PeweHune CoBeTa EBpasuiickoi akoHoMmuyeckon kommccum ot 3 Hosi6psA 2016 roga Ne 79
06 yTBepxaeHuun NpaBun Hapgnexalen KIMHUYECKOW npakTukn EBpa3ninckoro akoHoMm4eckoro corosa

B cootBetctBUM co cTtaTtben 30 [oroBopa o EBpasmnckoM akoHoMm4yeckoM coto3de oT 29 mas 2014 ropga,
ctatbert 6 CornaweHuss 0 efuHbIX MPUHUMNAX M MpaBunax obpalleHus NeKapCTBEHHbIX CPeacTB B paMkax
EBpasuiickoro akoHomu4eckoro cotoda oT 23 aekabps 2014 roga, nyHktom 83 npunoxenus Ne 1 k PernmameHty
paboTel EBpa3vincKON  3KOHOMWYECKOW KOMUCCUM, YyTBepxaeHHoMy PeweHnem Bebicwero Espasumnckoro
3KoHOMUYeckoro coseTa oT 23 pgekabps 2014 r. Ne 98, n Pewennem Boicliero EBpasminckoro 3KOHOMUYECKOro
coBeTa oT 23 gekabpsa 2014 r. Ne 108 «O peanusaumm CornalleHmsa o eauHbIX NpyMHLUMNax u npaesunax obpaiieHns
neKapcTBEHHbIX CPEeACTB B pamkax EBpasuiickoro akoHoMudeckoro cotosa» CoseT EBpasuiickoii 93KOHOMUYECKOM
KOMWUCCUW peLUn:

1. YTBepauTb npunaraemble [lpaBuna Hagnexawlen KrMHUYECKOW MpakTukM EBpasmMimcKoOro aKOHOMMYECKOrO
cotosa.

2. Hactosiwee PeweHne BcTynaet B cuny no uctedeHnn 10 kaneHgapHbIX AHEW C gaTbl BCTYNNEHUS B CUny
[MpoTokona, noanucaHHoro 2 aekabpsa 2015 roga, o npucoeguHeHun Pecny6nuvkn Apmenusa k CornalleHuio o
€[MHbIX MpUHUMNAax u npasunax obpalleHus nekapcTBEHHbIX CpeacTB B pamkax EBpasuickoro SKOHOMMYECKOro
cotoza oT 23 gekabpsa 2014 roga, HO He paHee 4yeM no ncredeHmn 10 kaneHgapHbIX AHEW € AaTbl oULManbHOro
onybnukoBaHusa HacToswero PelweHus.

YneHbl CoBeTa EBpa3sMmnckomn aIKOHOMUYECKON KOMUCCUMN:
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|. O6LWwme nonoxeHuns

HacToswwue lMNpasuna npeactaBnsAloT cobon MexayHapOaHbI 3TUYECKUIA U HayYHbIN CTaHAApPT NNaHNPOBaHNS v
npoBeAeHNs NCCneoBaHUiA ¢ yHacTMeM YenoBeka B KayecTBe CcyObekTa MccneaoBaHui, a Takke AOKYMEHTanbHoro
0ohopMneHUsa 1 NpeacTaBneHns pe3ynbTaToB Taknx UCCregoBaHNUi.

CobntogeHne nonoxeHnun Hactoswmx [lpasun cnyxmut ana obuwiectBa rapaHTuenW TOro, 4YTO Mpaea,
6e3onacHocTb 1 Gnarononyyne cyGbeKToB UCCNEAOBaHNS 3alUWLLEHbI, COTMNAacyTCca C NPUHLMNAMM, 3aN0XKEHHbIMN
XenbCUHKCKOW aeknapaumen, npuHaton Ha XVII ceccun BecemupHonm accoumaumm 3gpaBooxpaHeHns B 1964 roay, u
YTO AaHHble NCCNeAoBaHNst JOCTOBEPHbI.

Llenbto Hactoswmx [lpaBun SABRseTCA yCTaHOBMEHME €OUHOrO nopsgka MnpoBeAEeHUSA  KITMHUYECKMX
uccrnegoBaHun (MCnbITaHW) (Janee - uccrefoBaHW) NekapCTBEHHbIX CPeacTB, YTO JOMKHO crnocobecTBoBaTh
obecneyeHnto  PYHKUMOHMPOBaHMA OOLLEero pblHKa NEeKapCTBEHHbIX CpeacTB B pamkax Espasunckoro
SKOHOMUYECKOro cotosa (aanee - Coios), B3aUMHOMY MPU3HAHMIO JaHHBIX KIMHUYECKMX UCCNEeaoBaHui (MCnbliTaHU)
YNOMHOMOYEHHBIMW OpraHamu rocygapcts - uneHoB Coto3a (ganee - rocyaapcTBa-uneHbl), a Takke NPU3HaAHWIO
KINMMHUYECKMX NCCNEAOBaHUA (MCNbITaHWI), BLIMOJIHEHHBLIX HA TeppuTopmmn Coto3a 1 3a ero npegenaMu.

Hymepauus, wcnonb3oBaHHass B TekcTe pasgene |l HacToswmx [lpaBun, COOTBETCTBYET HyMmepauuu,
NpUMEHsIEMO B MEXAyHapOoAHOW pedakuny Haanexaiiew knuHudeckon npaktukn (Good Clinical Practice; GCP), B
YacTu Bcex NoApasferioB, 3a WCKMOYEHWEM noppasfena 1, B KOTOPOM MOHATUS pacronioXeHbl B andaBUTHOM
nopsigke.

Hactoswwe [lNpaBuna nogrotoBneHbl Ha ocHoBe ICH GCP - PykoBoacTBa No Hagnexaiiewm KnMHUYEeCKOoW
npakTtuke (Guideline for Good Clinical Practice), kotopoe siBnsietca gokymeHtom E6 (R1) Bepcun 4 MexayHapogHom
KOH(pepeHUMM MO rapmMoHM3auuM TexHuYeckux TpeboBaHui K peructpaummn dapmMaueBTUYEeCKNX MNpPOaYKTOB,
npefHasHayeHHbIX Anst npumeHeHus 4YenosekoM (International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use; ICH).

Hactosiwume [paBuna Heobxoammo cobniogaTe MNpu NpoBedeHuM MobbiX  KMMHUYECKMX WUCCNeaoBaHWUi
(McnbiTaHW) faHHbIE KOTOPbLIX NPEACTABNANTCA B YNOHOMOYEHHbIE OpraHbl FoCyAapCTB-YEHOB.

MpuHLMNBI, yCTAHOBMEHHbIE HACTOAWMMN MpaBunamu, NPUMEHUMbI TakKe U K MHbIM UCCNEeL0BaHNAM, KOTOpble
MOryT OKa3aTb BnusiHME Ha 6e3onacHOCTb M Onarononyyve 4erioBeka, BbICTYMAlLWEro B KavyecTBe cyObekTa
nccneaoBaHus.

Hactoswwme [lMpaBuna nognexaT NepecMOTpy Ha PerynsipHOW OCHOBE C Y4E€TOM OMnbiTa WX NMPUMEHEHUs B
rocyfapcreax-ufieHax, a TaKkke B Cryyae W3MEHEHUS MeXOyHapOAHbIX HOPM MPOBedeHWUs uccregoBaHun (c
BHECEHMEM HEODOXOANMbIX U3MEHEHWN).

Il. OcHOBHasA 4acTb

1. OnpepeneHus

Ona uenen HacToswmx MNpaBnn UCMONb3YKTCA NOHATUS, KOTOPbIE O3HAYaKOT crieayLlee:

«ayauT» (audit) - cuctemaTuyeckas n He3aBUCUMAasi NPOBEPKA OTHOCALLMXCS K UCCNEAOBaHNIO AeATENbHOCTU U
AOKyMEHTaLUMK1, NPoBoAMMas A5 NOATBEPXKAEHMS COOTBETCTBUSA 3TON AEATENbHOCTH,

a Takke npouegyp cbopa, aHanusa W NpPeAcTaBneHUs AaHHbIX MPOTOKOMY, CTaHAapTHbIM OnepauuoHHbIM
npoueaypam CrioHcopa, Haanexallemn KMMHUYECKOW NPakTUKe 1 NpUMeHNMbIM TpeboBaHUsM;

«bnarononyune cybvektoB uccnegoBaHus (maumeHtoB)» (well-being (of the trial subjects (patients))) -
PuU3nyecKoe 1 NCUXMYecKoe 30opoBbE CyOBEKTOB, yHaCTBYIOLLMX B UCCIEA0BAHUY;

«bpowutopa mccnegosatens» (investigator's brochure) - cBogHOE M3NOXEHWE KIMHUYECKUX U AOKITMHUYECKUX
AaHHbIX 00 nccnegyemMom NekapcTBEHHOM Npenapare, OTHOCSLLMXCS K er0 UCCNeA0BaHMI0 Yy YENOBEKa;

«ans3aiH unccnepoBaHusiy (study design) - obwwmii nnaH uccrnegoBaHusl, onucaHue crnocoba npoBeneHust
uccrnefoBaHus B 3aBUCMMOCTM OT OTOopa M hopmumpoBaHust rpynn CyObEKTOB MCCreaoBaHUsl, MacKUpOBaHUsI
JaHHbIX;

«poroBop» (contract) - gatupoBaHHOE M MOAMMCAHHOE COrnalleHne Mexay OBymsi unu Gonee cTtopoHamu,
KOTOpOEe YyCTaHaBNMBaeT [OroBOPEHHOCTM, KacawllmMecsi pacnpegeneHns obbema paboT m 06s3aHHOCTEN npu
NnpoBeAEeHNN UCCMEeAoBaHMs, a Takke, Npy HeobXxoauMOCTHU, PUHAHCOBLIX BonpocoB. OCHOBOWM O0roBopa AOJMKEH
CNY>XUTb NPOTOKON UCCINEeAO0BaHWS;

«OOKNMHU4Yeckue uccnenoBanusi» (nonclinical study)» - GMomeguuUHCKME wUccregoBaHUSA, NpoBoauMble 6es
yyacTusl YernoBeka B kayecTBe CyObekTa uccrneoBaHus;

«OOKyMeHTanbHbIN cnegy (audit trail) - LOKyMeHTaLus, No3BONsOLLLAs BOCCTAHOBUTL X0 COOLITU;

«OokymeHTaumsi» (documentation) - Bce 3anucu B nobon dopme (Bknoyast 3anucu Ha ByMaxHbIX,
3NEKTPOHHbIX, MarHuTHbIX UMW ONTUYECKUX  HOCUTENSIX, CKaHorpaMMmbl, PEHTTEHOBCKME  CHUMKW,



areKkTpokapamnorpaMmMbl M T. M.), KOTOpble OMNUCbIBAOT NUOO PerncTpupyrT MeToAbl, OpraHusauuio u (unwm)
pe3ynbTaThl UCCIEA0BaHNS, a Takke BIMsAOLME Ha UccneaoBaHne hakTopbl U MPUHATLIE MEpbI;

«3aKITHO4YEHNE HE3AaBUCUMOTO 3TUYECKOrO KOMUTETa (CoBETa MO 3TUKE, KOMUCCUM MO BOMPOcaM 3TUKM)» (opinion
(in relation to Independent Ethics Committee (Ethical Council))) - goKymMeHT B nucbMeHHOW copme, KOTOpbIN
COLEPXUT 3akmnioyeHve u (Unv) pekoMeHZauMu He3aBMCMMOTrO 3TMYECKOro KOMUTETaA OTHOCUTENMbHO Yy4acTus
YyernoBeka B UCCrefoBaHUu;

«3aKkoHHbIV npepcTasuTenby» (legally acceptable representative)» - duanyeckoe nnum topuanyeckoe nuuo nNmuéo
WHOW CyOBbEeKT npaBa, KOTopble, B COOTBETCTBUM C 3aKOHOOATENbCTBOM roCyaapCTBa-yneHa, uccriegoBaTternbckme
LEeHTPbl KOTOPOro BOBMEYEHbl B UCCNeAoBaHWe, HaferneHbl NpaBoM Aayn MHOPMUMPOBAHHOIO COrfacus OT UMEHU
cybbekTa uccnenoBaHunst, ABMAIOLLIErocs HeaeecnoCcobHbIM UM HECOBEPLLEHHONETHNM;

«MOEHTUDUKALMOHHBLIN koA cybbekTa» (subject identification code) - yHWMKanbHbIV KO, MNpUCBauBaeMbI
uccrnegoBaTenemM KaxkaoMy cybbekTy nccneaoBaHus ans obecneyeHns KoOHOUAEHUMANbHOCTU ero NMNYHbIX AaHHbIX U
MCMNOoMb3yeMbli BMECTO MMEHU CyObekTa UCCNeNoBaHUA B O0TYETAX NO HexenaTenbHbIM SABNEHUSM U (Unun) ApYrux
OaAHHbIX, OTHOCALLIMXCS K UCCNEA0BaHUID;

