuajibHble HIKaibl (IJI00aJbHbIE OLICHOYHBIC IIKAJIbl, CTENEHHU TSHKECTH,
pe3yabTaThl OMPECICHHON BETUYMHBI), UX HEOOXOIUMO YETKO OMPEICTUTh.

HeoOxoaumo omwcarh 3alUIaHUPOBAHHBI  MOHUTOPUHI  PE3YJIHTATOB
uccienoBanuii. Ecnm  uccnegoBaHueM  ObUT  MPEIYCMOTPEH KOMMTET 10
MOHHUTOPUHTY JAHHBIX, MOJKOHTPOJIbHBIM WM HEMOJAKOHTPOJBHBIA CIIOHCOPY,
HEOOXOJMMO OIHCaTh €ro COCTaB U OINEpalMOHHBbIE MPOLEAYphl, a TaKkKe
IpoLEIypbl, 0OecIeurnBaronIie oclemieHne uceienoBanusi. Heodxoaumo onucaTth
YacTOTYy M CYTh BCSAKOIO 3alJIJAHUPOBAHHOIO IMPOMEXKYTOYHOIO AHAIN3a, BCETO
OTrOBOPEHHBIE OOCTOSITENICTBA, B CUJIY KOTOPBIX HCCIIEJOBAHUE JIOJKHO OBITh
IPEKpaIleHO, U BCE BHOCHMBIE [0 pe3yibTaTaM MPOMEXKYTOUHOIO aHaIu3a
CTAaTUCTUYECKUE KOPPEKTUBBI.

9.7.2. Ormpenenenue pa3Mepa BEIOOPKHU.

HeoOxoaumo npencTaBuTh 3alylaHUPOBAHHBINA pa3Mep BBIOOPKH M CIOCO0
€ro BBIUMCJICHMS, HANpUMEpP, CTATUCTHUUYECKHE pacyeTbl WIM MPAKTUYECKUE
orpanndenus. Hapsigy ¢ Merogamu pacyera pa3mepa BBIOOPKHM HEOOXOIUMO
NPEeACTaBUTh OOOCHOBAaHME pACUYETOB WM CCBUIKM Ha Takoe OOOCHOBAaHUE.
HeoOxoaumo mpencTaBuTh OLICHKH, UCIIOJIb30BAHHBIE B pacyeTax, U 0ObsICHEHUS,
KaK JTH OIEHKA OBUTM TOJIydeHbl. B wucciemoBaHMsIX, HaMpaBJICHHBIX Ha
HOJTBEPXKICHUE PA3NIUUUN MEXAy METOJaMHU JICUEHHs, HEOOXOJUMO OTOBOPHUTH
BEJIMUYMHY BBISBISIEMOM pa3HUIBl. B HccnenoBaHUsSX C  IOJOKUTEIbHBIM
KOHTPOJIEM, HAlPaBJICHHBIX Ha MOATBEPKICHHUE HE MEHbIIEeH d(PPEKTUBHOCTU IO
CPaBHEHHIO CO CTaHJApTHOM Tepamuel, omnpezesieHue pazMepa BBIOOPKH JOIKHO
BKJIIOUATh PAa3HUIly MEXIy CpPaBHUBAEMBIMH METOJAMH, KOTOpas CUHMTAETCS
HENpUeMJIeMO OOJBIION M MOXKET OBbITh UCKIIIOYEHA B paMKax 3arlylaHUPOBAHHOTO

HCCICAOBaHUA.
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9.8. H3MeHeHMsi B XojJe TIPOBeeHUS] MCCJIeI0OBAHUSI WJIH B
3aIVIAHMPOBAHHOM aHaJIN3e.

JIroboe u3MeHEeHuEe B MPOBEACHUM MCCIEAOBAHUS WM IUIAHUPYEMBIX
aHaM30B (HampuUMep, HCKIIOUYEHHE KaKOW-TMOO W3 CpaBHUBAEMBIX TPy
J€YEHUs, U3MEHEHUE KPUTEpUEB BKIIOUEHUS WIM JO03bl  IIpernapara,
KOPPEKTUPOBKa pa3Mepa BBIOOpDKM, M T.I.), MMEBIIEE MECTO IIOCJIE Hayala
WCCJICIOBaHMsI, JIOJDKHO OBITh ommcano. Bpems u npuunHa(bl) Takoro(ux)
U3MEHEHUsA(Uil), TpOLEenypbl, HCHOJb3yEMbIE JJI TNPUHATUS PEUICHUS O
BHEJIPECHUN u3MeHeHUs(uil), mnuuo(a) wid rpynmna(bl), OTBETCTBEHHBIE 3a
U3MEHEHue(us1), a TaKKe XapaKTep M COJAEpKaHME HMEIOLIUXCS JaHHBIX (U
nepeyeHb JHI KOTOPHIM OHU OBLIN JOCTYITHBI) HA MOMEHT BHEAPEHUS U3MCHEHHS,
TaK)X€ JOJDKHBI OBITh OINHKCAHbI, BHE 3aBUCUMOCTH OT TOr0, OBLIO JIM W3MEHEHUE
3aJJOKyMEHTHPOBAHO B KadyecTBE O(ULMATbHON MOMPAaBKU K MPOTOKOJY, WA HET
(Ilpu »TOM HE cleayeT BKJIIOYATh WM3MCHCHUS, BS3aHHBIE C KaJpOBBIMHU
nepecTaHOBKaMU M pemieHusiMu).  JlroOble  BO3MOXHBIE  TOCJEACTBHUSA
U3MEHEHUsA(Mi1) B YacTU HUHTEPIPETALUU PE3YJIbTATOB HCCIEIOBAHUS JIOJKHBI
ObITh KpaTKO OMNHCaHbl B 3TOM pasziene u 0Oojee MNOAPOOHO B JPYrUx
COOTBETCTBYIOIIMX pa3jeniax ordera. B kaxxnom pasnerne oTyeTa JOKHO OBITh
NPOBENCHO  YETKOE  pa3IMuue  MEXAy  yCIOBHAMHU  (IIPOIEIypamH),
3aIJIAaHMPOBAaHHBIMU B MPOTOKOJIE M B MOMPaBKax WM JONOJHEeHHsX. Cunraercs,
4TO B 1I€JIOM, U3MEHEHUS B 3allJIJaHUPOBAHHBIX aHAJIM3aX JaHHBIX, BBEIACHHBIE 10
PaCKpBITUSI MACKUPOBAHHBIX JAHHBIX, HE3HAUNTEIHHO BIUSAIOT HA MHTEPIIPETALIUIO
pe3ynbTaToB ucciuenoBanus. [10aToMmy 0coO0eHHO BaXHO, YTOOBI BpeMsI BHEJIPEHMUS
U3MEHEHUH ObUIO YEeTKO YKa3aHO IO OTHOLIEHUI0 K BPEMEHH PaCKpBITHSA

MAaCKHUPOBAHHBIX JAHHBIX U IMOJYYCHUA UTOTOBLIX PC3YJIbTATOB.

10. HUH®OPMALMUSA O CYBBEKTAX UCCIEJOBAHUSA
10.1. Pacnpenesienne cy0beKTOB 110 rpynmam.
CrnenyeT npoBecTH MOAPOOHBIN U MOHITHBIN YUeT BCeX MallMeHTOB, KOTOPbIE

MNPHUHATIN Y4aCTHUC B MCCICAOBAHHH, IIPHU IMTOMOIIU Fpa(bI/I‘IeCKOFO WJIM TaOJMYHOTO
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NpEJCTaBICHUS JAaHHBIX B TEKCTe OT4eTa. J(O/DKHO OBITh yKa3aHO KOJIMYECTBO
NAlMEHTOB, KOTOphIE OBUIM PAHIOMHU3UPOBAHBI, BOILIM B UCCIEIOBAHUE U
3aBEPIIMIN KaXIbld ero 3Tan (WM KaxAyl0 HEIeNto/Mecsl] UCCIeNOBaHus), a
TaKKe TMPUYUHBI BCEX MOCT-PAHIOMHU3AIMOHHBIX TMPEKpaAIIEHUN JIeUCHUs,
CTpYNIUPOBAHHBIE IO BHUJlY JICUCHHUS] M OCHOBHOW MNPUYMHE (BBIOBITHE H3-TIOJ
HAOJI0/ICHUS, HEXKeNlaTeIbHbIC SBJICHUS, HECOOIIOACHUE peXUMa JICUeHus, U T.1.).
Kpome TOro, B psze ciiydaeB, HEOOXOAMMO YKa3aTh KOJUYECTBO IALIMEHTOB,
paccMaTpuBaeMbIX/0TOOPAaHHBIX JJI BKIIOUEHHSI B HCCIIEIOBAaHUE, W TMPUBECTH
aHaJIW3 MPUYUH HCKIOYEHUS MAIllMEHTOB BO BPEMSI CKPUHUHIA, €CIU 3TO MOXKET
MOMOYb MPOSICHUTH OCHOBAaHMS HaOopa (aKTUUECKH MOJIYYCHHOU B MCCIICIOBAHUU
NOMYJISIUUY NAlMEHTOB, TPUMEHSIONIMX Mpenapar. 3a4acTyto, Hauodosee y100HbIM
ABJIAETCSl TPEACTaBICHUE JIaHHBIX B BHJIE OJIOK-CXeMbl (CM. TIpUMEp B
[Tpunoxenun 1.4 A u 1.4 b x gandHomy paszpeny). Takke JOMKHO OBITH YETKO
yKa3aHo, Ha0JII0JaIiCh JIM MAllMEHThl B TEYEHHE BCEr0 CPOKA UCCIEAOBAHUS, JAXKE
€CJIM MPUEM TTpenapaToB UMHU MPEKPAIAICS.

B Ilpunoxenun 16.2.1 Takke AOHKEH OBITh MEpeyYeHb BCEX IMAIMEHTOB,
MPEKPaTUBLINX YYAaCTUE B MCCIEIOBAHUU MOCIE UX BKIIOYEHHS, C Pa30MBKOM 1O
UCCJIENOBATENILCKUM  IIEHTpaM W TpynmaMm  JIeYeHHs, C  yKa3aHUEM
UJIECHTU(PUKAITMOHHOTO KOJAa TMAallMe€HTa, KOHKPETHOM MPUYUHBI TMpeKpalieHus
y4acTHsi B MCCIEIOBAaHUHU, MPOBOAUMOrO JedyeHHs (JIEeKapCTBEHHBIM mpemnapar u
J1032), COBOKYITHOW MPUHATON J03bI (TJ€ YMECTHO), a TAKXKE MPOJOJLKUTEIIBHOCTH
JICUEeHMs 10 ero npekpauieHus. JJoikHo ObITh yKa3aHo, ObLIU JIM 1€MACKUPOBAHbI
JTAaHHBIC JICYCHUS MalleHTa Ha MOMEHT MPEKpaIlEeHUs UM JieueHus. Takke MOXKeT
OBITh TIOJIE3HO BKJIIOYHTH JIPYTyl0 HHGOPMAIUIO, TaKyl0 KaKk KPUTHYECKHE
neMorpaduyeckue JaHHble (Hampumep, BO3pacT, IOJ, paca), COMYTCTBYHOIIAs
Teparnusi, 1 OCHOBHbIE M3MEHEHUS B €r0 COCTOSIHUM K MOMEHTY MpEeKpalleHUs
neuenusi. OOpazeny Ttakoro nepeuns cMm. B llpunoxenuun 1.5 k Hacrosmemy
pazzeny.

10.2. OTkJIOHEeHHSs OT MPOTOKOJIA.



111

JIOIKHBI  OBITH  ONHKCaHBl BCE BaXKHbIE OTKJIOHEHHS, CBA3aHHBIE C
KPUTEPUSAMHU BKJIIOYEHUS WM HEBKJIIOYEHUS B HCCIEIOBAaHUE, IPOBEACHUEM
VICCJIEIOBAHMSI, BEICHUEM ITALIMEHTA UIIM OLIEHKOM €r0 COCTOSHUA.

B Tekcre oTYeTa OTKIOHEHHS OT MPOTOKOJA JOJKHBI OBITh Ha/JIeXKalluM
o0pa3oM O0OOIIEHBI 10 MCCIIENOBATENbCKUM ILIEHTpaM M CIPYIIHPOBaHbI 10
pa3IMYHBIM KaTeroprsiM, TAKUM Kak:

- TALMEHTHI, KOTOpPbIE NPHUHUIM Y4YaCTHE B HCCIECIOBAHMM, NAXKE €CIU HE
YAOBJIETBOPSIIOT KPUTEPHSM BKIIIOUCHUS;

- TALMEHTBI, KOTOpBIE CTaJM COOTBETCTBOBATH KPUTEPUSAM IIPEKPALLCHUS
y4acTus B UCCIIEAOBAHUU BO BPEMs €I0 IPOBEIEHUS, HO HE IIPEKPATUIIH €T0;

- MALMEHTBI, KOTOPBIE MOIYYWIA HENMPABUWIBHOE JICUCHUE WM HENPABUIBLHYIO
7103y IIPENaparos;

- TAIMEHTBI, KOTOPBIE ITOIyYMIIM HEPA3PEILIEHHOE COIIYTCTBYIOLIEE JICUEHHUE.

B ITpunoxenun 16.2.2 10o1KHBI OBITh NEPEYUCIEHBI KOHKPETHBIE TAlUEHTHI
C OTUMHU OTKIOHEHHUSAMHU OT IMPOTOKOJA, C Pa30OMBKOM IO LEHTpaMm IS

MHOT'OIOCHTPOBBIX I/ICCHGI[OBaHﬂﬁ.

11. OHIEHKA D9®®EKTUBHOCTHU

11.1. CoBOKYNHOCTH JaHHBIX, NOAJIEKABIINE AHATU3Y .

Heo6xoaumo TOYHO yka3aTh, KAKME MMEHHO MAlMEHThl ObLUTM BKJIIOYEHBI B
KaXAblH aHamu3 3pPEKTUBHOCTH, HAIIPUMED, BCE MALUEHTHI, MOTYUUBIINE KaKOMN-
an00 U3 MCCIAEAYEMbIX NMPEnaparoB; BCE MALMEHThl ¢ KAKUMU-IMOO AAHHBIMU MO
3p(GEeKTUBHOCTH WM C  ONPEACNIEHHbIM  MHUHUMAJIbHBIM  KOJUYECTBOM
HAOJIOJICHUH; TAalMeHThl, 3aBEPIUMBIIME MCCIEIOBAHHUE; BCE IALUEHTHI,
HaOMIofaBIIMEeCs] B ONPENEICHHBIM MPOMEXKYTOK BpPEMEHM; MAIMEHTbl C
OTIpEIECTICHHON CTENEHbIO0 MPUBEPKEHHOCTH U T.1. HeoOxoammo yeTko ykaszaTb,
€CJIH 3TO HE ONHUCAaHO B IMPOTOKOJE MCCIEAOBaHUA, Korzaa (IO OTHOLIEHUIO K
CHSTHIO OCJICTUICHHMS]) M KaK ObUIM C(HOPMUPOBAHBI KPUTEPUM BKIIOYCHHUS U
HEBKJIFOUEHMS IS IPOAHAIIM3UPOBAHHBIX COBOKYITHOCTEN JaHHBIX. B 1enom, naxe

€ClIin HepBI/IqHBIfl aHaJln3, HpCJIJIaFaGMBIfl 3asBUTCIICM, OCHOBAH Ha OrpaHNUYCHHOM
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KOJMYECTBE MAIMEHTOB, HEOOXOAMMO TMPEANPUHSATH TMOMBITKY YCTAaHOBJICHUS
3 PEKTUBHOCTH € TOMOIIBIO JOMOJHUTEIBHOTO aHaju3a C HCIOJIb30BaHUEM
JAHHBIX BCEX PAaHJIOMHM3UPOBAHHBIX (WJIM BKJIIOUYCHHBIX HMHBIM 00pa3om)
MMAIIUEHTOB C JIIOOBIM 00BEMOM JAHHBIX.

B npunoxennn 16.2.3 He0OX0UMO MPEACTaBUTh TaOJUYHBIN CIIHCOK BCEX
MAIMEeHTOB, BU3UTOB W HAOJIOJEHUH, UCKIIIOUCHHBIX M3 aHanu3a d(pPeKTuBHOCTH
(B KauecTBe MpuMepa cM. npuiiokeHue 1.6 k HacTosemy pasnaeny). Heooxonumo
TaKke B JUHAMUKE NMPOAHAIM3WPOBATH MPUYMHBI UCKIIOYCHHUS BO BCEX TPYIINax

JedeHus (B Ka4ecTBe MPUMEpPa CM. MPUIIOKEeHHE 1.7 K HACTOSIIEMy pa3feiy).

11.2. Jemorpaduyeckne u APyrue UCXoaHbIe XapaKTePUCTHKH.

B nacrosieM paszgene HEOOXOAUMO MPEICTaBUTh TPYNIOBBIE JAaHHBIE IO
BOKHEUITUM JIeMOTpaUUYeCKUM M HUCXOJHBIM XapaKTEPUCTHKAM MaIlMeHTOB, a
Takke Apyrue (akTopbl, BO3HHUKIINE B XOJE€ HCCIEAOBAHHUSA, KOTOpPBIE MOTJIHU
MOBJIMATH HA UCXOJIbI; B paznesne 14.1 Heo0X0oauMO MpeCTaBUTh CONMOCTABUMOCTh
Pyl JIEYEHUS MO BCEM HMMEKOIIMM 3HAYCHHE  XapaKTEPUCTHUKAM  C
UCIIOJIb30BaHueM Tabmuil u rpadukoB. CHayana HEOOXOUMO OMUCATh JJAHHBIC TSI
MAlIMEHTOB, BKIIFOYEHHBIX B I'PYNIIbl «BCE MALMEHTHI C JaHHBIMW». Jlanee MOryT
CIEN0BATh JAHHBIE IO IPYTHMM TpYyIIaM, BKIOUYEHHBIM B OCHOBHBIC AHAJIU3bI,
TaKue Kak aHaJIU3 «I0 MPOTOKOIY» U IPyTHE, HApUMeEp, FPYIIIbl, 0OTOOpaHHBIE MO
MPUBEPKEHHOCTH K JICUCHHIO, COIYTCTBYIOIIEMY 3a00JIE€BAHUIO/JICUCHUIO WITU
neMorpauuecCKUM/UCXOAHBIM  XapakTepucTukaMm. I[Ipu HMCHoNb30BaHUM TaKHUX
TpynI, HEOOXOAUMO TMPEACTABUTH JaHHBIE MO JOIMOIHSIIONUM HX UCKIFOUEHHBIM
rpynnaM. B MHOIOLEHTPOBBIX  HMCCIENOBAHMUSAX  COMOCTaBUMOCTH, IO
BO3MOXXHOCTH, HEOOXOMMO OLICHUTh KaK BHYTPH LIEHTPA, TaK U MEXIY IICHTPaMHU.

Heobxoaumo mpeacTaBuTh AuarpaMmy, OTPakarollyl0 B3aUMOCBSI3b MEXKY
BCEU BEIOOPKOM U KaX0M aHATU3UPYEMOU TPYIIIOH.

Baxueiiime nepeMeHHbIE 3aBUCAT OT MPUPOJIBI 3a00JeBaHNs U TPEOOBAHMIA
MPOTOKOJA, HO K HUM OOBIYHO OTHOCSIT:

o nemorpaduyeckue nepeMeHHbIE:
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— BO3pacT;

- TOJT;

- paca.

o dakTopbl 3a001eBaHMS

- 0oCOOble KpUTEpUU BKIIOYCHUS (€CIM OHM He YHHUQUIIMPOBAHBHI),
JUTATEIIGHOCTh, CTaAWsl M TSDKECTh 3a00JICBaHWS W JIPYTHE BHIBI KIMHUYCCKUX
KjJaccu(uKaluii ¥ TPYNIUPOBOK, KOTOPHIE YaCTO MCHONB3YIOTCS WM HUMEIOT
MPOrHOCTHYECKYIO 3HAYUMOCTD;

— WUCXOIHBIE  3HAYCHUS  OCHOBHBIX  KIIMHUYCCKHX  HW3MEPEHH,
MIPOBE/ICHHBIX B XOJI€ UCCIIENOBAHUS U MPUHATHIX B KAYECTBE BAKHBIX IMOKa3aresnen
MPOTrHO3a UJIM OTBETA Ha JICYCHUE;

- COMYTCTBYIOIIME 3a00J€BaHUA B Hayalle HCCIENOBAHUS, TAaKHE Kak
MoYeyHast HEOCTATOYHOCTh, CaXapHBIN THA0ET, cepievHast HeOCTaTOYHOCTb;

— 3HaUYMMBbIE 3200JI€BaHNs B aHAMHE3E;

- 3HaUMMasi paHee NpoBOIMMas Tepamusi 3a00JeBaHUs, M JICUCHUS
KOTOPOTO MPOBOIUTCS HACTOSIIEE UCCIICIOBAHUE,

— NPOBOJMMAsT COMYTCTBYIOIIAS TEpaus, JaKe MPU U3MEHEHUH PEeKrUMa
JIO3UPOBAHMUS B XOJIE€ MCCIICIOBaHMsI, BKIIIOYas TOPMOHAJIBHYIO KOHTPAIICTIIIUIO WA
3aMECTUTEIFHYI0 TOPMOHAIBHYIO TEpamnuio; TPEKpaleHHOe WM HM3MEHEHHOE
JIeYeHHE BCIICACTBUE HavYalla UCCIIEOBAHUS;

o npouue (axTopbl, KOTOPbIE MOTYT TOBJIUITH HA OTBET Ha JICUCHHE
(Hampumep, Macca Tena, PEHUHOBBIA  CTAaTyC, COJACpXKAHHE aHTHUTEI,
MEeTa0OJIMYECKUN CTATYC);

o poYue, MOTCHIIMAILHO 3HAUYMMBbIE TTIepEMEHHbIE (HanpuMmep, KypeHue,
OTpeOJICHUE aJTKOTOJIsI, 0COOBIC JUETHI) U, JJIS JKCHIIWH, MEHCTPYaIbHBIA CTATYC
U JaTa MOCJeHUX MEHCTPYaIHii (€CJIM YMECTHO JJIS JAaHHOTO MCCIICIOBAHNUS).

B nomonmnenwe kx TabnumaM W rpadukaM C JaHHBIMA TI0 YKa3aHHBIM
HUCXOJHBIM TIEPEMEHHBIM, B TIPUJIOXKEHUU 16.2.4 HEOOXOIUMO TMPE/ICTaBUThH

TaOJIMYHBIE JaHHBIC I10 HUMCIOIIIMM 3HAa4YUMOCTb HHIWBU/YaJIbHBIM
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nemMorpauueckuM M HUCXOAHBIM XapaKTepUCTHUKaM, BKIIOYas J1abOpaTOpPHBIC
IIOKa3aTeIi U BCE COIYTCTBYIOLIME JIEKAPCTBEHHBIC IIPENaparbl IO KaXAOMY
PaHIOMU3UPOBAHHOMY MNAIMEHTY (110 BUAAM JIEUYEHUS, a JUII MHOTOLIEHTPOBBIX
VCCJIEIOBAHUN U 1O LIeHTpaM). HecMOTpst Ha TO 4TO HEKOTOPBIE YIIOJTHOMOYEHHBIE
OpraHbl 3alpaiivBalOT BCE UCXOAHbBIC JTaHHBbIE B BHUJE TaOJHI], B IMPUIIOKEHUH K
OT4eTy 00 HCClIeIOBAaHMM HEOOXOAMMO YyKa3aThb TOJIBKO CBEJEHHs, HMEIOIINe
HAauOONBIIYI0 3HAYUMOCTh, KaK MPABUJIIO, 3TO IMEPEMEHHbIE, IMEPEUUCICHHBIC

BBIIIIC.

11.3. N3mepeHue NpUBEPKEHHOCTH J€UYEHUIO.

B npunoxenun 16.2.5 HeoOxoaumo 0000LIUTH, MPOAHAIU3UPOBATH 10
rpyIIaM JICYCHUSI U BPEMEHHBIM MHTEPBAJIAaM M TIPEJICTABUTHh B TAOJMYHOM BHIIC
BCE U3MEPEHUS IPUBEPIKEHHOCTH OT/CJIIBHOIO MAIIMEHTA K UCCIEAYEMOMY PEKUMY
TEepanuu U ONPEACIICHUS KOHIIEHTPAINH JEKapCTBEHHOTO MpernapaTa B )KHIKOCTSIX

opraHusma.

11.4. Pesynbrarbl onpenejieHusi 3Q@(eKTHBHOCTH W CBOIHbIC TAOJHIIbI
HHIUBHUIYAJIbHBIX CBEICHUH 0 MallMeHTAaX.

11.4.1. Ananu3 3¢(peKTUBHOCTH.

Heo0xoaumo cpaBHUTH BCE TPYIIIbI JIEUEHUS 10 BCEM BaXKHBIM MTOKa3aTeNsIM
3¢ (HEeKTUBHOCTH (M3YUEHHBIM MIEPBUYHBIM U BTOPUYHBIM KOHEUYHBIM TOYKAM, BCEM
(bapMakoIMHAMUYECKUM KOHEYHBIM TOYKaM), @ TAK)KE OLIEHKE OTHOLIEHUS MOJIb3bI
K PUCKY I KaXKIOrOo MNalMeHTa, €CIM TaKoBas OCYIIECTBIsIack. B meinoMm, B
MCCJICIOBAHUSIX, HAMPABICHHBIX HA YCTaHOBJIEHHE d(PPEKTUBHOCTU, HEOOXOIUMO
NPEACTaBUTh PE3YyJbTaThl BCEX 3aIUIAHMPOBAHHBIX B NPOTOKOJIE AHAJIU30B U
aHaIM3a, BKIIOYAIOIIET0 BCEX MALMEHTOB C UCCIENYEMbIMU JaHHBIMU. B anamuse
HEO0OXOAMMO OTPA3UTh BEJIIMYMHY (TOUEUHAs OIIEHKA) pa3iuuyuil MeXIy rpynnaMu
JICYCHUS, CBSI3aHHBIM C HEW JIOBEPUTEIBbHBIM HMHTEPBAI U  PE3YJIbTATHI

TCCTUPOBAHUA IT'MIIOTC3bI, CCJIN TAKOBAA BBIABUI'AJIACH.
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AHanu3bpl, OCHOBAaHHBIE HA  HENPEPHIBHBIX  (HampuUMep, CpeaHee
apTepualbHOE JaBJICHHE W Oal 1O IIKaie MACTPECCHH) U KaTerOpHUaTbHBIX
NIEPEeMEHHBIX (HampuUMep, KyNMUpOBaHWE HWHQPEKIHNU), MOTYT OBITh OJWHAKOBO
npaBoMouHbl. Kak mpaBuio, 06a M3 HHUX HEOOXOAMMO MPEACTABUTH, €CIU OHU
TUTAHUPOBAIIMCH U 110 HUM HMMEIOTCS JOCTYITHBIC JdaHHbIE. Eciu kateropuu ObLTH
pa3paboTaHbl BHOEpBbIE (TO €CTh, HE BKIIOYEHBI B CTAaTHUCTUYECKUN TUIaH),
HEOOXOMMO OOBSACHUTH NPEANOCBHUIKM HMX co3aaHud. Jlake ecium OCHOBHOE
BHUMaHUE VAENSETCS OJHON TMEepeMEeHHON (Hampumep, B HCCICAOBAHUU TIO
apTepHaTbHOMY JIABJICHHIO TAaKOBOM MOXET OBITh BEJIMYMHA apTEePHAIBLHOTO
JIABJICHUS B TIOJOXKCHHU <«JIe)Ka Ha CIHMHE» Ha Hepaene X), HeoOXOAMMO, IO
MEHBIIICH Mepe, KPAaTKO OICHUTh W JPyTUe Ba)KHBIE MapameTphl (Hampumep,
apTepHaIbHOE JaBICHUE B MOJOKCHUH «CTOSH» U B APYTUX BPEMEHHBIX Toukax). K
TOMY €, 110 BO3MO>KHOCTH, HEOOXOJIMMO OINUCAaTh AMHAMUKY OTBETA Ha JICUECHUE
BO BpeMeHH. {711 MHOTOIICHTPOBBIX MCCIIEIOBAaHUM, IPU HEOOXOAUMOCTH, B HENSIX
MPEICTABICHUS] YETKOW KAPTUHBI MO KAXKIOMY IIEHTPY, OCOOEHHO KpPYIMHOMY, B
OTHOIIEHUM BAXKHBIX TIEPEMEHHBIX HEOOXOAUMO TPEJICTAaBUTh JaHHBIE W
pe3yNabTaThl aHAIM3A 110 KaXI0MY LIEHTPY.

Ecnu BakHble W3MEpeHMs] WM OICHKA HUCXO0J0B A(G(OEKTUBHOCTU WIH
0€30MMacHOCTH OCYIIECTBISUIUCH 0OOJiee 4YeM OJHOM CTOpPOHOW (Hampumep, H
UCCIIeIOBATENh, U KOMUCCHUS 9KCIIEPTOB MOTJIa BhICKa3aTh MHEHUE O HAJTHYWHU WJIH
OTCYTCTBUU Yy TAIMEHTa OCTPOro HH(apKTa MHOKapja), HEOOXOANUMO OTPA3HUThH
UTOTOBBIE pa3NU4Msg B OIEHKAaX C VyKa3aHWeM KaXAOro TMalHueHTa ¢
HECOIIACYIOIIMMHUCS OLIeHKaMH. B kaxaoM aHanuze HeoOXOIMMO YETKO OINUCATh
CH0CO0 OIICHKHU.

Bo MHOrMX cnywyasx TpyOHO MPOBECTH TPAHHUIy MEXKIY IOKa3aTelsiMu
3¢ (HEKTUBHOCTH U OE30MaCHOCTH (HAmpUMep, JeTAIbHBIE UCXO/IbI B UCCIICOBAHUHT
CMEpTEIbHOTO 3a00JeBaHMs). BONBIIMHCTBO M3 HIKE OMMCHIBAEMBIX MPUHITUIIOB
HEOOXOJMMO MPUMEHSTh U IIPU OIICHKE Ba)XKHBIX MTOKa3aTeseil 0e30macHOCTH.

11.4.2. CratucTruyueckue/aHaJIUTHUYECKUE PE3YIbTaThI.
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JIs1 SKCIEPTOB MO KJIMHUYECKOW M CTATUCTUYECKOM YacTsIM MCCIEIOBAaHUS B
OT4YEeTEe HEOOXOAMMO OIKCaTh CTATHUCTUYECKUM aHanu3; B MpuwiokeHun 16.1.9
HEOOXOIMMO TPEACTABUTH JETATM3UPOBAHHYIO JOKYMEHTAIUIO 10 CTaTUCTHYECKUM
MeTogam (cMm. mpwiokeHue 1.9 k Hactosmiemy pasaeny). Heobxomumo omucarb
Ba)XHbIC 3JIEMEHTHI aHalM3a, BKJIIOYAsh HCIOJb30BAHHBIE METOJbI, TOIMPaBKUA Ha
neMorpauyeckre M MCXOIHBIE XapaKTEPUCTUKU WM COMYTCTBYIOIIYIO TEpParHio,
oOpaiieHre ¢ BBIOBIBAHUSAMH M OTCYTCTBYIOIIMMH JaHHBIMHU, TIONPAaBKH Ha
MHOKECTBEHHBIE CPAaBHEHUSI, 0COObIC aHAJIM3bI JIsi MHOTOIIEHTPOBBIX MCCIIEIOBAHUN
Y TIONPaBKU Ha MPOMEKYTOUHBIN aHai3. Heo0xomMo npecTaBUTh CBEIEHUS O BCEX
M3MEHEHUSIX B aHAJIN3€, IPOU3BEACHHBIX ITOCIIE CHATHUS OCIICIUICHHUS.

B nmonomHenme Kk o0meMy OOCYKIEHUIO HEOOXOIUMO PACCMOTPETh
CJIEYIOLIME BOMPOCHI (€CIH OHU IPUMEHUMBI):

11.4.2.1. TlompaBku Ha KOBapHATHI.

B otuere HeoOXoauMO TpeACTaBUTH OOBSICHEHHS BbIOOpA M IMONPABOK HA
neMorpaduyueckre U HCXOJIHbIE XapaKTEPUCTUKH, COMYTCTBYIOIIYIO TEPAIUi0 U
To0ble  JIpyrue KOBAapuaThbl WM MPOTHOCTHYECKHE (HaKTOpPhl, a METOMIbI
OCYUIECTBJIEHUS MONPABOK, PE3YJIbTAThl AHAJIIU30B U BCIOMOTATENIbHbIE CBEICHMS
(HanmpuMep, KOBapUallMOHHBIN aHanu3, 3HaueHus perpeccun Kokca) HeoOxoaumo
BKJIIOYUTh B JCTAIM3UPOBAHHYIO JOKYMEHTAIIUIO MO CTAaTUCTHYECKUM METOJaM.
Ecnu koBapuaThl WM METO/IbI, UCTIOJIb30BAHHBIC B JAHHBIX aHAJIM3aX, OTJIMYAKOTCS
OT 3alUIAHUPOBAHHBIX B MPOTOKOJE, HEOOXOJUMO OOBSICHUTH HMEIOIIHUECS
paziuuusi U, MO BO3MOXXHOCTU W HEOOXOJIHUMOCTH, MPEJICTABUTh PE3YJIbTaThl
3aIUTAaHMPOBAHHBIX aHAINW30B. He ABISSICH YacThiO OTHAEIBHOTO OTYeTa 00
UCCJICIOBAHUM, CpPAaBHEHUE TONPABOK HA KOBapHaThl M MPOTHOCTUYECKUX
(hakTOpOB MEXKY OTACIBHBIMU HCCIICAOBAaHUSIMHU MOXET ObITh HH()OPMATUBHBIM B
pe3roMe TaHHBIX KIMHUYECKOM 2P (HEeKTHBHOCTH.

11.4.2.2. OOpamnieHue ¢ BHIOBIBAHUSMHU UM OTCYTCTBYIOLIUMU JAHHBIMH.

CymiecTByeT HECKOJIBKO (haKTOPOB, KOTOPHIE MOTYT TOBIHUSTH Ha YacTOTYy
BbIObIBaHUN. K HHM OTHOCSTCS: JUIMTETHLHOCTh HCCIIEAOBAaHUSA, MPUPOIA

3a0osneBanusi, A(POEKTUBHOCT M TOKCUYHOCTh HCCIEAYEMOIO JIEKApCTBEHHOTO
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npenapara U Apyrue (QaxkTopbl, HE OTHOCAIIUEeCs K Tepanuu. MrHopupoBaHue
NAIMEHTOB, BHIOBIBIIUX U3 MCCIEOBAHUS U NOCTPOCHUE BBIBOJIOB UCKIFOUUTEIBLHO
Ha NAlMEHTAX, 3aBEPLIMBIIUX HCCIEIOBAaHUE, MOKET IPUBECTH K HENPABUIbHBIM
BbIBOIaM. OnHako O0JbIIoi 0O0BEM BBIOBIBAHUM, JlaKe BKIIIOYEHHBIX B aHAIU3,
MOXET BBECTH B 3a0JTy’KIAEHHUE, OCOOCHHO €CJIM B OJHOW M3 TPYIII CPaBHEHHUS OBbLIO
MHOTO PaHHUX BBHIOBIBAHHUM WJIM MPUYMHBI BHIOBIBAHHS O0YCIOBICHBI JIEUCHUEM WIIN
ero ucxogamu. HecMoTpsi Ha TO 4TO BIMSHHE PAHHUX BHIOBIBAHUN M, B HEKOTOPBIX
Clly4asiX, 1aXe CyThb OLIMOKHM ObIBa€T TPYIHO YCTAHOBHUTbH, BO3MOKHOE UX BIMSIHHE
HEOOXOMMO pacCMOTPETh Kak MOXHO IOJIHEee. PexkoMeHAyeTcss W3y4HThb
HaOMIOfaBIIMECs CIIydyau B Pa3M4Hble BPEMEHHbIE TOUKHU WM, €CJIM BbIOBIBAHUS
ObUIM JOCTATOYHO YaCThIMU, CKOHIIEHTPHUPOBAThCS HA AHAJIM3aX B TOUKE, B KOTOPOH
OOJBIIMHCTBO TMAIlMEHTOB BCE €IIE HAXOAWJIOCh MOJA HaOMIOAEHUEM U KOornaa
OposIBWIICS TONHBIA 3((deKT JeKkapcTBeHHOro mnpenapara. [lis OLIEHKH Takou
HENOJHOW COBOKYITHOCTH JJAHHBIX PEKOMEHYETCSl UCIIOIb30BaTh MOJIETUPOBAHUE.

Heo0xonuMo OIeHUTh pe3yibTaThl KIMHUYECKOTO HCCIIEOBAaHUS HE TOJIBKO
JUISL TIOATPYHIBI IANUEHTOB, 3aBEPIUMBIIEH WCCIENOBAHHUS, HO W JUId BCEU
PaHAOMHU3UPOBAHHON MOIMYJSILMY MMAUEHTOB WIH, M0 MEHBIIEH Mepe, I TOM ee
YacTH, B OTHOILIEHWU KOTOPOM OCYLIECTBISUINCH XOTh Kakue-T0 uaMepenwus. llpu
aHaJIM3€ BIMAHUA BBIOBIBAHMMA CIIEAYET YYUTHIBaTh U CPABHUBATh HECKOJIBKO
(akTOpOB MCCIETYEMbIX TPYIII: MPUYUHBI BEIOBIBAHUS, BPEMS 110 BHIOBIBAHMS, JTOJIS
BBIOBIBILIMX B UCCIIEYEMbIX IPYIIIaX B Pa3IMUHbIE IPOMEKYTKH BPEMEHH.

HeoOxogumo ommcars mporeaypbl oOpamlieHusi ¢ OTCYTCTBYIOIIUMU
JAHHBIMH, HAlpUMEpP, HUCIHOJIb30BAHUE OKHUJAEMBIX WJIM IPOU3BOIHBIX JaHHBIX.
Heob6xonumo npeacraButh noapoOHOE 00bSICHEHUE, KaK TaKUe OLEHKU

11.4.2.3. TlpomeXyTOYHBINA aHATU3 U MOHUTOPUHT JIaHHBIX.

[Ipouecc paccMOTpeHHMsT M aHajau3a JaHHBIX, IOJYYEHHBIX B paMKax
KJIIMHUYECKOTo  HuccienoBanus  (popManbHO WM HeopMmManbHO)  MOXKET
IPUBHOCUTH CHCTEMAaTHYECKHe OIMMOKKM M (WiM) yBenumuuBaTh omuoOKy | pona.
[ToaTroMy HEOOXOAMMO TMOJHOCTHIO OMNHCATh BCE IMPOMEKYTOUHBIE aHAJIU3bI,

dbopmanpHble WM HedopMaldbHbIE, 3alUIAHUPOBAHHBIE WJIM CHUTYaTUBHBIE,
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OCYLIECTBJISIBLUMECS  BCSIKOM  CTOPOHOM  HCCIEAOBAaHUS, IPEACTABUTEISIMHU
CIIOHCOpA UM KOMHCCHEN 10 MOHUTOPUHTY JAHHBIX, JIAXKE€ €CIU TPYIIbI JICYECHUS
He ObuM ujeHTu(uIMpoBaHbl. CreayeT y4MTHIBATH HEOOXOJIMMOCTH BBEACHHS
CTaTUCTUYECKUX TOMPAaBOK BCIEACTBHE TakuMX aHanmu3oB. HeobOxoammo omucath
BCE HWHCTPYKIIMU WU TPOLEAYpHI, HCIOJb30BAHHBIE [JIsi MPOBEICHUS TaKUX
aHanu3oB. [IpoTokosbl 3acemanuid 000N KOMHCCHU 1O MOHUTOPUHTY JaHHBIX
WIM OTYETHI 10 PACCMOTPEHHBIM Ha TAaKUX 3acelaHusAX JaHHBIM, OCOOCHHO €CIu
3ace/laHus MPUBEIN K U3MEHEHHUSM B MIPOTOKOJIE WU IOCPOYHOMY MPEKPAIICHUIO
UCCJICIOBaHMSI, MOTYT OKa3aThCsl IMOJIE3HBIMU U JIOJDKHBI OBITh MPEICTABICHBI B
npwioxkenuun 16.1.9. xk orduery. HeobGxomumo omucaTh MOHUTOPUHT JaHHBIX,
OCYULIECTBIISIEMbII 0€3 BCKPBITHS KOJIOB, JIaK€ €CIIM CUMTAETCS, YTO TAaKOro poja
MOHHUTOPHHT HE yBeIMUMBaeT omuoky I pona.