«MHauBMAyanbHas peructpaunoHHas kapta, IPK» (Case Report Form; CRF)» - gokymeHT Ha GymaxHoMm,
3NEKTPOHHOM UMK OMNTUYECKOM HOcUTEne, NpeaHas3HavyeHHbIN ANA BHECEHUS BCen NpeayCcMOTPEHHOW NPOTOKOSIOM U
noanexatien nepegave CnoHcCopy MHpopMaLmmn nNo Kaxaomy cyObekTy uccneaoBaHus;

«MHcnekums (nposepka)» (inspection) - AencTBne ynonHOMOYEHHOIO opraHa, 3aknryarollleecs B NpoBeaeHUN
odmumManbHON NPOBEPKU JOKYMEHTOB, MHADPACTPYKTYPhI, 3anncen, cornalleHnin no obecneyeHnto kayectsa u nodbix
OpPYrMX UCTOYHWKOB, KOTOPbIE PAaCLIEHMBAOTCS YNONHOMOYEHHLIM OPraHOM Kak OTHOCSLLMECS K UCCNEOOBaHUIO U
KOTOpble MOryT OblTb PacnonoXeHbl B UCCNeaoBaTeNbCKOM LIEHTPE, Ha 00bekTax cnoHcopa U (Mnu) KOHTPAaKTHOM
nuccrnegoBaTeNnbCKoM OpraHM3aumnn unvM B ApYrux OpraHvM3aumsix, KOTopble, MO MHEHUKO YNOIHOMOYEHHOIO opraxa,
TpebyT MHCNEKTUPOBAHUS;

«nHpopmupoaHHoe cornacuey (informed consent) - ceobogHoe 1 [obpoBoNbHOE BoNensbsaBrneHne cybbekTa
O CBOEM XeraHunM y4acTBOBaTb B KOHKPETHOM MCCNEAOBaHNM MOCME NonyyYeHns ceeageHnii 060 Bcex acnekTax 3Toro
uccrneaoBaHus, 3Ha4YUMbIX 4NS NPUHATUSA pelueHns cydobekToM 06 yvacTum, a B criydae ¢ HECOBEPLLEHHONETHUMM U
He[leecrnocobHbIMKN CyObeKTaMun - pa3peLleHNe UMM Cornmacue UX 3aKOHHbIX NPEeACTaBMTENEN O BKIIOYEHUWN Takux
cybbekToB B uMccrnegoBaHue. VHdOpMUpOBaHHOE cornacue [OOKyMEHTUPYETCA MOoCpeAcTBOM MNOANUCAHUS U
AatvpoBaHus GopMbl MHOPMMPOBAHHOIO cornacus;

«uccnepoeartenb» (investigator) - dwmsnyeckoe nuuo, oTBevawllee 3a NpoBeAeHWe WUCCheaoBaHus B
uccrnenoBaTeNnbCckoM LieHTpe. B cnyyae npoBedeHus MccrneaoBaHUs B UCCNEeAOoBaTENbCKOM LIEHTPE Tpynnon nui
uccnegosaTenem (rnaeHbLIM UccregoBaTenem) BNSeTca pykoBOANTENb Ipynnbl;

«ncenepgosaTenb-koopanHaTop» (coordinating investigator) - nccnegosatens, OTBeYalOWMIA 3a KOOPAMHALMIO
AeATENbHOCTU UccrnenoBaTterne BCexX MCCNefoBaTeNnbCKMX LEHTPOB, yHaCTBYOLWMUX B MHOIOLEHTPOBOM KITMHUYECKOM
ncenegoBaHuu;

«uccnegoBaTenb (MeauuMHCkoe ydpexaeHue)»  (investigator (institution))» - wccneposatenbs u  (unu)
opraHunsaums (B 3aBUCMMOCTM OT NMPUMEHEHNS MOHATUS);

«uccneqoBaTenbCKUi LIEHTp» (trial site) - hakTuyeckoe mecto npoBeaeHUst uccneaoBaHus;

«uccnegyembli nekapcTBeHHbIV npenapat» (investigational medicinal product) - nekapcTBeHHbI npenapar,
KOTOPbIA B UCCegOBaHUN NOABEPraeTCs MCMbITAaHUIO UMK NPUMEHSIETCA ANsl CPaBHEHUS, BKMoyas nnauebo, B ToM
yncne 3aperMcTpMpoBaHHbIV NTEKApPCTBEHHbIN nNpenapar

(B cnyyae, ecrnv ero cnocob NpMMEHEHNst OTNMYAEeTCA OT YTBEPXKAEHHOrOo, a Takke Npu ero UCNonb30BaHUN Mo
HOBOMY MOKa3aHWUO UNW ANs Nony4YeHUs AONOMHUTENbHON MHPOPMAaLIMK NO YTBEPKAEHHOMY NMOKa3aHUIo);

«KIMUHMYecKoe nccnepoBaHue (ucnbitanue)» (clinical trial) - knnHUYeckoe n3yyveHue, yooBRETBOPSIOLLEE XOTHA
Obl 0OQHOMY M3 CneayoLWMX YCIOBUWNA:

Ha3HayeHne CcyObEKTY MccrneaoBaHUs KOHKPETHOW TepaneBTUYeCcKon cTpaTerun (BMellaTenscTBa) NpomMcxoanT
3apaHee M He SIBNSAETCS PYTMHHOW KIMHMYECKOM MPaKTMKOW B rocyAapCTBe-YNieHe, UCCrefoBaTeribCkMe LIeHTPbI
KOTOPOro NPUHMMALOT y4acTe B AaHHOM KIMHUYECKOM UCCrnefoBaHuuy;

peLleHne O HasHa4YeHU UCCreayemMoro NieKapCTBEHHOro npenapaTta NpMHUMAEeTCa COBMECTHO C peLUeHMEM O
BKITHOYEHMUN CYOBbEKTA B KITMHUYECKOE U3YYEHUE;

cyObekTaM  uMccnegoBaHWsi, MNOMMMO  Npoueayp  PYTMHHOW  KIIMHUYECKOW  NPakTUKW,  BbINOMHSATCA
[ONOMHUTENbHbIE NPOLEAYPbI AUArHOCTUKMA UITU MOHUTOPWHTA;

«KOHTpaKTHas uccnegoBaTenbckas opraHu3aumsa» (contract research organization; CRO) - cdusmdeckoe nuuo
UnNM opraHm3auus (KoMMepueckas, Hay4YHO-uccrnefoBaTenbckas WM KHasi), KoTopas B pamkax [oroBopa co
CMOHCOPOM BbINOMHAET OA4HY unu 6onee 13 ero o6s3aHHOCTEN

1 PyHKUMIA, CBA3AHHBIX C MPOBEAEHNEM KIMHUYECKOTO UCCNEAOBAHNS;

«KOHTpOMb KayectBa» (quality control; QC)» - MeToabl 1 Mepbl, SBAAIOWMECS YaCTblo CUCTEMbl 0becneveHns
KayecTBa U UCMNONb3yeMble A1 MPOBEPKN COOTBETCTBUS BLIMOMHAEMbIX NPU MPOBEAEHUN UCCNEa0BaHUS npoueayp
npenbaBnseMbliM Tpeb6OBaHUSAM K UX Ka4eCTBY;

«KOOPAUHALMOHHBIN KoMuTeT» (coordinating committee) - KoMuTET, KOTOPLIA MOXET ObITb OpraHM3oBaH
CMOHCOPOM ANst KOOPANHAUMKN NPOBEAEHNS MHOTOLEHTPOBOIO KIMHNUYECKOro UCCreaoBaHus;

«KoHmaeHumansHocTb» (confidentiality) - coxpaHeHue B TanHe

OT HEYNOMHOMOYEHHbIX MWL, MHCpOPMaLMK, NpUHaanexallen CroHcopy,

Unun nHoOpMaLmn, NO3BONALLEN MAEHTUDMLUMPOBATL CYyObEKTA MCCNEAOBaHNS;

«MHOTIOLIEHTPOBOE KNMHUYeckoe uccnenoBanune» (multicentre trial) - knMHNMYeckoe uccnenoBaHue, NPOBOANMOE
no eaMHoMy NpoTokony 6onee Yyem B 1 uccnenoBaTenbCKoM LIEHTPe U, bonee yeM 1 nccneaoBaTenem;

«MOHUTOP» (mMonitor) - duanyeckoe nULUO, Ha3Ha4YaeMoe CMOHCOPOM MMM KOHTPaKTHOM MccrnenoBaTenbCKom
opraHusaumein, Kotopoe paboTaeT COBMECTHO C WccregoBaTenemM-KoopauHaTopoM WM KOOPAWHALUMOHHBLIM
KOMUTETOM W KOHTPONMPYET NPOBEAEHME KIMMHUYECKOrO UCCNEAOBAHUSI B COOTBETCTBUM C NMPOTOKONIOM, OLEHUBAET




CTeneHb ero BbINOSIHEHWS, OKa3biBaeT COAEWCTBME WCCredoBaTento B aHanvae, MHTepnpeTauMm n akcTpanonsaumm
AaHHbIX;

«MOHUTOPUHM»  (Monitoring) - [eATenbHOCTb, 3akMYalolWascs B KOHTPONE 3a XOAOM  KIMHWYECKOro
uccneposaHus, obecneveHun ero nposedeHus, cbopa AaHHbIX U MPeACTaBrneHus pesynbTaToB B COOTBETCTBUM C
MPOTOKOSIOM,  CTAHAAPTHbIMW  OMEepauMoOHHbIMKM  Npoledypamn, Hagnexawied  KMMHUYECKOW NPakTUKOW WU
NPUMeHUMbIMU TpeboBaHNAMY;

«Hagnexawas knuHuyeckas npaktukay» (Good Clinical Practice;

GCP) - cBOA, 3TMYECKMX U Hay4YHbIX TpebGoBaHWUM K NNaHNMPOBaHWIO, NPOBEAEHWIO, peanu3aunmn, MOHUTOPUHTY,
ayauTy, OOKYMEHTMPOBAHWIO, aHanuady W NPeacTaBreHuio  pesynbTaToB  KIMHWYECKUX — MCCrefoBaHuim,
obecneymBaroLwmx 3awmuTy npas, 6e3onacHocTn 1 Gnarononyuns cybbeKTOB UccnefoBaHNs U NofyyYeHne B pamkKax
KIMMHWYECKOro NCCreA0oBaHNA HaAeXHbIX U 4OCTOBEPHbIX AaHHbIX;

«HexenaTtenbHas peakuusi» (adverse reaction) - HenpegHamepeHHas HebnaronpuATHas peakuus opraHusma,
CBSi3aHHas C NPMMEHEHNeM NeKkapCTBEHHOrO CPeAcTBa (MccnedyemMoro npenapara), npeanonaratolas Hanmume, Kak
MUHVMMYM, BO3MOXHOW B3aMMOCBSI3N C NPUMEHEHNEM NOA03PEBaAEMOro fekapcTBEHHOro npenapara (uccnegyemoro
npenapara);

«HexenaTenbHoe siBneHne» (adverse event) - noboe HebnaronpuATHOE M3MEHEHMEe B COCTOSHUWM 3[0,0POBbA
naumeHTa unu cybbekta uccnegoBaHusi, KOTOPOMY BBEAEH NeKapCTBEHHbIN npenapar, He3aBUCUMO OT NPUYMHHO-
CMeACTBEHHOW CBA3M C ero npumeHeHnem. HexenaTenbHoe siBMeHWe MOXeT npeAcTaBnATbe cobon moboe
HeGnaronpusaTHOe W HernpegHaMepeHHoe Wu3MeHeHue (Hanpumep, OTKIoHeHue nabopaTopHOro nokasaTtens oT
HOPMbI), CUMNTOM MK 3abonieBaHne, BpeMs BO3HUKHOBEHUSI KOTOPbIX HE UCKIYaeT NPUYNHHO-CEACTBEHHOW CBA3M
C MPVYMEHEeHMeM JleKapCTBEHHOro npenapaTta, BHe 3aBMCMMOCTM OT HanuWyusa WM OTCYTCTBMS B3aMMOCBSI3N C
npMMEeHeHneM nekapCcTBEHHOro npenapaTa;