11.4.2.4. MHOrOLIEHTPOBBIE UCCIICTOBAHUS.

MHorormeHTpoBoe uccienoanne (cm. m. 1.34.) — 3To wucclenoBaHuUE,
IPOBOJMMOE  IIO €AMHOMY  IPOTOKOIY, BKJIFOYAIOIIEE  HECKOJBKO
UCCJIEIOBATENLCKUX IIEHTPOB (HANpUMeEp, KIWHUK, TMOJUKIUHUK, OOJBHHI]), B
KOTOPOM COOpaHHbIEC JAHHBIE aHAIU3UPYIOTCS Kak €IMHOE IIesioe (B OTJIMYUHU OT
HOCJIEAYIOLIETO PEIIEHUSI O COBMEIEHUM JaHHBIX WM PE3YyJIbTaTOB OTIENIbHBIX
uccienoBanuii). HeoOXonumMo mnpencTaBUTh pe3yibTaThl MO KaXJAOMY LIEHTPY;
OJIHAKO, IO BO3MOXKHOCTH, HampuUMep, €CIU B LEHTPax YJIOBJIETBOPUTEIHHOE
KOJMYECTBO TAIMEHTOB B IIEJSX TOBBIIMICHUS IIEHHOCTH TaKOTO aHaJN3a,
HEOOXOJAMMO YCTAHOBUTh HAJU4YM€ KAYECTBEHHOM WM  KOJIMYECTBEHHOU
3aBUCUMOCTH MEXJIy HWCCIEAYyeMbIMUA TpyNIaMu, NPUHAJICKANMMUA Pa3HbIM
neHTpaM. Heobxonnmo omucath M OOBSCHUTH BCE PE3KO OTKJIOHSIOLIUECS WIIH
NPOTUBOMOJIOXKHBIE  PE3yNbTaThl  MEXKIy IEHTpaMH, MPHHUMAS  TaKyro
BO3MOXKHOCTh KaK pa3iu4usi B TPOBEICHUU WCCIICOBAHUS, XapaKTEPUCTUKAX
NAlMEHTOB WM KIMHUYeCKUX Oa3zax. CpaBHEHHME TpyMNN JOKHO BKIKOYATh
aHAJIN3bI, KOTOPHIC MTO3BOJISIOT BHIIBUTH PA3IMUNS MKy IICHTPAMU B OTHOIICHHUH
orBeTa Ha JiedyeHue. I[lo  BO3MOXHOCTH, HEOOXOAMMO  MPEICTABUTH

neMorpaduyeckre, MCXOJHbIE W WTOTOBbIE (Pe3yJbTaT M3MEHEHMS] HMCXO/HbIX)
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JaHHBIE, a TaKkKe AaHHbIC 3(P(EKTUBHOCTH, MO KAKIOMY IEHTPY, NaXe €Clu
KOMOMHUPOBAHHBIN aHANN3 SIBJISICTCS TIEPBUYHBIM.

11.4.2.5. MHoxecTBeHHbIE CpaBHECHHS/MHOKECTBEHHOCTb.

[To mepe yBenmuueHHs KOJWYECTBA IMPOBEICHHBIX TECTOB HA 3HAYMMOCTH
(konMyecTBa  CpaBHEHHWH), YBEJIMYMBACTCS  YHUCJIO  JIOKHOIOJIOXKUTEIbHBIX
pesynbratoB. Ecnu wmmemach Oojiee 4eM oOfHa TIEpBHYHAS KOHEUYHAs TOYKa
(mepeMeHHast ©cxoja), 6oJiee YeM OJUH aHaJIU3 KOHKPETHOW KOHEYHOW TOUKH WIIH
eciu ObUIO MHOXECTBO HCCIEIYEMBIX TPYII WM MOATPYIIN OOCIEeI0BaHHbIX
MallMeHTOB, B  CTaTUCTUYECKOM  aHaJu3e¢ HEOOXOAUMO  OTPa3WTh 3Ty
MHOKECTBEHHOCTh M JIMOO TPEJCTaBUTh CTAaTUCTUYECKYIO TMOIMPaBKy IS
npeoTBpallieHuss yBeJuueHus omuoku | pomga, nubo mpuBecT OOBICHEHUS,
MoYeMy Takas ImolpaBKa He OblIa MPEayCMOTpPEHA.

11.4.2.6. Hcnonp3oBaHWe MNOATPYNIBI MAIMEHTOB, Y KOTOPBIX IOKa3aHa
3 PEKTUBHOCTD.

Heobxoaumo yaenuth 0co00€ BHUMAHUE BIUSHUIO BHIOBIBIIUX U3 aHAM3a
NAIMEHTOB C HMMEIOUUMUCSA JaHHBIMU BCJICJICTBHE HU3KOW MPHUBEP>KEHHOCTH,
MIPOITYCKa BU3UTOB, HECOOTBETCTBHS TPEOOBAHUSAM WCCIICAOBAHMS WM TIO JIFOOBIM
apyruM mpuurHaMm. Kak yka3zaHo BBIIIE, WCIONB3YS BCE HUMEIOIIMECS JaHHbBIE,
HEOOXOJMMO TIPOBECTH aHAJIU3 BCEX HCCICAOBAHHWH, IETBI0O KOTOPBIX SBISIIOCH
ycTaHoBJIeHHEe A((HEKTUBHOCTH, JaKE ©CIM TaKOW aHalW3 HE NPEeIyCMOTPEH
3asiBUTEJIEM B KadyeCTBE IMEPBHUYHOTO. B 1€10M, peKOMEHAYEeTCs TOJITBEPIUTH
HAJISKHOCTh OCHOBHBIX BBIBOJIOB HKCCIICIOBAHUS Ha TMPUMEpPE allbTepHATUBHOMN
aHATM3UPYEMON TOIMYJISIIIUU MalueHTOoB. JItoOble 3HAUYUTENBHBIE PACXOXKICHHUS,
BO3HMKAIOIIME BCIEJACTBUE HW3MEHEHUS TOMYJSIMUA TMAlUEeHTOB IS aHAIN3a,
JOJDKHBI CTAaTh MPEAMETOM IMOAPOOHOTO pacCMOTPCHHUS.

11.4.2.7. UccnenoBaHusi SKBUBAJICHTHOCTU C aKTUBHBIM KOHTPOJIEM.

Ecnmm  wmccrmemoBanme ¢ aKTHBHBIM — KOHTPOJIEM — HAINpaBlIieHO  HaA
MOATBEPKICHUE SKBUBAJCHTHOCTH (TO €CTh OTCYTCTBHE 3apaHee OTOBOPECHHOMN
BETUYMHBI  PA3IMUMil) MEXKIYy HCCIECAyeMbIM TMpEnapaTtoM ¢  aKTUBHBIM

KOHTpOJIEM/TIpENapaToM  CpaBHEHUS, B  aHajdM3e HEOOXOJUMO  OTpPa3UTh
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JIOBEPUTENbHBIN UHTEPBAJ JJIs 3TOTO CPABHEHUS MEXKIY ABYMsl JIEKAPCTBEHHBIMU
npenaparaMu Mo BaXHEHITUM KOHEYHBIM TOYKAM M OTHOIIEHHE 3TOr0 MHTEpBaja
K 3apaHee OrOBOPEHHOM CTENeHW MeHbIIeH 3(dekTuBHOCTH (0O€30MacCHOCTH),
KOTOpasi CYHMTAaeTCsd HENpuemyieMoll (OCHOBHBIE YCJIOBHUS  HCIOJIb30BaHUS
aKTUBHOTO KOHTPOJISI B UCCJIEIOBAHUSX HKBUBAJCHTHOCTU TMPEICTaBICHBI B
paszeine 9.2 HacTOSIIero MPHIIOKEHN).

11.4.2.8. W3ydeHue nmoArpyrmil.

Ecnu no3Bosisier pa3mep ucciaeaoBaHus, HEOOXOUMO U3Y4YHUTh MOATPYIIIIBI,
c(OpMUPOBAHHBIE 110 BAXKHBIM JIEMOTpahUIECKUM U HCXOIHBIM XapaKTePUCTUKAM,
Ha NpeaIMeT HEOXUAAHHO BBICOKMX WJIM HU3KUX OTBETOB M TNPEJICTaBUThH
COOTBETCTBYIOIIME PE3yabTaThl, HAIPUMEP, CPAaBHEHHE BIHUSHHUS BO3pacTa, Moja
WIA pachl, CTETICHU TSDKECTH 3a00JIeBaHMsI WM TPOTHOCTHUYECKHUX (HAKTOPOB,
aHaMHe3a MPeJbIAYILIEro JICYEHHs JIEKapCTBEHHBIMU IperapaTaMy TOTo JKe Kiiacca
U T.a. Ecam BeiIBHUTamach rumore3a O HAIWYUH PA3IAIUA MEXTYy HEKOTOPBHIMHU
NOJrpyNIaMH, TUIIOTE3a U €€ MPOBEpKa JOJDKHBI OBITh YaCTbO CTATUCTUYECKOTO
aHaJn3a.

11.4.3. CpoaHble TaOIMIIBI JAHHBIX UHAWBUIYATbHBIX 2(PdEeKToB.

B nononnenune k Tabmuiam W rpadukamM JaHHBIX TIO TPyMNIaM B TaOIUIAX
HEOOXOIMMO TIPEICTAaBUTh CBEACHUS 00 WHIMBUAYaJbHBIX OTBETaX H MPOYHE
UMEIOIIHNE 3HAYMMOCTh ISl UCCIIEIOBAaHUsI CBeleHHsA. HekoTophie ymoIHOMOUCHHBIC
OpraHbl MOTYT 3aTpeboBaTh JaHHBIE 110 BCEM MAllMEHTaM B BUJIE apXUBHBIX TaOIUIL IO
KOKIOMY MarmeHTy. TpeOoBaHMA K COACp)KaHHIO OTYeTa MOTYT BapbHpOBAaTh OT
UCCIIENIOBAHUS K HMCCIICIOBAaHUIO M OT OJHOIO KJjlacca JICKAPCTBEHHBIX MPENapaToB K
JpyroMy, TOSTOMY 3asBUTENb JIODKEH OMNpEIeNUTh, [0 BO3MOXXHOCTH, IIOCIE
KOHCYJIBTAIIH C YIIOJTHOMOYEHHBIM OPTaHOM, YTO MMEHHO BKJIFOYHTH B TIPUIIOKECHHE
oTyera 00 HccnenoBaHuu. B oTuere 00 uccenoBaHuy HEOOXOAMMO OTpPa3UTh, KaKHUE
JTAaHHBIE BKJIFOYEHBI B KaU€CTBE MPUIIOKEHHSI, YTO MPEICTaBICHO B 0ojiee MOAPOOHbBIX
apXMBHBIX TaONMUIAX TO OTAEIBHOMY MAalMEHTy, TpeOyeMbIX YIOTHOMOYCHHBIM

OpPraHoM, M YTO JJOCTYIHO I10 3aIpocy.
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B KOHTpomMpyembIX HUCCIENOBAaHMSIX, B KOTOPBIX BaXKHEUINIME W3MEPEHUS U
olleHKd 3(PQeKTuBHOCTH (HAIpUMEp, TMOCEBbI KPOBU M MOYM, (YHKIMOHAIBHBIC
WCCIICIOBAHMSI JIETKUX, YacTOTa MPUCTYIIOB CTCHOKapJIUM WJIM OOIIHUE OICHKH)
MIEPUOTUIECKU TTOBTOPSAIOTCS, TIEPEUHU TAHHBIX JJIS1 KQXK/IOTO MAI[MEeHTa, MPUIaraéMbIX
K OTYeTy, JO/DKHBI BKJIIOYATh: HJSCHTHU(PHUKATOpP TMAIMEHTa, BCE H3MEPEHHBIC W
HAOJIIOABIIMECST 3HAYEHHWS BAaKHEHIIMX IIOKa3aTeleH, BKJIIOYash MCXOOHBIC, C
yKa3aHUEM BPEMEHH MPOBEACHUS (HapUMeEp, JIEHb TEPAIUU U BPEMs CYTOK, €CIIH 3TO
HMMEET 3HaUeHHUE) U3MEPEHUH, JIEKApCTBEHHBIN Tperapar/ o3y (Mmpu HeoOXOAMMOCTH B
MT/KT), BCE ONPENCICHUS TPUBEP)KEHHOCTH M BCIO COITYTCTBYIOIIYIO TEPANHi0 Ha
MOMEHT OITpe/Ie/ieH!s] (OIIEHKH) WM OMM3KUK K HEMY IPOMEXYTOK BpeMeHHu. Ecim
MOMHMO TMOBTOPHBIX OIIEHOK B MCCJIEIOBAHNHU TIPOBOMIIMCH CPABHEHUS] OTBETUBILINX U
HE OTBETUBIIMX Ha JICUCHHE MAIUEHTOB (OAKTEPUOJIOTMUYECKOE W3JICUCHUE WU
HeyJIada), UX HEoOXOIUMO oOmucarh. B JomoiHeHHe K OIMMCAaHWIO BaKHEHUIINX
U3MEPEHUN B TaONMMIaX HEOOXOAMMO YKa3aTh CBEJICHUS O TOM, OBLI JI TAIUCHT
BKJTIOUCH B aHAIN3 APGEKTUBHOCTH (M B KOTOPHIM U3 HUX, €CIIM UX OBLIO HECKOJIBKO);
MIPEJICTAaBUTh CBEJCHUS O IMPUBEP)KCHHOCTH TMAallMEHTA K JICUECHUIO, €CJIM TAaKOBBIC
COOMpaINCh; M CChUIKY Ha COOTBETCTBYIOIIME WHIUBUAYaJIbHBIE PETHUCTPAIIMOHHBIC
KapThl, €CJIM TaKOBbIE BKJIIOUEHBI B OTYET. Tarke IerecooOpa3HO yKa3zaTh BayKHBIC
WCXOJIHBIE CBE/ICHUS, TAaKHE KakK I0JI, BO3PACT, Macca Teja, ucclieayeMoe 3a00IeBaHNe
(ecmu B WCCIEOBAHUE BKJIFOUEHBI MALMEHTHI C PA3IMYHBIMHU 3a00JIC€BAHUSMU), €TO
cramusi U TsoKecTh. [Ipu oreHke 3(pPeKTMBHOCTH MCXOIHBIC 3HAUEHUS BaKHEHUIINX
M3MEPEHUHN 0OBIYHO YKa3bIBAIOTCS B KAUE€CTBE HYJIEBBIX.

OnucanHble TaOMUYHBIC JTaHHBIC HEOOXOIWMO MPEICTAaBUTh B IPHIOKCHUU
16.2.6 oruera 00 HccIenOBaHUM, BMECTO TOTO, UTOOBI BKITFOYATH Ty/Ia OoJiee 00beMHBIC
TaOUIIBI TI0O WHAUBUYATBHBIM PETUCTPAIIMOHHBIM KapTaM, TpeOyeMbIM HEKOTOPHIMU
YIOJIHOMOYEHHBIMU OpPTraHaMH, TTOCKOJIbKY OHH TMPEJICTABIISIFOT CO00M 06a30BbIE TAHHBIC
110 3(pPEeKTUBHOCTH, HA OCHOBAHMH KOTOPBIX CTPOSITCS 00001IeHHbIE Ta0rIbl. OqHAKO
TAKOTO pPO/la TPOMO3JKHE TaOIMILI MOTYT OBITh HEYJOOHBI TMPH TMPOBEICHUH
OKCTIEPTU3bI, U OXKUAACTCSA, YTO MMEIOIIUE TMPAKTUYECKUN WHTEPEC IaHHBbIC OymyT

npezcTaBieHsl. Hanpumep, ecian cooOuiaercsi 0 NpoBEACHUN MHOYKECTBA U3MEPEHUH,
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TaOMUIBI OTJIETBHBIX TAIMEHTOB C BAKHEUIIIMMU M3MEPECHUSIMHA OYITyT TOJIE3HBI IS
KOHTPOJII MHAVBUIYAJIbHBIX PE3YIBTATOB MCCIENIOBAHUSA, B KOTOPBIX OTBET Ka)IOI'O
naryeHTa o000IIEeH B OJJHOM CTPOKE WITH HEOOJIBIIIOM KOJTUYECTBE CTPOK.

11.4.4. 3aBucumocTb MEXIy H030i mIpemnapara, €ro KOHUEHTpalHuel u
adexTom.

Ecnm no3a y xaxaoro manydeHTa MOXKET BapbUPOBATh, HEOOXOAMMO OIHCAThH
(aKTHYECKH MOTYyICHHBIC TTAITMEHTOM JI03bI U OTPA3UTh B TAOJMYHBIX JAHHBIX BCE
BEJIMUMHBI J103, HA3HAUYCHHBbIE B paMKax HuccliieqoBanus. Hecmorpsa Ha TO 4TO B
WCCJICIOBAHMSIX, HE HAMPABIICHHBIX Ha HW3YYCHHE 3aBUCHUMOCTH 103a—3(eKT,
BO3MOKHOCTh BBISIBUTH 3aBUCUMOCTH MEXIY J030M U 3(PPexTomM orpaHuyeHa,
HEO0OXOJIMMO MPOaHATU3UPOBATh JOCTYIHbBIC JJAHHBIC HA MPEIMET HAIMUYUS TaKOu
3aBUCUMOCTH. IIpu w3ydyeHHM 3aBUCUMOCTH J03a—3(DPEKT peKOMEeHIyeTCs
BBIYHCIIHTD O3y B MI/KT' MAcChl TeJIa FIIM MI/M ILIOMIAH [OBEPXHOCTH TEIa.

CeneHus 0 KOHIICHTpAIlMU JIGKAPCTBEHHOTO Tpernapara, Npu UX Halu4yuu,
HEOOXOIMMO OTpa3uTh B TAOJMYHBIX JaHHBIX (TMpHiIokeHHe 16.2.5 K oTyery),
BKJIIOYAsl yKazaHue (apMaKOKMHETHUYECKHX MapamMeTpoB U, MO BO3MOXKHOCTH, BO
B3aMMOCBSI3H C KJIMHUYECKUM OTBETOM.

bormee monpoOHBIC TIpUHLMMBI JW3aiHA W aHAJIM3a MCCISAOBaHUMH,
HaIpaBJICHHBIX HA BBISIBJICHUE 3aBUCUMOCTH J03a—3((PEKT WU KOHIIEHTpAIlUU Ha
s ekt mnpencraBieHbl B METOAMYECKUX PEKOMEHIAMSAX MO MPOBEICHUIO
KJIIMHAYECKUX UCCIIEIOBAHUM C IEJIbI0 OA00pa J103bI JICKAPCTBEHHBIX MTPENapaToB.

11.4.5. JlexkapCTBEHHbIE B3aUMOACUCTBUS W BIMUSHUE COIMYTCTBYIOILMX
3a00J1eBaHUH.

HeoOxoaumo ykazaTh Ha HalW4yue BCAKOW MPEIOJIaraéMoil 3aBUCUMOCTH
MEXK]Iy OTBETOM U COMYTCTBYIOIIEH Tepanuen Wik NPeabIAyIIUMHA U TeKYITUMU
COITYTCTBYIOITUMU 3a00JI€BAaHUSMU.

11.4.6. TlpencraBieHue JaHHBIX MO KXIOMY MAlUCHTY.

HecMoTpst Ha TO, 4TO JaHHBIEC MO KAXKIOMY MAIMEHTY OOBIYHO OTPAXKAIOTCS
B Ta0OIUIaX, B HEKOTOPHIX CIIy4dasX PEKOMEHAYETCS COCTaBISATh MPOhUIU

OTJIEJBHBIX MAIMEHTOB B JIPYTrUX (popMarax, HampuMep, B BUjAE rpapukoB. ITo,
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HarpuMep, MOXKET OINPENEeNUTh 3HAYEHUE KOHKPETHOro(bix) mapamerpa(oB) BO
BpEMEHH, /03y JIEKapCTBEHHOro IIpermapara 3a TOT JK€ Iepuoa W Bpems
HACTYIUJICHUS OMpPECICHHBIX SBJICHUM (Hampumep, HeKelaTeIbHbIX SBICHUN WU
CMEHBI COIYTCTBYIOIIEH Tepanuu). Eciu B OCHOBHOM aHalu3€ HCMOJIb30BaHbI
yCpeAHEHHbIE  TPYIINOBBIE  JIaHHBIE, TO  TaKOr0  pojia  «U3BJICUCHUE
WHJMBUAYAJIbHBIX JAHHBIX» HMMEET HEOOJbIIOe 3HAYCHHE; OJHAKO €Clu
WHJIMBUAYaJIbHbIE OTBETHI SIBISIOTCA BaXKHOW YacThIO aHaIW3a, TaKWE JIaHHbIC
MOT'YT OBITh TTOJIC3HBI.

11.4.7. 3axmouenue 00 3PHEeKTUBHOCTH.

HeoOxoaumo Kkak MOXHO TIOJHEE TWPEICTaBUTh Ba)XKHBIE BBIBOJLI 00
3 PEeKTUBHOCTH, BKJIIOYAsi OMMCAHKUE MEPBUYHBIX U BTOPUUYHBIX KOHEYHBIX TOYCK,
C HCIOJb30BAaHUWEM 3aIJIAHUPOBAHHBIX U JIbTEPHATUBHBIX CTATUCTUYECKUX

IMOAXO0A0B U PC3YJIbTATOB ITIOMCKOBOI'O dHAJIM34A.

12. OUHEHKA BE3OINIACHOCTH

AHanu3 JaHHBIX O€30MacHOCTH MOKHO TPOBECTH Ha Tpex ypoBHsX. Ha
NIEPBOM, B LEJISIX ONPEIEICHHS CTENIEHU 0€30MacHOCTH, KOTOPYIO MOYKHO OILI€HUTh
B paMKax HCCJIEIOBaHMs, HEOOXOIUMO H3yUWUTh BEJIMYHMHY OSKCHO3UIUHU (71034,
JUIUTENIbHOCTh, KOJIMYECTBO TMauueHTtoB). Ha BTopoM HEoOX0IMMO yKa3aTh
HEeXeJaTelbHbIe SIBJICHUS, HM3MEHEHHUs JIa0OpaTOpHBIX TOKazaTeled MU TOMY
Mos00HOE, CrPYNIUPOBAaHHBIE MO KAaKOMY-JIMOO BHSTHOMY TMPHU3HAKY, MEXIY
CpPaBHUBAEMbIMU TPYIIAMH W TPOAHAIU3UPOBAHHBIC, MPU HEOOXOJUMOCTH, C
ydqeToM (haKTOpOB, KOTOpPHIE MOTYT TIOBJMSTH HAa YacCTOTy HEXelaTeIbHbIX
pCaKIuil/IBICHUA, TaKhue KaK BPEMEHHAS 3aBUCHMOCTh, 3aBHUCHMOCTH OT
neMorpaUuecknx XapakTEePUCTHK, A03bl WM KOHLEHTPALUU JIEKapCTBEHHOTO
npernapata U T.4. HakoHel, HEOOXOAMMO yKa3aTh CEpPbE3HBIC HEXKeJIaTelIbHbIE
SBJICHUSI U JIPYTU€ 3HAUMMBbIE HEKENaTelIbHbIEC SIBJICHUS, OOBIYHO C TINATEIbHBIM
oOciieoBaHMEM TMAalMEeHTOB, KOTOpbIE JOCPOYHO TPEKpPATWJIM YydacThe B

HCCICAOBaHNN BCICACTBHUEC HCKCIATCIIbHBIX ﬂBHeHHﬁ, HC3aBUCHUMO OT TOTIO, ObLIH
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A1 OHU OOYCIIOBJIEHBI MPHUEMOM JIEKAPCTBEHHOTO TMpenapara WIM HET, WId
CKOHYAITUC.

CorjacHo HaCTOALIMM TMpaBHJIaM TEPMHH «CEephE3HBbIE HEKeIaTeIbHbIe
SBIICHUS) paccMaTpuBaeTcss B 3HaueHUHM M. 1.69 OCHOBHOW 4YacTh, a TEPMHH
«IpoYMe 3HAYMMbIC HEXeNaTelIbHbIe SIBJICHUA» IOAPA3yMEBAET BbIPAKCHHBIC
reMaTojorHueckue ©  Jpyrue  JabopaTopHble  HApyIIEHHS UM BCSAKHE
HE)KeJIaTeNIbHbIC SIBJICHUSI, KOTOPbIE MPUBOAST K BMEUIATENICTBY, BKIIOYAst OTMEHY
JCKapCTBEHHON Tepamnuy, CHIDKEHHE [03bl WJIM Ha3HAuYEHUE JIOTOJHUTEIbHON
TEparuu.

B nocnenyronmx pasnenax He0OX0AUMO MPOAHATIU3UPOBATH U MPEICTABUTH
CIICYIOIIINE CBEICHMS:

1. 000OIlIEHHbIE JaHHBIE C MCIOJIb30BaHUEM TaOIULl W TpaduKoB,
IPEJICTaBIsIEMbIX B OCHOBHOM 4acTH OTYeTa,

2.  TIEpeYHH JIAaHHBIX MO OT/EIHHBIM MAIlHCHTaM U

3. KOMMEHTApUH K SIBJICHUM, IIPEACTABISIOUIMM 0COObI HHTEpEC.

Bo Bcex Ttabimuax M aHanu3ax HEOOXOJUMO IPENCTAaBUTh CBEACHUS O
SBIICHUSX, OOYCIOBJIICHHBIX HCCIEAYEMbIM JICKaPCTBEHHBIM IpENapaToM WM
KOHTPOJIEM.

12.1. Bean4yunHa dYKCIO3UIHUH.

HeoOxomumo oxapakTepu3oBaTh BEIWYMHY OKCIO3UIUU HCCIEAYEMOTO
JEKapCTBEHHOI'O Ipernapara, a TakkKe aKTHUBHOIO KOHTpoJds M Iianedo, ¢
yKa3aHWEM KOJHMYECTBa MAI[MEHTOB, OJIBEPTIINXCS SKCIIO3UIINH, €€ ITTUTETLHOCTH
Y BO3JICUCTBYIOIIEH TO3bI.

o Jlnumenvrocms. JANTENBHOCTD 3KCIO3UIMU KaKON-TNOO J03bI MOXKET
OBITh BBIp@KEHA MEIUAHON WJIM CPEIHUM, OJJHAKO TaK)Ke PEKOMEHAYETCS yKa3aTh
KOJIMYECTBO TMALMEHTOB, IMOJABEPIIIMXCS BO3ACUCTBUIO 3a OIpeaeTCHHbIN
IPOMEXYTOK BpEMEHH, HalpuMep, OUH J€Hb U MEHee, OT ABYX JHEH M0 OJHOU
HEJIeNH, OT OJHON HEeAeNHu A0 OJHOTO MECSIa, OT OJHOTO J0 MIECTH MECSIIEB U T.1.
KonuuectBO ~ manuMeHTOB,  MOABEPTIIMXCS  HKCIO3UIUM  HCCIEAYEMOTO

JICKaQpCTBEHHOTO IMperapara, HEOoOXOJAMMO PACHpPEIe/IUTh MO0 BO3pPACTy, MO,
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PacoBOM MPHUHAIJIEKHOCTH U APYTHUM HMMEIOIIMM 3HAYCHUE NapaMeTpaMm, TaKuM
Kak 3a0oJieBaHMe (€CIM B MCCIIEOBAaHUE BKIIIOUEHBI MAIIMEHTHI C PA3TMUYHBIMU
3a00JIeBaHUSIMU ), €TO TSKECTh, COMYTCTBYIOIIAS TATOJIOTHSL.

o Jloza. Heobxommmo  TpeACTaBUThL CpEIHEEC WM  MEAHaHy
MCIIOJIb30BaHHON B MCCIIEIOBAHUU J03bl U KOJIMYECTBO MAIMEHTOB, KOTOPHIM OHA
OblJIa Ha3HA4YeHA; J03Y, PKCIO3UIIMK KOTOPOU MAIMEeHThl MOJABEprajiuch Hanbosee
JUINTENIbHO, WM CPEAHIOI CYTOYHYIO JI03y. 3a4acTyl0 pPEKOMEHAYeTCs
MPEeACTaBUTh KOMOWHHUPOBAHHYI0 HMH(OpPMAIIMIO J03a—JIMTEILHOCTh, HapUMeEp,
KOJMYECTBO IMAIIMEHTOB, HaWOOJIee YacTO TMOJBEPraBIINXCS  AKCIO3UIIUN
WCIIOJB3YEMOM [T030M B TE€UYEHHE 3aJaHHOTO IEPUOJAa BPEMEHU, MAKCUMAJIbHOU
J103€, MaKCUMaJIbHO PEKOMEHIYEMOMW J103€ M T.4. B HEKOTOpPBIX CIydasX BaKHa
KyMYJISITUBHAs J103a. BenuuuHy 10361 B 3aBUCUMOCTH OT OOCTOSITEIBCTB MOKHO
BHIPA3HTh B BHIC (AKTHYCCKONl CyTOYHOI IO3BI, B MI/KT WiIH B Mr/m°. Beex
NAIMEHTOB, TOJBEPIIIMXCS DSKCHO3UIMU PA3UYHBIMU JI03aMH, HEOO0XO0IUMO
CrPYNIUPOBATH IO BO3PACTy, MOJIy, PACOBOM NPUHAICKHOCTH W JIPYyTUM
MMEIOLIMM 3HAYEHUE MTapaMeTpaM.

o Konyenmpayusa nexapcmeennoco npenapama. 1lpyn Hanmuum JaHHBIX
O KOHIIEHTpAIlMM JICKAPCTBEHHOTO IMpernapara (Hampumep, KOHIEHTpPAlUh BO
BpEMsI OIPEJICIEHHOIO SIBJIECHUS, MAKCUMAJIbHOW IUIA3MEHHOW KOHIEHTpalUH,
IJIONIAAU TIOJT KPUBOW «KOHIIEHTpAIUS-BPEMsD») TMOCIEAHSS MOXET OKa3aThCs
MOJIE3HOM JUISl BBISIBIICHUSI CBSI3M MEXKAY HEXKEIATCIbHBIM SIBICHUEM WU
U3MEHEHHEM J1abOpaTOpHBIX TMOKa3aTesled M TMPUMEHEHHEM HCCIIEyeMOro
JIEKQpCTBEHHOI'O0 Tpernapara y OTACIbHBIX NalMeHTOB (mpuioxenue 16.2.5 k
OTYETY).

[Ipennosaraercs, 4TO BCE NALMEHTHI, BOIICAIIME B WCCICAOBAHUE U
MOJTYYMBIIIME XOTsI Obl OJHY /03y HCCIEAYyEeMOTro Mmpemnapara, OyayT BKIIOYCHBI B
aHanu3 O€30MacHOCTH, €CIM OSTO YCJIOBHE HE BBIMOJHICTCS, HEOOXOIUMO

npeaACTaBUTh COOTBCTCTBYIOIIHC OOBSICHEHMUS.
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12.2. HexenaTenbHble sIBJIEHUS.

12.2.1. Kpatkoe pe3roMe 1Mo HexKeTaTeIbHBIM SBICHHUSM.

Heo6xonumo npeacTaBuTh KpaTKOE pe3toMe BCEX HEXKENaTeIbHBIX SBJICHUM,
3apErUCTPUPOBAHHBIX B XOJE HCCIEAOBaHUS (C TIPEICTABICHUEM B JAPYTHUX
pasjenax JeTaJlu3upOBaHHBIX TAOIMI] U aHAIN30B). B Takux Tabiumax u aHanu3ax
HEOOXOJMMO  OTpa3uTh  SBJICHHS, OOYCIOBJIEHHBIE KaK  HCCICHYEMbIM
JICKapCTBEHHBIM TIPETapaToM, TaK U KOHTPOJIEM.

12.2.2. TlpencraBneHue JaHHBIX O HEXKEJATEIbHBIX SBJICHUSIX.

B cBomubix Tabnunax (pasmen 14.3.1 oruera) HEOOXOAMMO OTpPa3UTh BCE
HEeXeJaTeNIbHbIC SIBJICHUS, BO3HUKIIKE TOCe Havalla MPUMEHEHUS! HCCIIETyEeMbIX
JICKapCTBEHHBIX TIpEIapaToB (BKIIOYAs SIBJICHUS, CKOpPEE BCEro, 00YyCIOBICHHBIC
camMuM 3a00JI€BaHWEM WM COIYTCTBYIONIEH IMAaTOJIOTHEH, €CIU TOJBKO C
YIOJHOMOYEHHBIM OpraHoOM 3apaHee He ObUI0 JOCTUTHYTO COIJIAIICHUS OO0
OTHECEHHUU OTOBOPEHHBIX SIBJICHUM K OOYCIOBJICHHBIM 3a0o0jieBaHUEeM). TalauIibl
JIOJDKHBI BKIIIOUATh CBEJACHUS 00 M3MEHEHMHM BUTAJIBHBIX MMapaMETPOB M JIHOOBIC
U3MEHEHHUSI JIaDOpaTOPHBIX IOKa3aTesield, KOTOphIE paccMaTPUBAIOTCS Kak
CEphE3HBIC HEXKENATEIbHbIC SBICHUS WM TMPOYHE 3HAYUMBIC HEXKEIIaTeIbHBIC
SIBJICHUSI.

B OonpmmHCTBE ciydaeB B TakuX TaOMWIaX PEKOMEHIYETCS OTPA3HTh
«MPU3HAKU U CUMIITOMBI, BO3HUKIIHE B Xxoje jedeHus» (IICBJI) — 3to Takue
MPU3HAKK W CHUMITOMBI, KOTOpbIe HE OBUIM 3aperucTpUpPOBaHbI 0 Hadasia
WCCJICIOBAHMSI, WJIM KOTOPBIE yCYTyOWJIUCh B TEUCHUE WCCIICIOBAHMS, €CIIA OHHU
MMEJTH MECTO JI0 €T0 Havaja.

B Ttabnune HEoOXO0IMMO TEpPEUHCIUTh BCE HEXKETaTeIbHbIC SBIICHMUS,
KOJMYECTBO TAIMEHTOB B KaXJAOW TPyMIe JCYCHHS, B KOTOPOW BO3HHUKIIN
HEXeJaTeNbHbIE SBJICHHS, U YaCTOTY MX BO3HUKHOBEHWs. Eciu jeueHue HOCUT
IIUKJIMYECKUHA XapaKkTep, HampuMep, IPOTUBOOITYX0JIeBasi XUMHOTEPATIHS, TO TaKHE
pEe3yNbTaThl PEKOMEHIYEeTCS TMPEACTaBUTh JUIsl KaKIOTO IIMKJIA OTACIBHO.
HexenarenbHble sBIEHUS HEOOXOIUMO CTPYNIHMPOBATH MO CHUCTEMaM OPTaHOB.

3aTeM, €cJIiM HCIOJb30Bajach CUCTEMa Tpajlallii CTENEHW TSHKECTH (Hampumep,
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JerKasi, CpeIHEeN CTEeNmeHH, TshKenas), TO KaxJoe SBIECHHE JOIMYyCKaeTcs
OXapakTepu30BaThb C O3TOM TOUKM 3peHus. B Tabmuiax Takke IOMycKaeTcs
pacupenennuTb HeEXenaTeJIbHbIE SBJICHUS II0 CTEINEHW NPUYMHHO-CIIEICTBEHHOM
CBSI3U, HAIIPUMEP, BOZMOKHO 00YCJIOBIIEHBI U HE OOYCIOBJICHBI W HCIIOIb30BATh
JIPYTYIO IIKajly, HallpuMep, HE CBA3aHbl WA BO3MOXHO, BEPOSITHO, OIPEIEICHHO
CBsI3aHbl. Jlake MpH KMCHOJB30BAHUM OLICHKM NPUYMHHO-CIICICTBEHHOM CBSI3U B
TaOIHIBI HEOOXOUMO BKJIFOYUTH BCE HEXKEIATEIbHBIC SBJICHUSI, BHEC 3aBHCHMOCTH
OT CTEIIEHU B3aUMOCBS3U C IPUHUMAEMbIM JIEKAPCTBEHHBIM IIpernapaToM, BKIIFOYas
SBJICHUSI, KOTOPBIE CUMUTAIOTCS MPOSIBICHUEM HWHTEPKYPPEHTHBIX 3a00JIeBaHUM.
[Tocnenytonue aHaIU3bl UCCIEAOBAHMS WM CBOJHON 0a3bl JaHHBIX 0€30MMaCHOCTH
MOT'YT TTIOMOYb BBISIBUTHh HEXKEJIATEIbHbBIC SIBICHUSI, KOTOPhIE 00YCIIOBIICHBI WJIH HE
0OyCIJIOBJIEHBI UCCIEAYEMBIM JIEKapCTBEHHBIM IpenaparoM. [losTomy nms aHanusa
Y OLICHKH JIaHHBIX TaKMX TaOJIMIl, HEOOXOJIUMO YCTAaHOBUTH KAXKJOTO MAIlMEHTA, Y
BO3HUKJIO HEXenaTenpHoe  sBiieHWe. Hwuke

KOTOpOro paccMaTpuBacMocC

MMpCaACTaBJICH IIPUMCD TaKoOM Ta6J'II/II_[I)I.

HEKEJATEJIBHBIE ABJTEHWSL: KOJMYECTBO HABJIIOIEHUIA
NYACTOTA, C MAEHTUOPUKAIIMEN ITAIIUEHTA

Tpynna neyeHua X N=50
Nerkve CpepgHew cteneHun [Taxenbie Utoro Bcero

CeszaHbl HC* |[CBasaHbl HC |CBsaAsaHbl HC |CsBszaHbl  HC C+HC
Cucrema
opraHos A 6 (12%) |2 (4%) [3(6%) [1(2%) [3(6%) |1(2%) |12 (24%) |4 (8%)
Amenne 1 [N11** |N21 N31 N41 N51 N61

N12 N22 N32 N52

N13 N33 N53

N14

N15

N16
DdodeKT 2

*NR — He c8A3aHbI; 2pA0AYUSA «CBA3AHbI» MOMem bbimb PACUWUPEHA, Hanpumep Ha
«onpeodesneHHO», KBO3MOMCHO», BEPOAMHO»
**MoeHMUpUKAUUOHHbIU Homep nayueHma
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B nomonHeHwe K TakuM TOJHBIM TaOJIUIAM, TMPEACTABISIEMBIM B pa3feie
14.3.1, B OCHOBHOM YacTH OT4YeTa HEOOXOJAMMO MPEJICTABUTH TOMOJHUTEIBHYIO
CBOJIHYIO TaOJIMIly, B KOTOpPOM CpaBHHBAIMCH OBl UCCienyeMas M KOHTPOJIbHAs
rpymnmel, 0e3  yka3aHud  WACHTHU(PUKAIMOHHBIX ~ HOMEPOB  IAIMCHTOB,
OTPaHMYMBAIOLIYIOCS YaCThIMU HEXKEJIaTeIIbHBIMU SIBJICHUSIMU (HalpuMep, TEMH,
KOTOpbIE BO3HUKAJIM HE MEHEee YeM Yy 1% manueHToB Ipymbl).

UYToOBl yCTAaHOBUTH MCTHHHYIO YaCTOTY HEXKENIATEIbHBIX SBICHUH, MPU UX
OMKMCAHUK HEOOXOAMMO HE TOJIBKO OTPa3UTh OPUTHHAIBLHOE ONpEIeTICHUE, TAHHOE
UCCIIEIOBATENIEM, HO W MOMbBITAThCSl CIPYNIIUPOBATH CBSI3aHHBIC SIBIEHUS (T.C.
SIBJICHUSI, KOTOPBIE, BO3MOKHO, MPEJCTABISAIOT COO0N OJUH M TOT K€ (PEHOMEH).
OmguuM W3 CcHOCOOOB  SABJISIETCS  MCIIOJB30BAaHUE CTAaHJAPTHOTO  CJIOBaps
HEXEJATebHbIX PEaKIH/IBICHUN.

12.2.3. Amnanu3 HeXelaTeIbHBIX SBJICHUN.

B 1mensx cpaBHEHHMS WCCIAEAYyeMOW TPYNIbl ¥ TPYIIBI  KOHTPOJIS
HEOOXOJMMO HCMOJB30BaTh 0a30BbIE CBEIEHUS O YacTOTE HEXelaTeIbHbIX
SBJICHUM, omMHCaHHbIe B pazziene 12.2.2 (u mpencrtaBieHHbie B pazaene 14.3.1)
orduetra. JJisi Takoro aHain3a PEKOMEHIYETCS OOBEIUHUTH BCE SBJICHUS,
HE3aBUCUMO OT TSKECTU U MPUIMHHO-CIICJCTBEHHON 00YCIIOBIEHHOCTH, C IIEJIBIO
0oJiee MPOCTOTO MApPAICIBHOTO COIMOCTABJICHUSI CpaBHUBaeMbIX rpymnm. K Tomy
K€, HECMOTPSI Ha TO YTO OOBIYHO TaKO€ OCYIIECTBISIOT MPHU LEJIOCTHOM aHAJIN3e
0e30MacHOCTH, €CJIM TO3BOJISIOT pa3Mep HCCIAEAOBaHUS U €ro  JIU3aiH,
PEKOMEHAYETCSl M3Y4uTh 00Jie€ YacThble HEKeNaTeIbHbIe SIBJICHUS, KOTOpPbHIC
MO/I03PEBAIOTCS KaK OOYCJIOBJICHHBIE JICYCHHEM, Ha MPEAMET UX BOSHHUKHOBEHUS B
3aBUCUMOCTH JI03bI (B TOM YHCJIE B MI/KT WJIKM MI/M2); peXrMa J03UPOBAHMS;
JUTUTEILHOCTH JICUCHHMS; OOIIEel J03bl; JIeMorpadUuecKux XapaKTEPUCTUK, TAKUX
KaK BO3pacT, TOJI, paca; MPOYMX HCXOAHBIX TMPU3HAKOB (Hampumep, (QyHKIus
Mo4eK); UcXoJ0B F(P(PEKTUBHOCTH M KOHIICHTPAIIMU JICKAPCTBEHHOTO Iperapara.
Taxoke peKOMEHAYeTCS U3yYnuTh BpeMsi BOSHUKHOBEHHUSI HEXKETATEIbHBIX SBICHUN

n wux JIUTCIbHOCTB. OcHOBBIBasICh Ha pe3ylibTaTax I/ICCJICI[OBEIHI/Iﬁ nIn
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(bapMaKoJOTHYECKMX CBOMCTBAaX MCCIEAYEMOTO JIEKAPCTBEHHOTO Mpemnapara,
JOTIOJTHUTENBHO JOMYCKAeTCsl IPOBOJIUTH PsIl IPYTUX aHATIU30B.

[IpoBenenue TIIATETHHOM CTATUCTUYECKON OLIEHKU Ka)IO0TO HEXeNaTreIbHOTO
siBeHus He Tpedyetcs. [Ipu nepBUYHOM NpeACTaBICHUN U U3YUYE€HUH JAHHBIX MOXKHO
BBISIBUTH, YTO 3HAYUTENbHASL YACTh SIBICHUN HE 00yCIIOBIeHA JeMOrpaduyecKuMH U
NIPOYMMH MCXOIHBIMU MapameTrpamu. Ecim rccnenoBaHne MajeHbKOE, a KOJIUYECTBO
SBJICHUI OTHOCHUTENBHOE HEOOMBILIOE, OBIBAET JOCTATOUHBIM OTPAHUYUTHCS aHATU30M
CpaBHEHUSI TPYIII JICYCHUSI U KOHTPOJISL.

[Ipu ompeneneHHbIX OOCTOSTENBCTBAX IO CPABHEHUIO C MPEICTABICHUEM
o0I11el 4aCTOThI HEXKENMATENILHBIX SIBICHUH 0oJiee MH(GOPMATUBHBIMUA MOTYT OKa3aThCsl
TaOIMIIBI CMEPTHOCTU WJIM ApPYrue MOAOOHOro poaa aHanu3bl. [Ipy mukiMmyHOCTH
JICYEHHs, HanpuMep, MpU MPOTHBOOIYXOJEBOM XUMHUOTEPANNH, PEKOMEHIYETCs
IIPOBECTH aHAJIN3 PE3YJIBTATOB B PAMKAX KayKJOTO OTJEIBHOTO LIUKJIA.

12.2.4. TlepeueHb HEKETATEIBHBIX SBJICHHUM M0 KAKIOMY MAIlUEHTY.

B npunoxenun 16.2.7. K o0oTYeTy HEOOXOJMMO NEPEUYUCIUTH BCE
HE)KEJIATEIbHBIE SBJICHUS M0 KaKIOMY MAlMEHTY, BKJIIOYAs OJJHO U TO K€ SIBJICHUE,
BO3HHKIIIEE HECKOJBKO pa3, ¢ YKa3aHWEM KaK MPEeANOYTUTEIBHOT0, TaK U JAHHOTO
UCCJIEIOBATENIEM OpPUTMHAJIBHOIO TepMHHA. IlepedeHb cocTaBiseTcs IO
MCCJIEIOBATENIO U TPYIIE JICUEHUS U JOJKEH BKIIIOYATh:

— UIEHTU(UKATOP NallUeHTa,

— BO3pAcCT, pacy, MoJjl, Maccy Tena (pocT, eClIu UMEET 3HAUEHUE);

- pacnonoxxenue MPK B otuete (ecnu mpencrasiieHa);

— HeXenaTellbHOe SBJICHUE (IpeanoYTUTENbHBIN TEPMUH,
OpUTHHAIBHBIA TEPMUH);

- JUTUTEIBHOCTD HEXKEIATEIbHOIO SIBJICHUS;

— TSKECTh (HapuMep, JIeTKasi, CpeHEN CTENEHHU, TKeas ),

— CEPBE3HOCTh (CEPhE3HOE/HECEPHE3HOE);

— OpeanpuHsATbie Mepbl (0€3 BMEIIATeNbCTBA, CHUXEHUE JI03bl,

MNPCKPAICHUC JICYCHWA, HA3HAYCHHC HOHOHHHTGHBHOﬁ TCpalnnu 1 T.,Z[.);
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— ucxonsl (Hapumep, B popmare CIOMS);

- OLICHKY MPUYMHHO-CJCACTBEHHON CBs3W (Hampumep, CBsi3aHa/HE
cBs3aHa). B Tabmuie win IpyruM oOpa3oM HEOOXOJUMO OMHCATh AJITOPUTM €€
MPOBE/ICHMUS,

- JaTy BO3HUKHOBEHUS WM JaTy BU3HUTA, HA KOTOPOM OBLIO BBISIBICHO
HeXeJaTelbHOE SIBJICHUE;

- BpeMsi BOSHMKHOBEHHUS HEXKENATEIBHOTO SIBJICHUS MO OTHOLIEHUIO K
NOCJIEAHEN NPHUHATOM J03€ HCCIEAYEeMOro JEKapCTBEHHOIO Mpernaparta (eciu
PUMEHUMO);

- TE€panvi Ha MOMEHT BO3HUKHOBEHHUSI WM HEAABHO MPOBEICHHYIO
Teparnuio;

- BEJIMYMHY JI03bl HCCIEQYyEeMOro JIEKapCTBEHHOIO IMpenapara B
aGCOTIOTHOM BBIPQXKCHHH, B MI/KT HUIH MI/M° B MOMEHT BO3HUKHOBCHIIS SIBJICHIS;

— KOHIICHTPAIUIO JICKAPCTBEHHOTO Mpenapara (€cJid U3BECTHA);

- JUTUTEJIbHOCTD JICUEHUS UCCIIEAYyEMbIM JIEKAPCTBEHHBIM IIPENapaToM;

- COMYTCTBYIOIIYIO TEPAIUIO BO BPEMS UCCIIETOBAHMUS.

B Hawane mnepeyHs WM TPEANIOYTUTENIBHO HA KaXJIOW CTPaHULE

HE00X0AMMO paciiuPpoBaTh Bce a0OpPEeBUATYPHI M YCIOBHBIE COKPAILICHUS.

12.3. JletanbHble HCXOIbI, MpoYMe Cepbe3Hble HexXelaTebHble
SIBJICHUS M IPyTrHe 3HAYUMble HexKeJlaTeJIbHbIe sSIBJIeHHS.

Heobxoaumo ynenuTs 0co00€ BHHUMAHHE JIETAIBHBIM HCXOJaM, MPOYUM
CEPbE3HBIM HEXKEJIATCIIbHBIM SBJICHUSM M JAPYTUM 3HAYMMbBIM HEXKeJIaTeIbHbIM
SIBIICHUSIM.

12.3.1. Tlepeuenn JETaJbHbIX HCXOJIOB, MPOYHX CEPBE3HBIX
HEXENAaTeIbHBIX SBICHUHN M IPYTUX 3HAYMMBIX HEXKETATCIIbHBIX SBICHUM.

B oTHOmECHWM HIKEYKa3aHHBIX SBJICHHH HEOOXOIUMO TIPEICTABHThH
MEePEYHHU, CoAepKaIe HHPOPMAIIHNIO, OTTMCAHHYIO B pasnene 12.2.4.

12.3.1.1. JletanbHbIE UCXOBI.
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B pazmene 14.3.2 mo kaXXaoMy ManUeHTy HEOOXOAUMO TEPEUUCIUTh BCE
JeTallbHbIE HCXOJIbl, 3apETUCTPUPOBAHHBICE B XOJI€ HCCICAOBAaHMS, BKIIOYas
nepuoJi HaOMIOJIEHUs MO 3aBEPIICHUU TEepanuM, a TaKXKe JEeTalbHbIE HCXOJBbI,
BO3HUKILIKE BCJIEICTBUE MPOIIECCa, HAYaTOro BO BPEMS HCCIICAOBAHMUS.

12.3.1.2. Tlpoune cepbe3HbIC HEKENATEIIbHBIC SBICHUS.

B paznene 14.3.2 He0OX0AMMO MPEICTABUTH BCE CEPhE3HBIE HEXKEIATEIbHBIC
sBNIeHUS! (IOMHUMO JIETabHBIX MCXOJO0B, HO BKIIIOYAasl CEPhE3HbIC HEKeIaTeNbHbIC
SIBJICHUSI, CBSI3aHHBIC BO BPEMEHM WM MpPEAIIeCTBYIOIIME cMepTH). B mepeueHb
HEOOXOJMMO BKIIIOUUTH JIa0OPATOPHBIC HAPYIICHUS], TATOJOTUIECKH U3MEHEHHbBIE
KU3HEHHO BaXHbIE IIOKa3aTe€IM MW MATOJOTMYECKUE JaHHbIE OCMOTpA,
paciieHeHHbIE KaK Cepbe3HbIC HeKeIaTeIbHbIC SBICHUSI.

12.3.1.3. [Ipyrue 3HaUnMBbIe HEXKENATEIbHBIC SIBICHHUS.

B paspene 14.3.2 HEOOXOJMMO  TIPEJICTaBUTh  BBIPAKCHHBIC
reMaTOJIOTHYECKME M Mpouyue J1adOopaTopHble HapylmeHus (MOMHMO SIBJIICHUU,
NOJMAJAONIMX TI0J OINpEAENEHHE CEPhE3HbIX) M JPYrHe COOBITUS, KOTOpPbIE
OpUBEIM K BMEUIATENbCTBY, BKIIOYas OTMEHY TEpaluu HCCIEeTyeMbIM
JEKapCTBEHHBIM  TpemapaToM,  CHWKCHHIO  JO03bl WM 3HAYMTEIHHOU
JIOTIOJIHUTEIBHONW COIMYTCTBYIOLIEH Tepanmuu, KOTOphle HE MOANaJalT MOoJ
OTIpe/IeTICHNE CePhE3HBIX HEXKENATEIbHBIX SIBICHUM.

12.3.2. Onwucanwne JETAIbHBIX HCXO/JIOB, POYUX CEpbE3HBIX
HE)KeJIaTEeJIbHBIX SBJICHUHN U IPYTHX 3HAUMMbIX HEXKEJIATeIbHbIX SIBICHUM.

Heo0Oxoaumo npeacTaBuTh KpaTKOe OMHUCaHNE KaXKAO0T0 JETATFHOTO UCX0/a,
K@XJO0r0 MPOYEro CEphe3HOTO0 HEXKEJATEIbHOIO SBICHHS, a TaKXKe JpYyrux
3HaYMMBIX HEXEJIaTeJIbHBIX SIBJICHUM, KOTOPbhIE PACIIEHEHbI KaK UMEIOLINE 0COObII
WHTEpEC BCIEJACTBUE WX KIMHUYECKOM 3HAYUMOCTH. B 3aBucmmoctd OT
KOJIMYECTBA TaKWe OMUCAHMSI HEOOXOAMMO IMPEACTaBUTH JIMOO B OCHOBHOM 4acTH
otuera, b0 B pazaene 14.3.3. SIBneHusi, KOTOpbIe OJHO3HAYHO HE CBS3AHBI C
UCCIIETyeMbIM JIEKAPCTBEHHBIM IMPErapaToM, AOMYCKAaeTCsl HE OMUCHIBATh WIIU
ONKcaTh OYEHb KpaTko. B 1emom, omucaHue AOMHKHO CONEPKaTh CIEAYIOLINE

CBEICHUA:
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- XapakTep U BBIPAKEHHOCTD SBJICHUS;

- TedeHHne 3a00JieBaHus, MPUBE/IIEE K SBICHUIO C YKa3aHUEM BPEMEHU
BBEJICHUSI UCCJIEIYEMOTO JIEKAPCTBEHHOI'O MperapaTa; 3HauuMble J1Ta0OpaTOpHbIE
MoKa3aTelu;

— OTMEHSUICS JIM JIEKaPCTBEHHBIH MpernapaT U KOorja;

- KOHTPMEDHI;

- HAXOJIKU Ha BCKPBITUU;

- MHEHHUE UCCIIeI0BaTelN U CIIOHCOpa (€C/IM MPUMEHUMO) B OTHOIICHUH
IIPUYMHHO-CJIEICTBEHHOU CBS3H.

B nononHenue k 3ToMy, HEOOXOIUMO MPEACTABUTD CIEIYIOIINE CBEICHUS:

— UACHTU(UKATOD MAICHTA,

- BO3pAcCT U MOJ MAalMEHTa; 00IIee KIMHUYECKOE COCTOSIHHE MalueHTa
(ecu MPUMEHUMO);

- 3a0o0JieBaHUE, N0 IMOBOJAY KOTOPOrO MAalMEHT ObUI BKJIIOYEH B
UCCIIEJOBaHME (€ClU JUIsl BCEX MalMEHTOB OHO COBIIAJAET, TO €r0 HE YKa3bIBaIOT),
C YKa3aHUEM €ro JJIUTEIbHOCTH (TEKYILETO AU30/1a);

- 3HaYUMbIE COMYTCTBYIOIINE/TIEPEHECEHHbIE 3a00I€BaHUs C YKa3aHUEM
BPEMEHU WX BO3HUKHOBEHHMS U JITTUTEIBHOCTH;

— 3HaUYMMAasl  COIYTCTBYIOLIAS/TIPEAIIECTBYIOMIAs ~ MEIUKAMEHTO3HAas
Tepanus ¢ yKa3aHUeM PeXUMOB JI03UPOBAHNUS;

- HAa3HAYCHHBIM MCCIIEyEMbI JIEKAPCTBEHHBIM Mpenapar, €ro a03a
(ecnu oHa OTAMYANIACH OT MAIMEHTA K MAIMEHTY) U JUIUTETbHOCTh MPUMEHEHHUSI.

12.3.3. Ananu3 u OOCYXIEHHE JETAIbHBIX HCXOAOB, MPOYMX CEPHE3HBIX
HEXKEJATENbHBIX SIBICHUHN U APYTUX 3HAYUMBIX HEXENaTeIbHbBIX SBICHUM.

HeoOxonmumo  BO  B3aMMOCBSI3U ¢ 0€30MACHOCTHIO  HCCIEIYyEMOTO
JIEKQpCTBEHHOI'O Tpenapara OLICHUTh 3HAYMMOCTh JIETAIbHBIX HCXOJOB, MPOYHMX
CEPhE3HBIX HEXKENATeNbHBIX SBJICHUA W JAPYTMX 3HAYUMBIX HEXEIaTeIbHbBIX
SBJICHUM, TMPUBEAIIMX K OTMEHE MCCIEeAyeMOro JEKapCTBEHHOIo Ipenapara,

CHMKCHHIO €TI0 JO3bI UJIN IIPUMCHCHHUIO BCIIOMOTIaTeIbHOM TCpaIinm. HGO6XOI[I/IMO
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yIEIUTh 0c000€ BHUMAHUE, HE SIBISIETCSA JIU KaKoe-TH00 M3 3THX ABICHUU paHee
HENPEABUICHHBIM  BA)XKHBIM  HEXEIATEIbHBIM  SBIICHHEM  HCCIELyEeMOIO
JIEKApCTBEHHOI'O Ipenapara. B OTHOIIEHUN CEPbE3HBIX HEKENATEIIbHBIX SBICHUN
3TO OOCTOSITENIbCTBO MrpaeT o0co00 BaXHYIO pOJb; B LEIAX BBIABICHUS
3aBUCUMOCTH OT BPEMEHU IIPUMEHEHUS UCCIIENYEMOI0 JIEKAPCTBEHHOTO IIperapara
Y OLIEHKH PHCKa BO BPEMEHU PEKOMEHYETCS UCIOJIb30BATh TAOIHIbI CMEPTHOCTH

WA TTI0000HBIE AHAJIU3EL.

12.4. Ouenka 1a00paTOPHBIX MOKA3ATEJIEI.

12.4.1. TlepeueHb MHAMBUAYATBHBIX JJAOOPATOPHBIX JIAHHBIX MO KAXIOMY
nanueHTy (16.2.8) u OTKJIOHEHU TabOpaTOPHBIX AaHHBIX OT HOpMEI (14.3.4).

[lo TpeOOBaHMIO YIOTHOMOYEHHBIX OpPraHOB pE3YIbTaThl BCEX HMMEIOIINX
OTHOIIEHHUE K OE30MaCHOCTH JIAOOPATOPHBIX HCCIIEIOBAHUMN JIOJDKHBI OBITH TIOCTYITHBI B
BUJIC TAOJIMUHBIX TIEpeUHel B cieayromieM dhopMare: Kk bl psisi IpeACTaBIsieT cOOO0M
BU3UT MAIlMEHTA, B TEYCHUE KOTOPOTO OCYIIIECTBIISUIUCH JIAOOPATOPHBIEC UCCIIEIOBAHUS,
B KOTOPOM TAIlMEHTHI CTPYIIITUPOBAHBI IO UCCIIEIOBATENIO (€CJIM OH HE OJIH) U TPYIITE
JICYEHUS; KaXKAbIN CTONOEI BKITIOYAET BaKHbIE IeMOrpaUuecKie JaHHbIE, CBEICHUS O
JI03€ JIEKapCTBEHHOTO TIperapara M pe3ylbTaThl JIAOOPATOPHBIX HCCIIECAOBAHUM.
[lockonbKy HE BCE HCCIENOBAHMS MOTYT YMECTUTBCS B OJHOW Taliuue, HX
HEOOXOMMO  JIOTUYECKH  CTPyNIUpoBarh  (T€MATOJIOTMYECKUE  HCCIIENOBAHUS,
OMOXMMHUS TICYCHH, DJICKTPOJUTHI, aHAIM3bl MOYM W Tak nanee). Heobxomumo ¢
TIOMOIIIBIO TTOTYEPKUBAHUS, 3aKITIOUEHNSI B CKOOKH MJIM WHBIM 00pa30oM BBIICIIUTH BCE
OTKJIOHSIFOIIMECS] OT HOpMbI 3HadeHus. Ecimm Toro TpeOyer perynarop, nepeyeHb
HEOOXOMMO IT0/IaTh KaK YacTh PErHCTPAIIMOHHOIO JIOChE, JIMOO OH JODKEH OBITh

HAroTOBE B CITy4ae 3ampoca.
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NEPEYEHb NABOPATOPHbIX U3MEPEHWIA

NabopaTopHble TecTbl

MaupeHt BpemAa Bospact [lon Paca Macca [o3a ANT  ACT Wwe....mnr.a.

Tena
No 1 T0 70 M E 70kr 400 mr V1% V5 V9
T1 V2 V6 V10
T2 V3 V7 Vi1
T3 V4 V8 V12
Ne 2 T10 65 X H 50kr 300 mr V13 Vie V19
T21 V14 V17 V20
T32 V15 V18 V21

* Vn — 3HayeHue nabopamopHo20 napamempa

Bcem ynomHomoueHHbIM opraHam B pasgene 14.3.4 oryera, MCHONB3YS
BBILLIEONTMCAHHBIA (pOpMaT, HEOOXOAUMO MPEACTABUTh MEPEYEHb BCEX J1a0OPaTOPHBIX
OTKJIOHEHUH MO KakaoMy HauueHTy. [lo 1aGopaTopHbIM OTKIOHEHHSM, MUMEIOLIUM
0coOyl0 3HAUUMOCTH (JJTaOOpaTOpHBIE OTKJIOHEHUS, UMEIOLIME MOTEHIUAIbHYIO
KJIMHUYECKYI0  3HAYUMOCTb), PEKOMEHAYETCA MpPEACTaBUTh  JIOTIOJHUTENIbHBIC
CBEICHUS, HAlpUMEP, HOPMAJbHBIE 3HAYEHHS JI0 U IOCJIE OTKIOHEHWM, 3HAYCHMS,
B3aUMOCBSI3aHHBIX J1a0OpaTOpPHBIX MOKa3zaTened. B HEKOTOpBIX Ciydasx KenarelbHO
UCKITIOUUThH ONpEJICNICHHBIE JJA0OPATOPHBIE OTKJIOHEHUS U3 TOCIEAYIOLIETO aHAIIN3a.
Haripumep, n3onrpoBaHHbIe, HE TIOBTOPSIOIIMECS HEOObILINE OTKIOHEHHS HEKOTOPBIX
Ja0OpaTOPHBIX MapaMeTpoB (HApUMeEp, KOHLEHTpalWs MOYEBOM KHUCIOTHl WM
AJIEKTPOJIMTOB) WJM CIIy4dallHble HU3KHWE 3HAUEHHUs HEKOTOPBIX J1abOpaTOpHBIX
WCCIICIOBAaHUM  (HampuMep, AaKTMBHOCTH TpaHCaMWHA3, IIEJIOYHOU Qocdarassbl,
COZIEp’KaHMUs a30Ta MOYEBUMHBI KPOBU U TJ.) MOXKHO PACUECHUTh KakK, BEPOSTHO
KJIMHUYECKH HE3HauYMMble M MCKII0UUTh. OfHako Jr00ble MOAOOHBIE PEIIEHUS
HEOOXOIMMO YETKO O0OOCHOBATh, & B MPEACTABICHHOM (WM JTOCTYITHOM IO 3ampocy
YIIOJTHOMOYEHHOTO OpraHa) MOJHOM IepeyHe 3HAYEHUN HEeOOXOAMMO yKazaTh KaXKaoe
J1a00paTOpPHOE OTKIIOHEHHE.

12.4.2. OrueHka Kaxja0ro 1adopaTopHOro moKa3aTes.

HeoOxoaumasi omeHka Ja0OpaTOpHBIX 3HAYEHUW JODKHA, OTYACTH,
ONPENENATHCS TOJYYEHHBIMU PE3yJIbTaTaMH, OJHAKO, B LIEJIOM, HEOO0XOIUMO

MIPOBECTH HIDKCONMMCAHHBIM aHaln3. B OTHOIIEHWH Ka)XXJI0ro J1abopaTopHOTO
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WCCJIEOBaHMUsI HEOOXOMUMO TMPOBECTH, €CIM MPUMEHUMO U TO3BOJSIET pa3Mep
UCCJIEIOBAHMSI, CPABHEHHE MEX]y HCCIEeIyeMONl M KOHTpPOJbHOW rpymnmnamu. B
JIOTIOJTHEHUE B aHaJIM3€ HEOOXOJMMO yKa3aTh JUANa3oH HOPMAJIbHBIX 3HAYEHUU
KaXI0TO JTa0OpaTOPHOTO IMOKa3aTeJIsl.

12.4.2.1. JlunamMuka 1a00paTOpHBIX MTOKa3aTesield BO BpEMEHH.

[To kaxxmomMy mapameTpy B KaXKIbIi EPHO]] BPEMEHH Ha MPOTSHKEHUH BCETO
UCcCeNoBaHMs (HampuUMep, Ha KaXIOM BH3UTE) HEOOXOAUMO TMPEACTABUTH
CleyIoUMe JaHHbIe: 3HAYEHMsI TPYIIOBOM CpelHeW WM MEAHMaHbl, pa3Max
3HAYCHUN, KOJUYECTBO TAITUECHTOB C OTKJIOHSIONIUMUCS OT HOPMBI 3HAYCHHUSIMHU
WIN C OTKJIOHSIIOIIUMUCS Ha OMNpPECICHHYIO BEJIMYMHY 3HAYCHUSIMU (Hampumep,
JBYKPATHO TIPEBHIIAONIMMH BEPXHIOI0 TPAHUIy HOPMBI, B TISITh pPa3 BBIIIC
TPaHMIIBI HOPMBI; HEOOXOIMMO OOOCHOBaTh Takoil BbIOOp). Jlomyckaercs
UCII0JIb30BaTh Tpaduku.

12.4.2.2. VuauBugyalbHBIC N3MEHEHUS.

HeoOxoaumo mpeAcTaBuTh aHAIM3 WHIAMBUIYAJIBHBIX JIA0OPATOPHBIX
M3MEHEHUW II0 KaxIouW wucciaenyemon rpynne. /[ 3toro gomyckaercs
WCITOJIB30BATh PAa3HBIC IMOIXOIbI, BKIFOYAS:

l. «Tabmumpl cABUTOB» — TAONMIBI, OTPAKAOIIUE KOJIUIECTBO
MAIMEHTOB, HAXOIAIINXCS HIKE, B TIpe/IeaX WIIM BBIIIC HOPMATbHBIX 3HAUCHUHA U
Janee yepes omnpeeeHHbIC MPOMEKYTKH BPEMCHH.

[I.  TaOGmuipl, oTpakawmue KOJUYECTBO WM JOJIO0 MAIMEHTOB C
W3MCHEHHEM JIa0OPAaTOPHOTO IMOKA3aTeNsl HAa 3apaHee YCTAaHOBJICHHYIO BEIMYHUHY
yepe3 OmpenesieHHbIe MPOMEXYTKH BpeMeHu. Hampumep, aiis a30Ta MOYEBHHBI
KPOBU MOTJIO OBITh MPHUHATO pEHICHHUE O HEOOXOJUMOCTH €ro OIMMCAHMS, €CITU
n3MeHenue npesbiaet 10 mr/an. Ilo aTomy mapameTpy HEoOXOAMMO OBLIO ObI
MPEACTaBUTh KOJWYECTBO TMAIMEHTOB C HM3MEHECHHEM, HE TMPEBBIIIAIONUM WA
MPEBBIIAOINIAM JAaHHYI0 TpaHWIly, Ha OJHOM WM 00Jieé BH3UTOB, OOBIYHO
MAIMEHTOB TPYNIUPYIOT OTAEIHLHO B 3aBUCUMOCTH OT MCXOJIHOTO 3HAYEHHUsS a30Ta
MOYEBUHBI ~ KPOBH  (HOPMQJIBHOTO  WJIM  TOBBIIIEHHOTO).  B03MOXHBIM

NpeuMymi€CTBOM TaKOTI'O crocooa NpeACTaBJICHHA I1I0 CPAaBHCHHUIO C T3.6J'II/II_I8.MI/I
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CIBUTOB SIBJISIETCS CIIOCOOHOCTH YJIOBUTH M3MEHEHHS OMPEICICHHOW BEJIMYHHBI,
JTaXKe eClId KOHEYHOE 3HAUCHHE SIBJISIETCS. HOPMAaJIbHBIM.

I1l.  TI'paduk, comocTaBiSIOMIMNA HMCXOAHOE 3HAYCHHWE M 3HAYCHUS
7a00OpaTOPHBIX MapamMeTpoB, HAOIIOAEMBIX B XOJIE€ JICUCHHUS IO KaXIOMY
NAIMEHTy B BHUJIE TOYKH, XapaKTepHU3YIOIIEHUCs 2 KOOpAUHATAMU: 110 OCU a0CIHCC —
WCXOJIHBIE 3HAUEHUS JTa00OpATOPHBIX MOKA3aTeNel, a o OCKU OpJUHAT — 3HAYECHUS ITUX
K€ TMOoKa3arened BO BpeMEHHM (Iociie Kypca JedeHus). Ecim u3MEeHEeHH He
MPOUCXOJIUT, TOUKA, MPEICTABIISAIONIAS KaXA0ro MaueHTa, OyaeT HaXOAUThCs Ha
auHuu 45°. OO0mMil CABUT B CTOPOHY BBICOKMX 3HAUEHUU TMPOSIBUTCS B BHJIEC
CKOIUIEHHSI ToyeKk (kiactepa) Haa JuHUed 45°. [lockoyibKy Takoil crnocod
MPEACTaBICHUS] OOBIYHO OTPaKaeT TOJILKO OJIHY BPEMEHHYIO TOUKY JJIS OJIHOM
TPYIIbI, C EJIbI0 UHTEPIPETAIIMN JJAHHBIX MOTPEOYETCsl Cepuu Takux rpadoB BO
BPEMEHHU [JII MCCIEAYyeMOMl M KOHTpoibHOM rpynn. C JApyroil CTOPOHBI,
yKa3aHHbIA CIOCOO MpEACTaBIEHHUS TMO3BOJIIET OTPa3UTh MCXOJAHOE U Haumboliee
OTKJIOHSIOIIIEeECs 3HaueHre. OH JIETKO BBISIBIIET PE3KO OTKIIOHSIOUIMECS 3HAYCHUS
(715t TAKUX 3HAYEHUN PEKOMEHAYETCS YKa3bIBaTh UICHTU(PUKATOPHI TAIUEHTOB).

12.4.2.3. KivuHWYeCKH 3HAYMMbIC WHIUBHUTyIbHBIC OTKJIOHCHHS.

HeoOxomnmo mpoaHaM3upoBarh KIMHAYECKH W3MEHEHUS, OMpEICTICHHbIC
3asBUTENIEM Kak 3HauuMble. B paznenax 12.3.2 u 14.3.3 HEoOXOMMMO TPEICTaBUTH
OIMKMCAHUE KAXKJOTO MAlUEHTa, YbH JJAOOPATOPHBIE OTKJIOHEHHMS ObUTH pacIliEHEHbI KaK
CEPbE3HOE HEXKEIATENIbHOE SBJICHUE U, B HEKOTOPBIX CIy4asiX, KaKk Mpoyee 3HAYNMOE
HeXeNarelbHOe siBJieHHWe. [Ipu WCHoONMb30BaHUM IIKAJIBI CTENEHW TOKCUYHOCTH
(marmpumep, BO3, mkana HanumonanbHoro uuctutyta paka CIIIA), HeoOxomumo
HE3aBHCHUMO oT CTETICHU TAKECTH OXapaKTEepU30BaTh M3MEHEHUS,
KBAIM(UIIUPOBaHHbIE Kak Tsokenble. [lo  kaxaomy mapameTpy HEOOXOAMMO
MPEICTaBUTh AHAIM3 KIWHUYECKHM 3HAYMMBIX HW3MEHEHUN M KpaTKOe OIHUCAHUE
OTMEHBI TEPAITUH IO Pe3yJIbTaTaM JabopaTopHbIX m3MepeHuit. HeoOoxoammo oreHuTh
3HaYUMOCTh M3MEHEHUW M WX MPUUYUHHO-CIIEACTBEHHYIO CBSI3b C MCCIETyeMOM
Tepanuen, HalpuMep, ¢ MOMOIIbI0 aHAIM3a TaKWX MPU3HAKOB KAK 3aBUCUMOCTH OT

JA03bI, KOHOCHTpAaIK JICKAPCTBCHHOIO ITPLEIiapara, MCYHE3HOBCHHUEC B TCUCHUEC TCpallnu,



137

MOJIOKHUTCIIbHAS PCaKIUsA Ha OTMCHY, ITOJIOKUTCIIbHAA PCAKIMA Ha BO300HOBJICHHE U

XapaxkTep COMYTCTBYIOLIEH Tepanuu.

12.5. )Ku3HeHHO BajKHble NOKAa3aTeJlH, JAaHHbIE O00BEKTHUBHBIX
HccJIeI0OBaHUI U MpouYne HA0II01eHN ], 3aTParuBanue 0e30MacHoCTb.

[Togo6HO 7mabGopaTOpHBEIM TapaMeTpaM HEOOXOIWMO TPOAHATH3UPOBATH H
NPEJCTaBUTh CBEJIEHUS O JKM3HEHHO BAXKHBIX IOKA3aTeNsX, MPOYMX JaHHBIX
OOBEKTUBHBIX HCCIEJAOBAHMM W  JAPYrHMX HAOJIOJEHUSX, 3aTparuBaroluX
Oe3omacHocTh. Ecnu mMeroTcs Jo0Ka3aTeNbCcTBAa HaMU4Ms (HapMaKOJIOTHUYECKOTO
ap¢ekra, HEOOXOAMMO YCTAaHOBUTh BCSIKYI0 3aBUCUMOCTb OT JO3bl WU
KOHLIEHTpaIuu JIEKapCTBEHHOTO npenapara WIH B3aMOCBSI3b C
XapaKTEPUCTUKAMU NalueHTa (HampuMep, 3a00JeBaHuEM, JAeMOorpapuyecKuMu
JAHHBIMHM, COMYTCTBYIOIIEH Tepanuei), a TakKe OINUCaTh KIMHUYECKYIO
3HAYMMOCTh HabmoAeHui. HeobxoquMo yaenuTs oco00e BHUMAaHUE U3MEHEHUSIM,
KOTOpbIE HE TMPUYHUCICHBl K TEepeMEHHBbIM J()(PEKTUBHOCTH U TEM CaMBIM,

PaCOCHCHHBIM KaK HCKCJIATCIIbHBIC SABJICHUA.

12.6. 3akaro4yeHue o 6€30MACHOCTH.

HeoOxonumo mpoaHain3upoBath OOIIyI0 O€30MaCHOCTh HUCCIEIYEMOTO
JICKapCTBEHHOTO TIpemnapara, yaeluB 0co00e BHUMAHHE SIBICHHSIM, BO3HUKIIAM
BCIICJICTBUE W3MEHEHHUS JI03bl, HEOOXOJMMOCTH COMYTCTBYIOIICH Tepamuw,
CEPhE3HBIM HEXKEIIAaTCTLHBIM SIBICHUSM, SIBIICHHSM, BO3HUKIINM B OTBET Ha
OTMEHY Tepaluu, U JIeTaJbHbIM ncxoaaM. HeobxoauMo BEISIBUTH BCEX MAIlMEHTOB
WM UX TPYMIIbI, TOABEPKEHHBIX MOBBIIIEHHOMY PUCKY, YIEIUB 0CO00€ BHUMAHHE
MOTCHIIMAIBHO YSA3BUMBIM W3 HHUX, KOTOpPhIE MOTYT OBITh TIPEICTABIICHBI
HEOOJIBIITUM  KOJMYECTBOM, HAMpuUMeEp, JETSIM, OEpEMEHHBIM, OCIA0JICHHBIM
MOKHWJIBIM, [MAallMCHTaM CO 3HAYUTEIbHBIMH HApyIICHHUS MeTabonmm3Ma |
BBIBEJICHUSI JIEKAPCTBEHHBIX TpemaparoB u T.J. HeoOxomumo omucaTh
MOCJICJICTBUS OIICHKH O€30MacHOCTA BO3MOXKHOTO MPUMEHEHHUS JIEKapCTBEHHOTO

npenapara.
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13.  OBCYXIEHMUWE U OBLIEE 3AK/JIFIOYEHUE

JIoMKHBI OBITh KPAaTKO H3JIOKEHBI U OOCYXKIEHBI PE3yJIbTaThl OLEHKH
(b (HEKTUBHOCTH W OE€30MACHOCTH, COOTHOIIEHUS TOJIb3a/PUCK CO CCHUIKOW Ha
TaOJMIIBI, PUCYHKH U MPEIIIECTBYIOIINE pa3/ieibl OTYETa, €CIIM ATO HEOOXOAUMO.
JlaHHBIN pa3ien He JOJDKEH MPEICTaBIATh COOOM MPOCTOE IMTHPOBAHNUE ONTUCAHU S
JTAaHHBIX UM BBOJUTH HOBBIC JaHHBIE.

OOcyxneHre U BBIBOABI JIOJDKHBI SICHO OXapaKTepH30BaTh BCE IMOITYYEHHBIE B
XOJIC MICCIIEIOBAaHKS HOBBIC WM HETPEABUICHHBIE TaHHBIC, IPOKOMMEHTHPOBATh HX
3HAYUMOCTh U OOCYIUTh BCE MOTEHLUAIBHBIE MPOOJIEMbI, HAIPUMEDP, MPOTHUBOPEUHS
MEXIy B3aUMOCBSI3aHHBIMH TecTamu. KIMHWYecKass 3HAaYMMOCTh W BAXHOCTD
PE3YIBTAaTOB TaKKe JIOJDKHBI OBITh OOCYKACHBI B CBETE IPYIMX MMEIOIIUXCS JTaHHbIX.
JIoIKHBL OBITH yKa3aHbl BCE CHELM(UUECKUE MNPEUMYILECTBA WM CHELUAIbHbIE
NpeIOCTEPEIKEHNS, HEOOXOIMMBIE KaK JII OTJACTBHBIX MAIMEHTOB, TaK W JJISI TPYIII
pHCKa, a TaKKe JIF0Oble MOCIEACTBUS I IpoBeneHNs Oynylux uccnenoBaHuid. Kak
AJIETEPHATUBHBINA BapUaAHT, PE3YJIbTaThl TAKUX OOCYKIIEHHI MOTYT OBITh BKJIFOYEHBI B
pe3toMe 1o 0e30macHOCTH U APQPEKTUBHOCTH B COCTaB PETUCTPAIMOHHOTO JIOChE

(MHTETPUPOBAHHOE PE3IOME).

14,  TABJIMIIBI, PUCYHKHU, ' PAOUKU, HA KOTOPBIE IAHbI
CCBUIKHA, HO KOTOPBIE HE BOIIIJIA B TEKCT OTUETA

PucyHk# JOMKHBI MCHONB30BaThCs Ui Tpaduyeckoro OTOOpaKeHUsT BaKHBIX
PE3YJIBTATOB WM JUISl TIOSICHEHUS PE3YNIBTAaTOB, KOTOPhIC CIIOXKHBI JIJIsl BOCIIPUSTHUS B
Ta0IMIIaX.