«HE3aBUCUMbIA KOMUTET MO MOHUTOPUHrY AaHHbix, HKMO» (Independent Data-Monitoring Committee; IDMC
(Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring Committee)) - He3aBUCUMbIN KOMUTET,
KOTOpbI MOXeT ObITb 06pa3oBaH N0 MHMLMATUBE CNOHCOPa ANs NepUoaNYEeCcKoro pacCMOTPEHUS X0A4a KNMMHNYECKOro
nccnepoBaHns, AaHHbIX No 6e30MacHOCTH M (MN) OCHOBHBIX NapameTpoB 3MEKTUBHOCTH, a Takke Ans BbIpaboTku
pekoMeHAaLMA CNOHCOoPY O Lenecoobpas3HOCTN NPOAOIKEHNS, NPeKpaLLeHns UCCNefoBaHUs UM BHECEHWS B HEro
M3MEHEHUN;

«He3aBucUMbIA aTudecknn komuteT, HOK» (Independent Ethics Committee; IEC) - He3aBuCMMbIA oOpraH
(9KcnepTHbIN coBET MM KOMUTET, AENCTBYIOWUA Ha YPOBHE OpraHM3auun, Ha pervoHanbHOM, HauuoHanbHOM WMnu
MeXayHapOAHOM YPOBHE), KOTOPbIN yYpEeXAeH B COOTBETCTBUMMN C 3aKOHOL4ATENbCTBOM roCyfapcTBa-yneHa, CoCTouT
U3 MeOMUMHCKMX pabOoTHMKOB, a TakkKe fuu, HEe MMEKLWMX OTHOLIEHUS K MeAuuuHe, HageneH npaBoM AdaBaTb
3aKMIOYeHVs B Lensax peanu3auum HacToswmx [Mpasun (NpyHMMas BO BHMMaHue B3rMsA4bl Hecneuvanuctos, B
0CODEHHOCTU MauMeHTOB WM OpraHu3auuMi naumeHToB), a Takke obecneumBaeT 3awmTy npas, Ges3onacHoOCTV K
6narononyyns cybbekToB NccnefoBaHns 1 BeicTynaeT Ans oblecTsa rapaHTOM Takon 3alumTbl, B YHACTHOCTM NyTem
paccMOTpeHus, 0aobpeHns (Bblgaun 3aknioyeHWs) MpOoTOKona WCCredoBaHus, KaHAuAaTyp uccrneposaTtenemn,
uccrnepoBaTenbCkUX LIEHTPOB, @ Takke maTepuanoB M MeTodOB, KOTOpble npednonaraeTcs Mcrnonb3oBaTb Ans
nonyYyeHuss U JOKYMEHTUPOBaHWA MHMOPMMPOBAHHOMO corfacus cyObekToB uccrnegoBaHus. [pasoson craTyc,
cocTaB, PYHKUMN N OeATeNbHOCTb HE3aBUCUMMbIX 3TUYECKMX KOMUTETOB, a Takke NpuMMeHMMble K HUM TpeboBaHus
MOryT pas3nuyatbCd B pasHbiX rocygapcTBax-yneHax, TemM He MeHee, HOK pgomkHbl pyHKUMOHMpPOBaTL B
COOTBETCTBMM C HacToswmMm Npasunamu;

«HEe3anMHTepeCcoBaHHbIN cBuaeTenby (impartial witness) - dwusnyeckoe nuUO, KOTOPOE HENPUYacTHO K
NPOBEAEHMWIO KIMHUYECKOTO WMCCIefOoBaHns, Ha KOTOPOe He MOryT OKas3aTb [AaBfieHVWe YYacTHWUKW KITMHUYECKOro
nccrnepoBaHna U KOTOpoe B Criyvae, ecrnv CyObekT nccnefoBaHns Uimn ero 3akoHHbIN NpeacTaBuTeNb HE YMEIT Unn
He MOryT uuTaTtb, MPUCYTCTBYET BO BPEMS MOMy4eHUss MHAPOPMUPOBAHHOIO COrnacus, a Takke 3avuTbiBaeT TeKCT
MH(OPMMPOBAHHOIO cornacusi u niobble Apyrve npedocTaBfnsieMble CyObekTy uccnefoBaHWs MNUCbMEHHble
maTepuarnbi;

«HenpenBuaeHHas HexxenartenbHas peakuusi» (unexpected adverse drug reaction) - HexxenaTenbHas peakuus,
XapakTep, CTeMeHb TSXKECTM WM MCXOA KOTOPOW He COOTBETCTBYeT WHGOpMauuu, copepxaliencsa B obuien
XapakTepucTuke neKkapCTBEHHOro npenapata nmbo B Opowope uccnepgoaTens (4nNs He3aperncTpupoBaHHOIO
nekapcTBeHHOro npenapaTta);

«obecneyeHne kadvectBa» (quality assurance; QA) - COBOKYMHOCTb CUCTEMATUYECKMX W MIaHOMEPHbIX
AeNCTBUIN, KOTOpble MMELT Lenblo obecneynTe COOTBETCTBME NPOBOAMMOrO MUCCriefoBaHusi, cbopa, permcTpaumm un
npeacTaBneHns AaHHbIX Hagnexailen KNMHUYeCKon NpakTuke u NpUMeHMMbIM TpeboBaHNaM;

«opobpeHne aKCnepTHOro coeeTa opraHmsauumy» (approval (in relation to Institutional Review Boards))» -
3aKrioYeHre, MpUHATOoe OKCcnepTHbiM coBeToM opraHmsaumm (3CO), noaTBepxpawowee dakT npoBeaeHUs
9KCNEepPTU3bl KITMHUYECKOro NCCNeA0BaHNS 1 ABMSAIOWEECs pa3peLleHneM Ha ero NpoBeaeHne B AaHHON opraHm3auum
B COOTBETCTBUM C MHCTpyKumamn ICO, HOPMATUBHBIMM [OKYMEHTaMW MEOULMHCKOM OpraHusaumu, a Takke
Hapnexallemn KIMHUYEeCKON NPaKTUKOW U NPUMEHNMbIMU TpeboBaHUSMY;

«opraHmsauma meguuuHckas» (institution (medical)) - yypexageHue (opraHusauusi) 30paBOOXPaHEHWUs] BHE
3aBNCMMOCTU OT ee OpraHu3aLMOHHO-MPaBOBON (POPMbI, B KOTOPOW MPOBOAMTCSA KIMHWYECKOe uccrnegoBaHue U
KoTopasi MMmeeT paspelleHne (NUUEH3NI0) Ha MeOWUMHCKYIO AesTenbHOCTb, a Takke obnagaeT npaBoM Ha
npoBeAeHNE KITMHUYECKNX UCCrefoBaHu;

«OCHOBHbIE AOKYMEHTbI» (essential documents)» - JOKYMEHTbI, KOTOPbIE B COBOKYMHOCTW UIN MO OTAENbHOCTU
MO3BOMSAIOT OLEHUTb X0 KITMHUYECKOrO UCCNEA0BaHNS N KAYeCTBO NOMyYEHHbIX OaHHbIX;

«OT4eT MoOHuTOpa» (monitoring report) - NMMCbMEHHBIN OTYET MOHWUTOPA CMOHCOPY MOCME KaXaoro Bu3nTa B
uccrnepoBaTenbCkUA - LEHTP M (MNKM) KOHTakta C  MccnegoBaTensiMM B COOTBETCTBUM CO  CTaHOAPTHbIMU
onepaumnoHHbiMu npoueaypamm (COIM) cnoHcopa;

«oT4eT 06 ayaute» (audit report) - NCbMEHHOE 3akrnoYeHne ayamTopa CroHcopa O pesynbTaTax ayauTa;



«OTYET O KNMHMYECKOM uccrnefoBaHumn (McnbitTaHum)» (clinical trial (study report)) - onucaHve B NUCbMEHHON
opMe KIMHMYECKOro MccrnenoBaHus, npeacraBnieHHoe B dopmaTe, MO3BOMALWEM OCYLLECTBIATbL NErkui nomck,
COCTaBIIEHHOE B COOTBETCTBMU C npunoxeHnem Ne 1 k HacTtoswmm MNpaBunam un pasgenom 5 yactn 1 npunoxenus
Ne 1 k [paBunam perncrtpaumMm u 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB ANs MEeOWLMHCKOTO MPUMEHEHUS,
yTBEpXaaeMbiMun EBpa3ninickor SKOHOMUYECKOWM KOMUCCUI MPW CONPOBOXAEHUWN 3aABINIEHUS HA PETUCTPALNIO;

«MepBUYHas [OOKYMeHTauusa» (opurMHanbHble MmeauumHckume 3anucu) (original medical record (source
documents)) - ncxoAHble AOKYMEHTbl, AaHHble W 3anucu (Hanpumep, Mctopum BGonesHu, ambynaTopHble KapThbl,
nabopaTtopHble  3anucu, 3amMeTKW, [OHEBHWUKW CYObLEeKTOB WCCNefoBaHWs, BOMPOCHWKW, JKypHanbl Bblgauu
MeaMKaMeHTOB, 3anncy aBTOMAaTUYECKMX YCTPOWCTB, BEPUMUUMPOBAHHbLIE W 3aBEPEHHbIE KOMWW WNW BbIMUCKW,
MUKpOMULLK, DOTOHEraTUBbI, MUKDOMIIEHKN WAW MarHUTHbIE HOCUTENW, PEHTTEHOBCKME CHUMKW, NoOble 3anucy,
OTHOCALLIMECH K NALMEHTY, B TOM YuCMe XpaHsLWMecs B anteke, nabopaTopusix U OTAENeHNsaX UHCTPYMEHTaNnbHOW
OMarHoCTUKM, NCMONb3yEMbIX B KNMMHNYECKOM NCCNEA0BaHNUM);

«MepBUYHble faHHble» (source data) - BcA MHGOpPMauWs, cogepXallascs B OpUIMHanbHbIX MeOULMHCKMX
3anMcax M UX 3aBepeHHbIX KOoMusax, O pesynbTaTtax KIMHWYeckux HabnopeHwun, obcnefosBaHun u Opyrow
AEeATENbHOCTH, NO3BOMSIOLWAA BOCCO3AaTh XOA KIMMHUYECKOro MCCrenoBaHnsa U OLEeHUTb ero. NepBuYHble AaHHbIe
cofepxaTcs B NepBNUYHON JOKYMEHTALUMKN (MOAMMHHMKAX UMW NX 3aBEPEHHbIX KOMUSX);

«nonpaska K npoTtokony» (protocol amendment) - odopMneHHoe B MUCbMEHHOM BUAE ONUCaHWe U3MEHEHWN,
unm coobLeHre 0 BHOCUMbIX UBMEHEHUSIX UN ohrLmanbHOe pa3bsACHEHE NPOTOKONa;

«npenapaTt cpaBHeHus» (comparator (product)) - nccnegyembii MM 3aperMcTpPUpPOBaHHBIN NEKAPCTBEHHbIN
npenapar (aKTMBHbIA KOHTPOIb) NGB0 nnauebo, Ucnonb3yemMble AN KOHTPOrS B KIMHUYECKOM MCCrneoBaHuuy;

«npumeHumble TpeboBaHusi» (applicable regulatory requirement(s)) - akTbel, coctaBnstowme npaso Coto3a, u
3aKOHOAaTeNbCTBO

rocyaapcTB-uneHoB B cdepe obpalleHns nekapCTBEHHbIX CPeACTB, perynupyloLlime npoBegeHne KINMHNYeCcKnX
nccnenoBaHuin;

«MPOMEXYTOUHbIA OTYET O KIMMHMYECKOM uccrnenoBaHun (McnbitaHum)» (interim clinical trial (study report)) -
OTYET O MNPOMEXKYTOYHbIX pe3ynbTaTtax M WX OLEHKE, OCHOBaHHbIA Ha MNPOBEAEHHOM B XO4E KIMHUYECKOrO
uccrneaoBaHus aHanuae OaHHbIX;

«MPOTOKOJ KIMMHMYECKOro nccnegoBaHusy (protocol) - AOKYMEHT, onvcbiBaOWUiA Lenu, AnsaiH, MeToaonoruio,
CTaTUCTUYECKME METOAbl U OpraHmsaumio uccriegoaHus. NMoMumo 3Toro, NPOTOKOM KIMHUYECKOro MccrnenoBaHus
0BbIYHO COAEPXUT MONy4YeHHble paHee AaHHble M 060CHOBaHME MCCrefoBaHMs, OOHaKo dTa UHMOPMaUNUs MOXET
ObITb NpeacTaBneHa M B APYrMX AOKyMEHTax, Ha KOTOpble CCblniaeTcsl NPOTOKON KIMHWUYECKOro UcCneaoBaHus.
MpumeHnTensHO K HacToswmMm [paBunam TEpMUH «MPOTOKOM» nogpa3ymeBaeT Kak BCe nocrneayowmne Bepcum
NPOTOKOMa KNMHWYECKOro UCCNEeAO0BaHNUs, Tak U NONpaBKu K HEMY;