Baxxubie nemorpaduyeckue naHHbIe, a Takke JaHHbIC MO 3()(EKTUBHOCTH U
0€30MacHOCTH JIOJDKHBI OBITh TIPEJCTABICHBI B CBOJHBIX PHCYHKaX W TaONMIaxX B
TEeKCTe oT4yeTa. Ecim 3T0 HEBO3MOXKHO cAefiaTh MO0 KaKUM-TMOO MNpUYMHAMH,
HapuMep, M3-3a Pa3MEpOB WM MX KOJIMYECTBA, TO MX HEOOXOAMMO IPEIICTABUTH B
JAHHOM pazfielie, C YKa3aHUEM T[EPEKPECTHhIX CChUIOK Ha TEKCT, a TaKxkKe

BCIIOMOTI'arCJIbHLIC UJIN JOIIOJIHUTCIBHBIC PUCYHKU, Ta6J'II/II_[BI WJIK IICPCYHU.
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B nanHOM pasnene OCHOBHOTO OTYETa O KIMHUYECKOM HCCIICAOBAHUN MOMKET
OBbITH MpEJICTaBIICHA CIIeytoIasi UH(GOpMALIUS:

14.1. Jlemorpadguyeckue JaHHbIE

CBoJIHBIC PUCYHKH, TAOJIAIIBI

14.2. Jlannblie mo 3ppeKTUBHOCTH

CBoOJIHBIC PUCYHKH, TAOTHIIHI

14.3. JlanHble M0 6€30MaACHOCTH

CBOJIHbIE PUCYHKH, TAOJIUILIBI

14.3.1. mpenocTaBieHHE TAHHBIX O HEXKEIIATCIbHBIX SBJICHUSIX;

14.3.2. nepeuyeHb CIy4yaeB CMEPTH, JPYTUX CEPHE3HBIX M 3HAYUMBIX
HEXKEeJIaTeIIbHBIX SIBJICHUM;

14.3.3. ommcanue Ciay4aeB CMEpPTH, APYTUX CEPbE3HBIX M HEKOTOPHIX
JPYTUX 3HAUMMBIX HEXEJIaTeIbHBIX SBJICHUML;

14.3.4. mepeyeHb OTKIOHSAIOMIMXCS OT HOPMBI MOKa3aTenei 1abopaTopHbBIX

UCCIICIOBAHMH (TI0 KaXKIOMY MAIUEHTY).

15. CHHUCOK JIUTEPATYPbBI

JlomkeH ObITh TPEIOCTaBICH CIMCOK HAy4HBIX CTaTed W3 JIMTeparypbl,
UMEIOILIEH OTHOILIEHHE K OLEHKE pe3yJabTaroB ucciienoBanus. Kommu BaXHBIX
NyOJMKAUMP JOJDKHBI ObITh MPENCTaBIeHbl B MpUIoKeHUsX K ortdety (16.1.11 wu
16.1.12). Ccbiiku Ha JUTEPATypy JODKHBI OBITh TPENOCTABICHBI B COOTBETCTBUU C
MEXIYHAPOAHBIMU TPUHATBIMM CTaHmapramu Baskysepckoil lexnapammm 1979 1
«EnunHble TpeOOBaHMSM K PpYKONMCSAM, IMPEACTaBIsIEMbIM B OHOMEIUIIMHCKHE
KypHATIBD,” MEXTOCYIAPCTBEHHBIM CTaHJAPTOM ['OCT 7.1-2003
«bubmorpaduueckas 3amuich. budnmuorpaduueckoe onmucanue. OOIMe TpeOOBaHUS U
NpaBUja COCTAaBJICHUS.» WM CHCTEMOW, NMPHUMEHsIeMON B pedepaTHBHOM >KypHaje

«Chemical Abstractsy.

® Vancouver Declaration on «Uniform Requirements for Manuscripts Submitted to Biomedical
Journals», 5" ed., 1997,
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16. MPUJIIOXEHUA

B nanHoMm paszgene A0MmKeH OBbITh MPEJCTaBICH IMOJHBIM TMEpeyHb BCEX
MPUIOKEHUH, IPEICTABIICHHBIX B OTYETE O MCClIe0BaHuI0. B cinyyae nonyyenus
pasperieHus cO CTOPOHBI YIOJHOMOYEHHOTO OpraHa, HET HE0OXOJAMMOCTH
MPEIOCTABIATh HEKOTOPbIE MPUIIOKEHHSI B OTYETE, HO OHU JIOJIKHBI ObITh TOTOBBI
K TIPEJIOCTaBICHUIO MO TPeOOBaHUWIO. 3asBHUTENb JOHKEH SICHO OO0O3HAYUTh
IPHIOKEHHS, KOTOPBIE OYIyT PEICTABICHBI C OTIETOM .

16.1. Undopmauusi 06 uccjieIOBAHUM:

16.1.1. mPOTOKOJ M MOMPABKHU K MPOTOKOJY;

16.1.2. oOpa3eln UHAUBUIYAIBHOM PETUCTPAIIMOHHON KapThI;

16.1.3. mepeuenr DCO/HOK, oO0pasipl muchMeHHON uWHpOpMaU st
NaIKEHTOB U (OpMbI HH(POPMUPOBAHHOTO COTTIACHS;

16.1.4. mnepeueHb M XapaKTEPUCTUKU HCCIEAOBATENEH, a TaKKe U APYTHUX
OTBETCTBEHHBIX JIMI[ MCCJIECIOBaHUs, BKIIO4as kpatkoe (1 ctp.) pestome mbo
HKBUBAJICHTHOE OMHCAHHE OOYYEHHUS U OIbITa PadOTHI, UMEIOIIETO OTHOIICHUE K
MIPOBEICHUIO KIIMHUYECKOTO UCCIIeI0BAHNUS,

16.1.5. moammcu TIABHBIX  HMCCIIEOOBATENIEd, WIA  HCCIEIOBaTeleH
KOOPJIMHATOPOB, UM OTBETCTBEHHOTO MPEICTABUTENSI CIOHCOPA B 3aBUCUMOCTH OT
TpeOOBAHMI YITOJITHOMOYEHHOTO OPTaHa;

16.1.6. B ciyyae HCMOJL30BaHMS B HCCIEIOBAHWM Oojiee OJHON cepuu
UCCJIEMYEeMOTO TIpernapara — MepeyHu KOAOB MAIMEHTOB, MOJIYYaBIINX MpenapaThl
Pa3HBIX CEpPUM;

16.1.7. cxema paHAOMH3AIMU M KOJABI (MICHTU(DHKAIMA TAlUEHTOB U
HA3HAYCHHOE JICUEHNE);

16.1.8. cepruduxaTe ayauTa (ecau IpOBOAUINCH);

16.1.9. nmoxymeHTalus 1Mo CTAaTUCTUYECKUM METO/IaM;

16.1.10. goxymeHTamusi 1O METOAMKAM BHYTPEHHEW J1abopaTopHOI

CTaHAapTU3alIH U IIPpOoUCAypaM obOecreyeHus Ka4CCTBa, CCJIN IIPUMCHAIINCD,

! I[J'I}I TOTO, YTOOBI IMPUIIOKCHUA ObLIH AOCTYIIHBI I10 Tpe60BaHI/IIO, OHHM JOJI?)KHBI OBITh
OKOHYATCJIIBHO YTBCPKACHBI KO BPpEMCEHU IMPEAOCTABIICHHUA JTOKYMCHTOB.
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16.1.11. myGnukaruu, 6a3upyromuyecs Ha JAaHHOM UCCIIEIOBAaHUM;

16.1.12. BaxkHBIC MyOJIMKAIIMHU, HA KOTOPHIC CCHIIAIOTCS B JAHHOM OTYETE.

16.2. IlepeyeHb JaAHHBIX MO CYyObEKTAM HUCCIAET0BAHMS .

16.2.1. mepeyeHb  CYOBEKTOB, KOTOpPBIE JOCPOYHO  BBIOBUIM U3
UCCJIeIOBAHNUS,

16.2.2. OTKJIOHEHUS OT MPOTOKOJIA;

16.2.3. mamnueHTbl, KOTOPHIX UCKIIOYWIN U3 aHaIn3a 3P PEeKTUBHOCTH;

16.2.4. nemorpaduueckue JaHHBIE;

16.2.5. cobnroneHne pexuMa JiedeHUs («KOMIUIAHEHC») W/WIHM JTaHHBIC O
KOHIIEHTpAIUH JICKAPCTBEHHOTO CPEJICTBA (€CIIM UMEIOTCS );

16.2.6. wHAMBUAYaTbHBIC JAHHBIE OTHOCUTEIHHO A (PEKTUBHOCTH;

16.2.7. mepeyeHb HEXKETIATEIBHBIX SIBICHHUH (10 KAXKIOMY CYOBEKTY);

16.2.8. mepeueHb  WHIUBUIYAIbHBIX  TMOKa3areled  JabopaTOPHBIX
MCCJIEIOBAHUN MALIMEHTOB, €CIIU TPEOYeTCs YIIOJTHOMOYEHHBIM OPTaHOM.

16.3. UuauBuayanabHbie peructpanuonnbie kaptol (MPK).

16.3.1. WPK mno ciydassMm cMepTH, APYTHMM CEPbE3HBIM HEKEIaTeIbHBIM
SBJICHUSIM M CIIy4dasiM BBIBEICHHUS W3 HCCIEAOBAaHUS B CBS3M C Pa3BUTHEM
HEXEJIaTeNbHbIX SBJICHHUI;

16.3.2. ppyrue UPK, mpencraBieHHbIe HA paCCMOTPEHHE.

16.4. IlepeyeHb JaHHBIX MO KAKAOMY CYObEKTY HCCJIeIOBAHUS.
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MMPUJIOXKEHHE 1.1. CHHOIICUC (KPATKOE OIITMCAHUE
KIMHHNUYECKOI'O UCCJIEJOBAHMUA)

HaumenoBanue OtnensHas Ta0auma (Ilone ucnonvzyemces

CIIOHCOpa/KOMITIaHHH: HCCJIEIOBAaHUS, MonbKO

HalMCHOBAHIE FOTOBOLO OTHOCSIIAsACS K yacTH Jloche |HauuonaibHbiMU

npemapara VNOJHOMOYEHHBIMU
Towm: opeanamu)

HanMenoBanne akTHBHOT'O

WHTPEINCHTA! Crpanuua:

Hazpanue HCCJICIOBAHU.

ccnenoBareny.

lccnenoBarenbekuii ICHTP(bI):

[TyOukarus (CChLIKa):

ccnemyemblit iepuo (roaa):
(maTta Hauaa Habopa)
(maTa mocieqHero BU3KTA)

da3za pa3pabOTKH Mpernapara:

[lenu:

MeTonoorus.

Uuco manueHToB (3arIaHupOBAHHOE U TTPOAHATTU3UPOBAHHOER):

I[I/IaFHOI’) N OCHOBHBIC KPUTCPHUHU IJIA BKIIFOUCHHA!

ccnemyemblii pemnapar, 03a U Coco0 MPUMEHEHUsI, HOMEP CEPUH:

[ [pOIOIKUTENBHOCTD JICUCHUSA

[Ipenapat cpaBHeHUs, 1032 U CIOCOO MPUMEHEHUS, HOMEP CEpUU:
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HaumenoBanue
CIIOHCOpa/KOMIIaHHH:

HanmMeHoBaHue roTOBOTO
rpernapara

HanMeHoBaHHE aKTUBHOTO
HMHI'PCANUCHTA.

OtnenpHasg Tabnuna
HCCJICIOBAaHUS,
OTHOCSIIAsACs K yacT Jloche

Towm:

Ctpanura:

(Ilone ucnonvzyemcs
MoILKO
HAYUOHATILHBIMU
VIOJIHOMOYEHHbIMU
opeanamu)

Kpurepnn oneHku:

dPppexTuBHOCTL: be3onmacHoCTh:

CTaTUCTHUYECKUE MCTOBbI.

KPATKUI OB30P — BLIBOJIbI

PE3YJIBTATBI OHEHKHU DOPEKTUBHOCTHMU:

PE3YJ/IbTATBI OHEHKHU BE3OITACHOCTMU:

SAK/TIOYEHUE:

/lata oTyera:
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MMPUJIOXKEHHUE 1.2. HOAIINCHU I'VTABHOI'O UCCJIEJJOBATEJIA
NJIN UCCIIEJOBATEJISAA-KOOPAUHATOPA

MOAMUCH() TTTABHOTO UCCAEIOBATEJIS
WJIN UCCJIENOBATEJIS-KOOPIMHATOPA
WJIM OTBETCTBEHHOT'O MEJUIIMHCKOT'O CIELIUAJUCTA CO
CTOPOHBI CHOHCOPA

HA3BAHUE UCCIIEJOBAHMA: e,

WUCTIOJIHUTEJIb(MN) UCCIIEJOBAHUS: ... ..o

S mpouwnTanm HACTOAIMU OTYET W, OCHOBBIBASACH HA MOEM 3HAHWH JAHHOIO
WCCIICIOBAHNSI, HACTOSIIUM IIOATBEPKIAAI0, YTO B HEM IMPABWIBHO W3JI0KECHBI
MIPOLIEAYPHI IPOBEAECHUS U PE3YJIbTATHI UCCIICIOBAHMS.

WUCCJIEJJOBATEJID: [TOIITUCKH()
WJIM OTBETCTBEHHDIN

MEJINIIMHCKUN CTIELTUAJIUCT

CIIOHCOPA

BJIAAEJIELl OTUETA:

JATA:
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IMPUJIOXKEHHUE 1.3.A. IINTAH KIMHUYECKOI'O
NCCIEAOBAHUA U TPAPUK OHEHKH

I[MEPUO/ JIEHEHUA A
Bl

B

B2

Tectupyemslii npenapar/

Uccnenyembiii npenapar A

15 mr

BBoanbrii
1(50)5 (O

10 mr

Mccneqyemplii mpenapat/
M ccneryemslii penapar B

C
Cl C2

Tectupyemslii npemnapat/
Wccnenyembiii nmpenapar A

10 mr

Hccnenyemsbrit mpenapart/
Vccnenyemslii mpenapar B

5wmr 10 mr 10 mr
Henenn -2 (-3) 0 12
Busur 1 2 6
Tect ¢ puznueckoit Harpyskoii 24 y X! X? X X X X
MennuuHckui aHaMHe3 X
dusukanpHOE 00CiIEI0BaHUE X X
OKT X X
JlaGopatopH. ucciae0BaHuUs X X
HexemarenpHBIE ABJIEHUSA X X X X X

1 14-20 oneii nocne eusuma 1

2 . . .
— 1-7 oneti nocne nepeozo OHs mecma c Quzuueckori Hazpy3Koti
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MMPUJIOXKEHHUE 1.3.5. JU3ANH KJIMHUYECKOI'O
NCCIEAOBAHUA U TPAPUK EI'O OIIEHKHA

JIBOMHOE ciernoe

[Tmaredo
IIpocroe cneroe | | |
CKpuHUHT [Tnane6o neprof Jo3a 1
1 2 3 4 P | | | 11
Buzur
(7mn) (7mu) (7mu)  (710H) Jlo3a 2 (14nH)
| | I 10
M
(7mu) (7mu) (7mu)  (78H)
5 6 7 8 9
Orenka Cxpununr Bpoassiii  McxomHsblil Jleyenue HaOmronenune
Henens -2 -1 0 1 2 3 4 5 6 7
Wudp. cormacue X
Anamue3 X
dusnk.odcesn. X X
D¢ heKTUBHOCTB:
[lepBuu. iepem. X X X X X X X X X X
Bropuu. niepem. X X X X X X X
be3onacHOCTE:
Hexxenar. siBiieH. X X X X X X X X X X
JlabGopar. TecTbl X X X X X X
Macca tena X X X X
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IHPUJIOXKEHHUME 1.4.A. PACIIPEJAEJEHUE ITAIIMEHTOB

PACHPEAEJIEHUE NTAIIUEHTOB

N=1.724
BCErO NALIMEHTOB MOYYANO IEYEHUE B ABOMHOM
C/IENOM AMN3AMNHE
| | | |
N = 340 N = N = N = N =
PEXUM A PEXXUM B PEXXWUM C PEXXUM D PEXUM E
[ ] [ 1 [ 1 [ ] [ 1
N =281 N =59 N = N = N= N= N = N= N = N =
3ABEPLLUMAN| |BbIBbINO 3ABEPLWIMAY | BbiBbIIO| |3ABEPLLNMAL | BbIBbINO | |3ABEPWKAL | BbiBblIO | |3ABEPWIKAL | BbIELINO

HEMKE/IAT. IBJIEHVE (20)
HEAOCTATOY.90®EKT (1)
MOTEPAHHBIE 1A
HAB/IOAEHMA (6)

P. MEZL, MPUYMHBI (5)
P. HEMEZ, MPUYMHBI (5)

HAPYLLIEH MPOTOKO/ (10)
PELLIEHWE MALUMEHTA (12)

HEMKE/IAT. AB/TIEHUE (19)

HEAOCTATOM

SPDEKT (2)

MOTEPAHHBIE 4119
HAB/IOAEHMA (8)

P. MEZL, MPUYMHBI (8)
P. HEMEZ, MPUYUHBI (4)

HAPYLLIEH MPOTOKO/1 (10)
PELLIEHWE MALVEHTA (10)

HESKE/IAT. IBJIEHVE (26)
HEQOCTATOY.90®EKT (1)
MOTEPAAHHBIE AN
HABIOAEHNA (7)

1P. MEZL. MPUYMHBI (4)
1P. HEMEZ, MPUYUHBI (6)

HAPYLLIEH NPOTOKO (3)
PELLIEHWE NALIMEHTA (25)

HEMKE/IAT. IBJIEHVIE (24)
HEAOCTATOY.9O®EKT (1)
MOTEPAHHBIE 1A
HAB/IOAEHWA (6)

P. MEA, MPUYMHBI (8)

P. HEMEZ. MPUYMHbI (7)

HAPYLLEH NMPOTOKO/ (6)
PELLIEHWE NALMEHTA (27)

N=1,361

MNAUMEHTbI, SABEPLUNBLUWE NCCNEOOBAHUNE

HEMKE/IAT. IBNIEHVE (42)
HEAOCTATOY.9d®EKT (0)
MOTEPAAHHBIE 1A
HAB/IOAEHWA (6)
P. MEZ, MPUYMHBI (14)
NP. HEMEZ, MPUYMHBI (1)
HAPYLLEH NPOTOKO/ (14)
PELUEHWE NALUMEHTA (15)
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MMPUJIOXKEHHUE 1.4.5. PACIIPEJAEJIEHUE TAITMEHTOB

PACHPEJAEJIEHUE ITAIIMEHTOB

N=2670
CKPUHUPOBAHO
NALMEHTOB
|
N=1732 N=938
PAHOOMW3NPOBAHO NPUYMHbI BbIEbITUA
NALMEHTOB NPU CKPUHWUHTE:
(300)
(271)
N=8
HE MOJIYYA/IM HUKAKOTO
JNIEYEHWA, NPUYUHDI:
(2) N=1724
(4) NALMEHTbI MO/TYYABLUME
(2) NEYEHWE B BOMHOM
CNENOM AN3ANHE

N= N= N=
PEXUM A PEXKNM B PEXUM C

N N

3aBepwunio Bb16bIN0

HEXENATE/IbHOE ABJIEHUE (20)
HEYOOB/TIETBOPUT. OTBET (32)

ap. ...
ap. ...
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INPUJIOKEHHME 1.5. CIIUCOK TAIHMEHTOB, TOCTOYHO ITPEKPATUBIHIUX ITPUEM ITPEITAPATA

HNCCJIEJIOBAHHUE Ne
(MUnenTudpukanusi HA6opa JaHHBIX)
CIIMCOK NAIIMEHTOB, 1OCPOYHO BbIGbBIBIHINX U3 NCCIIEAJOBAHUA

LlenTp:
Jleuenue [MTarment No  Ilon Bospact Ilocnegnuii  aurenbHocTh Jlo3a ComyrterBytomee I[Ipuduabl
BU3HUT JICYEHHUE HpEKpaIIeHus
Hccnenyemsrii mpenapat/3KcriepiMeHTaIbHBIN MpenapaT HexenartenbHas
peakuus™®
[ ]
[ ]
[ ]
HesddexkrnBHOCTH
npemnapara
Jleuenue [Manment No  ITon Bospact Ilocnemnuit JnurensHocth [o3a ComnyrctBytomee [Ipudunnsl
BHU3UT JICYEHUE HpEeKpaIieHus
[Ipenapar cpaBHEHUs
Jleuenune [amuent Ne  Ilon Bospact Ilocnemnmit murensHocts [lo3za ComyrcrByromee [Ipudunnsl
BHU3UT JICYEHHUE HPEKpAIICHUs

[Tmauedo
*Cneyuguueckas peakyus, AGUSUIASCS NPUYUHOU NPEKPAWEHUS npUemd
(Iloemopums 051 Opyeux yenmpos)



MMPUJIOXKEHHE 1.6. CIMCOK ITAIIMEHTOB U HABJIIOJAEHUM,
HNCKJUIIOYEHHBIX U3 AHAJIN3A DOPEKTUBHOCTH

NCCJIEJOBAHUE Ne
(Mnentuduxanus Habopa JaHHBIX)

CIIMCOK MAIIMEHTOB M HABJIIOJAEHUI, UCKJIOYEHHBIX U3

AHAJIM3A D9OPEKTUBHOCTHU

LenTp:

Jleuenue [Mammment Ne  Ilon Bospact Hckmrouen uz  IlpuuumHbl
HaOJII0ICHUS PEKPAICHUS

HccnenyeMblil penapat/3KCepuMEHTaAIbHBIN npenapaT

Jleuenue [Tanment Ne  Ilon Bospact Hcekmrouen u3z  [lpuunHbl
HaOJII0/ICHUS IIPEKPAIICHUS

IIpenapar

CpPaBHEHUSA

Jleuenue [Mammment Ne  Ilon Bospact Hckmrouen uz  IlpuuumHbl
HaOJII0ICHUS [pPEKPAICHUS

[Tnane6o

(Iloemopums Ons Opyaux yeHmpos)

CropaBOYHBIE TAOTUIIBI

Kpartkoe 0600611eHmMe:



INPUIOKEHHUE 1.7. KOTMYECTBO HAIIMEHTOB U
HABJIIOJEHHNH, UCKJIIOYEHHBIX U3 AHAJIM3A DOPEKTUBHOCTHU

NCCJIEJOBAHHUE Ne
(Mnentuduxanus Habopa JaHHBIX)

YUCJIO0 NAIMEHTOB, UCKIIOYEHHBIX U3 AHAJIU3A

IOOEKTUBHOCTHU
Hccaenyemplii npenapat/3KcnepuMeHTAJbHBIN Mpenapar N =
Henens
Ipuunna 1 2 4 8

Mroro

AmnanornyHeie Ta6J'II/IHI>I JOJDKHBI OBITH IMOATOTOBJICHBI UIA APYTHUX I'PYIIIL JICYHCHI.



MMPUJIOKEHHUE 1.8. PYKOBOJACTBO JIAA PA3JAEJIA 11.4.2.
«CTATUCTUYECKHUE/AHAJIMTUYECKHUE BOITPOCHI» "
INPUJIOKEHUA 16.1.9 K OTHETY

A. CrarucTHyecKuid aHaJIu3

B  mpunoxennn  HEOOXOAMMO  TMPEACTaBUTH  IMOAPOOHOE  OMHCAHUE
CTaTHUCTUYECKOTO aHajuu3a KaXIOW TEpPBUYHON mepeMeHHOW d((eKTHBHOCTH.
MuHuMansHbIe TpeOOBaHUS K JETATH3NPOBAHHOMY OTUCTY:

a)  Craructudeckas MOJENb, Jexallas B ocCHOBe aHanu3a. OHa MOIJICKUT
TOYHOMY U MOJTHOMY OMUCAHUIO0, TPU HEOOXOJIUMOCTH CO CChUIKAMU Ha JIUTEPATYpYy.

0) @opmyIuMpOBKa  HCCIEAYEMOro  KJIMHUYECKOTO  MPEANOJIOKEHHUS,
BBIDOKEHHAs] B KOHKPETHBIX CTATUCTMYECKHX TEPMUHAX, Harpumep, B Qopme
HYJICBOW U aJIbTEPHATUBHOM TUIIOTES.

B)  Craructuyeckue METOMABI, HCIOJb30BaHHBIC IS OIEHKH 3ddekTa,
MOCTPOEHUSI JIOBEPUTEIBHBIX HWHTEPBAJIOB U Jp. B COOTBETCTBYIOIIMX CITydasx
HEO0OXOMMO YKa3bIBaTh CCHIIKU Ha JTUTEPATYPY.

r)  Jlomymenus, Jexamme B OCHOBE CTAaTUCTUYECKUX  METOJIOB.
Heobxoaumo, HaCKOIBKO 3TO MO3BOJIIOT CTATUCTUYECKHUE BBIKIIAJKH, TTOKA3aTh, YTO
JAHHBIC YIOBJICTBOPSIOT KIFOYEBBIM JIOMYIICHUSIM, OCOOCHHO TIPH HEOOXOIUMOCTH
MOATBEPXKICHUS OOOCHOBAHHOCTH 3akitoueHuid. Ecnu 3asBuUTEneM MNpoBEACHBI
OOIUPHBIC CTATUCTUYECKHE aHaIM3bl, HEOOXOIUMO PACCMOTPETh CTENEeHb WX
COOTBETCTBHS 3aINIAHUPOBAHHBIM JI0 TIOJTYUYCHHUS PE3yJbTaTOB UCCICIOBAHUS, U CCIIH
OHM HE COOTBETCTBYIOT JAPYT APYry, HEOOXOAMMO OMHCaTh, KAaKUM 00pa3oM Mpu
MOCTPOCHUU  BBIBOJAOB B IENAX  HCKIIOYCHUS  CyOBCKTHUBHOM  OIIMOKH
(cyObeKTUBHOCTH) OBbUIM BBIOpAaHBI KOHKPETHBIE BHUBI aHAM3a. JTO OCOOCHHO
BXHO JJIS aHAJM30B MOJATPYII, MOCKOJBKY €CIM OHU HE OBLIM 3aIlUIaHHPOBAHBI,
MOJOOHBIC aHAJIW3bl, KaK MPaBWJIO, HE OOCCIICUMBAIOT HAJCKHBIX OCHOBAHWH IS

OJHO3HA4YHbIX BBIBOJOB.



1. Ecnu nmaHHBIE O COOBITUSX TMOABEPTajuCh MPEOOPa30BaAHUIO, CIIETYET
npeCcTaBUTh 000CHOBaHNWE HEOOXOIMMOCTH MpeoOpa30oBaHus JaHHBIX, a
TaK)K€ HMHTEPIPETAlni0 OLIEHOK 3((EKTOB JICUCHUS, OCHOBAHHBIX Ha
peoOpa30BaHHbIX JAHHBIX.

2. OOcyxJeHue MpaBWIBHOCTH BBIOOpA CTATUCTUYECKHX TNPOLEAYp H
O00OCHOBaHHOCTh ~ CTATHUCTUYECKUX 3aKIIOYEHUH OyIayT  SIBISTHCA
OTIIPAaBHOM TOYKOW [JIsi CTATUCTUKA YIOJHOMOYEHHOIO OpraHa IpHu
OTIpEeICTICHUH HEOOXOJUMOCTH MIOBTOPHOTO aHAJINW3a JIaHHBIX.

n)  Kpurepuii 3HauYMMOCTH, BBIOOPOYHOE pacHpeleIeHUE KpUTEPUs
3HAYMMOCTU TPHU CIPABEUIMBOCTH HYJIEBOM TUIIOTE3bl, 3HAYECHHSI KpUTEpPUs
3HAYMMOCTH, YPOBEHb 3HAYMMOCTH (T.€. P-3HAYEHHE) U NPOMEKYTOUHBIC CBOJHBIC
JaHHbIE B (popMaTe, MO3BOJISIONIEM CTATUCTUKY YITOJIHOMOYEHHOTO OpraHa ObICTPO U
JIETKO BepUpUIMPOBATh pe3yibTaThl aHanu3a. HeooxonnMo ykaszaTh, SIBISIFOTCS JIU P-
3HAYEHUs] OJHO- WM JBYCTOpOHHHMMHU. HeoOxomaumo mpenctaBuTh 0OOCHOBAHHUS
MCITOJIb30BAHUS OTHOCTOPOHHUX KPUTEPUEB.

e)  Hanpumep, aHanu3, OCHOBaHHBIN Ha NpUMEHEHUH Kputepust CTbrofeHTa
(t-xpuTepwmii) MOKEH ColepKaTh 3HAUYCHUS {-CTATUCTUKY, CBSI3aHHBIC C HEH CTEIICHU
cB00OO/IbI, P-3HaUEHUE, BEJIMYMHBI JABYX BBIOOPOK (TpyMIl), CpeAHEE U AUCIIEPCHUIO
KaKIOW M3 BBIOOPOK, OOBEAMHEHHYIO OLEHKY Jucnepcud. JlokymeHTauus
MHOTOLEHTPOBBIX UCCJIeI0BAaHUM, MPOAHAIM3UPOBAHHAS C MOMOILBIO
JUCIIEPCUOHHOIO aHajn3a JOJDKHA BKIIOYATH CIEAYIOIINE MUHUMAJIbHBIE CBEICHHUS:
TaOJNMIy JHUCIIEPCUOHHOTO aHajdu3a C BbIAEICHUEM LIEHTPOB, JIEKaPCTBEHHBIX
npenaparoB, 3¢ddexTa B3aMMOJAEHUCTBUS 3THUX (HAKTOPOB, OCTATOUYHYIO U OOIILYIO
aucnepcud. [ uccnegoBaHuil ¢ MEPEKPECTHBIM AU3ANHOM JTOKYMEHTAMS JTOJKHA
BKJIIOYATh CBEACHUS O MOCIEAOBATEIBHOCTAX BKIIIOUEHMS] MAIMEHTOB, MallMEHTaX
BHYTPH IIOCJIEI0BATEIBHOCTEN, HCXOJHBIX 3HAUEHHUSAX B Hayaje KaXAoro Mepuoia,
OTMBIBKE UM €€ JUINTEJIBbHOCTH, BBIMAJCHUAX B TEUYEHHE KaXIOro Iepuoaa,
JIEKapCTBEHHBIX npenaparax, nepuojax, TUCTIEPCHH, 0OyCJIOBJIEHHOMN
B3aMMOJCHCTBHEM 3THUX (DAKTOPOB (JIEKApCTBEHHBIX NPErnaparoB M TMEPUOJIOB),

OCTaTOYHOM U oOme gucnepcusix. JIms KaXIoro HCTOYHUKA WM3MEHUHMBOCTH,



UCKJII0Yasi OOIIYI0 JUCHEPCHIO, B TaOIHIle HEOOXOIUMO yKa3aTh CTEIEHH CBOOO/IBI,
CyMMYy KBaJIpaTOB, CpE/IHEE KBaJpaTUYHOE, COOTBETCTBYIOIIMI kputepuit F, p-
3HAYCHHUE U CPEIHEE 3HAaUCHHE CYMMBI KBAIPaTOB.

k) B Kaxapli MOMEHT HaOJIOJEHUN MPOMEKYTOUHBIE CBOJHBIE JIAHHBIE
JOJDKHBI OTPa)KaTh JIeMOrpaMuecKre XapaKTepUCTHKU W JAaHHbIE 00 OTBETAaX Ha
JgedyeHue (yCpeIHEHHBbIE WM CTPYNIIUPOBAHHBIE HHBIM O00pa3oM) IO KaKIOW
KOMOHMHAIIMK LIEHTP—BHJl JICUCHUs (WM JAPYroMy 3JEMEHTY au3aiiHa, Hampumep,

HOCJIC,ZIOB&TCJH)HOCTI/I).

B. ®opmar u coaep:xkanme Tpedyemoii mHpopManuM, MoAaABaeMoi 1Mo
3alpocy IKCHEPTA-CTATUCTHKA YIIOJJHOMOYEHHOI'0 OpPraHa.

B ordere Kak1Ioro KOHTPOJIMPYEMOIO KIMHUYECKOIO MCCIIEN0BAHUS HEOOXOIMMO
yKa3bIBaTh MEPEUYHH JAHHBIX (TAOJIMYHBIE) O MAIMEHTAX, UCIOIb30BaHHBIX CIIOHCOPOM B
CTaTUCTUYECKUX aHAJM3aX, M TaOJMIbl, MOATBEP)KIAIOUINE BBIBOJbl U OCHOBHBIC
HAXOIKU. OTU TEPEYHU JIAHHBIX TPEOYIOTCS CTAaTUCTUKY YIOJIHOMOYEHHOIO OpraHa:

CIIOHCOpPa MOI'yT IIOIIPOCUTH UX IIPEACTABUTH B paACIIO3HABACMOM KOMIIBIOTCPOM (IJOpMaTC.



10. IPUJIOKEHHUE 2. MEPEYEHD IIOITPABOK K PA3JIEJIAM
KIIMHNUYECKOI'O HCCJIEJOBAHMUSA, KOTOPBIE
PACCMATPUBAIOTCA KAK CYHIECTBEHHBIE

1.

B ClIy4aC BHCCCHUA U3MEHCHUN B Pa3aciibl IIPOTOKOJIA KIMHUYICCKOI'O

HCCICAOBAaHU CHOHCOp L paCCMOTPCHUA IIOIPABKU B Ka4CCTBC CYHIGCTBGHHOﬁ

AaCT OLCHKY 3HAYMMOCTH IIOIIPABKKW B OTHOIICHHWH PHCKA U O)I(HI[aeMOﬁ IIOJIB3bI IJId

IHanucHTa NCCIICAOBAaHU, a TAKKC Haquoﬁ OCHHOCTH UCCIICIOBAHMA.

2.

HOHpaBKI/I K pasaciiaM KIMHHUYCCKOIO HCCICAOBAHUA CUHUTAIOTCA

CymEeCTBCHHBIMHA, €CJIN OHU MOT'YT IOBJIUATL!:

2.1. Ha 0e30IMacHOCTh WIH XK€ (Pu3nUecKoe MO0 MCUXUYSCKOe OJIaromnoaydne

MalMeHTa;
2.2.
3.

Ha HAYYHYIO ICHHOCTb UCCIICIOBAHUSI.

CYHIGCTBGHHI)IMH IIOIIPpaBKaMH K pasaciaM

8
HCCIICAOBAHUA MOT'YT SBJIATHCA CICAYIOIINEC U3MCHCHHA .

4.
4.1.
4.2,
4.3.
4.4,
4.5,
4.6.
4.7.
4.8.
4.9.
4.10.
4.11.
4.12.
4.13.

M3MeHeHus B MPOTOKOJIE UCCIIEOBAHNS/UCTIBITAHUS:
1[eJTh UCCIIeIOBAHUS;

JIN3aiiH UCCJICIOBAaHUSI;

UH(OPMHUPOBAHHOE COTJIACHE;

npoleaypa 0Toopa CyoObeKTOB/MAIMEHTOB;
nokasarenu 3 ()EeKTUBHOCTH;

cxema 3a0opa OMOoJornyecKkux o0pasioB;
n00aBJICHNE WM UCKITIOUEHUE TECTOB MM TIOKa3aTeNeH;
KOJIMYECTBO CYOBEKTOB/TIallUEHTOB;

BO3PACTHOM IHarna3oH CyObhEKTOB/MAIIMEHTOB;
KPUTEPUU BKIIIOUCHUS,

KPUTEPUU HEBKIIIOUEHUS;

MOHUTOPHUHT 0€30MacHOCTH;

KIIMHUYCCKOTI'O

MPOJOJKUTCIIBHOCTD HPUMCHCHHA UCCIICAYCMOTO IIpCIiapaTra,

8 HpOT-II/Ie HU3MCHCHUA K pas3gciiaM KIMHUYCCKOro UCCICA0OBaAHNA CUNTAOTCA HECYILICCTBECHHBIMU.



4.14. v3MeHeHHE A03UPOBAHUS UCCIIEIYEMOIO Mpenapara;

4.15. u3MeHeHue npenaparTa CpaBHEHMUS;

4.16. cTaTUCTUYECKUU aHAIN3.

S. N3meHenus, CBI3aHHbIE C OPraHU3ALMEN KIIMHUYECKOTO UCCIIEA0OBAHUS:

5.1. 3aMeHa OTBETCTBEHHOTO WCCIEIOBATEsl WM MPHUBJICUYCHUE HOBBIX
OTBETCTBEHHBIX MCCIIE0BATEIICH;

5.2. 3aMeHa UCCIeI0BaTENA-KOOPINHATOPA;

5.3. 3aMeHa HCCIIENOBATENILCKOTO IEHTpa / MEIUIIMHCKOM OpraHu3alu WIu
NO0aBJICHWE  JOTONHUTEIBHBIX — HCCIICMOBATENILCKMX  IIEHTPOB /  MEAMIIMHCKHX
OpraHM3aIHi;

5.4. 3aMeHa crioHCcopa WK O(YUIIMATIBHOTO MPEACTABUTEINSI CIIOHCOPA;

5.5. 3amMeHa KOHTPAaKTHOW MCCIIEIOBATEILCKONH OpTraHU3aIlii, OTBETCTBEHHOMN
3a BBITIOJIHEHUE BaXKHBIX 33]1a4 B paMKaX UCCIIEOBAHUS;

5.6. W3MEHEHHE yCIOBUI 3aBEPIICHUS HCCIICIOBAHNUS.

6. N3menenus, CBI3aHHBIC ¢ UCCIEAYEMBIM IIPETapaToM:

6.1. marepuana NepBUYHON YITAKOBKH;

6.2. TPOM3BOIUTENS NCHCTBYIOIIECTO BEIICCTRA,;

6.3. TPOM3BOJCTBEHHOTO IpoOIlecca ASHCTBYIOIICTO BEIIECTBA;

6.4. cnenudukanuii JSHCTBYIOIIETO BEIIECTBA;

6.5. mpoM3BOACTBA UCCIEAYEMOTO TIPENapara;

6.6. cnenudukanuu UccIeayeMoro rnpenapara;

6.7. crnenudukanmuii BCIOMOTATEIBHBIX BEIIECTB B TEX CIydasx, KOTOPHIC
CIIOCOOHBI MTOBJTUATH Ha JCHCTBUE JICKAPCTBEHHOTO TIperapara;

6.8. cpoka XpaHeHHUs, BKJIOYAs TIEPHOJ] TNPUMEHEHHS TIOCIe TIEPBOTO
BCKpBITHUS U (WIJIM) pa3Be/ICHNUS;

6.9. cymiecTBEeHHBIX U3MEHEHHUH COCTaBa UCCIEAYEeMOro Mpenapara;

6.10. ycnoBwmii XpaHeHus;

6.11. MeToauk MCClIeIOBaHUN aKTUBHON CyOCTaHIIUU;

6.12. MeToauK MCCIeAOBaHMM UCCIIEyEeMOro mpemnapara;



6.13. MeToguK  uWccienoBaHUN — HepapMaKOMEHWHBIX  BCIOMOTAaTEIbHBIX
BEIIIECTB.

7. M3meHeHys, CBS3aHHBIE C JAQHHBIMH JOKIMHUYECKUX HCCIIEOBAHUM U
COMPOBOXK/IAIOIIMECS W3MEHEHHEM OIIEHKM COOTHOIICHUS TMoJb3a/puck. [lompaBku
JAHHBIX JTOKIMHUYECKUX (hapMaKOIOTHYECKUX M TOKCHUKOJIOTMYECKHX HCCIIECAOBAaHUN B
CITy4Jasix, KOTOpbIE KacaloTCsl TEKYIIUX KIMHUYECKUX MCCIICIOBAHHIA U COMIPOBOXKIAIOTCS
M3MEHEHHEM OLICHKH COOTHOILICHHUS PUCK/TI0Mb3a. Harpumep, B OTHOILICHNH:

7.1. pe3ynbTaToB HOBBIX (hapMaKOJIOTUYECKUX HCCIIETOBAHUN;

7/.2. HOBOM  MHTEpPHpETAllMd  CYIIECTBYIOIIUX  (papMaKoIOrmuecKux
HCCIICIOBAHUM;

7.3. pe3yJabTaTOB HOBBIX TOKCUKOJOTHYECKUX UCCIIEJOBAHUIA;

7.4. wHOBOHU UHTEPIIpEeTaNN CYHIECTBYIOIIUX  TOKCHKOJOTHYECKHX
HCCJICIOBAHUN;

7.5. Ppe3yJbTaTOB HOBBIX HCCIIEAOBAHNMN JIE€KAPCTBEHHBIX B3aUMOCHCTBHIA.

8.  H3meHeHus, CBA3aHHBIC C JAHHBIMH KIMHWUYECKUX HCCICAOBAHUN U
COIIPOBOXAAIOIINECS U3MEHEHNEM OLIEHKH COOTHOIICHHUs Mob3a/puck. llomnpaBku B
KJIMHUYECKOM HCCIIEIOBAaHUH, & TaKXKe JaHHBIX, OTOOPaKAIOIMINX OMBIT MPUMEHEHUS
npernapara y 4eJIOBeKa, KOTOPbIE SIBJSIOTCS BaKHBIMU JUIsl TEKYILIUX UCCIEIOBAHUN U
COIPOBOXAAIOTCSI U3MEHEHHEM OLIEHKH COOTHOILIEHUsl puck/moin3a. Hampumep, B
OTHOIIICHUU:

8.1. 0e30macHOCTH, CBA3aHHON C KIMHUYSCKUM HCCIEIOBAHUEM UJIH OIBLITOM
IPUMEHEHHS UCCIIEyEeMOTO JICKApCTBEHHOTO Mpemnapara y 4elioBeKa;

8.2. pe3ynpTaTOB HOBBIX KJIMHHUYECKHUX (hapMaKOJIOTHIECKUX UCCIICOBAHMIA;

8.3. HoBoOH UHTEpIpETalnun CYILIECTBYIOIUX KIIMHAYECKHUX
(bapMaKoIOTHIECKUX UCCIIECIOBAHMIM;

8.4. pe3ynpTaTOB HOBBIX KJIMHUYECKHUX MCCIICJOBAHUIA;

8.5. HOBOW HMHTEpHpeTaluu CYLIECTBYIOIIMX JaHHBIX  KIMHUYECKHX
HUCCIECAOBAHUM;

8.6. HOBBIX JaHHBIX IO OMNBITY NPUMEHEHHS HCCIEIyeMOro Ipenapara y

YEJI0BEKA;



8.7. HOBOI MHTEPHpPETALUHU CYIIECTBYIOIINX JaHHBIX MO OMbITY MPUMEHEHUS
UCCJIENYEMOT0 IIpenapara y 4ejJoBeKa.

9. Tlopsamok paccMOTpEHUs PEryIITOPHBIMA OpraHaMu MOIMPaBOK K pa3zesam
KJIIMHAYECKOTO  HCCIAEAOBaHUS  ONpENeseTcss TpeOOBaHHMSIMU  HALMOHAIBHOIO

3dKOHOIATCIILCTBA I'OCYyAapCTB-YJICHOB Coro3a.



11. MIPUJIOKEHHUE 3. IOPSIJIOK ITPEJACTABJIEHUS
HHO®OPMAIIVM 1O BE3OIACHOCTH B XOJIE KIMHUYECKHUX
HUCCJIEJOBAHUN

1. OOs3aHHOCTM CHIOHCOpa MO TMpeAcTaBJeHMI0 HHPOPMALMHU 10
0€30MaCHOCTH B X0/1¢ KJIMHNYECKOI0 UCCIeJ0BAHMS.

1.1. Opranuszanusi CHCTEMbI MMCbMEHHBIX CTAHAAPTHBIX MPOLELYP

CHoHCOp HECeT OTBETCTBEHHOCTh 33 OPraHHU3aldI0 CUCTEMbI MHUCHbMEHHBIX
CTAaHJAPTHBIX MPONEAYp B LEIIX oOecredeHuss TpeOyemMoro YpOBHSI CTaHAapTOB
KauecTBa MpPH BBINOJHEHUM (YHKIUNA JOKYMEHTUpPOBaHUs, cOOpa JaHHBIX,
BAJIUJIALINM, OLIEHKW, AapXUBUPOBAHUS, PEIOPTUPOBAHUSA W  MPEICTABICHUS
nocieaywmneil UHPopMaluu 1O BBISIBISEMbIM HEXEIATEIbHBIM PEAKIUsAM TpU
MPOBEJACHUN KIMHUYECKUX UCCIICIOBAHUM.

1.2. Cpok npencraBienusi uHpopManuu 0 cepbe3HbIX HempeaBUAEHHbIX
HeXKeJIaTeJIbHbIX PeaKIuaX

1.2.1.CrioHcop JOJDKEH MPEACTaBiIsATh HHGOpMAIMIO 000 BCEX CEPHE3HBIX
HEeMpeIBUICHHBIX HexenarelnbHbix peakiusax (CHHP) na uccnegyemsiii mpenapar,
BBISIBJICHHBIX B XOJI¢ KJIMHHUYECKUX HCCIIEOBAHUN, OJOOPEHHBIX K MPOBEJICHUIO B
rocynapctee-uieHe Coro3a B YINOJTHOMOYEHHBIM opraH rocynapcrBa-wieHa Corosa,
Ha TEPPUTOPUM KOTOPOTO MPOBOJIUTCA KIMHHUYECKOE HMCCIIEOBAHHE HCCIIETyEeMOro
npenapara, 1 9CO/HOK cooTBeTCTBYIONUX KIMHUYECKUX IIEHTPOB B COOTBETCTBHUU
¢ mpoueaypamu DCO/HIK:

— B CPOK 10 7 KaJCHAAPHBIX JHEH OT JaThl MOJydeHUs HHPOpMAIUU O
BoisiBieHun CHHP, B ciywae, eciii OHM TpUBEIM K CMEPTH WJIU TMPEICTABISUIIH
YIPpO3Yy JUIS KU3HU;

— B CpOK A0 15 KajgeHJapHBIX JHEW OT JaThl MOJy4deHUs WHOOpMAIMHU O
BbisiBiieHUM CHHP 17151 ocTanbHBIX Cepbe3HBIX HENMPEIBUACHHBIX HEXEIATeIbHBIX
pEaKIUi.

1.2.2. B cinydae OTCYTCTBHSI y CIIOHCOpa MOJHOM HWH(OpManuu Ha Jary

nNpeacTaBjiICHUsA  CPOYHOIO COO6IlIeHI/I$I 0 cjiydac CMCpTH HIIM  pPa3BUTHUU



AKHU3ZHEYTPOXKAIOUIETO COCTOSTHUS, CIIOHCOPOM JOJKHBI OBITH MPENNPUHSITH BCE MEPHI
MO0 TIOJIYYCHUIO TIOJHOM wuH(OpMamuu, KOTopas MpeacTaBiserca B (Gopme
MOCJIETYIOIIETO CPOYHOTO COOOIICHHUS O BBISABICHHOW CEPhE3HOM HEIpeaBUACHHON
HEXEJNATEeJIbHOM peakUuyd B CPOK A0 & KaJCHIAPHBIX THEW OT JaThl MPEICTaBICHUS
NEPBUYHOTO COOOIIIECHUS.

1.2.3. B ciyyae modydeHHs] CIIOHCOPOM HOBOM 3HAauMMOW HH(pOpPMAIUU 10
BBIIBJICHHOM CEPbE3HOM HEINPEIBUICHHOM HEXKENATEIbHOM pEeaKUuH, TaHHas
uHpopmalusl J0JbKHAa OBITh TMpejcTaBieHa B (GopMe MOCIETYIOMIEro COOOIeHUs
B TEUECHUE |5 KaneHIapHBIX JHEH OT JATHI €€ MOJyYEHHUS.

1.2.4. TpeOoBanusi 1O  TPENCTABICHUIO  HMHMOpPMALIMM O  CEPHE3HBIX
HENPEIBUICHHBIX HEXENATENIbHBIX PEAKIUAX PACIPOCTPAHSAIOTCA HA HCCIENYyeMbIN
Npernapar, BKIII0Yas Ipenapar CpaBHEHH U I1a1e0o.

1.3. TpeboBanusi Kk uHpoOpMAIMH O Ccepbe3HOH HeNpeaBUIEHHOMH
HeKeJIaTeJbHON peakuuu

1.3.1. TpeOyemast MmuHMManbHasi UHGOPMAIUS O CEPHE3HON HEMPEIBHUACHHOM
HEXKEJIaTEeIbHON peakinu

MunumanbHas uH(OpManus MpPU MNPEJCTABICHUNA B YCTAHOBJICHHBIC CPOKHU
MEPBUYHOTO CPOYHOTO COOOIICHUSI O BBISABICHHONW CEPbE3HOW HENpeaBUACHHON
HE)KEeJaTeIbHON PEaKIMU BKIKOYAET:

— yKa3aHue ITOA03PEBAEMOTO HCCIIETYEMOTO Ipernapara;
UJIECHTU(PUKAIIMOHHBIM KO CYObEKTa HCCIEIOBaHMS, Y KOTOPOrO pa3BUIIACH
HEeXKeJlaTeIbHasl peaKius;

— OINHMCAaHUE HEXENATEIbHOM PEaKLNU WU €€ UCXO0Ja, KOTOPBIE ONPEIEIEHbI
KaK CEepbe3HbIE W HENPEABUJCHHBIE U JJI1 KOTOPBIX MpeAnoiaraerca Hajaudue
PUYUHHO-CJIEICTBEHHOU CBSI3U C IPUEMOM HCCIEAYEMOrO Mpenapara;

— pe3ysbTaT OLUEHKH NPUYUHHO-CIIEICTBEHHOMN CBA3H;

— HWCTOYHUK TMONy4YeHHs HHGOpMAIMM O  HEXeNarelbHOM  peaklivu;
UACHTU(UKAIMOHHBI HOMEP COOOIIEHHSI O HEXETaTeIbHON PEeaKIMu, MPUCBOCHHBIN
CIIOHCOPOM;

— HOMCpP IMPOTOKOJAa UCCICAOBAHMA.



1.3.2.1lonHas uHpOpMAIMS O CEPbE3HOW HEMPEABUACHHON HEXeIaTelbHOMI
peakuuu

Cnenyer oOecrnedyuTb MOCHEAYIOIUMA CcOOp MW MpEJCTaBICHUE TOJHOMN
uHOpMAIIMU O CIIydae CEephe3HOW HEMPEABUIACHHON HEXKEIaTeIbHOW pEeaKIInH,
KOTOpasi JIOJDKHA COOTBETCTBOBATH TPEeOOBAaHMAM PYKOBOJCTBA MexayHapOaHOU
KOH(epeHIIMH MO0 TapMOHHU3AIMK «YTpaBleHUWE ITaHHBIMU MO OE€30MaCHOCTH —
AJIEMEHTHl JAHHBIX i1 Tepeadyd COOOIIEeHUN 00 WHANBUAYAIbHBIX CIIy4asx
HeXKeJlaTeabHbIX peakuui» E2B.

1.4.CnpaBounasi ungopManus no 0e30MaCHOCTH

1.4.1.CnpaBounast uH(popMalus Mo 0€300aCHOCTH HCCIIEyEMOro Mpenapara

B nensx omnpeneneHus NPEeABUIACHHOCTH BBISBICHHOM B XOAE IMPOBEACHUS
KIIMHUYECKOTO UCCIEOBaHUsI Ccepbe3HON HexenarenbHo peakuuu (CHP) nHa
UCCIIEyEMBbI TpenapaT HCHOJIb3yeTcsl AeHCTBYomas Ha AaTy BbisiBaeHus CHP
BepcHsi OpOLIIOPBI UCCIIE0OBATEIIS.

1.4.2. CnpaBounas uHbopMmaiusi 1Mo O€30MaCHOCTH 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOIO Mpernapara

B uensx omnpeneneHus NpeABUIECHHOCTH BBISIBIEHHOM B XOJE MPOBEACHUS
KJIMHUYECKOI'0 UCCIIEAOBAHUS CEPbE3HON HEKENATEIbHON PEAKIIUU HA UCCIENYyEMBIN
npenapar, KOTOpbI 3aperucTpUpOBaH Ha TeppuTopuu cTpaHbl BbisiBieHuss CHP,
UCIIOJIb3YETCsl JEHUCTBYIOIIAsl HA ATy BBISBJICHUS HEXENATEbHON pEaKlMU BEpCHUs
WHCTPYKIUH 110 MEAULUHCKOMY IPUMEHEHUIO.

1.5.11peacraBiaenue nHoii uHGopMaUNU MO 6€30MACHOCTH

CnoHcop OMKEH B CPOK 10 15 KaleHAAapHBIX OHEW OT JaThl IOJTYyYECHUS
uH(OpMAaIUU TIPEICTaBUTh B YIIOJTHOMOYEHHBIM OpraH rocyaapcta — uieHa Corosa
n DCO/HDK COOTBETCTBYIOIIUX HCCIENOBATEILCKUX IIEHTPOB B COOTBETCTBUU
¢ mpouenypamu DCO/HOK unyro undopmaiuio mo 6e30MacHOCTH, KOTOPask MOXKET
U3MEHATh OLIEHKY COOTHOIICHMS TOJIb3a/pUCK HCCIEAYEeMOro Mpemnapara Jnoo
CIIy’KUTh OCHOBaHHEM JUIsi M3MEHEHUH B PEKOMEHAAIMSAX MO €ro Ha3HayeHUIo,
a TaKKe€ OCHOBAHHMEM JUIsl MEPECMOTPAa BO3MOXXHOCTH JAJBHEWINEr0 MPOBEICHUS

HCCIIEOBAHUS:



1.5.1. 0 KIMHMYECKH 3HAYUMOM TMIPEBBIIIEHUH OXKUJAEMOW  YacCTOThI
Y U3MEHEHHMH XapaKTepa OKUJAEMbIX CEPhE3HBIX HEKETATEIbHBIX PEAKIIUI;

1.5.2. 0  ceppe3HBIX  HENPEABUJCHHBIX  HEXKEJaTEeJIbHBIX  pPEeaKIusX,
pa3BUBLIMXCS Yy NALUMEHTa IIOCJIE 3aBEPIICHHS €ro y4yacTus B KIMHHUYECKOM
UCCIIEIOBAaHUH;

1.5.3. 0 HOBBIX JaHHBIX, CBSI3aHHBIX C MPOBEJCHUEM KIMHUYECKOTO
UCCJENOBAHNUS WIM C Pa3padOTKOW HCCIEAYyEeMOro Ipenapara, KOTOpPbIE MOTYT
MOBJIMUATH Ha 0€30MaCHOCTD MAlMEHTOB, TAKUX KaK:

— CEpbE3HbIC HEXKEATENbHbIE SIBJICHUS, CBSI3aHHBIE C MPOLEAYPOU MPOBEACHUS
MCCJIEIOBAHMSI, HA OCHOBAHUU KOTOPOU TpeOyeTcsl BHECEHHE U3MEHEHHI B MPOTOKOJI
IIPOBEJICHUSI HCCIIEIOBAHUS;

— oTcyTcTBUE 3P(HEKTUBHOCTH UCCIEAYEMOIO Ipenapara, IpUMEHIEMOro Mpu
NATOJIOTHH, IPEACTABISIIONIEH YIrpO3y VISl )KU3HU;

— HOBBIE€ Ba)XKHbIE JaHHBIE IO OE30MACHOCTH, MOJYYEHHbIE B XO/I€ HEIAaBHO
3aBEPILIUBIINXCS UCCIIEOBAHUIN Ha YKUBOTHBIX (BBISIBICHHBIN KaHIIEPOTCHHBIN 3 hEeKT U
AHAJIOTUYHBIE MO TSHKECTU U BXKHOCTH 3 (EKTHI);

— MPEXJIEBPEMEHHOE NPEKPAILECHUE WIH IPUOCTAHOBKA UCCIIEN0OBAaHUsS B APYron
cTpaHe (cTpaHax), 00yCIOBIIEHHbIE H3MEHEHUEM B OIIEHKE 0€3011acCHOCTH aHAJIOTUYHOTO
UCCIIElyeMOT0 ITpernapara;

— HHbIE JaHHbIE IO 0€30MaCHOCTH, KOTOPbIE U3MEHSIOT COOTHOILIEHUE MOJIb3a-
PUCK 17151 CyOBEKTOB MCCIIEA0BAHNUS;

1.5.4.0 pexoMeHJaUMsIX KOMHUTETa IO HE3aBUCHUMOWM OILICHKE pPe3yJIbTaToOB
KJIMHUYECKOIO MCCIIE0OBAaHUSI B OTHOIICHWU OLEHKM O€30MacHOCTH HCCIIETyEeMOIO
npemnapara.

1.6. ®opma npeacrapiaenns uHGopMmanuu Mo 6e30MACHOCTH

1.6.1. ®opma mpeacTaBieHus UHPOPMAIUU O CEPHE3HBIX HEMPEIBUICHHBIX
HEXeJaTeNbHbIX PeaklMsIX B ynoJliHoMoueHHble opranbl 1 DCO/HOK

Nudopmanuss o cepbe3HbIX HENPEABUIACHHBIX HEXKENIAaTeIbHbIX pPEAKIUAX
npeacrasisgercss B ynoiHomoudeHHble opranbl 1 DCO/HOK cnoncopom B dopme

COOOIIEHHSI O  HexenareabHoOW  peakuuu. @PopMar CcOOOUIEHUH  JTOJDKEH



COOTBETCTBOBATh PYKOBOJCTBY MeXIyHapOaAHON KOH(GEpPEHIMHU MO TapMOHU3ALUU
«YmpaBieHue TaHHBIMA MO O€30MacHOCTH — DJJIEMEHTHl JaHHBIX MJs Tepeaadu
COOOIICHHI 00 MHAMBUAYATIBHBIX CIy4asix HeKellaTeIbHbIX peakuuii» E2B.

1.6.2. ®opma mnpencraBieHUs: UHOOPMAIIMM O CEPbE3HBIX HEMPEABUIACHHBIX
HEXeJAaTeNbHbIX PEaKIMIX UCCIIEA0BATEISIM

Nudopmanuss o cepbe3HbIX HENPEABUIACHHBIX HEXKEIATENbHBIX PEAKIUIX
IpEeCTaBIsIeTCsT UCCIEA0BAaTENsIM B 0000IIEHHOM BUe B (popMme MepedrcieHus: ¢
KPaTKUM OIMCAaHUEM HEXKEJIATEeNbHBIX PEaKIMi 3a NEepHoJl, MPOAOIKUTEIHHOCTD
KOTOPOT0 JOJIKHA ONPEEHATHCS MpoduiieM 0e30MacHOCTH UCCIENyEMOTO ITpenapara
U KOJMYECTBOM BBISBIIIEMBIX CEPbE3HBIX HEOKUIAHHBIX HEKEITATCIbHBIX PEaKIIHi.
JlaHHBIN TIEpeYeHb JOKEH COMPOBOXKIATHCA KPATKUM 3aKIIOUEHHEM 10 TEKYIIeH
orieHKe Mpoduiisi 0€30MaCHOCTHU 32 OTYETHBIN EPUOI.

1.6.3. ®opma npeacTaBiIeHUS] HHOM MHPOpMaILIUU 10 6€30MacHOCTH

Nuas wundopmamuss mno Oe3zomacHocTH corjacHo 1.1.5. Hacrosmiero
NPUWIOKEHUS TPENICTaBIsIeTCA B ynojlHoMoueHHble opranbl 1 DCO/HIOK cnoncopom
B MUCHbMEHHOM BHJIC C YKA3aHHEM Ha3BaHUs KIMHUYECKOTO WCCJIEIOBAHMS, HOMEpa
IMPOTOKOJIA HCCIIEIOBAaHUS H KPAaTKOTO OMHCAHWS HOBOM HH(POpPMAIMH  TIO
0€30I1aCHOCTH.

1.7.00nacTp  pacnpocTpaHeHusi  TPeOOBaHUSI 1O  MPEICTABIEHUIO
uHpopMaLH 110 0€30I1ACHOCTH

1.7.1. TpeGoBanust m.m.1.2.-1.5. HacTosIIETO MPWIOKEHHSI TO TPEACTABICHUIO
uHPOpPMAIIMA TI0 BBISABJICHHBIM CEPbE3HBIM  HETPEABHICHHBIM  HEKEIATCIIbHBIM
peakuusM W HHOM wuH(pOpMaMU TO OE30MacHOCTH HCCIeAYyeMOro Mpermapara
pacTpOCTPAHSIOTCA B OTHOIIECHUHM KIMHUYECKUX WCCIECAOBaHNN, OJOOpEHHBIX K
MPOBEJICHUIO HA TEPPUTOPUU TocyaapcTBa — wieHa Coro3a Ha BCE UCCIENOBATEIbCKUE
LHEHTPbI, B KOTOPBHIX CIIOHCOPOM JMOO €ro NapTHEPOM Ha JOTOBOPHOM OCHOBE
BBITIOJIHSACTCS KJIMHUYECKOE HCCIIEIOBAaHME HCCIEyeMOro Tperapara, BKIIOYast
UCCTIeZIOBATEIbCKUE LIEHTPHI, PACIIONOKEHHBIE HE Ha TEPPUTOPUH TOCYIAPCTB — UICHOB

Coro3a.



1.7.2. TpeboBanust m.1.2 HacTOSAIIETO TPUIOKEHUS TIO TPEIACTABICHUIO
uHGOpPMAIIMA TI0 BBIABJICHHBIM CEPbE3HBIM HETPEIABHUICHHBIM  HEKEIATSIIbHBIM
peaKIusiM pachpOCTPaHSETCS Ha BBIMOJHAEMbIE CIIOHCOPOM JMOO €ro MmapTHEpOM Ha
JIOTOBOPHOM OCHOBE KJIMHUYECKUE WCCIICNOBAHMS, ONOOpPEHHBIE HA TEPPUTOPUHU
rocynapcta — uieHa Coro3a, B KOTOPBIX UCCIEYyEMbIN Mpenapar BKIFOYAET OJHO U TO
e JICUCTBYIOIIEE BEIIECTBO, BHE 3aBUCUMOCTH OT JIEKAPCTBEHHOM (DOPMBI, TI03UPOBKHU,
pEeXKUMa JO3UPOBAHUS U MMOKA3aHUN K TPUMEHECHHUIO.

1.8. Cepbe3Hble HexkeJIaTeJIbHbIE PeaKIMi, He CBSI3aHHbIE C UCCIIedyeMbIM
npenaparom

Nudopmaimio o cepbe3HbIX HEXeNarelIbHbIX PEaKIUsIX, KOTOPhIC BBISBICHBI MPU
MIPOBEICHUN KIIMHUYECKOTO HCCIEOBAHNUS, I KOTOPBIX OIMPENEISIETCS B3aUMOCBS3b C
3apETUCTPUPOBAHHBIMU  JICKAPCTBEHHBIMU  TpenaparamM, HE  SBISIFOIIMMUCS
UCCIIEAYEMbIMU MpenaparaMi U Ha3HAa4YaeMbIMU B Ka4€CTBE COITYTCTBYIOIICH TEparuH,
IIPU OTCYTCTBUM PEAKIMH B3aWMOJICHCTBHUSI C HCCIECAYEMBIM IMPENapaToM, CIOHCOPY
CJIeTyeT MPECTABIATh B YIOJIHOMOYEHHbIE OpraHbl rocyaapcTB — wieHoB Coro3a Wiu
COOTBETCTBYIOLIUM JAEPKATEISIM PETUCTPALMOHHBIX YIOCTOBEPEHUM B COOTBETCTBUM C
JICUCTBYIOIIUM 3aKOHOJIATEIHCTBOM.

1.9. PackpbiTHe PAHAOMHM3ANMOHHOI0 KO/IA

1.9.1. TpeboBanusi MO PACKPBHITHIO PAHIOMHU3AIMOHHOTO KOJla B Cllydae
CEpPbE3HOM HEMPEABUACHHON HEXKEIATETBHON peakiuu

B cnyyae momydeHust coOOIIEHMST O HEXKENarelbHOM SIBJICHHH, KOTOPOE
OLIEHMBAETCS KaK CEepbe3Has HEMpPEIABHICHHAS HEXKeNarelbHas peakiys, CIOHCOPOM
BBITIOJIHACTCSl PACKPBITUE PAHIOMU3ALMOHHOTO KOJ@a HEMOCPEACTBEHHO MO CYOBEKTY
WCCIICIOBaHMSI, Y KOTOPOTO pa3BWIACh JaHHAs HeenarelbHas peakius. CrnoHcopoM
BBITIOJIHSACTCS TpeOoBaHWE TIL.MO. 1.2. HACTOSILEro MPWIOKEHHUS IO CPOYHOMY
NPE/ICTaBICHUIO  WH(POPMAIMM O  BBISBICHHONW  CEPHbE3HOW  HEMPEIBUICHHOMN
HEXXEJIATEIbHOM PEakliy B YIOJIHOMOYEHHBIM OpPraH C y4eTOM pe3yIbTaToOB PACKPBITUS
KoZla paHjoMu3aiuu. [Ipyu 3TOM COHCOPOM MOYKET COXPAHATHCS OCIIEIUICHHE MO0 TaKUM
CllydyasiM JJIsl JIMI, OTBETCTBEHHBIX 3a JaJbHEWIIEE MPOBEACHUE KIMHUYECKOTO

WCCIIeIOBaHMsI (HaIpyMep, MOHUTOPOB, MCCIEOBATeNeil), a Takke OTBETCTBEHHBIX 32



00paboTrky maHHbIX. MH(popmamms 1O HEXeNIarelbHBIM PEAKIUAM C PACKPBITHEM
PaHIOMU3AIIMOHHBIX KOJIOB CYOBEKTOB MCCIEIOBAHUS JOJDKHA OBITH JOCTYIIHA: JIMIIAM,
OTBETCTBEHHBIM 3a BBINOJIHEHHE TPEeOOBAaHWI IO MPEACTABICHUI0 HH(QOpMAIMU O
HEKENIATENbHbIX ~ PEaKkMAX B  YIOJIHOMOUYEHHBIE  OpraHbl;  IPEICTABUTEISIM
yIoJIHOMOYeHHbIX opraHoB; wieHaM DCO/HOK; unenam Komurera mo He3aBUCUMOM
OLIEHKE PE3YJILTaTOB KIMHUYECKOTO MCCIIEIOBAHUS MIIM MHBIM JIMLIAM, OTBETCTBEHHBIM 3a
BBITIOJTHEHUE TIOCTOSIHHOM OLIEHKH O€30MacHOCTH B XOZ€ MPOBEACHUS KIMHUYECKOTO
uccnenosanus. st uccienoBarenei pacKpbITHE PAHIOMHU3AIMOHHOTO KOJa B XOJE
BBINOJTHEHUST KIIMHUYECKOTO HMCCJIEOBAaHMS BBIMNOJHIETCS TOJBKO B Clydyae, €ClIH 3TO
NPEACTABISICTCd ~ HEOOXOMUMBbIM Il ofOecnedeHusi  O€30MacHOCTH  CyObeKTa
VICCIIEIOBAHMSL.

1.9.2. Pe3ynbTaThl pacKpbITUS PaHIOMHU3AIMOHHOTO KOJAa COOTBETCTBYIOLIUM
o0pa3oM oOTpakaroTcs B 0a3aX [aHHBIX CIIOHCOpa M YNOJIHOMOYEHHBIX OpPTaHOB.
O6HoBiieHne wuHGoOpMaMK 1O OE30MACHOCTH B OpOUIIOpPE  HCCIEA0BATENs
BBITIOJIHAETCS] HA OCHOBAaHUY aHAJIN3a JAHHBIX C PACKPBITHIM KOJIOM JICUEHUS.

1.9.3. Oco0ble momnyIsauun

[Ipu npoBeneHNN KIMHUYECKUX UCCIENOBAHUMA C YYaCTHEM MOMYJISILUH, IS
KOTOPOM XAapaKTEPEH BBICOKUU YPOBEHb OCJIOXHEHUHM U CMEPTHOCTH, B CIIy4asX,
KOT'/Ia KOHEUHBIE TOYKU MO OleHKE d(PGEKTUBHOCTH MOTYT SIBIATHCS OJJHOBPEMEHHO
CEpbE3HBIMU HENPEIBUACHHBIMUA HEKEIATEIbHBIMUA PEAKIMIMH, JIUOO KOIa CMEpPTh
WM MHOM Cepbe3HBbI HEOIArompHUsTHBIN UCXOJ MOXKET SIBJSTHCS KOHEYHOW TOUKOM
1o oleHKe 3(PPEKTUBHOCTU HCCIEAYEMOro Mpenapara, JOCTOBEPHOCTh PE3yJIbTATOB
KJIMHAYECKOTO HCCIEOBAaHUS MOXKET ObITh HapylleHa MpU CHUCTEMATHUYECKOM
PACKPBITHH PAaHAOMH3AIMOHHBIX KOAOB. B 3THX 100 MOJOOHBIX Ciaydasx CIOHCOPY
IpU MOJYYEeHUH OAOOPEHHSI MPOTOKOJIa KIMHUYECKOTO MCCIEHOBAaHUS CIEAYET IO
COIJIaCOBAaHUIO C YIIOJIHOMOYEHHBIM OpPraHOM OIPENENINTh, KaKHE CEpbE3HbIC
SIBJIEHUS, 00YCJIOBJIEHHBIE TEYEHUEM OCHOBHOTO 3a00JeBaHUs, HE OyIyT MOAJEKATh
CUCTEMATUYECKOMY  PACKPBITUIO  PaHJAOMU3AIUOHHBIX KOJOB M  CPOYHOMY
MPEACTaBICHUI0 HWHPOPMAIIMK B YIOJHOMOYEHHBIH opradn. B aTux cmydasx

00s13aTeNbHBIM SIBJISIETCS Ha3HAUCHHE U obecnieueHrne pyHkmoHuposanus Komurera



II0 HE3aBHCUMOM OLEHKE pe3yJbTaTOB KIMHUYECKOIO MCCIENOBAaHUSA C LEIbIO
BBITIOJTHEHHSI TIOCTOSIHHOM OLEHKM W aHaluW3a JaHHBIX 10 0e30MacHOCTH
BBIIIOJIHAEMOI'0 KJIMHMYECKOTO HCCIENOBaHUSA M OIPEACIICHNsS PEKOMEHIAUUN I
CIIOHCOpPAa B YaCTM BO3MOYKHOCTH JAJbHEWIIETO NPOBEACHUS KIMHUYECKOIO
VCCJIEIOBAHNSI, BHECEHUS W3MEHEHUN B IPOTOKOJ HMCCIENOBAHMUS WJIA OCTAaHOBKH
KJIIMHAYECKOIO UCCIIEA0OBaHUS.

1.10. ExxeroaHoe npeacraBjieHre HHGOPMALMU 110 0€30MaCHOCTH

CrIoHCOp B T€UEHHE BCETO CPOKA KIIMHUYECKOTO MCCIICAOBAHUS JTOJDKEH €KETOIHO
IIPEACTABIATh B YIOJHOMOUYEHHBIA OpraH rocyaapcrBa-wieHa EADK, Ha Teppuropnn
KOTOpPOTO  IPOBOAWTCS ~ KIIMHWYECKOE HCCIICNOBAHME MCCIEAYEMOIO IIpernapara,
HEPHOTNUECKHIA(-€) OTUeT(-bI) 10 OE30MACHOCTU UCCIIETYEMOTO Mpenapara, CoAEpKaHue
KOTOPOro(-bIX) JOJKHO OTBEYarh TPEOOBAHUSM, MPUBEAECHHBIM B IMPHIOKEHUH 3.1 K
HACTOSIIMM IPaBUJIAM.

Wupopmanusg no nepuoguvyeckoMy OTYEeTYy MO O€30HacHOCTH HCCIETyEeMOIo
npenapara npeacrasisiercss B D9CO/HOK B ¢popme KpaTKOro M3iioKeHUs: OCHOBHOIO
COJIEp)KaHUsl OTYETa C IPUIOKEHUEM CTPYKTYPUPOBAHHOTO IIEPEYHSI CEPHE3HBIX

HEXKEJIATEIbHBIX PEAKIHUNA COTIaCHO MPHUIJIOKEHHUIO 3.1 K HACTOSIIIIMM ITPABUJIAM.

2. O0s13aHHOCTH HccJIeoBaTeNs MO MNpeacTaBjJeHu0 uHpopManum o
BBISIBJICHHBIX B X0/1¢ KIMHUYECKOI0 HCCJIeJOBAHNS HEXKeIaTeIbHbIX peakIusXx.

2.1. TlpencraBiaeHue nHGOPMAIMH 11O OE30TTACHOCTH CITOHCOPY

2.1.1. UccnenoBarenpb JAOJKEH HE3aMEIMTEIBHO, B CPOK HE Oonee 24 yacoB
OT J1aThl BBISIBJICHUA (MO0 MOJy4YeHUS MWHPOPMALMH O BBISIBICHUM), MPEICTABUTH
CTHIOHCOPY MH(POPMAIIHI0 000 BCEX CEPHE3HBIX HEXKENATENbHBIX SIBICHUIX, KPOME TeX
CepbE3HBIX HEXKENATEIbHBIX SIBICHUN, KOTOPHIE OINpEAENeHbl B MPOTOKOJE I B
JIpPYroM JOKYMEHTE (Hampumep, B OpOIIIOpe UCCienoBaTtensi), Kak He TpeOyromue
HEMEIJICHHOTO YBEAOMJIICHHUS.

[locne mpencTaBieHusi CPOUHOTO COOOIICHHUS O CEPbE3HOM HEKeIaTeIbHOM
SIBIICHUU HCCIIEOBATEh JIOJDKEH MPEICTaBUTh CIIOHCOPY JETAIbHOE COOOIIEHHUE C

noapoObHoN  mH(poOpmanmenr MO0  Cepbe3HOMY  HEKENATeJIbHOMY  SIBIICHHUIO,



MO3BOJIAIOIIEH  CIIOHCOPY  cleiaTh  OLIGHKY  HEOOXOIMMOCTH  TIEepecMOoTpa
COOTHOUICHHSI MOJIb3a-PUCK KIIMHUYECKOTO UCCIICI0OBAHUSI.

2.1.2. UccnenoBarenb MIpEeCTaBIISICT CIIOHCOPY uH(popMaIuio 0
HE)KEJATENIbHBIX PEaKIMsIX M OTKJIOHEHHUSX J1a0OpaTOPHBIX IMOKa3aTelei, KOTOphIe
ONpeieNieHbl B TIPOTOKOJE HCCIENAOBAaHUS KaK KpPUTHUYECKHE JUISI  OICHKH
0€30IMacHOCTH, B CPOKH OTIPEIeIIIEMbIe MPOTOKOJIOM KIMHHYECKOTO UCCIICIOBAHMS.

2.2. llpencraBnenne uHboOpManuu 1Mo O0€30MaCHOCTH B YHMOJIHOMOYECHHBIE
oprassl rocygaapct-ujieHoB Coro3a

JlonomHUTENbHBIE TPEOOBAHUS IO TIPEICTABICHUIO MH(DOPMAITNK O BBISIBICHHBIX
CEPBE3HBIX HEXKeaTeIbHBIX PEAKIMIX Ha MCCIIEMyeMbIi Tpernapar, He pacCMOTPEHHBIC B
paMKax HaCTOSALIETO JOKyMEHTA, ONPEAEIIAIOTCS 3aKOHOIAaTENIbCTBOM IOCYIapCcTBa-WieHa

Coroza.



IMPUJIOKEHHUE 3.1. TPEBOBAHMUSA K IEPUOAUYECKOMY
OTYETY 110 BE3OITACHOCTH PA3PABATBIBAEMOI'O
JIEKAPCTBEHHOI'O ITPEIMMTAPATA (POOB)

1. TepmuHbI U onIpeeIeHUs

1.1. BaxxHbId MIAEHTU(PUUMPOBAHHBIN PUCK M BAKHBIA MOTEHIHAJIbHbBIN
puck (important identified risk and important potential risk) -
UACHTU(DUIIMPOBAHHBIN PUCK WM MOTEHIHMAIBHBIM PUCK, KOTOPBHIA MOXKET OKa3aTh
BIIMSIHUE HA COOTHOILIEHHE TMOJIb3a-PUCK JIEKAPCTBEHHOI'O Mpenapara WIA HMETh

IIOCJICACTBUA AJIA O6H_ICCTB€HHOFO 3APaBOOXPAHCHHUA.

1.2. nata oxonuanusi coopa mamubix (data lock point): mara 3aBepmeHus
cOopa JaHHBIX I BKIIOYCHHS B TEPHOAMYSCKUN OTY4EeT MO Oe30MacHOCTH

UCCIIEyeMOTO TIpernapara.

1.3. 3aBepuieHHOe KJIMHH4YecKoe ucciaenoBanue (completed clinical trial):
KJIMHUYECKOE MCCIICIOBaHME, 10 Pe3ybTaTaM KOTOPOTO COCTABJICH MTOTOBBIA OTYET
KJIMHUYECKOTO MCCIICIOBAHMSI.

1.4. wpentuduumpoBanubiii puck (identified risk) — HexenarenbHOE
nocieAcTBUe  (papMakoTepamuu, I KOTOPOrO  TMOJIYYCHO  aJeKBATHOE
JI0Ka3aTeIbCTBO HAIWYMs B3aMMOCBSA3M C  [OJI03PEBAEMBbIM  JICKAPCTBECHHBIM

penapaTom.

1.5. HHTepBEeHIIMOHHOE KJIHHHYecKoe wucciaenoBanue (interventional
clinical trial) — knuHUYeckoe MccaeIOBaHUE, B KOTOPOM CyOBEKTaM HCCIIECIOBAHMUS
BBIMOJTHSIETCS TMPOCIEKTUBHOE HA3HAYCHUE OJHOTO WJIM HECKOJBKUX MEIUIIMHCKUX
BMEIIATEIbCTB  (HAmpUMep, MPO(UIAKTHYIECKOe BMEHIATEIbCTBO, Ha3HAYCHHE
JIEKaPCTBEHHBIX  MpENapaToB, BBINOJHEHHE  XHPYPTrHUSCKHMX  BMEIIATEIbCTB,
MOBEICHYECKAs Tepanus U T.J.) C EIbI0 OIICHKU BIIUSHUS TaHHBIX BMCIIATEIbCTB Ha

IMOKa3aTCJIn COCTOAHUA 300POBbA.

1.6. uccaenyembrii mpenapar (investigational drug): B Ipunoxenun 3 mox
UCCIIEAYEMBIM IPEmapaToM MMOHMMAETCS Iperapar, HaxOAIIuiics B pa3paborke. B

pamkax nanHoro [IpumokeHus TepMUH UMEET OoJiee Y3KOe 3HAUCHHUE TI0 CPABHEHUIO



C UCMOJb3yeMbIM B OCHOBHBIX IpaBmiax GCP u He BKIIIOYaeT npenaparsl CpaBHEHUS

U 1utare0o.

1.7. MeKIYHAPOIHASA aaTa 0100peHust pa3padaTbiBaeMOro
JexkapcrBennoro mnpemnapara (MIOPJIII) (development international birth
date): narta nmepBoro oJ00peHHS ISl IPOBEICHHUSI HHTEPBCHIIMOHHOTO KIIMHUYECKOTO

HCCICAOBAHUA B 0001 13 CTpaH MHpa.

1.8. HexkejarejbHble SIBJIEHHs, TPEIACTABJIAIONIHE O0COOBI HHTEpec
(adverse event of special interest): HexxenarenpbHOE SIBICHHE, MUMEIOIIEE OCOOBIM
HAYYHBIN M MEIUIIMHCKUI HHTEPEC MPUMEHHUTEIBHO K HCCACIyEMOMY IIpenapaTy Hin
UCCIICIOBATEILCKONW — MpOrpaMMe  CIIOHCOpa, KOTOPOE  MOXKET MoTpeboBaTh
HETPEPHIBHOIO MOHUTOPUHIA M HE3aMEJIMTEIBHOTO HH(GOPMHUPOBAHUS CIIOHCOPA CO
CTOPOHBI HcciIeaoBarens. JlaHHBIC HE)KeTaTelbHbIC SBICHHSA MOIYT IOTPeOOBATh
JABHEHINIEr0 W3yYeHHUS C IENbI0 HaJyIeXkallell XapaKkTepUCTHKH M OLEHKH. B
3aBUCUMOCTH OT XapakTepa HEeXeJIaTeJIbHOIO SBJCHHUS, MPEACTABIISIOIIEIO 0COOBIM
UHTEPEC, MOXKET MOTPEeOOBAThCS CPOYHOE MPEICTABICHNUE HHPOPMAIHH OT CIIOHCOpa

TPETHUM CTOPOHAM (HAmpUMeEp, YIIOTHOMOYEHHBIM OpTaHaMm).