«npaMon poctyn» (direct access) - paspelleHve, BblJaHHOE DYKOBOJACTBOM WCCMENO0BATENbCKOrO LEHTPa,
3aVHTEPECOBaHHbLIM _MWLIAM Ha W3yYyeHue, aHanua, NpoBEepKy W KonvpoBaHve nwobbix 3anucert U OTYETOB,
Heo6X0AMMbIX ANSA OLIEHKU KMMHWYECKOrO uccrnegoBaHus. Jlvua, nMetlouiMe npaBo NpsAMOro gocTyna (Hanpumep,
NpeacTaBUTENU HALMOHANbHBIX UM MHOCTPaHHbLIX YNOMHOMOYEHHbBIX OPraHoB, MOHUTOPLI W ayaAWTOpbl CNOHCOopa),
OOIDKHbl _ MpUHMMAaTb BCE pasyMHble Mepbl  Anst  cobniofeHus  NpUMEHMMbIX — TpeGoBaHWi No  3awute
KOHMUAEHUMANbHOCTM  MHopMaLmKn,  No3Bonsiowen  maeHTuduumnposaTtb  cybbekToB — mMccrnenoBaHus,  w
UHMOpMaLUun1, NpuHaanexatlen CnoHCcopy;

«paHgomm3aumsa» (randomization) - npouecc pacnpegeneHms CybbeKkToB UccrneaoBaHUs no rpynnam feyvyeHus
U KOHTPONS CNyYanHbIM 06pa3om, NO3BONSAIOLWUA CBECTU K MUHUMYMY CYObEKTUBHOCTD;

«PYTUHHasi KnuMHWYeckas npaktukay» (routine clinical practice) -wabnoHHble (O4HOTUMHBLIE) MeauuMHCKMe
AnarHocTnyeckme n nedebHble Npoueaypbl, TEXHOMOIMM UM MEPONPUATUS, KOTOPbIE BbINOMHAOTCA ANA AaHHON
rpynnel NaLMeHTOB UMW JAHHOIO CTaHAapTa oka3aHus MegULMHCKON NOMOLLY;

«ceptudukat aygutar» (audit certificate) - [OKyMeHT, coCTaBneHHbI ayouTopoM B noATBepxaeHue hakrta
npoBeAeHVsa ayamTa;

«cepbesHoe HexenaTenbHoe gaeneHue (CHA), cepbesHas HexenaTtenoHasa peakuusa (CHP)» (serious adverse
event; SAE or serious adverse drug reaction; serious ADR) - HexenaTtenbHOe MeAWLMHCKOe cobbiTue, KOTopoe
NPVMBOAUT K CMEepTU, NpeacTaBnsaeT yrpo3dy Ans >usHu, TpebyeT rocnutanu3auum naumeHta unv ee npoaneHus,
NPVUBOAUT K CTOWMKOW NUBO BbIpaXXEHHOW HETPYAOCMNOCOOHOCTU UM UHBANUAHOCTU, K BPOXAEHHBIM aHOManusm unm
nopokam passutusl, TpebyeT MeaMUMHCKOro BMellaTenbcTBa Afs NpefoTBPaLLEHUst pasBUTUS MepeYUCNEHHbIX
COCTOSIHWUIA;

«cneno mMetoa (mackupoBka)» (blinding (masking)) - mMeToa, npyv NpUMEHEHWM KOTOPOro OAHOW Unn
HECKONbKMM Y4acTBYIOLMM B KITMHWYECKOM MWCCregoBaHMM CTOPOHAaM HEW3BECTHO, KakKoe meveHvne Ha3HavyeHo
cybbekTy uccrnegosaHus. MNpocTon cnenown meTon NnpeaycMaTpyBaeT HEOCBEAOMITEHHOCTb O Ha3HAYe€HHOM UM BUAE
neyeHnsi cybbeKTOB NCCnegoBaHns, B TO BPEMS Kak ABOWHOW Crienow MeTon nogpasyMeBaeT HEOCBEAOMMEHHOCTb
CcybbEeKTOB uMccrefoBaHus, WccnegoBaTenel, MOHMTOPOB M B HEKOTOPbIX CIyYyasx nnu, BbIMOMHSAOLWNX
cTaTucTu4eckyto o6paboTky AaHHbIX;

«cobntogeHne TpeboBaHUi (MPUMEHUTENBHO K KIMHWYECKUM wuccrnenoBaHusm)» (compliance (in relation to
trials)) - cooTBeTCTBME BCEM CBA3AHHBLIM C KMMHUYECKUM UCCNeaoBaHMEM TpeboBaHMSAM, Hagnexallen KNMHUYeCcKon
NpaKkTUKe U MHBIM NPUMEHUMbIM TPEOOBaHUAM;

«covccnenoBartenb (subinvestigator)» - nwobon  4neH wuccneaoBaTenbCKOro  KOMMEKTUBA, Ha3HaYeHHbIN
uccriegoBarenemM M OCyLLIECTBASALINA MO €r0 KOHTPONEeM 3HayvMMble MpoLeaypbl KIMHWYECKOro MccrneaoBaHus B
uccreaoBaTenbCkoM LieHTpe (Hanpumep, UHTEPH, OpAUHATOP, HayYHbIW COTPYAHMK);

«CMOHCOP» (Sponsor) - U3nN4eckoe UNu KPUANYECKoe NULO, OTBEYalLee 3a MHULMAaLUMI0, OpraHvM3aumio u
obecneyveHne pMHaHCUPOBaHNS KNMMHNYECKOTO UCCIEA0BaHNS;

«CMOHCOp-KccrnenoBaTenby (sponsor-investigator) - NMUo, KOTOPOe CaMOCTOSATENBHO UM COBMECTHO C ApYrMMU
nMuamMn MHULMMPYET M NPOBOAUT KITMHWYECKOE MCCrefoBaHUe U Noj HenocpeacTBEHHbIM PYKOBOACTBOM KOTOPOro
uccriegyemelin npenapat nMbo HasHavalT, NMbo Bbl4alT CyObEKTY uccrnenoBaHusi, NMbo nocnegHWin NpuUHUMaeT




ero. CnoHcopoMm-uccnegoBaTenem MoxeT ObiTb TONbko usmdeckoe nuuo. OBA3aHHOCTN CNOHCOpa-uUccreaoBaTens
BKIO4atoT B cebs 06513aHHOCTM Kak CMOHCOpa, TaK U uccregosaTens;

«CTaHAapTHble onepauunoHHble npoueaypbl, COlM» (standard operating procedures; SOPs) - nogpoGHbie
NMUCbMEHHbIE UHCTPYKUMK, NpedHasHavYeHHble AN OOCTUXEHUs eanHoobpasns npu ocyLlecTBeHnn onpeaeneHHon
AeATenbHOCTH;

«cybbekT (cybbekT nccnegosaHus)» (subject (trial subject)) - dusmyeckoe nmuo, ydyacTeytoLee B KITMHNYECKOM
uccrnegoBaHuM B coCcTaBe rpynnbl, NOonyyaroLwen nccrnegyemMblii npenapart, nmbo B cocTaBe KOHTPOSbHON rpynmbl;

«YMONHOMOY€EHHble opraHbl» (regulatory authorities) - opraHbl, obnagawoolwue npaBoM OCYLLECTBATb
perynupytowme @yHKumMKn. prMennTensHO K Hactodwum [paBunam K YNOMHOMOYEHHbIM OpraHam OTHOCATCS
MHCTaHUMK, YNOMHOMOYEHHblE paccMaTpuBaTb NPeAOoCTaBfieHHbIE MM KIMHWYECKME AaHHble, @ TakkKe NpoBOAUTb
MHCNEKUMN. 3TV opraHbl Takke MHOrAa HasblBaloT KOMMNETEHTHBIMU OpraHamu;

«ya3BuMble CcybbekTbl nccnegosaHus» (vulnerable subjects) - nvua, Ha xenaHuWe KOTOPbIX y4YacTBoBaTb B
KMMHWYECKOM  UCCNefoBaHUM  MOXET oOkasaTb 4Ype3MepHoe BnusHWe oxugaHue (obocHoBaHHOe — Wmu
HeOBOCHOBaHHOE) TeX WM WHbIX MNPEeUMYLLEeCTB, CBA3aHHbIX C Yy4acTMEeM B WCCNeAOBaHUW, WU  CaHKUUK
BbILLECTOALMX B Mepapxum nvy B cnyvae otkasa oT yyactus. K yasBumbiM cybbekTam nccnefoBaHns OTHOCATCS
yyalmecs BbICWUMX W CPEAHUX MeOMLMHCKMX, dapMauLeBTUYECKUX U CTOMaTonormvyeckmx yyebHbiX 3aBefeHun,
MIagWniA nepcoHan KNuHWMK 1 nabopatopuii, cniyxaiwime dapMaueBTUYeckux KOMMaHWi, BOEHHOCnyxaliue u
3akIoYeHHble, a Takke 6oMbHble, CTpadalowmne HensneymbiMn 3abonesaHnaMu, nuua, Haxogswmecs B AoMax no
yxogy, MmanoobecneyeHHble n 6e3paboTHble, NaLMeHTbl, HaXOAALWMECS B HEOTMOXHOM COCTOSIHUW, NpeacTaBuTenm
HauMOHanbHbIX MEHbLUMHCTB, 6e340MHble, 6poasArn, GexeHLbl, HECOBEPLUEHHOMETHNE M N1ua, Haxo4saLWwmecs nog
OMEeKOoW NNy NoNeYnTenLCTBOM, a Takke nvua, HecnocobHble AaTtk cornacue.

«3KcnepTHbIN coseT opraHmsaumm, 3CO» (Institutional Review Board; IRB) - He3aBMCMMBIN OpraH, KOTOPbIA
COCTOUT M3 nuu, paboTawmx B 06nactv MeavuuHbl, B TOM Y/MCME Hay4yHOW, a Takke MMEeIoLIMe He OTHOCSALUMECH K
MeauLUmMHe cneumanbHocTn, obecneynBaeT 3awwmTy npae, 6e3onacHocT u Gnarononyynsa cybbeKkToB MCCneaoBaHus
1 NpegocTaBnseT obLWeCTBEHHYIO rapaHTMIO TakoW 3aLumTbl, B TOM YniCre NyTeM pacCMOTPeHns, ogobpeHus (Bblgaum
3aKI0YeHWs) MPOTOKOMa KIMHMYECKOro MCCNefoBaHUs M NOonpaBoOK K HeMy, a Takke MaTepuanoB U MeTOAOB,
KOTOpble MpeAnornaraeTcd WUCMonb3oBaTb AfS NOMYyYeHWs W OOKYMEHTMPOBaHUSA WMHPOPMMPOBaHHOIO cornacus
CcybbekToB nccrnefoBaHus. [aHHbI TEPMUH MPYMEHSAETCS B OTHOLLEHWUN KITMHUYECKNX NCCNEA0BaHU, BbIMOMHEHHbIX
Ha TeppuTOpMU rocyaapcTB, HE NMELLMX HE3aBUCUMbIX 3TUHECKUX KOMUTETOB.

2. MpuHUMNbI Hagnexawen KIIMHMYEeCKON NPaKTUKn

2.1. KnuHudeckne uccnenoBaHus OOIMKHbI MPOBOAUTLCS B COOTBETCTBUM C  STUHMECKUMW MPUHLIMNAMM,
3an0XeHHbIMU XenbCUHKCKOW Aeknapaunen, npuHaTon Ha XVII ceccumn BcemmnpHom accoumaumm 3gpaBoOXpaHeEHNs B
1964 rogy, 1 oTpaXXeHHbIMW B HAacTosiLLMX [paBunax n NnpuMeHUMbIX TpeboBaHMSAX.

2.2. [Jo Hayana wccnefoBaHWs [OMMKHA OblITb NpoBeAeHa OLEHKA COOTHOLLEHVUS NpeaBUAMMOro
(npeackasyemoro) pucka u HeygobCTB C oxuaaemMon nonb3on ana cybbekta uccrnegoBaHus U obuiecTtsa.
WccnepoBaHne MoXeT ObITb HAa4aToO M MPOAOIMKEHO TOMbKO B TOM Crlyvae, ecnu oXxuaaemas nonb3a onpasgbiBaeT
pUCK.

2.3. MNpaBa, 6e3onacHocTb 1 Gnaronomnyyne CyGbLEKTOB MCCrefoBaHUA MMEKT NepBOCTENEHHOE 3HadyeHune U
OOJMKHbI NpeBanMpoBaTh HaZ MHTEpecaMu Hayku 1 obLiecTea.