1.9. HeMHTEepPBEHIIMOHHOE KIMHNYECKOe ucciaenoBanue (Non-interventional
clinical study): — uccienoBaHue/UCIIBITAHNE, KOTOPOE COOTBETCTBYET CIICAYIOIIUM
TpeOOBAHUSIM:

a) JICKApCTBEHHBIN Iperapar Ha3HAYaeTCsl B COOTBETCTBUU C MHCTPYKIUEH
110 MEULIUHCKOMY PUMEHEHUIO;

0) pemieHHMe O Ha3HAYCHWM TMALMEHTY OIpPEAEJIEHHOTO JICYEHUs He
NPUHUMACTCS 3apaHee COIIACHO TMPOTOKOJY HCCIICAOBAaHUS, HO COOTBETCTBYET
NPUHSATON MPaKTUKE, ¥ Ha3HAYCHHE JICKAPCTBEHHOTO Iperapara 4YeTKO OTIEICHO OT
pEIICHUS O BKJIFOUCHUH MAIUCHTA B UCCIICIOBAHHKE;

B) K TalWeHTaM HE TPUMEHSIOTCS  KaKhe-THMOO  JIOTOJIHUTEIbHBIC
JIMAarHOCTUYECKUE WM KOHTPOJBHBIE NPOIEAYphl, a ISl aHalu3a IOy4YeHHBIX

JaHHBIX UCIIOJIB3YIOT SITMACMHUOJIOTHUICCKUEC METOIBI.



1.10. oxumaemasi 3¢dexTnBHOCTH/MOAB3a (anticipated efficacy/benefit):
3¢ PEeKTUBHOCTH/TIOIL3a, KOTOpasl elie He ObUIa YCTAaHOBJICHA U HCCIICAYEMOTO
IPOYKTa, HO OXKHIACTCS MCXO/IS U3 UMCIONIUXCS 3HAHUHN 00 3((EKTHBHOCTH/TIONb3E
JAHHOTO KJjacca JIEKapCTBCHHBIX IPEMapaTroB, JIMOO JaHHBIX MPEIIIECTBYIOIINX

KIIMHUYCCKHUX HJIN JOKINMHHNYCCKHUX HCCHGI{OB&HI/Iﬁ.

1.11. nporpamma kKiauHMYeckoii paspadoorkm (clinical development
programme): COBOKYIHOCTh KIMHHYECKHX HCCICIOBAHUNA OJHOIO M TOTO K€
UCCIeyeMOro Tpernapara, BHE 3aBHCHMOCTH OT IIOKa3aHW K Ha3HAYCHUIO H

JIEKapCTBEHHOMN (DOPMBI.

1.12. mpopoJukaroileecss KJIMHHUYeCKoe HccjaenoBanue (ongoing clinical
trial): kiIMHWYECKOe WCClIeOBaHUE, C HAYaBIIUMCS BKIIOYCHHEM CYOBEKTOB
UCCIICIOBAHMSI, BHE 3aBUCHMOCTH OT €r0 IMPHUOCTAHOBKH WIJIM 3aBEPIICHHS aHAIH3a,
10 pe3yJIbTaTaM KOTOPOTO HE MOATOTORJICH 3aKIFOUUTEIbHBIA OTYET.

1.13. morenumuanbHblil puck (potential risk): HexxenareabHOE MOCIECACTBHE
(dapMakoTepanum, B OTHOIIEHUH KOTOPOI'0 UMEIOTCSI OCHOBAHHMS /IS TIO03PEHHI 110
HAJIMYHMIO B3aUMOCBSI3H C JICKAPCTBEHHBIM IMPEIapaToM, OJHAKO JaHHAs B3aUMOCBS3b

HaJJIeKaMM 00pa3oM He ObLila MOATBEPKICHA.

1.14. peructp  (registry):  COBOKYIHOCTh  JAHHBIX [0  TAIUEHTaM,
XapaKTEePU3YIOIIMXCS KaKUM-JIMOO ONMHAKOBBIM TMpH3HAKoM(-amH). JlaHHBINA Tpu3HAK
MOXET TPEACTaBIsATh CoOOW 3abosneBaHue (perucTp 1O  3a00JICBAHUIO) WU
crierupuuecKkoe BO3NEHCTBUE (JIEKApCTBEHHBIM peructp). Peructp HampamieH Ha
MIPOCTIEKTUBHBIA COOP OMpEAETICHHON COBOKYITHOCTU JAaHHBIX IO TMalMeHTaM ¢
WCMOJIb30BAHUEM CTaHIAPTU30BAaHHOTO OMpOCHHKA. KoMMeHTapwii: JieKapCTBEHHbBIC
pETUCTPHI HampaBlieHbl Ha COOp JMAHHBIX HA MPOTSHKEHWH OIPEACTICHHOTO BPEMEHHU T10
MOMYJISALMK, TOJIBEPralolIeiicss BO3ICUCTBUIO H3y4aeMOro JIEKapCTBEHHOIO CPEICTBA
W/WIK TI0 OTIPENeNICHHON MOMmyysiiiu. [larrieHTsl MOTYT OBITh BKJIFOUYEHBI B KOTOPTHOE
WCCTICIOBaHNE Ui cOOpa JaHHBIX O HEXKEIATeNbHBIX SBICHUSAX C MPUMEHEHHUEM
CTaHIaPTU3UPOBAHHBIX OIMPOCHUKOB. PerHCTphl MOTYT OBITH TOJIC3HBIMH JIJISI YCHIICHHSI

CUrHaJjia, 0COOEHHO AJE PEAKNX HCKCIATC/IbHBIX peaKuHﬁ.



1.15. curnaa (signal): wHpopManusa, moCTymaroImas OT OJHOTO  HIIU
HECKOJIbKMX HMCTOYHHKOB, KOTOpas IMPEANoiaracT HaJIWYHNe HOBOW ITOTCHIIMAIBLHOM
IPUYUHHO-CJICICTBEHHON CBSA3M HJIM HOBOI'O acleKTa HM3BECTHOW B3aMMOCBS3H
MEXTy BO3JICHCTBUEM JICKQpPCTBEHHOTO IIperapaTa U HeKeJIaTeIbHBIM SBJICHUEM WIIH
COBOKYITHOCTBIO B3aMMOCBSI3aHHBIX HE)KEJIATEIbHBIX SIBICHHH, OLlEHHBaeMas Kak

JIOCTATOYHAs IS TAJIbHEHIINX IEUCTBUM 110 BepUPUKAIIUU CUTHAIA.

1.16. cmoHcop-ucciaexoBaTeb (SPonsor-investigator): d¢musudeckoe IO,
KOTOPOE WHHUIMHUPYET U BBHINOJHIET KIMHHYECKOE HCCICIOBAHHE CAMOCTOSTEILHO
a00 ¢ HMHBIMH HCCIIEIOBATEISIMA W TOA HEINOCPEACTBEHHBIM PYKOBOICTBOM
KOTOPOI'O BBIMOJHACTCS Ha3HAYCHHWE, BbIAada WIM NPUMEHCHHE HCCIIEIyEMOTro
npernapara CyObeKTaMH HCCIIEIOBaHMS. B 00s3aHHOCTH CIIOHCOpa-HCCIIEI0BATEIS

BXOOAT 00s3aHHOCTH KaK CIIOHCOpAa, TaK U UCCIICA0BATCJIA.



2. Beenenue

[lepuognueckuii ananu3 uHQOpPMAIMKU MO OE30MACHOCTU IPH BBIMOJTHEHUU
KJIIMHAYECKON pa3paboTKU HCCIEAyeMOro Impernapara MMEET pellarollee 3HaueHUe
JUIsl HETPEPBIBHOW OIIEHKH PHUCKa CyOBEKTOB HCCIeAOBaHMS. BaXHbIM sBIETCA
oOecrieueHue peryasipHoro MHGPOPMUPOBAHUS YIMOJTHOMOYEHHBIX OPraHOB M HHBIX
3aMHTEepecoBaHHbIX CcTOpoH (Hampumep, DCO/HDK) B OTHOIIEHUH pPE3yIbTATOB
JAHHOTO aHaJM3a W TOJYYEHHUsS [AaHHBIX B OTHOILIEHUH Mpoduis Oe30MmacHOCTU
HCCJIeyEMOTO TIpenapara, a TakKe yBEeJOMJICHUS B OTHOIIICHUH JIEHCTBUS, IPUHSATHIX
B OTHOIIEHHH BO3HUKAIOUIUX BOMPOCOB M0 Oe3onacHOCTH. [leproauyeckuii oT4eT 1o
0e3omacHOCTH pa3padaTbiBaeMOro (KMCCIEAyeMOro) JIEKapCTBEHHOIO Ipernapara
(POOB)  sBnsercs  CTaHAAPTOM Ui TNEPUOJMYSCKOW  OTYETHOCTH IO
pa3pabaTbiBaeMbIM (MCCJIEAyEMbIM) MpenapaTaMm (BKJIKOYas 3apEerucTPUpPOBAHHBIE
npenaparsl, M0 KOTOPHIM MPOJIOJKAETCS BBITIOJIHEHUE Pa3paboTKU) I TOCyAapCTB-
yieHoB Corosa.

OcHoBHOM nenpt0 POOb  sBisIeTCA NPEACTaBICHHE WCYEPIBIBAIOIIETO U
ri1yOOKOTO €XerogHoro o030pa W OLEHKM HHPOpMalMu 10 Oe30MacHOCTH
UCCIIeyeMOTO TIpernapara, KoTtopas ObuUla coOpaHa Ha NPOTSHKEHUHM OTYETHOTO
nepuoaa BHE 3aBUCHMOCTH OT €ro PETHUCTPAllMOHHOrO craryca mnocpeactsom: (1)
OLICHKM BO3MOJKHBIX OTJMYMK IIOJIy4EHHOM 3a OTYETHBIM MEPUOJ CIIOHCOPOM
uHpopMaruu 1Mo O€30MaCHOCTA OT NPEAMICCTBYIOMIUX 3HAHUK MO0 MPOdUITIO
0€30I1acCHOCTH UCCIIEyeMOro MPOaYyKTa; (2) OnucaHie HOBBIX BBISIBJICHHBIX aCIIEKTOB
npoduiis 0e30MacHOCTH, KOTOpPhIE MOTYT OKa3aThb BIMSHHE Ha oOecrnedeHue
0e30macHOCTH CyOBEKTOB wucciefoBaHus; (3) o0000lIeHHWE MaHHBIX M0 TEKYIIeH
OIICHKE W YMIPABJICHUIO UJICHTU(DUIIMPOBAHHBIMU M MOTEHIMATBHBIMUA pUCKaMU; (4)
MPEICTABICHUE OOHOBJICHHSI TIO COCTOSHUIO KJIMHHYECKOTO H3YyYEHMs/TIPOrpaMMbl
pa3pabOTKHU U pe3yJIbTaTOB HCCIEAOBAHUS.

POOBb nomkeH OBITh JIAKOHMYHBIM ¢ TPEACTABIATH YIMOJTHOMOYEHHBIM
opraHam HH(OpMaIMIO0, TO3BOJISIONIYI0 MOATBEPAUTh OOECIEUEHUE CIIOHCOPOM
HAJUICKAIET0 MOHUTOPUHTA W OIEHKH JaHHBIX 10 mpoduio 6e30macHOCTH

uccienyemoro mpemnapara. B POOb mnoanexar oTpaXeHHI0O BCE HOBBIE ACTEKTHI



npoduiis 6e30macHOCTH, BBISBIEHHBIE 3a OT4YeTHBIM mepuos. POOb He momken
MCIIOJIB30BaThCA B LESAX NEPBUYHOIO YBEIOMJIEHUS O 3HAYMMBIX HOBBIX JAHHBIX IO
Oe3omacHOCTH JIUOO B KAa4yeCTBE CMOCO0A BBISBICHUS HOBBIX AaCMEKTOB Mpoduiis
0€30MacHOCTH.

OcHoBHoMt Bkiouaemot B POObB wunHbopmaruei sBISIIOTCS JaHHBIE U
pe3ysbTarbl  KIMHUYECKHX  HWCCIECIOBAHWI  JIEKAPCTBEHHBIX  IPENApAaTOB U
OMOJIOTMYECKUX BEHIECTB, BHE 3aBUCUMOCTH OT MX PETHUCTPALlMOHHOIO cTaryca. B
CJIy4yae MPOJOJDKEHUS KIMHUYECKOTO U3YUYEHHUS TTOCIE PETUCTPALIMU JIEKAPCTBEHHOTO
npenapata, POOD BkIIO4aeT Takke JaHHBIE IMOCTPETUCTPAMOHHBIX UCCIEN0BAHUN.
POOb HampaBieH Ha OIEHKY HccieayeMoro (pa3pabarbiBaeMOro) Ipemnapara,
uH(dopMaIus Mo TMpenaparaM CpaBHEHUS U IUIalie00 B HETrO BKIFOYAETCS TOJIBKO B
cilydae, rie 3TO UMEET OTHOUIEHUE K 0€30aCHOCTH CYOBEKTOB UCCIIEIOBAHUS.

B POOBb Bximouaercss nadopmaiys mo 6e30MacHOCTH, MoydaeMasl B XO/Ie BCeX
MIPOIOJDKAIOIINXCA KIIMHUYECKUX UCCIICIOBAHUM U MHBIX UCCIICIOBAHHMA, BBIMOIHAEMBIX
WU 3aBEPILIEHHBIX CIIOHCOPOM Ha MPOTSKEHUM OTYETHOTO MEPHOAA, BKITHOUAS:

— KJIMHUYECKHE UCCIIeA0BaHMs pa3padaTbiBaeMoro (McciaeayeMoro) mpemnapara
(papmakosoruyeckue HMCCICAOBAHMS Yy YETOBEKa, TEPANeBTUYECKHE TOUCKOBBIC
UCCIICIOBAHMS U TEPAIeBTHYCCKUE TIOATBep K Aatomue ucciaenoBanus [Paszer I-111]);

— KIMHUYECKUE  HCCIIEIOBAHUSl  3apETHUCTPUPOBAHHOTO  JIEKAPCTBEHHOTO
mpernapara 1o OJOOpPEHHBIM TIOKa3aHHWSAM (MCCIEOBAHUE TEPareBTHUYECKOTO
npumenenus [Paza 1V]);

— TepalreBTHYECKOEe TPUMEHEHUE HCCIeayeMoro Impenapara (Hampumep, B
paMKax pacIIMPEHHOTO J0CTYIa, HHIUBUIYaJIbHOTO JOCTYIA H HHBIX);

— KJIMHUYECKUE UCCIEAOBAHUS, MPOBOJAUMBIC [JIsi TOIJICPKKH HU3MEHECHUI
npoliecca MPou3BOACTBA JIEKAPCTBEHHOTO CPEJICTBA.

POObB Takke BKJIIOYAET WHBIC JTAHHBIC, KOTOPHIC SIBISIOTCS 3HAYUMBIMU B
OTHOIIICHUH O€30MacHOCTH pa3pabaTbiBaeMoro (McCCieayeMoro) mpemnapara, B TOM
YUCIIE CIEAYIOMMNX TaHHBIX:

- Ha6J'IIOI[aTeJ'II)HI>IX H SIMTUACMHUOJIOTNYCCKHUX HCCHeI[OBaHHﬁ;



— JNOKIMHHYECKUX  MCCICIOBAHMN  (TOKCHKOJIOTUYECKHE  HCCICIOBAaHUSA U
HCCIICIOBAHMS 1N Vitro);
— apyrux POOB, koTopble UMEIOT OTHOIIICHHE K HCCIIEAYyeMOMY Iperapary;

— HPOU3BOACTBCHHBIX U MI/IKp06I/IOJ'IOI‘I/I‘{CCKI/IX H3M€H€HHﬁ;

HEJIaBHO OIYyOJIMKOBAaHHBIX B METUIIMHCKON JIUTEPATYPE;

— KJIMHUYECKUX HCCIICIOBAHUM, IO pe3yJbTaTaM KOTOPHIX Oblja BbISBICHA
HesocTaTouHas 3(PPEKTUBHOCTD, UTO MOTJIO OKa3aTh HEMOCPEICTBEHHOE BIHMSHUE HA
0e30MacHOCTh CYOBEKTOB UCCIENOBaHUS (HalpuMep, YXYJUIEHUE OCHOBHOIO
3a00JIeBaHMS B CITy4ae CEPHE3HON WM KU3HEYTPOXKAIOIIECH MaTOJIOTHH);

— UHBIX  WCTOYHHUKOB  JIaHHBIX MO  0OE€30MacCHOCTH  aHAJIOTMYHOTO
TEpareBTUYECKOTO KJIacca;

— KIMHUYECKUX HCCIICIOBAaHUM, MPOBEJICHHBIX MNapTHEpPAMHU CIIOHCOpa 10

pa3paboTKe, €CIIM ATO MPEAYCMOTPEHO TIOTOBOPHBIME COTJIAINICHUSIMHU.

3. OO0uue NPUHIMIIBI

3.1  Enunsrii POOB nns aeiicTByIOIIEro BemecTna

C uenpro o0ecreyeHusl MCYEPIIBIBAIOIIETO aHAIN3a U MPEICTABICHUS TaHHbBIX
1o 0e30MacHOCTH UCCIIeAYEMOro Mpernapara CloHCOp JOHKEH MPEACTABIATh €IUHBIN
POOB, Bkitoyaromuii JaHHBIE MO BCEM JIEKAPCTBEHHBIM (OopMaM U JT03MpPOBKaM,
MOKA3aHUSIM K HA3HAYCHHIO, HCCIECIYEMBIM MOMYJSIUAM B CIydasX, KOTJa 3TO
BO3MOXKHO. B citydasix, Korja 3To He NpeCTaBIIAETCS BOZMOXKHBIM (HalpuMep, Kornaa
JAHHbIE HEJOCTYNHbl CIOHCOPY), CIENYyeT MPEACTaBUTh COOTBETCTBYIOIIEE
0O0BsICHEHHE BO BBOJIHOM YacTH OTYETA.

B cnyuae, ecniu B pa3paboTke HUCCIeIyeMOro Ipenapara y4yacTBYeT Ooiiee
OJTHOTO CIOHCOpA, B YaCTHOCTH MPHU BBIOJHEHUU COBMECTHOM pa3pabOTKU WM Ha
OCHOBAaHUM MHBIX JOTOBOPHBIX COTJIAIICHUHN, CIIOHCOPAMH MOKET OBITh MPEACTABIICH
eqnueli POOB.

3.2 Tlepuogmunoctes mpencraBiennss POOb wu gara okoHuanus cOopa

JaHHBIX



Hayano exeromHoro nepuojaa MO NPEICTABICHUIO OTYETa OIpEAeNsAeTcs B
COOTBETCTBHM C  MEXIYHapOJHON JaTtoil  omoOpeHus  pa3pabaThIBA€MOro
nekapctBeHHoro npenapara (MJIOPJIIT). Mecsn u gata MJIOPJIII sBasitoTcst natoit
Hayaja oTcuera rogoBoro nepuona ais nogauun POOB.

B cnyuae npoBeneHus nepBOro KIMHUYECKOTO MCCIEIOBAHUS HA TEPPUTOPUU
CTpaHbl, B KOTOpOH OTCYTCTByeT oduiManbHas Tpoueaypa oao0peHus
KJIMHUYECKOTO  HMCCIEOBAHMS,  CIOHCOPOM  JOJDKHA  OBITh ~ Ha3HAYeHa
COOTBETCTBYIOIIASl ~ JaTa, CBSi3aHHas C HA4YaJIOM MEPBOTO  KIMHUYECKOTO
ucciaenoBanus. Jlg Bcex CTpaH, B KOTOPBIX BBINOJHAIOTCS KIMHUYECKHE
MCCJIEIOBAHMS MCCIIElyeMOro Ipenapara, MoAIep>KUBAETCA U UCTIOIb3YETCS €uHas
MAOPJII npu noaroroske POOB.

Jaroii oxoHvanusi coopa aanHeix POOB siBisieTcs mocneaHuii IeHb OTYETHOTO
NIepro/a, COCTABISIIONIETO OAWH rof. J[si ymoOCTBa BBITIONHEHUS aIMHUHUCTPATUBHBIX
NpOIIEAYp IO S>KEJIaHUIO CIOHCOpa JaTod OKOHYaHUs cOOpa JaHHBIX MOXKET ObITh
OTIpEEIIEH MOCIENHNN AeHb Mecsiia, peamecTtyromero MIOPJIIL

B ciyuyae npojomkeHus: BBIMOTHEHUSI MPOrPaMMbl KIMHUYECKON pa3paboTKu
JIEKApCTBEHHOI'0 Mpernapara Ha TEPPUTOPUU rocynapcrBa-wieHa Coro3a Iocie ero
rOCyJapCTBEHHOW PErucTpallii, B COOTBETCTBUM C TPEOOBAHHUSIMHU HAIMOHAIBHOTO
3aKOHOAATENbCTBA AOJDKHBI MpenacTaBisiThess kKak POOB, Tak u mnepuoanyueckue
OOHOBJIIEMBbIC OTUETHI MO Oe3omacHocTh ucciemyemoro mpemnapara ([IOOB). ITlo
xenanuto croncopa POOB mosxer ObITh MOATOTOBIJICH, UCXO/ASI U3 MEXTyHAPOIHOM
natel  peructparuu  (MJIIP), wucnons3yemoit B IIOOB, 4Yto 1O3BOJUT
CUHXPOHU3HUPOBATh JaThl MoJayd OOOMX MEepUOAMYECKUX OT4YeTOB. B ciyuae
CUHXPOHM3AllMM JaT TMOJAaud TMEPHOJUYECKUX OTYETOB, OTYETHBIA Mepuoi AJis
CJIEIYIOLIEro MEePUOJAUYECKOro OT4YeTa MO Oe30MaCHOCTH UCCIEeNyeMOTo Ipernapara
HE JIOJDKEH MPEBBIIIATH OJIUH TOJI.

POOb nomkeH mpencTaBiasiThCsl BCEM YHNOTHOMOUYEHHBIM OpraHaM TroCydapCTB-
yneHoB  Coro3a, Ha  TEPPUTOPUM  KOTOPHIX  MPOBOJATCS  KIMHUYECKHUE
WCCIICIOBAHMS/UCTILITAHUST MCCIIEYyeMOro Tpernapara, He mo3nHee 60 KaleHIapHBIX

)IHeﬁ OT JaTbl OKOHYaHUA c6opa JaHHBIX.



3.3 [IpogomxurensHocTh nogaun POOb

[IponomxurensHocts  momaun  POOB  ompenensercs  TpeOOBaHUAMU
HallMOHAJIBHOTO 3aKOHOJATENbCTBA rocyaapcTBa-wieHa Coro3za. Ecin B oTaenpHON
CTpaHe€ WM PErHOHE B  COOTBETCTBHM C  TPEOOBAHHUSIMH  JIOKAJIBHOTO
3aKOHOAATENbCTBA MpeKkpamaerca noxada POODb, cnoHcopy crieayer caenaTh
yKa3aHue, 4To 3aKirouuTenabHblii POODB sABisieTcs MOCIeIHUM €XEroJHbIM OTYETOM
JUIsL MCCIIEyeMOro Ipemnapara B JaHHOM rocynapctee-wieHe Coroza. CrnoHcopy
TaKXKe CIEAyeT cAenaTh YKA3aHHE O HAJW4YUU MPOAOJDKAIOIMIMXCS KIMHUYECKHUX
WCCIICOBAHAN B IPYTUX CTPAHAX.

3.4 OTBETCTBEHHOCTH 32 MOJATOTOBKY U nipeacrasieHne POODb

3.4.1 OTBETCTBEHHOCTb CIIOHCOpA

CrnoHcOp  KJIMHUYECKOTO MCCIEIOBAaHUS SIBISIETCA  OTBETCTBEHHBIM 32
NOATOTOBKY, cojepxkanre U noxayy POOB. CnoHcop umeeT mpaBo JeIerupoBaTh
BbINOJHEHHE pabor mno mnoarotoBke POOB Tperbeld cropoHe (Hampumep,
KOHTPaKTHOM MCCIIeI0BATEIbCKON OpraHu3alun).

B cnyuae, korja cioHCOp HE UMEET JOCTyIa K MH(QOpMAIMH, BKIIOYaeMON B
onpeneneHnbie pasnensl POObB (Hanpumep, CIOHCOP-UCCIEAOBATEIb MOXKET HE
pacnonaraTte “H(OpManuend Mo acrneKTaM MPOM3BOACTBEHHOIO Ipoliecca, JaHHBIM
JNOKJIIMHUYECKUX HCCIIEJOBaHUM, HH(POpPMAIMU IO PETUCTPALUU JIEKAPCTBEHHOTO
npemnapara), 10JKHO ObITh ClIeJIaHO COOTBETCTBYIOMIee YkazaHue B POOB.

3.4.2 OTBETCTBEHHOCTh HECKOJIBKHX CTOPOH

B cnyyae BBINOMHEHUS KIMHUYECKOTO MCCIENOBAHUS WM MPOTPaMMBbI
pa3pabOTKM  HECKOJIBKMMH  CIIOHCOPAMH, CTOPOHBI  JIOJDKHBI — OpraHM30BaTh
noarotoBky eauHoro POOB B ciywae, ecnu 3T0 Bo3MOXHO. JlaHHOEe TpebGoBaHUe
pacmpocTpaHsieTCss Ha Cilydae HaJU4Yus y CIOHCOpa O(QUUIMATIBHBIX JOTOBOPHBIX
B3aMMOOTHOIIEHUH MO  COBMECTHOW  pa3paboOTKe WM  JIMIICH3MOHHBIX
B3aMMOOTHOIICHUN C OJHOW miM Oojiee CTOpoHaMu, JHOO B Cllydyae BBIOJIHEHUS
OTIEIbHBIX  KIMHUYECKUX  HCCIEAOBAaHUN  WMJIM  MOpOrpaMMbl  pa3pabOTKH
JIEKapCTBEHHOI'O Tpernapara C BOBJIEYEHUEM TIOCYJIApCTBEHHBIX MW  YaCTHBIX

OpFaHHSaHHﬁ, ACJOBBIX IAPTHEPOB HJIM HMHBIX CTOPOH. B »Tux ciIy4dadax CIIOHCOp



JIOJDKEH pacroJiaraTb MUCbMEHHBIMHU COTJIAIICHUSIMU, OMNPEACISIONINMU  MOPSI0K
oOMeHa NaHHBIMH W JETaIbHOE pacIpeaesieHne OOS3aHHOCTEHW IO TMOATOTOBKE U
npencrasiaennto POOB.

B cnyuae, xorna opranuszanus npeacrasienus enuHoro POObB He npencrasisiercs
BO3MOKHOM, HECKOJIBKO CIIOHCOPOB MOT'YT MPHUUTH K COIVIAILIEHUIO O MOJAYe OTIEIIBHBIX
POOb Ha omuH W TOT ke pa3pabarbiBacMblii mpemapar. JlaHHas cuTyalds MOXKET
BO3HUKHYTh KOTJIa PA3JIMYHBIE CTOPOHBI HUCCIEAYIOT pa3palarbiBacMblii Ipernapar o
pa3HbIM TOKa3aHWAM, MO pa3HbIM CcHoco0aM BBENEHHS, JIMOO C HCIOJIb30BAaHHEM
pa3IMYHbIX JIEKapCTBEHHBIX (hopM. B kaxknoMm cinydae B POOB nomxHO OBbITH MPUBEIEHO
000CHOBaHME MPECTABICHUSI OTICILHBIX OTUYETOB.

3.4.3 POObB my1s1 KOMOMHUPOBAHHOM TEpaIUU

[TockonbKy KIMHHMYECKas: pa3paboTka KOMOWHUPOBAHHOM Teparnuu COMPSKEHA C
PAIOM MOTEHIMATBHBIX CIOKHOCTEHN, NaHHble [IpaBruia He MOTyT MpPEeTyCMOTPETh BCE
BO3MOKHBIC AaCIEKThl JTaHHOM cuTyauuu. CIOHCOpY CleyeT ONpenevuTh Haumbolee
npuemieMblii BapuaHT noarotoBku POOB Ha oCHOBaHMM OLEHKH psijia (akTopoB,
BKJTIOYAs TOMYJISIIIMIO TAIMEHTOB, MOKA3aHUSI K HA3HAYCHUIO, JICKAPCTBEHHYIO (pOpMY U
T.JI., @ TaKXK€ YCJIOBHUS MPOBEACHUS KIMHUYECKUX HCCIICIOBAaHUN W 3aKOHOAATEIIHLCTBO
Coroza mm rocymapctB-wieHoB Coro3a. B oTuere 10/mKHO OBITH PUBEACHO 000CHOBAHNE
BBIOPAHHOTO TTOIXO/IA.

Kak mnpaBuino, 10 KIMHUYECKUM  MCCJIEAOBAaHUAM  (DUKCUPOBAHHBIX
KoMOuHaiuii mnpencrasisiercss enuublii POOB (To ecTh mpW Ha3HAYEHUH Kak
MUHUMYM JBYX JCHCTBYIOIIMX BEHIECTB B (DUKCUPOBAHHOM J03€ B OJHOM
nekapcTBeHHOM  (opme). Ecnu  cnoHcop Takke TPOBOAUT — KIMHUYECKHUE
WCCJICIOBAHUS OTJCIIbHBIX KOMIIOHEHTOB, BXOIAIIMX B COCTaB (DUKCUPOBAHHOU
koMOuHaruu, otaenbHeie POOB  [0MmKHBI  TPEACTaBIATBHCS  JJIST  KaXAO0TO
KoMIioHeHTa. VMeromme oTHomeHue aaHHbie U3 Kaxaoro POObB nomkHBI OBITH
00001IeHbl B CcOOTBETCTBYIOIEM pazzaene apyrux POOb (cm. pasmen 4.11.5

HacTosiiero [Ipunoxxenus).



Jl71a uccnenoBaHuii, KOTOpPbIE BKIIOYAIOT MHOTOKOMIIOHEHTHYIO TEPAIHUIO, T.€.
KOMOHMHAIIUK JIEKAPCTBEHHBIX CPEICTB HE SABISAIOTCS (PUKCHPOBAHHBIMH, CIIOHCOP
MO’KET OJATOTOBUTH:

(1) POOBb nns KOMOMHHPOBAHHOW TEPAITUH, WIH

(2) POOB(»1) ans omHOro WM OoJjiee MHIUBUAYAIbHBIX KOMIIOHCHTOB; B
JTAaHHOM ciydae uH(popManus o KJIMHUYECKUM UCCIIEJOBAHUSIM
MHOTOKOMITOHEHTHOU Tepanuu MoxeT ObiTh BkimoueHa B POOb Ha oauH mnm Bce

KOMIIOHCHTHEI.

[Tpumepsl ctpaternu noarotoBku POODB 1u1si KOMOMHUPOBAHHOM TEPANHHU:

KomOuHupoBaHHas Tepanus, POOb
Ha3HavaeMas B KIMHUYECKUX
MCCIIEOBaHMSIX

Uccnenyembrit  mpenapatr  (A)  + | Equneiit POOb Ha KOMOMHMPOBaHHYIO

3aperucTpUpPOBAHHBIN(bIC) tepanuio (A+ X +Y + Z)

JexapcTBeHHbIN(bIe) mpenapat(bl) (X, | uau

Y, Z) POOBb na wuccnemyemsiii mpemnapat (A),
BKJTFOYAIOIITU I JTAaHHBIE 1o

KOMOWHUPOBAHHOM Teparnuu

JIBa uccnenyemoix npemnapata (A) + (B) | Enunstii  POOb Ha koMOWHMpOBaHHYIO
Tepanuio (A + B)

17001

nBa oraensHeix POOB na (A) u (B), B
KK U3 KOTOPBHIX BKIIOYAIOTCS JaHHBIC
10 KOMOMHUPOBAHHOW TEpanuu

JlBa (umm Oomee) 3apeructpupoBaHHbiX | Equneiii POOb Ha KOMOWHHpOBaHHYIO
JIGKapCTBCHHBIX TMpernapara B KadecTse | Tepanuio (X + Y + Z)
uccnenyemon komounaiuu (X, Y, Z)

3.5. CripaBounas nHpOpMAIHs IO OE€30MACHOCTH

B nensix onpenenieHns COOTBETCTBUS MOJy4aeMOW HA MPOTSKEHUU OTYETHOTO
nepuoga HHGOpMALMK MO OE30MaCHOCTH MMEIOUIMMCS JTaHHBIM MO MHpOdUITIO
0€30MMacHOCTH HCCIeNyeMOro Ipenapara MCHOJb3yeTCsl JACUCTBYIOUIas Ha Haydajlo
OTUETHOTO nepuoja Opornrtopa ucciaenaoparens. B coorsercTBytomem pazaene POOb

(cm. paznen 4.10.1 nHacrosimero IlpunoxkeHus) ciaeayer caeliaTh yKazaHue HoMmepa




BEPCHUM M JaTbl OpOIIIOpPHI HCCIEAOBATENs, KOTOpas HCIOJB3YETCs B KadyecTBE
CpaBOYHOM wuHOpMaMu 1o Oe3omacHOCTH. B ciydasx, korga coOrjacHO
HAI[MOHAJbHOMY  3aKOHOJATENbCTBY  rocynaapcrBa-wieHa Coro3a  Opomrtopa
uccienoBatenss He TpeOyeTrcs, B KadecTBE CIPaBOYHOM HWHGOpPMALUU TIO
0€30M1acHOCTH MOJKET OBIThb HCIIOJIb30BaHAa COOTBETCTBYIOIIAsS HMHCTPYKIUS 110
MEAMIMHCKOMY PUMEHEHUIO.

Kak mpaBuino, B KadecTBe CHpaBOYHOM HH(OpMammu 1O Oe30MacHOCTH
UCHOJB3YyEeTCsl OIuMH AOKyMeHT. Ilpu ompenenensHeix obOcrostensctBax B POODB
MOJKET MCIOJIb30BaThCs 0OO0J€€ OJHOrO JOKyMEHTa B KadeCcTBE CIPABOYHOU
uH(popmanuu 1o Oe30macHOCTH (HampuMmep, B ciydasx mnoarotoku POOB s
UCCIIEyEMOT0 Mpernapara, KOTOpbIi MPUMEHSIICS KaKk B KaueCTBE MOHOTEpAIIUH, TaK
U B COCTaBE€ KOMOMHUPOBAHHON TEPAMHH).

Ecnu Ha mpoTsKEeHUH OTYETHOTO NMEPUOAA BBIIOIHSIICS IEPECMOTP OpOLLIIOPHI
UCCIIeIOBaTeNsl W OHA HE IMPEACTaBlslach paHee B COOTBETCTBYIOIIMN
YIIOJTHOMOYEHHBIM OpraH, CIOHCOpP JOJKEH MPEACTaBUTh KOMUIO TEKYIIEH Bepcuu

OpoIItopkl UccaeaoBaTesl B kKauecTBe npuioxkeHus k POOBD.

4, TpeOoBaHus K COCTABY M COJCPKAHUIO NMEPHOAMYECKOI0 OTYETA 110
0€30IaCHOCTH HCCJIelyeMOro npenapara

4.1. TuTynbHas CTpaHUIIA.

TutynpHas cTpaHuLAa JOJDKHA cojaepkaTh mnopsakoBeii Homep POOB,
HAaUMEHOBAaHHUE HCCIEAYEMOI0 Npernapara, OTYETHBIM IEPUOJ, JATY COCTABIICHHUS
OoTYeTa, Ha3BaHUS W ajJpeca CIHOHCOpa, 3asBICHUE O KOH(QUIECHIUATILHOCTH
uHpopmanuu, coaepxaueiicas B POOb u npenocrepexxenue, uro POOb moxet
COJIep>KaTh JIaHHBIE C PACKPBITHIMU KOJAMH PAaHIOMHU3ALINH.

4.2. Kpatkoe uznoxenue ocHoBHoro POOB.

OTOT pasgen BMECTE€ C THUTYJIbHOM  CTpAaHULEH MOXET  CIIYKHUTh
CaMOCTOSITENIbHBIM ~ TOKYyMEHTOM, mnoaxoasmuMm ansi nogaun B OCO/HDK B
rocyaapctBax-wieHax Coroza, riae 3To Tpedyercs. B pazaen noimkHa ObITh BKIIOYEHA
KpaTkas uHpopmanus no HanboJiee BaKHBIM JaHHBIM, BKJIIOUEHHBIM B OTYET: HOMEP

OoT4eTa M OTYETHBIM TEPHOJ, KpaTKas XapaKTEpUCTHKA HCCIETyeMOTO IMpernapara



(MexaHu3M JAEUCTBUS, (apMaKOTEPANMEBTUUECCKUHN KJIACcC, MOKAa3aHUs K MMPUMEHEHUIO,
croco0 BBEACHUS, PEXKUM JTO3UPOBAHUS, JIEKAPCTBEHHBIE (POPMBI); OIICHKA
KOJIM4eCTBa CyOBEKTOB MCCIEIOBAHMUS, MMOJBEPITIUXCS BO3JACUCTBUIO UCCIEIYyEMOTO
npernapara; perucTpallMOHHBIA CTaTyC C YKa3aHMEM KOJIMYECTBa CTpPaH, €CJIM OH
3apEruCTPUPOBAH;  KpAaTKOE€  M3JI0KEHHWE  O0O0OOUIEHHOW  OLEHKH  mpoduiis
oe3onacHocTu (cM. pazgen 4.21 wnacrosimero IlpunoskeHus); KpaTKoe H3JI0KEHHE
BaXHBIX pUCKOB (cM. pasmen 4.22 Hacrosimiero [IpuiiokeHus); Mepbl, MPUHSTHIC B
CBS3M C JaHHBIMM 1O O€30MaCHOCTH, BKJIIOYAs CYIIECTBEHHbIE W3MEHEHUS B
OpolIope UCCIeI0BATENS; 3aKII0YEHUE/BBIBOIBI.

4.3. OrnaBneHue.

4.4. BaeneHue.

B paznen nomkHa ObITh BKITIOUYeHa crieayroas naopmarus: MJIOPJIIT wim M/IP
(ecM MPUMEHMMO); OTYETHBIN Tepuoj; U mopsikoBelii HoMep POOb; xapakrepuctuka
UCCIIeyeMOro Tmpenapara (MeXaHu3M JeUCTBUs, (hapMaKoTepareBTUIECKHUd Kiiacc,
croco0 BBENICHUS, PEKUM JO3UPOBAHUS, JICKAPCTBEHHBIE (DOPMBI); KpaTKOE OMHCAHUE
MOKA3aHUN K MTPUMEHEHUIO U UCCIIEYEMbIX MOITYJISINN; KPaTKOE OMMCAHUE XapaKTepa U
BPEMEHHOM HaMpaBJICHHOCTH KIMHUYECKUX WCCICIOBAHMUM, BKJIIOYEHHBIX B OTYET
(HampuMep, Bce KIMHUYECKUE HCCICAOBAHMS HCCIICMYEMOTO Tpernapara; KIMHUYECKUE
WCCTICIOBAaHMSI TI0 OMPECICHHOMY TIOKa3aHUIO; HCCIECIOBAaHHsS KOMOWHMPOBAHHOM
Tepanuu); Kparkoe ONMCAHUE W TOSICHEHWSI B OTHOIIECHUM KaKOH-TMOO WH(pOpMAIUH,
KOTOpasi He ObUIa BKJIFOYEHA B OTUET (HarpuMep, HETpeACTaBIeHHe YacTh HGOPMaIIUU
1o 0e30MacHOCTH MapTHEpaMU 10 Pa3pabOTKe MCCIETyeMOro IMpenapara); 000CHOBAHUE
npeacrapieHuss Heckoiabkux POObB  nmins omHoro wucciegyemoro mnpemnapara (eciu
MIPUMEHUMO).

4.5. PeructpanimoHHbIN CTaTyC B MUpE.

B paszgene nomkHO OBITH MPENCTABICHO KPATKOE H3JIOKEHUE COCTOSIHHS TIO
PETUCTPALIMOHHOMY  CTaTyCy, €CiId 3TO NOpUMEHUMO, Biiroyasa:  MJIP,
3aperucTpupoBaHHoe(ble) TOKa3aHHWe(s1)) K MPUMEHEHHUIO0, OJOOpPEHHBIE [03HI,

COOTBETCTBYIOIINE CTPAHBI.



4.6. Mepbl, NpUHATHIE 3a OTYETHBIM TMEpPUOA, B CBSI3M C JAHHBIMH 10
0€30MacHOCTH.

Pazgen nomkeH BKIIOYATh OMUCAHUE MEp, MPUHSTHIX 32 OTYETHBIA MEPUO]
CIIOHCOpPOM, ymoiHOMoueHHbIMU opraHamu, HKMJ[, OCO/HOK B memnsx
0e30MacHOCTH, KOTOpbIE OKa3ald BIMSHUE HA TPOBEICHHUE OIPEACIIEHHOTO
KJIIMHAYECKOTO HCCIIeOBaHus(-i) Wi Ha MporpamMmy KIMHUYECKOM pa3pabOTKU B
1ejaoM. B pasnene momKHBI ObITh YKa3aHBl OCHOBAHUS JIJIST TIPUHSTHS MEp, a TaKKe
BO3MOXKHBIE M3MEHEHHUS [0 paHee MPUHATHIM MepaMm (Hampumep, BO30OHOBIICHHE
KIIMHAYECKOTO MCCIICAOBAHMS MOCTE €T0 MPUOCTAHOBKH). Mepbl, MPUHATHIE B HETIAX
0€30macHOCTH, MOTYT BKIIIOYATh, HO HE OTPAaHUYMBAIOTCS CIICTYIONTUMU TIPAMEPAMH:
OTKa3 CO CTOpPOHBI ymoJHOMOuYeHHbIX opraHoB wim OCO/HOK B paspemienun
MIPOBEICHMS KIIMHMYECKOTO HCCIEAOBAHUS MO ITHYCCKHUM BOMPOCAM WIIA ACIEKTaM
0e30MacHOCTH,  YaCTUYHAS/TIONHAsT  MPUOCTAHOBKA WM  MPEXKICBPEMEHHOE
MpeKpalieHre KIMHUYECKOTO UCCIEIOBAHUS 10 PUYMHE MOJYyUYEeHUS] HOBBIX JIAHHBIX
1no 0e30MacHOCTH WJIM HEAOCTAaTOYHOM 3(PGEKTUBHOCTH HUCCIEAYyEeMOTO Mpernaparta;
OT3BIB  HCCIIEyeMOr0 TMperapaTa WIA I[penapara CpaBHEHHs; OTKa3 B
TOCYAapCTBEHHOM PETUCTPAIlMM I10 KCCISAYyeMBbIM IOKa3aHWSAM K IMPUMCHCHHIO,
BKJIIOYAsi JIOOPOBOJIBHBIM OT3BIB 3asBIICHUS Ha TMPOBEJCHUE TOCYAapCTBEHHOU
perucTpaluy; BBEACHHE MEpP MO YIPABJICHHIO PHUCKaMU (BHECEHHE TOMPAaBOK B
MPOTOKOJI B CBSI3U C acMeKTaMu 0e30MacHOCTH Wi 3()(PEKTUBHOCTU HCCIIEAYEMOTO
mpernapara, — BKJIOYas ~— M3MEHEHHWE  peXuMa  JIO3UPOBAHUS,  KPUTEPHUEB
BKJTFOUCHMS/HEBKITFOUCHUS, BBEICHUE TOTIOJHUTEILHOTO MOHUTOPHHTA, OTPAHINYCHUE
JUTUTEIIBHOCTH BO3JICHCTBHYSI, OTPAHMYCHUS UCCIICTYEMOM TOMYJISAIIUN WU TTOKA3aHUHA
K TMPUMEHECHHIO; W3MEHEHHUS WH(OOPMHUPOBAHHOTO COTJIACHS, H3MEHEHHUS COCTaBa
npenapara; BBEJICHHUE YIIOJHOMOYCHHBIMA OpPTaHAMM JOTIOJHHUTEIIBHBIX TPpeOOBaHUIN
M0 TPEeCTaBlIeHU0 WH(POpMaIMK 1Mo 0€30MaCHOCTH; MOJATOTOBKA JTOMOJHATEIHLHOM
uHbOpMaIUU NJIs MCCIIeOBaTeIe U MEIUITMHCKUX pPaOOTHUKOB; TUIAHHUPOBAHUE
HOBBIX MCCJICIOBAaHUN IO M3YYEHHUIO acneKkToB mpoduist 6e3omacHocty). B ciydae
HAJIMYUsI TOCYJAPCTBEHHOM PETHCTpAIlii, TAKKE BKIIOUYAIOTCS MEPHl B OTHOIICHUU

3apEeruCTpupoOBaHHOIO JICKAaPCTBCHHOI'O mperapara: OTKa3 CcO CTOPOHBI



YIOJIHOMOYEHHBIX OpPraHOB B TMOJTBEPXKJICHUHM PETUCTpallid; MNPUOCTAHOBKA
pEruCTpaly WK OT3bIB C PHIHKA;, IPUHSATHE YIIOJTHOMOYEHHBIMU OpraHaMH MEp MO
yYIpaBJIEHUIO PUCKaMU (CYIIECTBEHHbIC OIPAaHUYCHHUSI B OOpaIlleHUH; CYIIECTBEHHbBIC
U3MEHEHHUSI B MHCTPYKIHUM [0 MEIUIMHCKOMY MPUMEHEHUI0, KOTOpPhIE MOTYT
MOBJIMATh Ha MPOrpaMMy KIMHHYECKON pa3pabOTKH; MOATOTOBKA JOMOJIHUTEIHLHOMN
nH(popMaIuu U Ipyrue Mepbl MUHUMH3AIMU PUCKA; Ha3HAYCHUE YITOJTHOMOYCHHBIMU
OpraHamM# JOTOJIHUTEJIbHBIX TMOCTPETUCTPALIMOHHBIX HCCICIOBAHUN WA UHBIX
UCCIICIOBAHUM TI0  OIIGHKE achekToB Tmpoduis 0e30macHOCTH,  BKIIIOYAs
JTOKJIMHAYECKHE UCCICIOBAHMA).

B »TOT pazmen Takke BKIIOYAIOTCS 3alpoChl YIMOJTHOMOUYEHHBIX OPraHoOB,
KOTOpbIC BBOJST ONPEACICHHbIE OTrPAaHUYCHHS B OTHOIICHUM TEKYIIEW WIn
IJIAHUPYEMOM TporpaMMbl pa3pabOTKH HCCIEAYyeMOro mpemnapara (Hampumep,
TpeOOBaHUE MPOBEACHUS JUIMTEIBHBIX MOKIMHHUYECKUX HCCIICIOBAaHUN 10 Hayaja
JIOJITOCPOYHBIX  KJIMHUYECKMX  HCCJICAOBAaHMM, 3alpoc O  IPEACTABICHUU
cnenuPuYecKnuX JaHHBIX 1O O€30MacHOCTH [JI0 Hayajga NeJuaTpUuYecKoro
uccnenoBanus). Jlannas wuHopManms npeacTaBisercss B ¢Gopme 0000IIEHHOTO
nepeyHs ¢ yKazaHueM OOHOBJICHUM MO JJaHHOW MH(OpMAIUH, €CIU 3TO MPUMEHUMO.

4.7. V3MeHeHHs, BHECEHHBIC B CIPABOYHYIO MH(POPMAIIHUIO 10 0€30MacCHOCTH
HCCIIeIyeMOT O Mpenapara.

Paznen nmomkeH BKIIOYAaTh MEPEYCHb W3MEHEHUM, KOTOpbIe OBLIM BHECEHBI 3a
OTYETHBIN IEPHO B OPOIIIIOPY MCCICIOBATENS WM MHYIO CIIPABOYHYIO HH(DOPMAITHIO 110
0€30MacCHOCTH B CBSI3U C HOBBIMHU aclieKTaMu Mpoduiisi 0€30MacHOCTH HUCCIETYeMOro
npemnapara. J[aHHble U3MEHEHUs MOTYT KacaThCsl, HO HE ONPaHUYUBAIOTCS, CICTYIOMMMU
MpUMEpaMU:  U3MEHEHHE KPUTEPUEB  HEBKIIIOYCHMS, ITPOTHUBOMNOKA3aHUM, Mep
MIPEIOCTOPOKHOCTH M OCOOBIX YKa3aHUU, NIEPEUHsI CEPbE3HBIX HEXKENATEIbHBIX peaKui
U HEXKENATCIbHBIX SBJICHHUM, IPEICTABISIONINX OCOOBIM HHTEPEC, JIEKAPCTBEHHBIX
B3aMMOJICIICTBUIA, @ TaKXE€ BAXKHBIC JIaHHBIC, MOJYYEHHBIE B XO/€ JOKIMHUYECKHX
uccnenoBanuii. IlogpoOHas wHbOpMaIMs MO JaHHBIM W3MEHEHUSM JOJDKHA OBITh

MIPEACTABIIEHA B COOTBETCTBYIOMMX pazaenax POOB.



4.8. TlepedeHb TPOMODKAIOIMIUXCSA W 3aBEPIICHHBIX B OTYETHOM TNEPHOJIE
KJIMHUYECKUX UCCIICTOBAHUM.

B pasgene npencrapnsiercs kpartkas WHGOpMAlMA IO MPOAOIDKAIOIIMMCS U
3aBEPIICHHBIM B OTYETHOM MEPHOAC KIMHMUYECKAM HCCICTOBAHUSAM C MIPEICTABICHUEM
B MPWIOKEHUHA K OTYETY JIETAIbHOM MHQPOpPMAlMU MO HMCCIECOBAHUSM B TAOIUYHOM
dbopme 1o cheyromuM pasziesiam: UASHTU(GUKAIMOHHBIA HOMEp U (pa3a UCCIeI0OBAHNUS;
CTaTyC BBIMOJHEHHUS (MIPOIODKAIOIIEECS] UCCIIEIOBAHUE - KIIMHUYECKOE UCCIIeIOBAHHE
HAYaJloCh; KJIMHUYECKOE UCCIENOBAHME HAyaloCh, HO B HACTOSINEE BpeMs
MPUOCTAHOBJICHO; KITMHIYECKOE MCCIICIOBAHNE 3aBEPIICHO, HO OTYET MO0 KIMHUIECKOMY
UCCTICIOBAaHUIO €IlIeé HE 3aKOHYCH; 3aBEpIICHHOE WCCIENOBaHUE - OTYET II0
KJIMHUYECKOMY MCCJIEIOBAHUIO 3aKOHYEH); TocyaapcTBa-wieHbl (Coro3a, B KOTOPBIX
pacmoiokeH KaK MHUHUMYM OJIMH HCCIIEAOBATEIILCKUI IIEHTP; KpaTKoe Ha3BaHUE
WCCIICIOBAaHMS;, JHW3aiiH  UCCIENOBaHUA  (HEKOHTPOJIMPYEMOE, KOHTPOIUPYEMOE,
OTKpBITOE, TMPOCTOE CJenoe, JABOWHOE CJIENoe, B MapaJUIC/IbHBIX TIpyIIax, C
MEPEKPECTHBIM JTU3AMHOM W T.J., BKJIIOYAsl pa3ieieHUe Ha TPYMIbI JICYCHHUs); HO3bI U
PEXKUM  JIO3UPOBAHUS HCCIEAYEMOIrO Ipermapara | Ipenapara(-oB) CpaBHEHUS;
XapaKTEepUCTHKA MCCIEAYeMON MOMYISIK (BO3pacT, TOJ, MOKa3aHUsl K MPUMEHEHHIO,
0COObIE TPYMIbl CyObEKTOB/MAIIMEHTOB, HAITPUMED, TIAIIMEHTHI ¢ HapylIeHHeM (hyHKIIUA
MOYEeK WIM TAIMEHTHI C PE3UCTEHTHOCTHIO K JICUCHHIO); Jara Hadaja KIMHUYECKOTO
uccnenoBaHus (IO OMPENENICHUIO CIIOHCOpa, HAmpuMep, TEPBBI BHU3UT IEPBOTO
BKJTIOYEHHOTO TAIMEHTa/CyOheKTa MCCICOBAHNMS); TUIAHUPYEMbIM 00BEM BKITFOYCHHS,
OIICHKa KyMYJISITUBHOTO YHCJa CyOBEKTOB/MAIIMEHTOB WCCIEIOBAHUS, TMOTYYHBIINX
JICYEHHE B KaX10H JIe4ueOHOM TpyIe, €Cu 3T0 MPUMEHUMO. JI0IKHBI ObITh TPUBEACHBI
JTaHHbIE TI0 (aKTHUECKOMY KOJIMYECTBY BKIIFOYCHHBIX CYyOBEKTOB HCCIICNHOBAaHHS B
OTKPBITBIX WJIH 3aBEPIIICHHBIX KIIMHUYCCKUX UCCIICIOBAHMSIX W/FITH OIICHKA, OCHOBAHHAS
Ha CIIOCO0e PaHIOMU3AIIH JIJIs CIICTIBIX UCCIICTOBAHHIA.

49. Omenka KOJIWYECTBA CyYOBEKTOB, TOJBEPIIIMXCS  BO3JIECHCTBHIO
UCCIIeTyeMOTro TIpernapara.

Otot pazaen POObB nomken coaepkath uHbOpMaIuio 00 001IeM KOJTUIeCTBE

CYOBEKTOB, TOJBEPTIINXCS BO3ACUCTBUIO  (KYMYJSTHBHOM  BO3JCHCTBHH) B



KIMHUYECKUX uccaeaoBaHuax (cm. pazaen 4.9.1) u npu TepaneBTUYECKOM
npuMmeHeHnu (cMm. pasznen 4.9.2). TpeboBaHus MO MpencTaBICHUIO WH(GOPMAaLUU B
JTAHHOM pasziesie BKIIOYAIOT CIIeAyIollee: AaHHbIE JTOJDKHBI ObITh MPEACTaBJICHBI B
TabMMyHOM (Qopme; B Cllydae HaJIWYHUs CYIIECTBEHHBIX pa3IUUUld  MEXIY
KJIIMHAYECKUMH MCCIICIOBAaHUSAMH B OTHOILIEHUU HCCIEAYEeMOM J03bl, cCrocoba
BBEJICHUS, MHCCIEyeMOW TMOMYJAINN, JlaHHbIE B TaOJWIle JIOJDKHBI OBITh
COOTBETCTBYIOIIUM OOpa3oM OMHUCaHbI, JIMOO MpPEeACTaBICHbl B BUIEC OTACIBHBIX
TaONMI; €ClAM  CBOAHBbIE TaONMUIBI  CEPhE3HBIX  HEXKENATEIbHBIX  SIBJICHUI
IPEJCTaBICHB OTAETHHO MO KaXJAOMYy HCCIEIyeMOMY TOKa3aHUIO, JaHHBIE IO
OLICHKE BO3ACHCTBHUS (KyMYJSTUBHOM BO3JCHCTBHHM) JOJDKHBI OBITH TaKkKe
CTPYIIIUPOBAHBI 110 UCCIENAYEMBIM IOKa3aHUSAM; B ClIydyae HAJIWYUS CYIIECTBEHHBIX
pPacXOXKJIEHUN IO BPEMEHH KyMYJISTHBHOTO BO3JEHCTBUS MEXKIY KIMHUYECKUMHU
UCCIIEJOBAaHUSIMM WJIM UCCIIEyEMbIM IIpernapaToM U IpenaparoM(aMu) CpaBHEHHUS,
JaHHbIE TI0 OILICHKE BO3JEUCTBUA PEKOMEHIYETCS IMPEACTaBIATh B YCJIOBHBIX
eIMHUIAX «CYOBEKT-IPOMEKYTOK BpPEMEHH» (UEOBEKO-THSIX, YEIOBEKO-MecsIax
WIH YeJIOBEKO-TOJax); JaHHbIE MO BO3ACUCTBHIO Ha 3J0POBBIX J0OpPOBOJIBLIEB, B
OCOOCHHOCTH TPH HU3YYEHWU OJHOKPATHOTO HAa3HAUEHUS MOTYT MPEACTABIATHCS
OTJEJIbHO BBUJly UX MEHbILIEH 3HAUMMOCTHU ISl OLICHKHU Mpoduis 6€30MacHOCTH; IS
3apEruCTPUPOBAHHBIX  JIGKAPCTBEHHBIX IMPEMapaToB, KOTOpblE HAXOIATCA B
nporpaMMe KIMHHYECKON pa3paboTKH, MOXET OBITh MCIOJIb30BaH MEHEE TOUYHBIN
MOJIXO/] B OLICHKE KyMYJISITUBHOTO BO3JIEUCTBUS B X0JI€ KIIMHUYECKUX UCCIIEOBAHUN
B Cllyya€ MHOTOJIETHETO TEpareBTUYECKOT0 MPUMEHEHUs W/WIW TPUMEHEHHS IO
MHOTOUYHCJICHHBIM TIOKa3aHUSIM, CTIOHCOP JI0JDKEH KOMMEHTHPOBATh TAKUE CITydaH.

4.9.1. OOoOmeHHass OIEHKAa KOJIMYECTBA CyOBEKTOB, MOJBEPrUINXCSA
BO3JICHCTBUIO HCCIEAYyEeMOTO Tpenapara B XOAC BBIMOJHEHUS TMPOTPaMMBbI
KIIMHAYECKON pa3pabOTKH.

[Tompaznen nomwKeH BKIIOYATh B TaOMMUHOM (hopMe Ciemayromryro HH(POpPMAITUIO:
o01iee 4YMciao CyObEKTOB B TMPOAOJDKAIONIMXCS UM B 3aBEPIICHHBIX KIMHUYECKHUX
UCCJIEJIOBAHUSIX; KOJIWYECTBO CYOBEKTOB KIMHUUYECKUX MCCIIECIOBAHUM, MOIYyYUBIINX

HCCIIeyeMbIi Tperapar, miamnedo u/wim npenaparsl cpaBHeHus, HaunHas ¢ MIOPJIIT



(B ciydae CIIETBIX IMPOJOJDKAIONIUXCS HMCCIEAOBAaHUN YHCIO CyOBbEKTOB OIEHUBACTCS
UCXOJIl M3 HCIOJB3YEeMOr0 METO/la PaHAOMHU3ALNU); KYMYJISTUBHOE KOJIMYECTBO
CYOBEKTOB KIMHUUYECKUX HMCCIEIOBAHUMN, TOABEPITIUXCS BO3JIEHCTBUIO HCCIIETYEMOTO
npenapara Mo BO3pPACTHBIM TpyIaM, MOy, pacoBOW MPUHAJJICKHOCTH, IPU HATMYUU
JAHHBIX; JeMorpaduuecKre XapakTepUCTUKH IO OTICIbHBIM HCCIEAOBAaHUSAM 0CO00it
BOXHOCTH (Harpumep, kirouenbie uccienopanus 11 daszbr).

B nmnogpasznene npuBoguTcs yKazaHue W OOOCHOBaHUE WCIOJIB30BAHHOTO
MeTOa(0B) OICHKH OO0OOIIEHHOTO (KyMYJSTHBHOTO) BO3JCHCTBHS, a TaKKe
OTpaHUYCHHUSI TAHHOTO METO/a.

49.2. OmneHka BO3ACUCTBUS TIPH IOCTPETHUCTPANMOHHOM TPUMEHEHUN
JIEKapCTBEHHOTO TIpenapara.

B cnyuae, ecnu ucciemyeMblid mpemnapar 3aperucTPUPOBAH HA TEPPUTOPUHU
KaKo-mmbo cTpaHsbl (CTpaH), CIOHCOPOM JOJIKHBI OBITh BKIIOYEHBI B OTUET JaHHbBIC
MO0 OIICHKE KyMYJISITUBHOTO BO3JCMCTBUSI Ha TMAlMEHTOB MO pe3yJbTaraM
ITOCTPETUCTPALIMOHHOTO IPUMEHEHHMS, OCHOBaHHbIE Ha AaHHBIX nocienHero 1100b
WIM WHBIX MCTOYHUKAX JIaHHBIX C yKa3aHUEM M OOOCHOBAaHUEM MCIOJIH30BAHHOIO
MeTo/1a(-0OB) OLICHKU BO3JEHCTBUS.

4.10. Jlanaple B BHUJE CTPYKTYPHUPOBAHHBIX TMEpeyHEH U 00O0OIIEHHBIX
(KyMyJISITUBHBIX) TaOJIHII.

Oror paszgen POODB nomkeH copepkarb CTPYKTYPUPOBAaHHBIE NEPEYHHU
CEPhE3HBIX HEXKENaTeJIbHBIX PpEeaKIMil, 3aperuCTPUPOBAHHBIX CIIOHCOPOM 32
OTUETHBIA TEpUoJ, M OOOOIIECHHbIE TaOJMYHbIC JAHHBIE II0 CEPhE3HBIM
HEXXeJIaTeIbHBIM SIBJICHUSIM, KOTOpbIE€ OBUIM 3aperucCTPUPOBAHBI CIOHCOPOM C
MJIOPJIII, T.e. Tabmmmel gomkHbl BKirodath Bce CHS, a He Toapko CHP s
HCCIIeyeMOTO TIpenapaTta W IpernapaToB cpaBHEHHs. VICTOUHMKOM JaHHBIX B
MEepPEeUHsIX W TaONMUIAX C PACKPBITHIMUA PAHIOMH3AIMOHHBIMU KOJAAaMU MOTYT OBIThH
3aBEpIICHHbIC KIMHUYECKUE HCCICIOBAHUS, a TAaKKE€ WHIWBUIyaAbHBIEC CIIy4aw, B
KOTOPBIX OblJIa BBIMOJHEHO PACKPBITHE KOJa paHAOMHU3AIMKU TI0 NPUYHHAM,
00OyCJIOBIIEHHBIM 0€30TacHOCThIO CyObekTa uccienoBanus. CIOHCOPHI HE JOJKHBI

PACKpBIBATh PAaHIOMU3ALIMOHHBIE KOJIBI € 11€J1bI0 moAroToBku POOD.



[lo ycmoTpenuto cmoHcopa nansi OOJErdeHHs: BOCHIPHUATUS U TMOHMMAHUSA
uHbopMalluu B paszfesie MOXKET HCIOJIb30BaHO Trpaduueckoe OToOpaKeHHe
OIPEJEIICHHBIX aCIIEKTOB JAaHHBIX IO HEYKEIATEIbHBIM PEAKIIASM.

B nenom, Tabmuuel CHS nomkHBI BKIIOYATH TOJBKO T€ TEPMHUHBI, KOTOpPHIE
ObUIM UCIOJB30BaHbl JI1 KJIACCU(PHUKAUU CEPhE3HOCTH; TaOMUIBl HE JOJIKHBI
BKJIFOYATh HECEPHE3HBIE HEIKEIATEIBHBIC SBJICHHUS.

OnpeneneHHbIE HEXENATENIbHbIE SBJICHUS MOTYT OBITh HCKJIIOYEHBI U3
CTPYKTYPUPOBAHHBIX IE€pPEUYHENd U OOOOIIECHHBIX TAaOJIWYHBIX JAHHBIX, OJAHAKO IO
BCEM CJICJIaHHBIM HCKIIIOUEHHSIM JIOJDKHBI OBITH CHENIaHbl O0BbsicHEHUsa B oTuere. K
YUCITY TaKUX HEXKENATeIbHbIX SBJIEHUN OTHOCATCA, HAIpHUMEp, HEXKeIaTelbHbIE
SBJICHHSI, OIPENEISIEMbIE TPOTOKOJIOM KJIMHUYECKOTO HCCIEAOBaHUS Kak He
TpeOyromue cOopa U BBOAA JAHHBIX B 0a3y JaHHBIX MO O€30MacHOCTH, a TakKkKe
SBJISIIOIMECS  COCTABJIAIOIIMMU  KOHEUHBIX TOYEK OLEHKU 3PPEKTUBHOCTU
(Hampumep, JieTaldbHbIE HCXOJbI, 0OYCIOBJICHHbIE MPOrPECCUPOBAHUEM OCHOBHOTO
3a00eBaHusl, B KIMHUYECKUX MCCIECIOBAHUAX C YYACTHEM MAIMEHTOB CO
3JI0Ka4€CTBEHHBIMH HOBOOOPA30BAHUSMH).

4.10.1. CupaBouHas nHpOpMaIH.

B noppasnene ykasbiBaeTcsi BepcHsi(-1) MCHOJIb30BAHHOTO ISl KOJMPOBAHUS
TEPMUHOJIOTMYECKOTO CJIOBapsi M Ha3BaHUE JOKYMEHTa C HOMEPOM €ro BEpCHH,
KOTOPBIN HCIOIB30BAJICS B KauyeCTBE CIPaBOYHOM HMH(pOpMalnuud MO OEe30MacHOCTU
JUISL OIpeNieeHUs] MPEBUACHHOCTH NPU COCTABJICHUU TAOJMYHBIX JAaHHBIX, TJI€ 3TO
TpeOyeTCsi B COOTBETCTBUU C 3aKOHOJATENBCTBOM rocy1apcTB-wieHoB Coro3a.

4.10.2. CTpyKTypHUpOBaHHBII MEepEUCHb CEPbE3HBIX HEXKENATEIBHBIX PEeaKIIHiA
3a OTYETHBIN MEPHUOI.

B nonpasnene npuBOAMTCS KpaTKOE OMNUCAHUE MPUHIMUINA BKIIOYCHUS
CEPbE3HBIX HEXKENATENbHbIX PEaKUMil B MEPEYEHb, CaMU IEPEYHU CEPBE3HBIX
HEXEJATEJbHbIX PEAKUUH, 3apErUCTPUPOBAHHBIX MPHU MNPOBEIECHUU KIMHUYECKUX
WCCIICIOBAHUM 3a OTYETHBIA Iepuoh, npuBomArcs B npwioxkeHnn K POObB. He
HY’KHO HCIIOJIB30BaTh 3TOT pa3/iell JUlsl aHAIN3a CEPhE3HBIX HEXKENATEIbHBIX PEAKINN

WM BbIBOJOB. CTPYKTYPUPOBAHHBIE MEPEYHU JOJIKHBI MPEICTaBIATh HHPOPMALIUIO



M0 BCEM CEPbE3HBIM HEXKENATEIbHbIM peaKlusM (10 OCJCIUICHHBIM CIydasM u
CJIy4asiM C PACKPBITHIM KOJIOM JICUEHHUS) U3 KIMHUYECKUX MCCIETOBAHUM CIIOHCOpPa B
OTUYETHBIN Tepuoj. JlaHHBIE B MEPEUHSIX JIOJDKHBI OBITh CTPYNIHPOBAHBI IEPBUYHO
M0 KJIMHUYECKUM UCCIICIOBAHUSIM U 3aTEM TI0 OpPraHo-(yHKIIMOHATBHBIM KJIaCCaM.

Ecnu »T0 mpencraBnsieTcs BO3MOXKHBIM, CIy4ad MO KaXKIOMY OTICIbHOMY
CyOBEKTY HCCIIEIOBAaHUS JOJDKHBI BKIIIOUATHCS B CTPYKTYpUPOBAHHBIE MEPEUYHU
€IUHOX/Ibl BHE 3aBUCMMOCTH OT KOJMYECTBA TEPMUHOB CEPHE3HBIX HEXKEIATEIBHBIX
peaKkiMii, BKJIIOYEHHBIX B oOmNuUcaHue ciydas. Ecnu y cyObekTa ucCiIeI0BaHUs
pa3BUIIOCH 0o0Jiee OJHOM CEephe3HOM HEKEeIaTeIbHOM peakiMu, OHU JOJKHBI OBbITh
MEePEUYUCIICHbl B OMKMCAaHWUU OJIHOTO Ciy4yas TMOJ Ha3BaHMEM HauOojee Cepbe3HOM
HEeXeJNaTeNbHON peakiuu (KaJoObl, CUMITOMA WJIM JUarHo3a) COTJACHO OIICHKE
crioHcopa. Ecnu y cyObekTa ucciaeqoBaHUsSI PAa3BWINCh Pa3IMYHBIE CEPhE3HBIC
HEXKEJIATEJIbHbIE pPEAKIMH B PAa3HOE BPEMA HA MNPOTSKEHUH KIMHUYECKOTO
UCCleoBaHMs (HampuMmep, C HHTEpBaJIOM OoJiee HEJENH), JaHHBIE CEPbE3HBIC
HEeXKeJlaTeIbHbIE PEaKIMK JOKHBI ObITh MEPEUUCTIEHBI OTJIEIBHO, U CYOBEKT MOXKET
OBITh BKJIFOYEH B CTPYKTYPHUPOBAHHBIN NIepeueHb 00Jiee 0JHOTO pasa.

Nudopmanus 1o CEPhE3HBIM HEeXeJlaTeIbHbIM peakIusm B
CTPYKTYpPUPOBAHHBIX  MEpPEYHAX JOJDKHA  BKIIOYATh  CIEAYIOIIHE  JIaHHbIE:
WICHTU(PUKAITMOHHBI HOMEp KJIMHUYECKOTO WCCIICOBAHUS; WACHTU(DUKAIMOHHBIN
HOMEp CyObEKTa UCCIIeIOBAHMS; ICHTU(UKAIIMOHHBIA HOMEpa COOOIICHHUS O CePhe3HOM
HEXXENIATeIbHOM PeaklMu 1Mo 0a3e JaHHBIX CIIOHCOpA; CTpaHA BBISBICHUS CEPHE3HOM
HEXXEJIaTeIbHOM peakiluu; BO3pacT U TMOJl CyOhEKTa MCCIIEAOBAHUS, YKa3aHUE TPYMIbI
JICYCHUS WIM YKa3aHUE, YTO JAHHBIC OCJICTUICHHBIC, €CJIM HE BBITIOIHSUIOCh PACKPBITHE
PaHIOMU3ALMOHHOIO KOJIa; /103 U JJIUTEIbHOCTh HAa3HAYEHUS UCCIIEAYEeMOro Mpenapara
(B ciyuae, eciii HEOOXOAMMO, TaKXKe JIeKapCTBeHHas: (popma U crioco0 BBEACHUS); JaTa
HaJyajla W/WIM BpeMsl OT Havaja MpHeMa 10 DPa3BUTUS CEPhE3HOW HEXKENaTeIhbHOM
peaKIvy; aThl Hadajla U OKOHYAHUS Ha3HAYSHHS UCCTISyEMOTO TIperapaTa 1/iiu OIleHKa
MIPONOJDKUTEIPHOCTH  JICUCHUS; Ha3BaHWE (ONMMCAaHUE) CEpPhE3HOW HEeXKeNaTeTbHOU
peakimu (pu  ucnonb3oBannd MedDRA crnexyer ykaspiBaTh TpeANIOYTUTENTHHBIN

TEPMUH); UCXOJ HEKENIATEIbHOW Peakluuu (HapuMep, pa3peliioch, JIETadbHbIN UCXO,



VAYYIIIEHUE, PAa3pPEIIUIOCh C OCTATOYHBIMHU SIBJICHUSIMHU, HEU3BECTHO), B ATOM ITyHKTE
crienyer ykaspiBaTh ucxoj HP y mamuenrta, B cilydyae HECKOJNBKHX HEKENIATeIbHBIX
peaKIuil yKa3pIBaeTCsl HAUXYIIINN UCXO0/); KOMMEHTapHH, €CITH IIPUMEHUMO (HaIrlpuMep,
OLICHKA TMPUYMHHO-CJICACTBEHHOW B3aUMOCBSI3M B CIIy4yae PACXOXKICHHS BO MHEHHUAX
CIIOHCOpa M HCCJIEOBATENs; COIYTCTBYIOIIME JICKAPCTBEHHBIE Tpenaparhl, €clid
MOJIO3PEBACTCA UX TpsMasi CBA3b C HEXKEJIaTelIbHOM peakiued WId JICKapCTBEHHOE
B3aMMOJICHCTBHE; MMOKA3aHUS, IO KOTOPbIM HAa3HAYAIICS MOI03PEBACMBIN JICKAPCTBEHHBIN
npernapar(bl); pe3ybTarbl OTMEHBI M TIOBTOPHOTO Ha3HAYCHUS MCCIIETyEeMOro Ipernapara
NpyY HaJIMYUKM TakKoBbIX cBeleHuid). O0oOuieHHass uHGOpMalMs O BbISBICHHBIX
CEPBhE3HBIX HEXKEJATENbHBIX pPEaKIUsAX JOJDKHA BKJIOYATh JaHHBIE CIENbIX U
OTKPBITHIX KIIMHUYECKUX UCCIICIOBAaHUM.

4.10.3. OO0oOmeHHbIe (KYMYJISTUBHBIC) TaOJIMYHBIC JAHHBIC O BBISBICHHBIX
CEPbE3HBIX HEKEJIATECIBHBIX SIBIICHUSX.

B mnonapazpene nemaercss OTChUIKA K NPUIOKEHHIO € O0OOOIIECHHBIMHU
(KyMyJIATUBHBIMH)  TaOJIMYHBIMH  JIAHHBIMH 110  BBISIBJICHHBIM  CEPbE3HBIM
HEXKeJIaTeIbHBIM SBJICHUSIM, MOJTYYCHHBIMU CIIOHCOPOM KJIIMHUYECKUX UCCIICTIOBAHUMN
3a nepuoa ot MJIOPJII no marel oxkoHuanusi cOopa nanHbix Tekymero POOB. B
ClIyyae OTCYTCTBHS KaKOW-TMOO YacTH JaHHBIX JCIAeTCs IOSCHCHUE IPUYUHBI.
O6o00meHHbIe (KyMYJISTHBHBIC) TaONWUYHBIE JaHHBIE O BBISABICHHBIX CEPbE3HBIX
HEXKENATEIbHBIX SBJICHUSAX MPUBOAITCA B MPWIOKEHUH U  (HOPMUPYIOTCA C
pa3JieJICHHEM T10 OpPTraHO-(PYHKIIMOHAIIBHBIM KJIaccaM, IO MCCIISAYEeMbIM IIperapaTam,
a Takke Mo TpernaparaM cpaBHeHUs. Eciau 3To mpejcTaBiseTcs 1es1eCo00pa3HbIM,
JTAHHBIE MOTYT OBITh CTPYNIUPOBAHBI MO OTIEIBLHBIM MPOTOKOJAM HCCIIEI0BaHUMH,
MOKa3aHUsIM, CIIoco0aM  BBEACHUS WM HMHBIM  KarteropusMm. OOoOmieHHas
nHpopMaIsi O BBIABICHHBIX CEPHhE3HBIX HEXKEIATEIbHBIX SBJICHUSIX JOJKHA
BKJIIOYATh JJAHHBIC CJICMBIX M OTKPBITHIX KIIMHUYECKUX UCCIICI0BaHUM.

4.11. Baxuble JaHHbBIE, MOJYYEHHBIE B XOJI€ KIMHUYECKUX HCCIIECIOBAHUI 3a
OTYETHBIN TIEPUOLL.

4.11.1. 3aBeplUICHHbIE KIMHUYECKUE HCCIIeI0BaHUSI.



B »stom mompazmene POOB B kparkom 0OOOIIEHHOM BHIE CIIOHCOPOM
MPUBOANUTCS WH(POPMAIUS 1O HOBBIM KIIMHWYECKH BAXKHBIM JAHHBIM, MOJTYYCHHBIM
M0 pe3yJbTaTaM 3aBEPIIMBIIMXCS 32 OTYETHBIN NEPHO]] KIMHUYECKUX UCCIEAOBaHM.
Nudopmarus MOXeT BKIIIOYATH JaHHBIC, KOTOPHIC MOATBEPAUIN JTMOO OTMPOBEPIIIN
paHee BBISBICHHBIE BXKHBIE aCMEKThl Mpouis 6€30MacHOCTH, a TAKXKE JIaHHbIE 10
BBISIBJICHHBIM HOBBIM CUTHaJIaM MO 0€30MaCHOCTH.

4.11.2. [Iponomxaromuecss KINHUIECKUE UCCIIETOBAHUS.

B »tom mnonpaznene POOb B kparkoM 0OOOIIEHHOM BHJIE CIIOHCOPOM
MPUBOANUTCS WH(POpPMAIUS MO0 KIMHWYECKH BAXKHBIM JAHHBIM, BBISBJICHHBIM B XOJIC
MIPOBEJICHUS €I1I€ HE 3aBEPIIUBIIUXCS KIMHUYECKUX HCCIEIOBAHUM (Hampumep, npu
MPOBEICHUM MPOMEXKYTOUYHOTO aHallh3a JaHHBIX WIM B PE3yJbTaTe PaCKPHITUS
PaHIOMU3AIMOHHBIX KOJOB MPU Pa3BUTUM HEXeNaTeNbHBIX peakiuit). Mudopmarms
MOXET BKJIIOYaTh J@HHBIE, KOTOpbIE TMOJTBEPIAMIM JUOO ONPOBEPIIU paHee
BBISIBJICHHBIE Ba)KHBIE AacrleKThl Tpoduiisi Oe30MacHOCTH, a TakkKe JaHHBIE II0
BBISIBJICHHBIM HOBBIM CHUTHaJIaM IO O€30MTaCHOCTH.

4.11.3. JmuTenpHOE TIocenyroiiee HabIroAeHue.

B ciuygasix, xorga 3TO NPUMEHUMO, B pas3fed J0KHA ObITh BKIIOYEHA
uHdopmaruss 0 pe3yJbTarax JUIMTETLHOTO TOCIEAYIONIeT0 HaOMIOACHHUS 32
CyOBEKTaMH KIMHAYECKOTO MCCIENOBAHUSA TIOCIE 3aBEPIICHUS y4acThs B
KIMHUYECKOM uccieqoBanuu. Ilocie 3aBepiiieHHs MporpamMMbl  pa3pabOTKU
JUTUTENIbHOE TOCJeAytomee HaOI0IeHHe MOXET OCTaBaThCA €IMHCTBEHHBIM
MPOJIOIKAIOIIUM BHUJIOM JICSITEIBHOCTH, B XOJIe¢ KOTOPOTO MoJiydaeTcs MHGOpMaIus
st POOB. B atom ciydae Tonbko B gaHHoM pasjaesie POOB Oynet npeactaBisiThest
HOBasi HH(MOPMAITHS.

4.11.4, NHoe TepaneBTHUECKOE MPUMEHEHUE UCCIIETYEeMOTO Mpenapara.

B monpasnmen BKIIOYAOTCS KIMHWUYECKH Ba)KHBIE JaHHBIC MO OE30MacHOCTH,
KOTOpbIe ObUTM TIOJIYYE€HBI MPU MPOBEICHUU CIIOHCOPOM CIIEIHATBHBIX MPOTOKOJIOB
UCCIICIOBAHUM, B XOJI€ KOTOPBIX BBIMOJHAECTCS OPraHU30BaHHBIA CcOOp W
mpeacTaBlieHne WH(POpMAIMA O HEXKETATENbHBIX PEaKIUsAX (HampuMep, B paMKax

PAaCIMPCHHOIO A0CTYyIId, MHAUBUAYAJIbHOI'O JOCTYIIA U I/IHBIX).



4.11.5. HoBbie nannpie o 6€301MacHOCTH KOMOMHUPOBAHHON TEPaTUH.

Eciu wuccnenyemblit mpemapar pa3palaThiBaeTcs TakKe KaK KOMITOHEHT
(UKCUPOBAHHONW KOMOMHAIMU WJIM MHOTOKOMIIOHEHTHBIX PEXUMOB TEparuu, B
naHHoM mnozapasaene POOB mo oTnenbHOMY KOMIOHEHTY MPHUBOJATCS JaHHBIE IO
BaXHOU uH(OpMaIMu 1o O0€30MacHOCTH, MOJYYEHHOM NpHU OlEHKE Ha3HAYeHUs
HCCJIeyeMOTO Mpenapara B cOCTaBe KOMOMHAIIMY JIEKApCTBEHHBIX MpenapaToB. Eciu
POOB cocraBusiercss ansi KOMOMHHPOBAaHHOW Tepamuu WM (DUKCHPOBAHHOU
KOMOHMHAIIMHU, B 3TOT MOJIpa3/iei cieayeT BKI0YaTh HHPOPMALIKIO O O€30MaCHOCTH,
MOJTyYEHHYIO U3 UCCIEAOBAHNN OTJEIBHBIX KOMIIOHEHTOB.