2.4. NHdbopmauus (QoknuHudeckas u kKnuHuyeckas) ob nccnegyeMom npenaparte gorkHa ObiTe [OCTaTOYHOM
Anst 060CHOBaHMA NpeanonaraeMoro KIMHUYeCKoro nccrneaoBaHus.

2.5. KnuHunyeckne nccnenoBaHvs OOMKHbI COOTBETCTBOBATH Hay4YHbIM TPebGOBaHMAM U OOMKHbI ObiTb YETKO U
noapobHO onucaHbl B NPOTOKOSE KIMHUYECKOro UccrnefoBaHus (ganee - NpoTokon).

2.6. KnuHunyeckoe wnccnegoBaHWe [OMMKHO NPOBOAMTBCS B COOTBETCTBMM C MPOTOKOMIOM, pPa3peLleHHbIM
(opobpeHHBbIM) aKkcnepTHBIM coBeToM opraHunsaumm (3CO) (He3aBNCHMbIM 3TUYECKUM kKomuTeToMm (HIK)).

2.7. OTBETCTBEHHOCTb 3a OKa3blBAEMYIO CYOBEKTY MEANLMHCKYIO NMOMOLLb U NMPUHATUE PeLLeHNn MeOULIMHCKOTO
XapakTepa HeceT Bpau.

2.8. Bce npoBogsiime uccnegoBaHne nuua AOMKHbI MMETb COOTBETCTBYHOLLME oOpa3oBaHue, MOArOTOBKY U
OnMbIT ANs BbIMNOMTHEHNS1 BO3MNOXEHHbIX HA HUX 3a4ay.

2.9. [obpoBonbHOE WMHMOPMMPOBAHHOE COrfacuMe AOMKHO ObiTb MOMYyYEeHO Yy Kaxgoro cybbekta OO0 ero
BKITHOYEHUWS B UCCNELOBaHNE.

2.10. Bcilo nomyyeHHyld B KIMHWYECKOM MCCnegoBaHun MHAOPMaLuio HeobXxoaMMo  perncTpupoBaThb,
nepedaBatb U XpaHWTb TakuM oOpas3om, 4ToObl o6ecneunTb TOYHOCTb M MPaBUITLHOCTb €€ MNpPeACTaBlEeHMs,
WHTEpnpeTauun n sepudukaumu.

2.11. KoHthmaeHunanbHOCTb 3anncen, no3BonsawmMx naeHTMuUmMpoBaTb CybbekTOB MCCNeaoBaHWs, OOIDKHA
ObITb 0becneyeHa B Liensix cobnoaeHnsl NpaBa Ha YacTHYHO XM3Hb U 3aLUUTY KOHMAEHLMANBHOCTM B COOTBETCTBUN
C NPYMEHNMbIMW TPeBOBaHNAMN.

2.12. MNMpon3BOACTBO M XpaHEHWe uccregyemblx NpenapaTtoB, a Takke obpalleHne C HUMKU HeobGXxoammo
OCYLLECTBNSITb B COOTBETCTBMM C NpaBunaMy Haanexailen npoM3BoaCTBEHHOW NpakTuku. iccnegyemble npenapartsl
OOJDKHBI MPUMEHATLCSA B COOTBETCTBUM C YTBEPXKAEHHBIM MPOTOKOSIOM.

2.13. [ina obecneyeHuns kayecTBa Kaxaoro acrnekTa ccneaoBaHnst OMKHbI ObiTb BHEAPEHbI COOTBETCTBYOLLME
CUCTEMbI U OMepaLnOHHbIE NPOLEaYPbI.

3. 3KcnepTHbIA COBET OpraHu3auum
(HezaBUCUMBIN 3TUYeckui komuteT) (3CO (HIK))



3.1. O6sa3aHHOCTMW.

3.1.1. OkcnepTHbI COBET oOpraHuMsaumm (He3aBUCUMBIN ITUYECKUIA KOMWUTET) NpM3BaH 3aluwartb Mpasa,
6e3onacHocTb 1 Bnaronony4me Bcex CyObLEKTOB uccregoBaHus. iccnegoBaHvsam € y4acTeM yS3BUMMbIX CyOBHEKTOB
OOIMKHO BbITb yaeneHo ocoboe BHMMaHMe.

3.1.2. 3CO (H3K) pormkeH nonyynTb Ha pacCMOTPEHWE CneayoLme AOKYMEHTbI:

npoToKon (Monpasku K NPOTOKONY);

NMUCbMEHHY0 opmMa WH(MOPMUPOBAHHOIO CcoOrfacuMs M ee nocrnedywlne pedakuun, npeanaraemble
uccriegoBaTtenem Ans Ucnosib30BaHUsi B UCCNeoBaHuu;

onucaHne OenCTBUW, HamnpaBfeHHbIX Ha MpuBreyYeHue CyObLEKTOB K y4yacTUO B MCCrnedoBaHuM (Hanpumep,
peknamHble 06bABNEHNS);

NMCbMEHHbIE MaTepuarnbl, KoTopble ByayT NpefocTaBneHbl CyObEKTaM UCCreoBaHUs;

6poLutopa nccnegosaTens;

n3BecTHasi HopMaUws, KacarLlasca 6e3onacHocTy;

MHopMaUums o BbinmaTax M KOMNEHcaunsix cybbekTam UccnenoBaHus;

TeKyLUyo pedakumio pestome uccnegosartens (curriculum vitae) n (unu) gpyrme matepmansl, nogTeepxaatoLLme
ero ksanudukaumio;

Apyrue AoKymeHTbl, KoTopble MoryT notpeboaTbca SCO (HIK) Ans BbINONHEHWSA ero 0683aHHOCTEN.

OCO (H3K) pomkeH paccmoTpeTb BOMPOC O MPOBEAEHUW MNPeAraraemMoro KMMHWYECKOro MCCnefoBaHus B
COOTBETCTBYIOLUME CPOKM W [[aTb 3ak/ioyeHue B MNWCbMEHHOM BUAE, YETKO MAeHTUMUMpys uccrefoBaHue,
paccMOTPEHHbIE AOKYMEHTbI U AaTbl NPY BbIHECEHWM CNEAYIOLLNX BO3MOXHbIX PELLEHWN:

opobpeHve (Bblgava 3akroyeHns) Ha NPOBEAEHNE UCCTNE0BaHUS;

TpeboBaHNe O BHECEHUN U3MEHEHUW B NpeACTaBfIEHHY0 AOKYMEHTauuio 40 Mofy4YeHus ofobpeHus (Bblaaum
3aKmMYeHns) Ha NpoBeAEHME NCCref0BaHUs;

oTKa3 B ogobpeHun (Bblgayve 3akrnoyeHus) Ha NpoBeAEHUE NCCNEOOBaHUS;

OTMeHa (NpMoCTaHOBKa) CAenaHHoro paHee opobpeHus (BblAAHHOMO —3akrlyeHns) Ha npoBedeHue
uccrneaoBaHus.

3.1.3. 3CO (H3K) pomxeH oueHUTb COOTBETCTBME KBanudukauuuM uccregosaTtens npepnaraemomy
UCCreJoBaHUI0 Ha OCHOBaHWMKM TeKyllen pefdakumMu pestome uccrneposatens (curriculum vitae) n (unu) gpyron
COOTBETCTBYIOLLEN JOKYMeHTauuu, 3anpolieHHon 3CO (HOK).

3.14. 3CO (H3K) pomkeH nepvoguyeckn paccmaTpvBaTb [AOKYMEHTAUMIO MO  KaxaoMy Tekyliemy
MCCNeaoBaHMIO C YacTOTOM, 3aBUCSILLEN OT CTENEHW puUcka, KOTOPOMY NoAaBepralTcs CyObeKkTbl uccrnefoBaHusl, HO
He pexe 1 pasa B rog.

3.1.5. 3CO (H3K) moxeT notpeboBatb, YTOOLI CyObekTam uccneaoBaHnsi MOMUMO MHOpMaLUK, Yka3aHHOW B
nyHkte 4.8.10 HacTosiwmx MNpaBwun, 6binn NpeacTaBneHbl AONOMHUTENbBHBIE CBeAeHMs o6 nccnegoBaHvu, ecnu, no
MHeHuto 3CO (HOK), ato Heobxogumo Ans 3awimTbl NpaB M 300pOBbsA CyOBLEKTOB UCCNenoBaHUs, a Takke Ans
rapaHTum nx 6esonacHocTu.

3.1.6. B cnyyae ecnu cornacue Ha yyacTne cyObekTa B UCCNEA0BaHUW, HE CBSI3aHHOM C NeYeHneM, JaeT ero
3aKOHHbIV NpeAcTaBUTENb B COOTBETCTBUM C NMyHKTamu 4.8.12 n 4.8.14 HacTosAwwmx lMpasun), 3CO (HOK) gonxeH
ybeamnTbes, YTO MpeacTaBMeHHbIN NPOTOKON M (UNu) apyrasi AOKYMEHTauus MOSNIHOCTbI OTpaXKatoT KIMHU4Yeckue
BOMPOCbI U COOTBETCTBYET STUYMECKUM W APYrUM MpUMEHMMbIM TpeboBaHWsM K MOAOGHBIM  KIMHWUYECKUM
nccrefoBaHUsM.

3.1.7. B cnyyae ecnu B MpOTOKOSIE YyKa3blBAeTCs Ha HEBO3MOXHOCTb MOMyYEHUs1 corflacusi Ha ydyacTue B
uccrnefoBaHun y cybbekTa nccnegoBaHusa uUnum ero (ee) 3akoHHOro NpeACcTaBUTENs B COOTBETCTBUM C nyHkTOM 4.8.15
HacTosAwwmx MpaBnn 4O MOMEHTa BKIOYEHUS CyObeKkTa B UCCnefoBaHue (Hanpumep, Npyv HEOTIIOXKHOM COCTOSIHUM),
OCO (H3K) pomkeH ybeantbcs B TOM, YTO MpeACTaBlEHHbIA NPOTOKON U (Unn) apyras AOKyMEHTaUMs MONHOCTbIO
OoTpaXxkaeT KINMHUYECKME BOMPOCHI U COOTBETCTBYET 3TUYECKUM W OPYrMM NPUMEHUMbIM TpeboBaHMAM K NogoOHbIM
KNMMHUYECKMM NCCNEAOBAHUSIM.

3.1.8. 3CO (H3K) paccmaTpmBaeT pasmep 1 NOpPSAOK BbIMMaT CyObekTy mccneaoBaHus, Ytobel yoeanteca B
OTCYTCTBUM HEODOOCHOBAHHOW 3aMHTEPECOBAHHOCTW WM MPUHYXAEeHNs CyObekToB uccnenoBaHus. Pasmep Bbinnat
cybbekTaMm umccrnenoBaHust MOXeT ObiTb NPOMOpLMOHANeH UX y4yacTUio B UCMbITaHUW, HO He [OIKEH 3aBUCETb
UCKIMYUTENBHO OT TOro, 3aBepLUNI N CYOBEKT UccrefoBaHUe NOMHOCTBI0 UMK HET.

3.1.9. 3CO (HOK) pomxeH ybeauTbcss B TOM, YTO WHGOpPMauusi, Kacawwasica Bbinnat cybbektam
uccrefoBaHus, BkMYas  crnocobbl, pa3mep M MNOpsSAOK  BbINMat, OTpaXeHa B MUCbMEHHOW opme
WH(OPMMPOBAHHOIO cornacus 1M B MobbiXx ApyrMx NpefocTaBnsieMblX cybbekTam uccrefoBaHus martepuanax.
[omkHo GbITb YkasaHo, kakum obpa3om ByaeT onpegeneH pasvep Bbinnart.

3.2. CoctaB, (pyHKUMM 1 NOPAAOK paboThl.

3.2.1. B coctaB 3CO (H3OK) pomkHO BxOOuTb LOCTATOYHOE 4YMUCIO Nul, obnagalwmx B COBOKYMHOCTU
Heo6XxoaMMoN KBanudurkaumern M OnbiTOM Afs PAacCMOTPEHUS W MPOBEAEHMST SKCTMEPTHOM OLIEHKM Hay4HbIX,
MEOMLIMHCKMX U 3TUYECKNX acNeKTOB MIaHMpyeMOro NCCNeLoBaHus.

PekomeHayeTtca BkntoveHune B coctaB OCO (HOK):

He MeHee 5 YenoBek,;

no KpanHen mepe 1 YenoBeka, He cneunanmanpyoLerocs B 06nactu Hay4HbIX UCCreoBaHun (OeATENBHOCTN);

no kpavHen wmepe 1 4YenoBeka, He SABMSAKLWErOCS COTPYOHWUKOM  MEOULUHCKOIrO  yupexaeHusi
(nccnepoBaTeNbCKOro LIEHTPA), B KOTOPOM MPOBOANTCS UCCINEAOBaAHME.

Tonbko uneHbl ACO (HIK), He siBnsOLWMECa COTPYAHMKAMN UCCneaoBaTens Unv CroHcopa UccrnefoBaHus n He
MMEKLLME JINYHOW 3aMHTEPECOBAHHOCTM B MPOBEAEHMU KOHKPETHOrOo KIIMHWYECKOro WCCreaoBaHusd, MOoryT
NpuMHMUMaTb y4yacTMe B ronocoBaHun (OOCYXOEHWMM) BOMPOCOB, CBsI3@HHbIX C MNPOBEOEHWMEM  KIMHUYECKOTO
uccneposanus. 3CO (HIK) gomkeH BeCTn nepeyveHb YNEHOB C yKazaHneM 1x kBanudukawmu.

3.2.2. 3CO (H3K) pomkeH ocywecTBnaTb AeATENbHOCTb B COOTBETCTBUM C AOKYMEHTarnbHO opopMMAeHHbIMU
pabouvmMun npoueaypamu, OOKYMEHTMpoBaTb CBOK paboTy M BecTu MpoToKonbl 3acedaHuii. Ero gestenbHOCTb



JOMKHa COOTBETCTBOBaTb HacTosiwuM [paBunaMm v npuMeHMMbIM TpeboBaHMAM 3akoHoAaTenbCcTBa rocyaapcTs-
YIEHOB.

3.2.3. 3CO (H3K) npuHMmaeT pelleHus Ha 0ObsIBNEHHbIX 3acedaHnsax Npy HanMyum KBopyma, onpeaeneHHoro
pabo4mmmn npoLenypamu.

3.2.4. Tonbko 4neHbl 3CO (HO3K), npyHumaBLLMe HenocpeaCTBEHHOE yvacTne B paCCMOTPEHUN AOKYMEHTaLMm
no uccnegoBaHunio n obeyxaeHnn, MoryT yd4acTBoBaTb B FONOCOBaHUN (BbICKa3biBaTb CBOE MHEHME) 1 (Mnu) aasaTb
pekomeHgauun.

3.2.5. iccnepoBaTenb MOXeT NpeaocTaBnATb MHopmaumio no niobbiM acnektam uccnefoBaHnsi, HO He MOXeT
yyacTBoBaTb B NPEHUSAX UK B ronocoBaHunm (BeipaboTke mHeHns) 3CO (HIK).

3.2.6. 3CO (H3K) moxeT npuberaTe K NOMOLLM HE3ABMCUMbIX IKCMIEPTOB MO CreuuanbHbIM BONpocaMm.

3.3. MNpoueaypesl.

OCO (H3K) pomkeH paspaboTatb, [OKyMeHTanbHO odopMuTb M cobniogate CcTaHgapTHble paboyune
npoueaypsbl, pernaMmeHTupyoLme:

3.3.1. Ero coctaB (hamunmmn n ksanndukaumio YieHoB) 1 y4peamBLINIA €r0 OpraH.

3.3.2. lNopspok HasHayeHus 3acefaHuii, OMOBELLEHUSI €ro YNeHOB O MPeAcToAWMX 3acefaHusix, a Takke
opraHv3sauuio 3acefaHui.

3.3.3. lNopsigok NepBMYHOro 1 NOCNeayLWero pacCMOTPEHUs: AOKYMEHTaLUmMmM No UCCNeaoBaHuIo.

3.3.4. NeproanyHOCTb NOCneayLwero pacCMOTPEHUSA OKYMEHTaUUM No UccrneoBaHuio.

3.3.5. NopsinoK YyCKOPEHHOTO PacCMOTPEHMS JOKYMEHTaUMK, B COOTBETCTBMM C NMPUMEHMMbIMU TpeboBaHnAMMN
Anst ogobpeHus (BblAauy 3aKMiYeHWs) MNpu HE3HaYUTENbHOM MW3MEHEHVMM B TEKYLUMX WCCMefoBaHusX, YXe
nonyumBLLnx ogobpeHwne (3akntoveHne) 3CO (HIK).

3.3.6. HegonyctumMocTb BKMOYEHUSA CYOBLEKTOB B MCcrneaoBaHue Ao Toro, kak 9CO (H3IK) BbligacT nucbMeHHoe
opobpeHne (3akniyveHne) Ha NpoBeAeHNE NCCNEOOBaHNS.

3.3.7. HeponycTMMOCTb B COOTBETCTBUM C MyHKTOM 4.5.2 HacTtoAwwmx lMpaBun OTKNOHEHMA OT NPOTOKoNa Wmu
ero nsMmeHeHu 6e3 npeaBapuUTENbHONO MMCbMEHHOTO 0A406peHusa (3akmnyeHnst) cooTBeTCTBYOWMX nonpaBsok ACO
(H3K), 3a ucknioyeHMeM Tex crny4vaeB, Korga U3MEHEHUS HamnpaBneHbl Ha YCTPaHEHWE HEMOCPEACTBEHHOMW Yrpo3bl
cybbekTaMm uMccrnegoBaHWA WM Korga W3MEHEHWst KacaloTCsl TOMbKO  aAMUMHUCTPATMBHBIX WM MaTepuarnbHO-
TEXHMYECKUX acneKToB NUCCNeAoBaHNs (HanpuMep, CMeHa MOHUTOPA, UBMEHEHUE HOMepa TenedoHa).

3.3.8. Ob6sa3aHHOCTL MccnegoBaTtens HesameanuTensHo coobwaTte 3CO (HOK):

06 OTKIIOHEHMSIX OT MpOTOKONa WMAM W3MEHEeHWsIX MpOTOKOoNa, MPOM3BEAEHHbIX ANs  yCTpaHeHus
HEenocpeaCTBEHHON yrpo3bl CybbekTaM MccneaoBaHusl, B COOTBETCTBMM ¢ nyHkTamu 3.3.7, 4.5.2 n 4.5.4 HacTosawmx
Mpasun;

06 U3MEeHeHUsIX, YBENMYMBAIOLWMX PUCK AN CYOBHEKTOB MCCrefoBaHus M (MnK) CYLECTBEHHO BUSIIOLLMX Ha
npoBefeHNe nccneaoBaHusl, B COOTBETCTBMM € NyHKTOM 4.10.2 HacToswmx [Npasun;,

060 Bcex HenpeaBuAEHHbIX CEPbE3HbIX HEXENaTENbHbIX NEKapCTBEHHbIX peakuusix;

0 HOBbIX J@HHbIX, KOTOPbIE MOTYT CBMAETENbCTBOBATL O BO3pacTaHUM pucka Ansa cybbekToB nccnegoBaHns unm
HebnaronpmaTHO MNOBMMATL HA XOA, UCCreoBaHUS.

3.3.9. O6sasaHHocTb OCO (HOK) HesamennutenbHO B MUCbMEHHOM Buae coobwartb uccrnegoBaTento
(MegnumMHCKOMY yUYpexaeHuo):

0 CBOUX pELLEHMAX (3aKINIOYEHUSIX), KaCatoLLMXCA NCCNef0BaHNUS;

O MPUYMHAaX NPUHATUS PELLEHNI (3aKnioYeHui);

0 nopsigke (npoueaypax) o6kanoBaHWs peLleHni (3aKniveHnii).

3.4. JokymeHTauums.

OCO (H3K) pmomkeH XpaHUTb OTHOCSILLYIOCS K MCCReaoBaHWI0 JOKYMEHTAUMIO (B YaCTHOCTM, MUCbMEHHbIE
npoueaypbl, MEPEeYHN YNEHOB C YyKasaHWEM poJa [AesaTeNnbHOCTM U MecTa paboTbl, NpeacTaBneHHble Ha
paccMOTpeHue AOKYMEHThI, MPOTOKONbI 3acefaHnii U KOPPECMOHAEHLMIO)

B TeYeHMe He MeHee 3 neT Mocne 3aBepLleHus UccregoBaHus M NpefocTaBnsTb ee no TpeboBaHuio
YNOMHOMOYEHHbIX OpraHoB. iccnegoBaTenu, CNOHCOP, YNONHOMOYEHHbIE OpraHbl MOryT 3anpawmeaTe y 9CO (HIK)
MHbopMaLMIo O ero npoueaypax 1 NepeyHn YreHoB.

4. UccnepoBaTtenb

4.1. KBanndukaumsa n obssatenscTea uccnegoBarerns.

4.1.1. ViccnepoBaTenb OOMKEH MMETb COOTBETCTBYHLLME KBanudukaumio, obpasoBaHme, NpodeccMoHanbHy
noaroTOBKY M OMbIT, MO3BOMSKOLWME €My MNpUHATL Ha cebs OTBETCTBEHHOCTb 3a Haanexaiwiee npoBeaeHue
KNMHWYeckoro  uccriegoBaHus.  KeBanudwmkaums wccnegoBaTens  [ofKHA  COOTBETCTBOBATb — MPUMEHUMbIM
TpeboBaHUsIM 1 MOATBEPXKAATLCA TEKyLW UM pestome (curriculum vitae) u (Mnu) opyrumm OOKYMEHTamu, KoTopble
MoryT 6bITb 3anpoLueHbl cnoHcopoM, ACO (HIK) n (unu) ynonHomMoYeHHbIMW opraHamu.

4.1.2. WccnepoBatenbs [OMKEH BHUMATENbHO O3HAaKOMUTLCA C NpaBuiamMu  Hagrnexallero npuMeHeHus
nccrnegyemoro npenapaTta, U3NoXeHHbIMU B MPOTOKOSE, TEKYLLEA peaakuumn GpoLUtopbl NCCneaoBaTens, MHCTPYKUMK
no MPUMEHEHMWIO Npenapara u Apyrmx UCTOYHMKAxX MHOpMaLMK, NPeAOCTaBNEHHbIX CMTIOHCOPOM.

4.1.3. NccnepoBaTtenb JOSMKEH 3HATb U cobntogaTtb HacToswme MpaBuna n npyuMmeHnMble TpeboBaHus.

4.1.4. WccnepoBatenb (MeOUUUWHCKOE YYpeXOaeHWe) [OIMKEeH COAENCTBOBATb MNPOBEAEHMIO CMOHCOPOM
MOHWTOPUHIa 1 ayauTa, a Takke YNoNIHOMOYEHHbIMY OpraHamMun UHCNEKLNA.

4.1.5. ViccnepoBaTenb OOMKEH BECTU NepeyveHb obnaaatomx Heobxoammon kBanudukaumen nuy, Kotopble no
€ro NopyyYeHUo OCYLLLECTBMAIOT ONpeAeneHHyo AeaTenbHOCTb B paMKkax UCCNeLoBaHUS.

4.2. CooTBETCTBYIOLLME PECYPCHI.

4.2.1. Wccneposatenb pfomkeH ObiTb CnocobeH MpoAeMOHCTPUPOBaTh (HanpuMep, Ha OCHOBaHWK
PETPOCNEKTMBHBIX AaHHbIX) BO3MOXHOCTb Habopa B TeyeHue onpeaeneHHoro nepuoga TtpebyemMoro konuyectea
noaxoasaLwmnx cyobeKkToB UCCNEAOBAHNS], COOTBETCTBYIOLLMX KPUTEPUSAM OTOOpPA.



4.2.2. VccnepoBatenb OOJMKEH UMETb [OCTATOMHOE KOJNMYECTBO BPEMEHW, YTOObI Hagnexawuym o6pasom
NPOBECTU 1 3aBEPLLUMTb UCCNEAOBAHNE B TEYEHME OrOBOPEHHOIO neproaa.

4.2.3. NccnepoBatenb AOMKEH pacnonaratb 4OCTaTOYHbIM KONTMYECTBOM KBanUUUMPOBAHHBIX COTPYAHWUKOB U
MaTepuarnbHbIX pecypcoB (nMomelleHus, obopynoBaHue) B Nepuoa uccneaoBaHus Ans Toro, 4tobbl MpoBecTV 3T0
uccrieoBaHue Haanexatimm n 6esonacHsiM o6pasom.

4.2.4. NccnepoBaTtenb oTBeYaeT 3a TO, YTOObl BCE 3aHATbIE B KIMHUYECKOM MUCCNeAoBaHUM COTPYAHMKU Gbinun
3HakoMbl C MPOTOKONOM W WHopmauven o6 uccrnegyemMoMm npenapate, a Takke CO CBOMMU PYHKUMAMU W©
oba3aHHoCTAMN.