4.12. JlanHple 0 0€30MACHOCTHU, MOJyUYEHHBIE B XOJE€ HEHMHTEPBEHIIMOHHBIX
UCCIICIOBAHUM.

B paszgen pomkHa OBITh BKIOYEHA o00o0OmIaromas uHdopMamus 10
0€30MacHOCTH, TMOJY4YEHHAass CIOHCOPOM 3a OTYETHBIA TMEpUoJ B pE3yJIbTaTe
IPOBEJCHUSI HEUHTEPBEHLMOHHBIX MCCIEAOBAHUN (HampuMep, HaOJI0JaTeIbHbIX
UCCIICIOBAaHUM, DSMUIEMHUOJIOTHYECKUX HCCIEAOBAHUN, PETUCTPOB M MPOrpaMM
AKTUBHOTO MOHUTOPHUHTA).

4.13. lanHble IO GE30MACHOCTH, MOJyYCHHBIE B XOJI€ APYTUX KIMHUYECKUX
UCCIICIOBAHUM.

B pasmen pgomkHa ObITh BKJIIOUEGHA oOoOmaromas wuHhoOpMaus 0
0e30MacHOCTH, TIOJyY€HHAsl CIIOHCOPOM 3a OTYETHBIM Mepuoa B pe3yJibTare
IPOBEJCHUS UHBIX UCCIIEOBaHUN (HampuMep, aHajan3a CBOJHBIX JIaHHBIX WJIA MeTa-
aHalM3a  PAaHJOMH3UPOBAHHBIX  KIMHUYECKUX  HUCCICIOBAHW, JaHHBIX IO
0e30MacHOCTH, MPEAOCTABICHHBIX MMApTHEpAMU N0 pa3pabOTKE HCCIEAYEMOI0
npenapata JMOO HCCIEA0BATESIMH, SBISIOIIMXCS WHHUIMATOPAMH TMPOBEACHUS
KJIIMHUYECKOT'O UCCIICIOBAHMS).

4.14. ]Jlannbple MO 0€30MACHOCTH, MOJIYYCHHBIC B X0JI€ TIOCTPETHUCTPAIIMOHHOTO
IPUMEHEHUS.

B cnywae ecnu uccinenyemblid mpenapaT 3aperucTpUpOBaH Ha TEPPUTOPUHU
KaKoW-Tn0O CTpaHbl, B pa3jiesie MPeACTaBIsIeTCs KpaTkas 00001menHass nHpopMans

II0 OCHOBHBIM JAaHHBIM IIO 6630HaCHOCTI/I, KOTOPBbIC ObLIN IMOJYYCHBI B XOJC



MOCTPETUCTPAIIMOHHOTO TPUMEHEHUS W CTajlu JOCTYMHBI CIOHCOPY B OTYETHOM
nepuoae. Ocoboe BHUMaAHUE CIEAYEeT YJENUTh TEM JIaHHBIM, KOTOPBIE SIBUJIUCH
OCHOBAaHMEM IS BHECEHHUS U3MEHEHHH B MHCTPYKLUMIO [0 MEIUIUHCKOMY
MIPUMEHEHUI0, OpOIIOpy HCCienoBarels, HHOOPMUPOBAHHOE COTJIACHE WJIU IUIaH
yhOpaBiieHus] puckaMu. JlaHHble MO 0€30MacHOCTH B pasliefie JOJDKHBI BKIIIOYATH
pe3ynbTaThl MPUMEHEHHS] KaK B COOTBETCTBUM C WHCTPYKIMEH MO MEAUIIMHCKOMY
NPUMEHEHUI0, TaK W TPUMEHEHUsS II0 HE3apErUCTPUPOBAHHBIM IMOKA3aHUSIM
(MpUMeHEeHHE «BHE HHCTPYKLHMMWY»), PE3yJbTaThl OIIMOOK HA3HAYEHHUS, Clydau
MIEPETO3UPOBKH, PA3BUTHS 3aBUCUMOCTH, TIPUMEHEHHUS Y OCOOBIX TPYII MMAIIMEHTOB
(Hanpumep, y O€peMEHHBIX KEHILHH).

4.15. JlaHHBIC JOKJIMHUYECKUX MCCIICIOBAHUM.

B paszpene nomkHbl OBITH MpPUBENECHBI OOOOIIEHHBIE JTaHHBIE MO HamoOoJee
BOKHBIM CBEJICHUSIM 1O OE30MaCHOCTH, TMOJYYEHHBIM 3a OTYETHBIA MEepUoj IO
pe3yibTaTaM MPOBEJACHHBIX WK MPOAOIIKAIONIIUXCS JOKIMHUYECKUX HCCIEIOBaHUMI
in VIVO m in Vitro (HampuMep, UCCIICIOBaHHS KaHIICPOTCHHOCTH, PEHPOTYKTHBHOMN
TOKCUYHOCTH, HMMYHOTOKCUYHOCTH). OIlIEHKa BIUSHUS JOKIMHUYECKUX JaHHBIX Ha
KIIMHUYECKYI0 O€30MacHOCTh JI0JKHA OBITh BbIMOJNIHEHA B «OOOOIIEHHON OIIEHKE
npoduiis 6€30macHOCTH HCclieayeMoro mnpemapara» (cM. pasaen 4.21 HacTosIero
[Tpunoxenus).

4.16. JlutepaTypHbIC JaHHBIE.

B paznen B 060011eHHOM BHAC JOMKHBI OBITh BKIIIOYCHBI HOBBIC M Ba)KHBIC
JaHHBIC TIO OE30MacHOCTH, WMEIOIIUE OTHOIICHHE K HCCIeAYyeMOMY Tperapary,
KOTOpbIEe OMyOJUKOBAaHBI B HAYYHOW JIUTEpaType, BKIIOYCHBI B HEOMyOJUKOBAHHBIC
MoHorpaduu, ObUIM TPEACTABICHBI HAa HAyYHBIX KOH(pepeHIuax, Judo
OIyOJIMKOBAaHbI B BHJIC aOCTPAKTOB W CTaJM JOCTYIHBI CIIOHCOPY B OTYCTHBIN
nepuol. JlaHHBIN pa3/en M0DKEeH BKII0YaTh JaHHBIC KIIMHUYECKUX U JOKITHHUYIECKUX
WCCJICIOBAHNM, a TaKKe, B CIy4ae €CIM ITO MPUMEHHUMO, JAHHBIC TI0 COSTUHEHUSIM
aHanoruyHoro kiacca. CIIOHCOp JOJDKEH TPEICTaBIATh KOIMHUHM a0CTPAKTOB II0

JaHHOMY pas3acily, €CJIM I3TO MPCACTABIICTCS BO3MOKHBIM.

4.17. Ipyrue POOB.



Cnoncop nomkeH mnpenacrabisiTh enuubldi POOB. Ecnu crnoHcop TOTOBUT
Heckoabko POOB 1u1st ogHOrO MecneayeMoro npemnapara (HarmpuMmep, o pa3nyHbIM
MOKa3aHUsIM, IporpaMmaM pa3pabOTKH, JIEKapCTBEHHBIM ¢dopmam), B JaHHOM
paszJiesie MPUBOIUTCS B 0000IIIEHHOM BHUE BakHast WH(OpMAIUs 1o 6€30IMacHOCTH U3
npyrux POOB, ecnu oHa yxe He NIpelcTaBlieHa B JIPYTUX paszjenax HacTOSIIEro
POOB. B pazaene npencrapisitorcsi 0000IIEHHbIE JaHHBIE 32 OTYETHBIA MEPUOJ TI0
3HAYMMBIM CBEJICHUSM I10 Oe30macHOCTH, BKItoUeHHBIME B POObB, mpenocTaBieHHbIe
JIPYTUMHU CIIOHCOPAaMH, BBIMOIHSIONMMU KIMHUYECKUE WCCIEIOBAHUS TOTO Ke
HCCIICyEeMOTO TIpernapara, B ciaydae X HaJTudusl.

4.18. JlaHHBIC IO HEIOCTATOYHOHN TEPAEBTHIECCKON d(PPEKTUBHOCTH.

B pazmene cymmupyroTcs JaHHBIE, KOTOPbIE€ CBHJIETEIBCTBYIOT O
HEJIOCTATOYHOU A()PEKTUBHOCTH MCCIEAYEMOro IMpenapara, JUO0O €ro MeEHbIIEH
3G ()EKTUBHOCTH 1O CPAaBHEHHUIO C MCIOJIb3YyEeMOM ISl JIEYCHUS CEPhE3HBIX U
KUZHEYTPOXKAIOIIMX 3a00JeBaHuil Tepanueil (Hampumep, OoJblliee KOJIUYECTBO
HEXENAaTebHBIX  CepJICYHO-COCYIUCThIX  SBJICHUH B  HMCCIECIOBAHUM HOBOTO
aHTUATPEraHTHOTO CpPEJICTBa NpPHU JICUEHHWHU OCTPOr0 KOPOHAPHOTO CHUHIPOMA) U
MOTYT OTpakaTh MOBBIIIEHHBIN PUCK JIJIs1 CYyOBEKTOB UCCIEAOBAHUS.

4.19. Muble gaHHble IO OE30MMACHOCTH, BBIABIEHHBIE B XOAE€ KIMHHUYECKHUX
VCCIIEIOBAHUM.

B sTom pazmene MOXKET MPUBOAWTHECS TOTOJHUTEIbHAS HWHQPOPMAIHS II0
0e30macHOCTH, HATIPUMED:

4.19.1. OO0oO0IeHHbIe  (KyMYJISTHBHBIC)  TAaONMYHBIC  JAaHHBIC 10
CEPhE3HBIM HEXKEATETHHBIM PEAKITHSIM

B nonpaznene npuBoautcs nHGOPMAIIUS IO BCEM CEPHhE3HBIM HEKEIATSITbHBIM
peakmusaM TyTeM yKa3aHWs OOIIEro KOJMYECTBA CEPhE3HBIX HEKEIATEIhHBIX
peaknuii TO a) OpraHo-QyHKIHMOHAJILHOMY KJaccy, ©0) TEepPMHUHOJOTUYECKUM
HAWMCHOBAHUSM HEXKENATEIbHBIX pPEAaKIUW, C) TpyNme JeYeHHUs, €CIH OTO
npuMeHuMo. CleTyeT BBIICTUTh HEMPEABUICHHBIC HEXKEIAaTeIbHBIC PEaKITHH.

4.19.2. TlepeueHb CyOBEKTOB KIMHMYECKUX MCCIEIOBAHNN, KOTOPHIC YMEPJIH B

TCUCHUEC OTUCTHOI'O IICPHUOAA.



B monpazgene mnpuBoauTcs wuHGOpMANMs TO CyObEKTaM KIMHUYECKUX
UCCJIEIOBaHHUM, KOTOPbIE YMEPJIH B XOJ€ MPOBEACHUS KIMHUYECKUX UCCIETOBAHHM,
KOTOpasi JOJDKHA BKJIIOYATh CIIEAYIOUIUE JIaHHbIC: HJIEHTU(DUKAMOHHBIA HOMEP
cllydyas JIETaJbHOTO HCXOJa, Ha3HAUEHHOE JieueHHWe (MOXKET COXPaHATHCA
OCJICIJICHUE), MPUYMHA CMEPTHU O KaXJIOMY CYOBEKTYy HcclieoBaHus. Bee acnekThl
npoduiiss 0e30MacHOCTH, ONpelesieMble 10 pe3yJbTaTy o0030pa JaHHBIX TI0
JCTATBHBIM HMCXOJaM, JTOJDKHBI OBITh HAJJICKAIIMM 00pa3oM OTPaKEHBI B pasfese
0000111eHHOH OlleHKHU mpoduist 6e3omacHocTU uccieayemoro npemnapata POObB (cwm.
paznen 4.21 nacrosmero [pumoxerus).

4.19.3. [lepeyeHb CyOBEKTOB KIMHUYECKHX HCCIEJOBAaHUM, KOTOpbIE
ObUTM HCKJIIOYEHBl M3 KIMHUYECKUX HCCICJAOBAHUM B CBSA3M C Pa3BUTHUEM
HEXEIaTeIbHBIX SBICHUA B TEUCHUE OTYCTHOTO MEPHO/IA.

B mnoapaznene npuBomutcs uHpopmaius 1o CyObeKTaM HCCIEIOBaHUMH,
KOTOpbIE ObUIA UCKITIOYEHBI U3 UCCIICIOBAHUI B CBSI3U C Pa3BUTHUEM HEXKEIATEeIbHBIX
SBJICHWA B TEUEHHWE OTYETHOTO IIEPHOJIa, BHE 3aBUCHMOCTH OT YCTAHOBJICHHS
B3aMMOCBSI3M C HA3HAUYCHHUEM HCCIeAyeMoro mnpemnapara. Bcee acrmektsl mpoduiis
0€30MacHOCTH, OMpeAeNIsIeMble MO PE3yibTaTy 0030pa JaHHBIX IO BBIOBITHIO U3
KJIIMHAYECKUX HCCIIeIOBAHUM, JOJKHBI OBITh HAJJICKAIUM 00pa3oM OTpaKeHBI B
paznene o0OOIIeHHON OIeHKH Mpoduis O0E30MacHOCTH HMCCIEIyeMOTo IMpernapara
POOB (cm. paznen 4.21 nacrosimero [punoxenus).

4.19.4. CyliecTBeHHbIE  TONPABKHM B NPOTOKOJBI  KIMHHUYECKUX
uccnenoBanuii ¢gassi .

B paznene momxHBI OBITH OMHMCAHBI CYIIECTBEHHBIE U3MEHEHUSI B MPOTOKOJIAX
KIIMHAYECKUX wuccienoBannii ¢as3el |, chaemanHple Ha MPOTSHKEHUH OTYETHOTO
NepHUoa, €CIIM OHHU paHee He MPEICTABIUINCH KaK TOMPaBKU K MPOTOKOITY.

4.19.5. Cy1iecTBeHHbIE U3MEHEHUS MPOIECCa MPOU3BOICTBA.

Pazngen momkeH BKJIIOYATh KPATKOE OMUCAHWE CYIIECTBEHHBIX W3MEHEHUH
mporecca MPOU3BOJACTBA WM MHUKPOOHMOJIOTMYECKUX HW3MEHEHUH, €CIH TaKOBBIC
UMEJTUCh, TPOU3OMIEANUX 332 OTYETHBIH TIEPHOJ], C OTPAKCHHUEM OIEHKH UX

MOTEHIIUAJILHOTO BJIMSHUSA Ha acleKkThl mnpoduiis 0e30MacHOCTH B pasjele



00001IeHHOHN olLeHKH Tpoduis Oe3onacHocTH ucciaeayemoro npenapara POOB (cwm.
pasnen 4.21 nacrosiero [Ipunoxenus).

4.19.6. Onwucanue O0IIEero MCCIIEIOBATENILCKOTO IIaHa Ha MPECTOSIIUN TOT
(ecyu MPUMEHUMO).

B paspene npuBoaMTCs KpaTKOE ONKUCAHUE MCCIEA0BATENbCKOrO IIJIaHa,
3aMEHSIOILETO IUIaH UCCIIEIOBAHMS 3a NPEAIIECTBYIOIIMM IO,

4.20. [lanHble, MOTYYCHHBIE TIOCTE ATkl OKOHUaHUs coopa qaHHbx POOBD.

Paznen nomkeH BKIOYAaTh OOOOIIEHHYIO HH(POPMALMIO IO MOTEHLUHATIBHO
BaXHBIM JAHHBIM 1O O€30MacHOCTH, KOTOpble OBLTM BBIABIEHBI TOCTE JIAThI
OKOHYaHHUs cO0pa JaHHBIX, HO B epuo NoArotoBku nanHoro POOB. [loTtennuansHO
BaXHbIC JAaHHbIC BKJIIOYAIOT, HO HE OrPAaHWYMBAIOTCS, KIMHUYECKU 3HAUYUMBIMU
HOBBIMU COOOIICHHUSMH, BaKHBIMH JIaHHBIMH IO TOCIEAYIOUIEMY HaOIIOJACHHUIO,
BaXHBIMU JaHHBIMHU JTOKJIMHUYECKUX HCCIEAOBAHUMN, JIIOOBIMU MEpaMu, MPUHATHIMU
CIIOHCOpPOM, YHOJHOMOYEHHbIMM opraHamu uinu HKMJ[ B cBs3u ¢ M3MEHEHUsIMU
npo¢uis 6e3omacHocTu. CBeCHUA, BKIIIOUEHHBIE B JAHHBIN pa3/ienl, TOJDKHBI ObITh
yuTeHBbl B pazfene OO0OOUIEHHOM OLEHKM Mpoduiis O0e30MacHOCTH HCCIELyeMOro
npenapata POOB (cm. pazaen 4.21 Hacrosiero [Tpunoxkenus).

4.21. OO6ob6mieHHas oneHka mpoduis  OE30MacCHOCTH  UCCIEAYeMOTO
npernapara.

B pasgene pomxHa ObITh MpuBeleHa O0000IIEHHAs OleHKa npoduis
0€30MacHOCTH  HCCJEeIyeMOoro Ipernapata ¢ OOBEIMHEHHBIM aHajJM30M BCeX
UMEIOIINX OTHOIIEHHE HOBBIX KIIMHUYECKUX, TOKIHHUUECKUX, JUIEMUOIOTHIECKIX
TAHHBIX, TIOJYYEHHBIX HA MPOTHKEHUH OTUETHOTO TEPHUOMAA, C COMOCTABICHUEM C
NPEKHUMU CBEICHUSMU MO MpoduiIo 6€30MacHOCTH HccieayeMoro npenapara. s
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB OIEHKAa BKIIOYACT KIMHHUYECKU
3HaYMMbIE JAaHHbIE MOCTPErHCTPAIMOHHOTO MOHUTOpUHra. B pasnene He momkHa
ny6nupoBaThcsi MH(pOpPMalKs, BKIOYEHHAs B MpeAbIAYyLINe pas3fesibl oTyeTa, HO
JOJKHA OBITh JaHA MHTEpIIpEeTaIsl HOBOM MH(pOpMaluy Mo 6€30MacHOCTH U OIIEHKa
ee BJIMSAHUS Ha MCCIEAYEMYIO MOIMYJALUIO U MPOrpaMMy pa3pabOTKH HCCIEAyEMOTO

npenapara. B ciydae ecinu 3T0 MpUMEHUMO, TOJKHA OBITh JAaHa OTIEIbHAas OLEHKA



[0  HANpaBJCHHUSIM  TEPANEBTUYECKOTO  MPUMEHEHHUs, MYTAM  BBEACHMUS,
JIEKapCTBEHHBIM (hopMaM W/WIIH MTOKA3aHUSAM K IPUMEHEHHUIO.

4.21.1 OneHka pucKoB.

[Ipu omenke pucka ocoboe BHUMaHHE JOHKHO OBITh YAEIEHO WHTEPIIPETAUU
JAHHBIX TI0 HOBBIM HWACHTU(PUIMPOBAHHBIM IMpobOieMaM Mo Oe30MacHOCTU WM
3HAUMMOM HOBOM MHPopManuu 1o Oe3omacHocTH. JlomkHA OBITH MpEACTaBIICHA
OLIGHKA CJIEAYIOIUX acCleKTOB mpoduis Oe30MacHOCTH, B CHydYasX, KOrja 3TO
MPUMEHUMO:

— HOBBIE BBIABJICHHBIE AaCMEKThl Hpoduig Oe30nmacHOCTH (AeTalbHOE
ONMCaHUE HEXKENATENbHBIX SBICHUN WM pEaKiui; CBA3aHHBIE C IPUMEHEHHUEM
UCCIIEyEMOTr0 IpernapaTa U3MEHEHHUs J1a00paTOPHBIX MapaMeTpoB; (PaKTOPbl PUCKA;
B3aMMOCBS3b C J03aMH H  MPOJOJDKUTEIBHOCTHIO JICUCHHS; OOpaTUMOCTD
OCTIOKHEHUH; (haKTOPBI, KOTOPBIE MOTYT OBITh MOJE3HBI ISl TPOTHOZUPOBAHMS WU
IPEIOTBPALICHHS HEXKENAaTEIbHbIX peakLuil);

— 3HaYNMble HM3MEHEHHUS B XapaKTEPUCTUKE paHee 3aperHCTPUPOBAHHBIX
HE)KENATeNbHBIX peakuuid (HampuMep, TOBBIIICHWE OXXHIAEMOW YacTOThl WU
CTENIEHU TSDKECTH, YTSKEIIEHWE MCXOJI0B, YCTAaHOBJIEHUE TPYII PUCKA DPA3BUTHUS
OCJIOKHEHUI);

— CUMITOMBI, aslo0bl, JJa0OpaTOpHbIE U3MEHEHUS, XapaKTepHbIE N1 HOBBIX
WIM paHee HJIAECHTU(PUIUPOBAHHBIX KIMHUYECKH 3HAYMMBIX BHJIOB TOKCHYHOCTH,
TaKUX KaK TeNaTOTOKCUYHOCTh, KapAMOTOKCHYHOCTh (BKJIIOYAs  yIJIMHEHHE
uatepBata QT w  pesymprarthl  cnemuanbHbIXx — ucciaemoBanmii  QT/QTc),
MHUEJIOTOKCUYHOCTD, HE(POTOKCUYHOCTD, JerovHas TOKCUYHOCTb,
HEHPOTOKCHYHOCTh, UMMYHOT€HHOCTh M PEaKIIUU TUIIEPIYBCTBUTEIHHOCTH.

— JIeTaJbHbIE UCXO/bl HEXKETATEeNIbHBIX SBICHUIH;

— OCTaHOBKAa KJIMHMYECKOTO HCCJIENOBaHUS IO TMPUYMHE Pa3BUTHUSA
HE)KENIATeNIbHBIX SBJICHHUN, BKJIIOYAas W3MEHEHHUs JabOpaTOpHBIX MapaMeTpoB WU
pe3yJIbTaToB 00CIEI0OBAHMUI;

— B3aUMOJCHCTBHSI €  JIGKAPCTBEHHBIMU  MpenaparaMd U WHBIE

B3aUMOJICUCTBHUS,



— BaXHBIE JaHHBIE MO OE30MAaCHOCTH, TOJYyYEHHbIE B JOKIMHUYCCKUX
UCCIIEIOBAHUSIX;

—  aCIEeKThl MPOU3BOJACTBEHHOTO MPOIIECCa, KOTOPbIe MOTYT OKa3aTh BIUSHUE
Ha 1poduib 6€30MaCHOCTH;

— HEIOCTaTOYHas TepamneBTh4YecKas 3(HEeKTUBHOCTH, €CIIM OHA MPEJCTABISET
JIOTIOJIHUTENIBbHBIN PUCK JJIs1 CYOBEKTOB KIIMHUYECKOTO UCCIICIOBAHMS;

— HaJu4he JOMOJHUTENBHOTO PHUCKA Ji OCOOBIX MOIMYJISIIIMOHHBIX TPYIII,
TaKMX KaK MOXKWJIbIE MAlMEHTHI, ACTH, MAI[MEHThl C HApyIIeHHEeM (QDYHKIHH NEYCHU
WU TOYeK, JTUOO WMHBIC TPYIIBl pUCKA (TaKue KaK CYOBEKTHl C MEIJICHHBIM WJIU
OBICTPBIM META0OIM3MOM);

— BO3JICHCTBHE B MepUO OCPEMEHHOCTH U JIAKTAIIMHU U €T0 UCXO/bL;

— acmeKThl 0E30MACHOCTH MPHU JITTUTEILHOM IPUMEHEHUY;

— JaHHBIE 10  KJIMHUYECKH  3HAYUMBIM  ONIMOKaM  TPUMCHCHHS
JIEKapCTBEHHOTO TIpenapara;

— JIaHHBIE 10 OTCYTCTBUIO IPUBEPKEHHOCTHU MAIIMEHTOB JICUCHUIO;

—  clly4au Nepeo3UupPOBKHU U €€ KOPPEKIINH;

—  Ccllydau HEMpaBWIBHOTO YIOTPEOICHUS U 3I0YIOTPEOICHHUS;

— acreKThl 0€30MaCHOCTH, CBSI3aHHBIE C MPOIIEIYpPAMH, MPETyCMOTPEHHBIMU
MPOTOKOJIOM KIMHUYECKOTO HCCIeNOBaHUs (HampuMmep, OpOHXOCKOMHUs, OHOTCHS,
YCTaHOBKA LIEHTPAJIbHOTO BEHO3HOT'O KaTeTepa), IM0O0 ¢ MPOBEICHUEM WU JU3aiTHOM
KJIIMHAYECKOTO MCCIEAOBaHMs (HApUMep, HEIOCTATOYHBI MOHUTOPUHT CyOBEKTOB
WCCJICIOBAHMUSI, CITUIIIKOM JUTUTEIBHBIN epuo 0e3 aKTUBHOM Teparun);

— TMOTEHIMAJIbHBI PHUCK 3HAYMMBIX HOBBIX JaHHBIX MO 0€30MacHOCTH,
BBISIBJICHHBIX IS IPYTOTO COSMHEHMS aHAJIOTMYHOTO KJlacca.

4.21.2. OueHka COOTHOUIEHUS MOJIb3a-PUCK.

B noapaznene nomkHO OBITH MPEACTABICHO KpaTKOe 3aKJIIOYEHUE M0 OICHKE
COOTHOILIEHUSI COBOKYIHOTO PHUCKA, YCTAHOBJICHHOTO [0 pe3yJbTaTaM aHajau3a
00O0OIICHHBIX  (KYMYJIATHBHBIX) JAHHBIX 110 0€30IacHOCTH, MW  OXKHIAeMOM
s pexTuBHOCTU/TIONB3BI.  ClienyeT caenaTh YyKazaHue, HACKOJbKO WM3MEHWIACH

OIICHKa COOTHOWIICHHUA IIOJb3a-pHCK HCCICAYCMOI'O IIpCliapara II0 CPABHCHUIO C



IPEIIIECTBYIOIUM OTYETOM MO Oe30macHOCTH. JaHHBIM pasfen He mpeaHa3HaueH
JUIS I€TaJbHOM OLIEHKU COOTHOILIEHHUS MOJIb3a-PUCK UCCIEAYEMOrO Mpenapara.

4.22. O6061eHHass HHPOpPMaIIUsI O BaXKHBIX PUCKAX.

B pasnmene nomknHa ObITh TpeCcTaBiieHa KpaTkas o0oOmeHHas nHpopMaIus o
BAXHBIX puckax B ¢GopMe TepedHs BaXKHbIX WACHTU(PUIUPOBAHHBIX U
MOTEHIIMAIBHBIX PUCKOB. K uncy BaXKHBIX pPUCKOB OTHOCSITCS, HAIPUMED, T€ PUCKH,
KOTOPbIE MOTYT MPHUBECTH K JAOMOIHUTEIIBHOMY BHECEHUIO MEP MPEIOCTOPOKHOCTH,
OCOOBIX YKa3aHWM WM MPOTUBOMOKA3aHUW B MHCTPYKIHUIO IO MEAUIIMHCKOMY
NpuUMEHEeHUI0. J[aHHBIE PUCKUM MOTYT BKJIIOUATh, HANPUMEpP, XapaKTEpPHBIC JIs
OTPEICICHHOW MOJIEKYJISIPHOU CTPYKTYPbI TOKCHYECKUE dP(DHEKTHI UK MPOOJIEMBI IO
0€30MacHOCTH, BBISIBIICHHBIE IO pe3yJbTaTaM HaKOIUICHUS JaHHBIX JOKIMHUYECKUX U
KJIMHUYECKUX UCCeA0oBaHni. KaXplil U3 pUCKOB JOJDKEH MOABEPraThCs €KETOTHOM
MEPEOIICHKE C aHAJIM30M BCEX HMEIOIIMXCS Ha TEKYIIHA MOMEHT OOBbeIUHEHHBIX
JTAHHBIX U 3HAHUH, IPU ITOM 0C000€ BHUMAHUE CJIEAYET yAEIUTh HOBBIM JAHHBIM T10
0€30MacHOCTH, MOJYYEHHBIM 3a OTYETHBIN nepruoj. CTeneHp AeTaau3alui ONUCaHus
MOKET 3aBUCETh OT CTaJuM pa3pabOTKU JIEKAPCTBEHHOIO Ipernapara: Ha paHHHUX
CTaausIX pa3pabOTKU B OOOOIIEHHYIO HMH(OpPMAIUI0 MO BaXHBIM PHUCKAM MOXKET
BKJIFOYATHCSl OMUCAHUE WHIWBUIYAIbHBIX CIy4yaeB, Ha OoJiee MO3HUX dTamax, 1o
MEpe HAaKOIUICHWs 3HaHWM, WHPOpMAIMS [0 PUCKAM MOXET HOCUTh MEHee
JETATU3UPOBAHHBINA XapaKTep.

Pucku, xoTOpeie OBUIM TOJHOCTHIO OIKCAHBI WJIM OTBEPrHYTHI, TOJKHBI
ocTaBaThCsi B 0030pe B BHUAE KpAaTKOrO OINUCAaHUSA, HANpUMEp, HAXOAKU U3
TOKCUKOJIOTUUECKUX HCCJIEAOBAaHUN WU U3 PAaHHUX KIMHUYECKUX MCCIICIOBaHUMH,
KOTOpbIE HE OBUIH MOATBEPKICHBI 00JIee TO3THUMH KIMHUYECKUMU JaHHBIMH.

Nudopmanus no JaHHOMY pasfeiny MOXET ObITh MpeAcTaBieHa B (popme
onmucanus Win B popme Tabuir.

4.23. 3akioueHNue/BbIBOIBI.

3aKiar0YeHue JO0JDKHO COJAEpX aTh KpaTKOE OMNMCAaHUE BCEX HM3MEHEHUH B
UMEIOIUXCSA 3HAHUSIX 10 dA(PGEKTUBHOCTH U OE30MaCHOCTH  HCCIEAyeMOro

npernapara, KOTOpbl€ MPOM3OILLIM 3a OTYETHBIM MEPUOJA W TOBIMUSIMA HA OLEHKY,



C/ICJIaHHYIO B TIPEAIIECTBYIONEM OTYETe MO O€30MmacHOCTH. 3aKIIOYeHUE JTOHKHO
BKJIIOYATh YKa3aHHUE JIEUCTBUNA, KOTOPhIC OBLIM MPEANPUHSATH WA IJIAHUPYIOTCS C
HEIbI0 HAAJIEKAIIETO OTPAKEHHUS BBIABICHHBIX HOBBIX AacCHEKTOB Mpoduis
0€30MacHOCTH B MPOrpaMMe KIIMHUYECKON pa3pabOTKH HCCIEyeMOro npenapara.

4.24. TlpunoxxeHus K OTYETY.

POOB nomxeH conepKath CIEIYIOMINAE PUITOKEHUS:

— bpouropa uccienoBarens;

— KymynsatuBHas Tabmuiia  CyIIECTBEHHBIX  3allPOCOB CO  CTOPOHBI
YIOJIHOMOYEHHOTO OpPraHa;

— Craryc BBINOJHEHUS TPOJOJDKAIOIIMXCA U 3aBEPIICHHBIX KIMHUYECKUX
HCCIICIOBAHUM;

—  KymynstuBHbIe TabIUIIBI IO 1eMOTPaQUUECKUM TaHHBIM;

— CTpyKTypUpOBaHHBIE IEPEYHHU IO CEPHE3HBIM HEKETATEIbHBIM PEAKIIUAM,
BBISIBJICHHBIM 33 OTYETHBIN NIEPUO;

— KymynsatuBHble  TaOJU4YHBIE JAHHBIE O  BBISBICHHBIX  CEPHE3HBIX
HEXKEJIATEIbHBIX SIBJICHUSX;

— Hayunble aGcTpakThl (€CIu TPUMEHHUMO).

POOB MoxeT conepkaTh CIEIYIONINE MPUITOKECHHUS:

— KymynstuBHble TaOMUYHBIE JAHHBIE 110 BCEM CEPHE3HBIM HEXKEIATeIbHBIM
pEeaKIusiM;

— IlepedeHb CyOBEKTOB KIMHUYECKUX HCCIEIOBAHMUM, KOTOPHIE YMEpJU B
TEUEHHUE OTYETHOTO MEePUo/a;

— Ilepeyenb CyOBEKTOB KIMHMYECKUX MCCIIEIOBAHUN, KOTOPHIE OBLIN
WCKJIFOYEHBI U3 KIMHUYECKUX UCCIICIOBAHNI B T€YEHNE OTYETHOTO MEPUOAa;

—  CyIiecTBeHHbIE U3MEHEHUSI ITPOTOKOJIOB KIIMHUYECKUX ucciienoBanuil I gaswr;

— CyliecTBeHHbIE U3MEHEHUS MTPOIIECCa MTPOU3BO/ICTBA;

— Omnucanre OOIIEro IJlaHAa HKCCIAEAOBAHWM HA TMPEACTOSANUN TOJM, €CId

IIPUMEHUMO.



HpI/IMepr Taﬁ.]'ll/lll H 3aro0JI0BKOB TAa0JIMII 110 HnepPpeYHAM JAaHHBIX 10 KIMHHY€CKHUM HCCJICI0BAHUAM

Taﬁ.lmua 1. CTaTyc MMPpOAO0JIKAOIINUXCA U 3daBECPIICHHBIX KIIMHUYCCKUX I/ICCJIC,ZIOBaHI/Iﬁ

00630p npoaomKAIOIIMXCA KIMHUYECKUX uccaeaoBanuii [Mccnenyempiii mpenapar]

Nnenrudukaimo
HHBIA HOMEP
KJIMHUYECKOTO
WCCIIETOBAHUS

®da3a

Crpana

HazBaunue
HUCCIIEIOBAHUS

Jwn3aiin
WCCJICTIOBAHMUS

Pexum

A03UPOBaHUMA

Uccnenyemas
TOTTYJISIIIHS

TIBIIIT

[TInmanupyemoe
BKJIFOUEHHUE

Bo3sneiictBue Ha
CyOBEeKTOB
MCCIICTOBAHMS ]

TIIBII — nepBblii BUBUT NEPBOTO NALIUEHTA
1 Ha ocHOBaHMM 001IETO KOJIMYECTBA CYOBEKTOB MCCIIEIOBAHUS 10 COCTOSIHUIO HA [aTy| ¥ IPUMEHSIEMOM CXEeMbI paHIOMU3AIINH

O0630p 3aBepIICHHBIX 3a OTUYETHBIN Mepuo ucciaeaoBanuii [MccnenyemMblit mpenapar]

NnentuduxannoHHbIii
HOMEP KIMHUYECKOTO

HUCCICIOBAaHU

®daza

Crpana

HazBaumue
HUCCIIENOBaHUA

Jwn3aiin

HUCCICIOBAaHUA

Pexum
JIO3UPOBaHUsA

Uccnenyemas
oMYA

BozaeicTBue Ha

CyOBEKTOB/MAIIUEHTOB 10
rpynmam jgederus (M/K)




Ta6muma 2. Ornenka oO0mEro KOJWYECTBa CYOBEKTOB, IMOJBEPTIINXCS
BO3JICHCTBHIO MCCIIEAYEMOTO mpenapara (OleHKa KyMyJISTUBHOTO BO3ICHCTBHS).
Onenka o0mero KojaudecTBa CyOBEKTOB, MMOABEPTLIMXCS — BO3JEHCTBHUIO
UCCJIeyeMOTO Tpernapara, Ha OCHOBaHUH (DAKTUUECKHUX aHHBIX U3 3aBEPIICHHBIX
KIMHUYECKNX WCCICJIOBAaHWA W OICHKE 1O METOAy paHJAOMHU3aldd U3
MIPOAODKAIOIINXCS KIIMHUYECKUX HCCIICTOBAHUH.

Jleuenue Yuciio cyObeKTOB

JlekapcTBeHHBIN IIpenapar

IIpenapat cpaBHEHUS

[Tmaedo

Tabamma 3. Onenka o0mero KoJMuecTBa CYOBEKTOB, IOJBEPIIIUXCS
BO3JICHCTBUIO HCCIIEyEeMOTO Iperapara, Ha OCHOBAaHUHW JaHHBIX 3aBEPIICHHBIX
KIIMHUYECKUX HMCCIICIOBAHUM 110 BO3PACTy M MOJy ™

Uucno cyObeKToB

Bo3pactnas rpynna | MyX4uHbI JKeHuHbl Hroro

* I[aHHBIC 3aBCPIICHHBIX KIIMHUYCCKUX I/ICCJ'IGILOBaHHﬁ I10 COCTOJAHHIO Ha [I[aTa]

Tabimuma 4. OueHka o00IIETO KOJUYECTBA CYOBEKTOB, IOJBEPIILUXCS
BO3JICMCTBUIO MCCIEAYEMOIO IIpernapara, Ha OCHOBAHUM JAHHBIX 3aBEPIICHHBIX
KIIMHUYECKHUX UCCIECAO0BAHUM 110 PACOBOM ITPUHAIEKHOCTH

Paca Yuciio cyObeKTOB UCCIEA0BAHUS

Asnarckasa

Adpuxanckas

EBponenckas

Nuas

HewussectHO

Hroro

* JlaHHBIE 3aBEPIICHHBIX KIMHUYECKUX UCCIICIOBAHUMN MO COCTOSIHUIO Ha [JaTa |




Ta6auna 5. [Tpumepsl 3aroI0BKOB 0000IIEHHBIX JAHHBIX O CEpbE3HBIX HexkenaTtenbHbIX peakuusx (CHP)

CTpyKTypHUpOBaHHBIN NEpEeYEHb CEPHE3HBIX HEXKETATESIbHBIX PEAKIIHIA

HUH* HH* Crpana | Onucan | Mcxon
KIMHHYECKOTO | COOOIICHHS O ne CHP
uccnenoanus | CHP{/ MH* | Bospac

cyOBeKTa T

HCCIIEIOBAHU

s ITon

Jara
HaJasa
peakmuu
Ilepuon or
Havasia
npremMa J1o
Havasia
peakiyu

[Tono3peBaemblit
JIeKapCTBEHHBIH/
HccieyeMbIi
npenapar

Cyrounas n103a
Cnoco0
BBEJICHUSA
JlexapcTBenHas

dbopma

JlaTel HAuaa u
OKOHYaHUSs
JICYCHUS
IIponomxurens
HOCTb JICUCHUS

KommenTtapun

*NH — npeHTupUKALMOHHBII HOMEp
T UccnenoBanue/neHTp/mamuesHT
1 Tonbko st nepBUYHBIX cooOmieHuit o CHP

Ta6smua 6. [Tpumepsl 00001IEHHBIX (KYMYJISITHBHBIX) TAOJMYHBIX JAHHBIX 110 CEPHhE3HBIM HEKEIATCIIbHBIM SIBICHUSIM

O0o0meHHas (KyMyJIATUBHAS) TaOJUIIA IO CEPhE3HBIM HexeNaTebHbIM siBieHusM (CHS)

Oprano-¢yHKIIHOHATHHBIN
KJ1acc

O61iee komu4yecTBO 1Mo cocTossHuio 10 31 nexadps 2009 rona

[IpennouruTenbHbIA TEPMUH [Mccnenyembrii OcnenneHHbIi IIpenapat cpaBHEHUS [Tnamne6o
npemnapar] nperapar

HUccnenosanus 18 4 7 2

[ToBhbIlIEHNE AKTUBHOCTH 9 2 4 1

aJlaHMHAMUHOTpaHc(epasbl

[ToBeIIEeHHE aKTUBHOCTH | 9 2 3 1

acaprataMuHOTpaHchepasbl




Hapymienus co  cTOpoHbI
HEPBHOU CHCTEMBI

CHUHKOIIAJILHOE COCTOSIHUE