4.3. Oka3aHne MeanLMHCKOM NoMoLLM cy6beKkTaM nccrneaoBaHus.

4.3.1. fsnsowmnca wuccriegoBateneMm UnNU - couccriefoBateneMm Bpad HeceT OTBETCTBEHHOCTb 3a Bce
NpUHYMaeMble B paMKax UCCNeaoBaHus peLleHns MeQMLMHCKOTO XxapakTrepa.

4.3.2. Bo Bpemsa M Mo 3aBepLieHWM y4vacTusi cybbekTa B UCCregoBaHuuM uccriegosatenb (MeauumHcKoe
yupexaeHve) aomkeH obecneuynTb okasaHue cybbekTy uccriefoBaHus HeoOXOAMMOW MEeOWLMHCKOA MoMolM B
cny4yae BO3HUKHOBEHMS NIOObIX CBS3aHHbLIX C MCCReOoBaHWEM HeXenaTenbHbIX SABMEeHWA, BKMNYas KIMHUYECKU
3HauMMble W3MeHeHWsi nabopaTopHbiX MNokasatenen. Mccnepgosatens (MeguuMHCKoe YydpexaeHue) obsa3aH
WHopMMpoBaTb CyObekTa WUCCNedoBaHWst O CTaBLUMX W3BECTHbIMUM  MCCRefoBaTentd  UHTEPKYPPEHTHbIX
3aboneBaHusX, TPEOYIOLLMX MEANLIMHCKON MOMOLLN.

4.3.3. ViccnegoBaTenio pekoMeHAyeTcs COOOLWMTb Nnevallemy Bpady, ecrnivm TakoBoW ummeeTcs, o6 yyactuu
cybbekTa B ccnegoBaHum Mpy yCroBumy, YTo CyObEKT He Bo3paxaeT NPOTMB MHOPMMPOBAHUS fevallero Bpaya.

4.3.4. XoTs cybbekT uccrnenoBaHus He 06s3aH coobliaTtb O NpuynHax, NodyaMBLUNX €r0 AOCPOYHO MpeKpaTUTb
yyacTve B uccnegoBaHuW, uccrnegoBaTernb OOMMKEH MOMNbITaTbCs YCTAHOBWUTb 3TWM MPUYUHBI, MPOSBASA MpU 3TOM
MornHoe yBaXkeHue K npaBam cyObekTa uccrnegoBaHus.

4.4. KoHTtaktbl ¢ 9CO (HOK).

4.4.1. MNepen Tem Kak Ha4yaTb UccnedoBaHWe, UccrneaoBaTenb (MEAUUMHCKOE yUpexaeHne) OOIMKEH MonyyYnTb
nNMCbMEHHOE W JdaTupoBaHHoe ofobpeHne (3akntoveHne) 3CO (HOK) npotokona, nMCbMEHHOM OPMBbI
WH(OPMMPOBAHHOIO COrnacus U ee NOcneaylwmxX pegakuui, Mep, HanpaBneHHbIX Ha NpuBreYeHne cyObLEKTOB K
yyacTvio B MCCneaoBaHuu (Hanmpumep, peknamHbiX O0bABMeHwi), n nbbiXx ApYrux NMUCbMEHHBIX MaTepuarnos,
KOTOpble npearnonaraeTcs NpefocTaBnUTb CyObekTaM UccrneaoBaHus.

4.4.2. BmecTte ¢ gpyrMMu OJOKyMeHTaMu uccrnegoBatenb (MeAWUMHCKOE YYpeXaeHue) OOMKEH NpefocTaBuTb
OCO (HOK) nocnegHioo pegakumio Gpolutopbl nccriegosatens. Ecnv Gpoliopy nccnegosatensi AONOMHAKT B Xo4e
uccrnegoBaHus, uccnegosartens (MeauuMHckoe yupexaeHne) obasaH npegoctasute 9CO (HIK) HoBylo pepakumio
OpoLutopbl nccnegoBaTensi.

4.4.3. B Te4yeHue nccnenoBaHust uccrniegoBatenb (MEQMLUMHCKOE ydpexaeHue) gormkeH npegoctaenate ACO
(HOK) Bce noanexaiime paccCMOTPEHMIO JOKYMEHTBI.

4.5. CobntogeHune npoTokona.

4.5.1. VccnepoBatenb (MeOQMLUMHCKOE YYpeXOeHUe) OOIMKEH MpoBOAUTbL WCCNEedOBaHWE B COOTBETCTBUM C
NPOTOKOMIOM, COrfacoBaHHbIM CO CMOHCOPOM W Npyv  HeobXOAMMOCTM C  YMONTHOMOYEHHLIMW OpraHamu U
paspelueHHbiM (ogobpeHHbiM) OCO (HIOK). B noareBepxaeHve [OrOBOPEHHOCTM uccriegoBaTtenb (MeAvUUHCKOE
yupexaeHne) n CNoHCOpP NOANUCHLIBAOT MPOTOKON UMW OTAENbHbIN AOrOBOP.

4.5.2. ViccnepoBaTenb He OOMMKEH OTKIMOHATLCA OT MPOTOKONA UIM BHOCUTbL B HEro nameHeHus 6e3 cornacus
crnoHcopa u 6e3 npenBapuTENbHOrO PacCMOTPEHUS W AOKYMEHTanbHO OMOPMMEHHOro opobpeHus (Bbligaun
3akntoyeHnst) ACO (H3K) oTHOCKMTENBHO NOMNpPaBKM K MPOTOKOSY, KPOME TeX Cry4daeB, Koraa Heobxoaumo yCTpaHuTb
HenocpeaCcTBEHHYHO Yrpo3y cyObekTam UccrnefoBaHust Unu Korga M3MEHEHMUsl KacaloTcsl TONbKO afMUHUCTPATUBHBIX
UINN TEXHUYECKNX acNeKTOB UCCMNefoBaHNA (HanpyMep, 3aMmeHa MOHUTOPA, M3MEHEHUE HOMepa TernedoHa).

4.5.3. ViccnegoBaTenb UnnM HasHayeHHOe UM NULO AOMKHbl O6BACHATL U AOKYMEHTaNbHO 0popMnATb Mobblie
OTKIMOHEHWS OT YTBEPXKAEHHOIO NPOTOKONa.

4.5.4. NccnepoBaTtenb MOXET OTKMOHATBCA OT MPOTOKOMA MM BHOCWUTb B HEr0 U3MEHEHWUs ONsi YCTPaHEeHMUs
HenocpeACcTBEHHON yrpo3bl cybbekTtam mnccnegoBaHns 6e3 npegBaputenbHOro oaobpeHus (BblAadu 3akmnioyeHus)
OCO (H3K). B kpaTtyanume CpoOKM OMUCAHWE OTKIIOHEHUA WM M3MEHEHWA C yKasaHWeM WX MpUYMH 1 npwu
HeobXoAMMOCTM NpeanaraeMble MOMNPaBkM K MPOTOKOIY AOIMKHbI ObITb HAMpPaBneHbI:

OCO (H3K) ons paccmoTpeHust 1 ogoOpeHus (Bblaauy 3aknioYeHuns);

CMOHCOPY Afsi COrNacoBaHns C HUM,;

YMNOSTHOMOYEHHbIM OpraHam npv Heo6XxoaAMMOCTH.

4.6. Viccnepyemble npenaparthbl.

4.6.1. OTBETCTBEHHOCTb 3a y4yeT uccrnegyeMbix npenapaTtoB B UCCNEAOBaTENbCKOM LEHTPE BO3NOXeHa Ha
uccregosartens (opraHusaumio).

4.6.2. Ecnn ato paspeweHo (TpebyeTcs), uccnenoBatenb (MeAWMLMHCKOE YyupexaeHue) MOXeT (OOJDKeH)
nepedaTtb HEKOTOPbLIE MUK BCe 00s1I3aHHOCTM uccrnegoBaTtens (MeaUUMHCKOTO yYpexaeHus) no ydeTy uccnenyembix
npenapaToB B UCCNeaoBaTENbCKOM LiEeHTpe anTe4YHOMY paboTHUKY (MPOBM30pPY) UM MHOMY NULLY, NOAKOHTPONbHOMY
uccregosatento (MeAMLUUHCKOMY YUPEXOAEHMIO).

4.6.3. WccnepoBatenb (MeaMUMHCKOE —ydpexAeHue), anTeyHbln paboTHMK (NPOBWM3OP) MMM UHOE
YNONTHOMOYEHHOE nccnegoBaTeneM (MeaULMHCKUM yYpexxaeHnem) nmuo AOSMKHbI BECTU YYET NOCTaBOK NpenaparTos
B MCCreaoBaTenbCKUM LEHTP, X (DaKTMYECKOro KONMYEeCTBa B LIEHTPE, NCMOMb30BaHNs KaXabiM CyObEKTOM, a Takke
BO3BpaTa CMOHCOPY MO0 MHOrO pacrnopsiKeHWs HEMCMONb30BaHHBLIMK MpenapaTtaMmu. 3anMcyn no yyety AOMKHbI
BkNtoyaTb B cebs gartbl, KONMMYeCcTBO, HOMepa NapTuUi (Cepwi), CPOKU FOAHOCTU (FA€ MPUMEHUMO) U YHUKanbHblE
KoObl UccregyeMbix MpenapaTtoB M CyObekToB uccnenoBanus. MccnepoBaTenb [OOMKEH BECTM  3anuci,
noaTeepxaatoLime, 4To cyObeKTbl uccrneoBaHus nonyyany uccnegyemMble npenapatbl B 4o3aX, NPEAYCMOTPEHHbIX
NPOTOKOSIOM, B KONIMYECTBAX, COrnacylLmxcs ¢ obLuM KONMMYECTBOM UCCredyeMbIX NpenapaToB, NOMyYeHHbIM OT
croHcopa.



4.6.4. Viccnegyemble npenapaTbl cregyeT XpaHWTb B COOTBETCTBUM C WMHCTPYKUMSIMM CMOHCOpa COrnacHo
nyHktam 5.13.2 n 5.14.3 HacTosAwmx MNpaBun u NpUMMEHUMbIMU TPEOOBAHNSIMMU.

4.6.5. ViccnepoBaTenb gommkeH obecneuntb, Y4Tobbl Mccnegyemble npenapatbl O6biny NCNonb3oBaHbl TONBKO B
COOTBETCTBUM C YTBEPXKAEHHBIM NMPOTOKOSIOM.

4.6.6. NccnepoBaTtenb unu ynornHOMOYeEHHOE uccriegoBatenem (MeaMUUHCKUM ydYpexaeHUeM) nuuo OOSDKHbI
OOBACHUTL KaXaoMy CyObekTy uccrnefoBaHus npaBuna MPUMEHEHUs uccnegyemMbix npenapatoB U 4epes
npvemnemMble MHTepBanbl BpeMeHU (B 3aBMCMMOCTM OT UCCrefoBaHWs) NpoBepsATb COBMNoAeHNe 3TUX MHCTPYKLMIA
KaxxabIM CyObeKkTOM nccrnefoBaHus.

4.7. PangoMmn3aumnsa n packpbiTve koga.

WccnepoBaTenb JomkeH cobnogatb NpefyCMOTPEHHYIO B MCCNEAOBaHWM METOAMKY PpaHOoMM3auuu, ecnu
TakoBas MMeeTCs, 1 obecrneynTb pacKkpbiTUe KoAa TOMbKO B COOTBETCTBUM C MpOTOkonoM. Ecnu uccneposaHue
NpOBOAUTCS CrienbiM METOAOM, UCCNeAoBaTeNb AOMKEH He3aMeaNUTENbHO OKYMEHTaNnbHO 0hOpPMUTb U OO BACHUTD
crnoHcopy nboe npexaeBpeMeHHOe packpbiTe KoAda uccrnegyembix MpenapaTtoB  (Hanpumep, CcrnydanHoe
packpbITUe KoAa, packpbiTUe Koda B CBA3M C CEPbE3HbIM HeXenaTernbHbIM SiBlIieHneMm).

4.8. lHdopmMmumpoBaHHoe cornacue cybbeKkToB nccnegoBaHus.

4.8.1. MNpy nonyyeHnn u [OKYMEHTaNbHOM OMOPMIEHNM WMHAPOPMUPOBAHHOIO Ccornacus uccneposaTternb
AOMKeH cobniogaTe npumeHumble TpeboBaHus, NpuaepxmBaTbCa HacToAWMX [paBunm U 3TUYECKUX MPUHLIMMNOB,
3anoxeHHbIXx B XenbCuHKCKOM Aeknapaumm BMA. [lo Hayana wccrneqoBaHus vccrnefoBaTternb OOMMKEH MONyyYuTb
onobpeHune (3akntoyeHune) B nuceMeHHon copme 3CO (HOK) nucbMeHHOW dhopmbl MHAOPMUPOBAHHOIO COrMacus u
APYrMX MMCbMEHHBIX Matepuanos, NpeaocTaBnsaeMbix CybbekTam.

4.8.2. TllucbmeHHylo dopma WMHPOPMUPOBAHHOIO corflacus UM ApyrMe MNUCbMEHHble  MaTepuansl,
npepocraensemble cybbekTtam, crnegyeT [OMONHATH (MCNPaBnATb) MO Mepe MOSBNEHUs HOBOW WMHdopmaumu,
KOTOopas MOXeT OKas3aTbCs CyLleCTBEeHHOW AN cornacus cybbekta. [lononHeHHble (McnpaBneHHble) NMCbMeHHas
dhopMa MHEPOPMMPOBAHHOIO COrMacusa 1 Apyrme NUCbMeHHbIe maTepuarnsl, npegoctaBnseMble cybbekTam, JOMKHbI
ObITb paspelueHbl (ogobpeHbl) ACO (HOK) go ux ucnonb3oBaHusa B nccriegoaHun. CyObEKT UNM ero 3akOHHbIN
npencTaBuTenb OOMKEH OblTb CBOEBPEMEHHO O3HAKOMIIEH C HOBOW WHAOpMauuen, cnocoOHoW MNOBNUATL Ha
XenaHve cybbekTa npoporkaTb yyactue B uccrnegoBaHuu. dakT nepegjaun 3ToW MHOpMauun JOMKeH ObiTb
LOKyMEHTarnbHO opopMIieH.

4.8.3. Hu uccnepoBatenb, HY OpyrMe 3aHATble B MCCMefoBaHMUM NWLA HEe AOIMKHbI NPUHYXAaTh cybbekTa unm
MCMOMnb30BaTb WMHblE HEKOPPEKTHbIE METOAbI BO3AENCTBUA C LIENbl CKIOHMTb €ro K y4acTuio nubo NpoAosmKeHUo
yyacTus B UCCneaoBaHum.

4.8.4. ViHdopmauns, HM B YCTHOW WM HW B MUCbMEHHOW (HOpMe, KacalLlascs WCCNefoBaHWs, BKIOYas
NUCbMEHHY0 hOpMy MHOPMMPOBAHHOIO cornacus (MHpOpPMaLMOHHOrO NNCTKa) NaumneHTa, He JOoMKHa coaepxaTb
bOPMYNMPOBOK, MPSMO UMM KOCBEHHO CKIIOHSOLIMX CyObEeKTa UnM ero 3akoHHOro NpeacTaBUTENs OTka3aTbCs OT
3aKOHHbIX NpaB, a Takke (POPMYMMPOBOK, MPAMO UMM KOCBEHHO OCBOOOXAAMLWMX uccregoBaTtens, MeauuMHCKoe
yupexaeHve, croHcopa Unu ux NpeacTaBuTenen OT OTBETCTBEHHOCTM 3@ XanaTHOCTb.

4.8.5. ViccnepoBaTenb unv Ha3Ha4YeHHOE MM NMLO AOMKHbI B MOMHOW Mepe NpovHpopMMpoBaTh CyGbekTa unu,
ecnun cybbekT He cnocobeH aaTb MHPOPMMPOBAHHOE COrMacue, ero 3aKOHHOrO NpeacTaBuTeNst 060 BCEX 3HAYUMBbIX
acnekTax uccrnegoBaHus, B TOM YuCre O3HAKOMWUTbL C MHOpMauuen o6 mccregoBaHUM B NMUCbMEHHON dopMme r
onobpeHnem (nonoxutensHbiM 3aknoyeHnem) 3CO (HOK).

4.8.6. Vndopmauma o6 wccnegoBaHuyn B YCTHAsk U MUCbMEHHOW hopMe, BKMOYas MUCbMEHHYH opmy
VMH(OPMMPOBAHHOIO COrnacus, JOMmkHa codepaTb Kak MOXHO MeHblue cneunanbHbIX TEPMUHOB U ObiTb MOHATHA
CyObEKTY MMM B COOTBETCTBYIOLUMX CllyYasix €ro 3akOHHOMY NpeacTaBUTENI0 Y HE3AaUHTEPECOBAHHOMY CBUAETENHO,
ecnu aT1o notpebyeTcs.

4.8.7. Nepepn nony4yeHnem MHPOPMUPOBAHHOIO COrMnacus uccrnegoBaternb UM Ha3Ha4YeHHOE UM NLO AOSDKHbI
npenocTaBnUTb CYOBbEKTY UMM ero 3aKOHHOMY MpeACcTaBUTEN0 JOCTAaTOYHOE KONMYECTBO BPEMEHM M BO3MOXXHOCTb
ansa nony4veHuns 6onee nogpobHon uHdopmauum o6 nccneaoBaHUM U NPUHATUS pelleHns 06 yyacTum B HEM WInu
OTka3e OT Takoro y4actusa. CybbeKT unu ero 3akoHHbIN NpeacTaBUTENb AOMKHbI NOMYYNTb NCYEPNbIBAOLLME OTBEThI
Ha BCe BOMpockl 06 nccnegoBaHuu.

4.8.8. [Jo Hayana y4actus B MCCrNedoBaHMM CYOBEKT MMM €ro 3aKOHHbIN MpeAcTaBuTemNb, a Takke nuvuo,
npoBoAuBLLEE pa3bsaCHUTENBHY 6eceny, AOMKHbI NoanucaTe U COOCTBEHHOPYYHO AaTUPOBaThL NMUCbMEHHYI (POPMY
WH(OPMMPOBAHHOIO COrnacus.

4.8.9. Ecnn cyObekT Wnu ero 3akoHHbIA NpeAcTaBMTENb HE CMNOCOOHbI 4YuTaTb, TO B TEYEHWe BCeW
pasbsicHUTEnNbHOW Geceaibl AOMKEH MPUCYTCTBOBATb HE3aWHTEPECOBaHHLIN cBuaeTenb. [locne Toro kak cybbekTy
UNN ero 3aKOHHOMY NPeaCTaBUTENIO NPOYUTANN U Pa3bACHUIW NMNCbMEHHYI0 (HOPMY MH(POPMMPOBAHHOIO COrnacus u
Apyrve npegocraBnsemble CyObeKkTy NMMCbMEHHble MaTepuarnbl U CyOBLEeKT unm ero 3akOHHbIN NpeacTaBuTenb Aan
yCTHOE cornacue Ha yyactme cybbekta B uccrnegoBaHum W, ecnu crnocobeH, nognucan € ykasaHuem faathbl
NMUCbMEHHYI0 (OpPMY WMH(OPMUPOBAHHOIO COrnacus, cBUAaeTenb [AOIDKEH ee MoAanucatb U COBCTBEHHOPYYHO
noctasuTb aaty. MNoanuceiBasi NUCbMEHHY POpMYy MHCPOPMUPOBAHHOIO COrnacusi, CBMAETENb NOATBEPXKAAET, YTO
WHGOpMauusi, codepxallasicds B yka3aHHOM (opMe M Bcex APYrMX MUCbMEHHBIX MaTtepuanax, Obina ToYHO
pasbsiCHEHA U NOHSATA CyObEKTOM UMW ero 3aKOHHbIM NPEeACTaBUTENEM U YTO COorfacue Ha ydyacTue B UccrneaoBaHum
AaHo CyOGBLEKTOM MINU ero 3aKOHHbLIM NpeacTaBuTenemM OO6pPOBONBHO.

4.8.10. B xoge pasbsicHUTENbHOM Oecefpl, a Takke B MUCbMEHHOW dopme MHPOPMUPOBAHHOIO COrnacus
(MHbopMaLIMOHHOM NMCTKE) NauneHTa U Apyrmx NMMCbMEHHbIX Matepuanax, NpefocTaBnseMblX CyobekTam, JOMKHO
ObITb pa3bACHEHO crieayoLlee:

nccnegoBaHne HOCUT 3KCMEePUMEHTarbHbIA XapakTep;

uenb nccnenoBaHus;

BapuaHThbl NeYeHns B NpoLecce UCCNEAOBaHUst U BEPOSITHOCTb CINy4alHOro pacnpefeneHus B OfHy M3 rpynn
neyeHus;

npoueaypbl UCCrneaoBaHusl, BKIOYasi BCE MHBA3VBHbIE NPoLEaypbI;




06s13aHHOCTN CYOBbEKTa;

acneKTbl UCCrefoBaHUs, KOTOPbIE HOCAT 3KCMEPUMEHTarbHbIN XapakTep;

OXuaaemble pUCK Unn HeynobceTBa Ans cybbekTa, a Takke B COOTBETCTBYHOLLMX CIyyasix Ansg aMOpuoHa, nnoaa
Unu rpyaHoro pebeHka;

oxuaaemble Bbiroga v (Mnu) nonb3a. Ecnv nonb3bl ¢ MEAMUMHCKOW TOYKM 3pEHMS He npegnonaraeTcd, TO
Ccy6bekT AomkeH ObITb NOCTaBneH 06 3TOM B U3BECTHOCTb;

WHblEe, NOMUMO NPEeAYCMOTPEHHbIX B UCCNeaoBaHUW, npouenypbl UNn MeTodbl NeyYeHusl, KoTopble MoryT ObiTb
OOCTYMHbI CYOBEKTY, UX 3HaUYMMbIe NOTEeHUMarnbHble Bbiroga v (Mnu) nonb3a, a Takke puck;

KOMMeHcaLums 1 (unu) neyeHme, OOCTYMNHbIE CYOBEKTY B Criydae NpuUYMHEHUs Bpeaa ero 340poBbio B pesynbTraTe
y4yacTus B UCCreA0BaHNM;

nnaHnpyemble BbIMnaThl CYOBbEKTY 3a ero y4acTue B UCCrNefoBaHWUM, ECNN TAKOBbIE NPeayCMOTPEHbI;

nnaHnpyemble pacxobl CyObekTa, eCnv TakoBble OXMAAKTCS, CBA3aHHbIE C €ro y4acTUeM B UCCref0BaHuy;

yyactume cybbekTa B UCCnefoBaHUM SIBNSieTCSt 40OPOBOSbHBIM, M OH MOXET OTKa3aTbCs OT y4acTus UMK BbIATY
13 nccregoBaHua B nobon MoMeHT 6e3 kaknx-nmbo caHkummn ans cebsa unm notepu BbIroabl;

MoHuTOpbI, ayauTopbl, ACO (H3K) 1M ynonHOMoOYeHHble OpraHbl B TOW Mepe, B KakoW 3TO AonyckaeTcs
3aKoHO4ATEeNbCTBOM roCy4apCTB-YreHoB, ByayT MMeTb NpSMON AOCTYN K OpPWUrMHanbHbIM MEAMLMHCKAM 3anucsam
cybbekTa Ons npoBepku npoueayp M (MnM) AaHHbIX KIWMHWYECKOro WCCrefoBaHUsA, He Hapywas npu 3ToMm
KOH(bmaeHLUManbHOCTU AaHHbIX CyObekTa, U CyObEKT UNU ero 3akoHHbIM NpeacTaBuTerNb, NOANUCHIBast MUCbMEHHYHO
opMy MHOPMMPOBAHHOIO COrnacus, aeT pa3peLleHne Ha Takow LOCTY;

3anvcu, naeHTuduumpylowme cybbekta, 6yayT coxpaHeHbl B TaHe M MOryT ObITb pacKpbiTbl TONbKO B TON
Mepe, B KakoW 3TO [OrnyckaeTcd 3akoHOA4ATenbCTBOM rocygapcTB-yneHoB. [pu nyGnukaumm pesynbTaTtoB
nccneaoBaHusa KoHUAEHLMaNbHOCTb AaHHbIX CybbekTa OyaeT coxpaHeHa;

CyObeKT WUnM ero 3aKkoHHbI npeacTaBuTeNnb OyaeT CBOEBPEMEHHO O3HaKOMIIEH C HOBOW MHAopMauuven,
CMoCcoOHOM NOBNUATL Ha XenaHue cybbekTa NpoaoskaTh ydacTue B UCCneaoBaHnu;

nmua, K KOTOpbIM MOXHO 06paTuTbCa ANs MNOMyYeHWs OOMNOMHUTENbHOW WMHopMauun o6 mccrnegoBaHun um
npaBax CyObEeKTOB MCCreaoBaHusl, a Takke B Cryyae NMpUYMHEHWs Bpeda 340poBbiko cybbekTa B pesynbraTe ero
yyacTus B UCCneaoBaHuu;

BO3MOXHble 06CTOATENBCTBA U (MNN) MPUYMHBI, MO KOTOPbLIM y4YacTue cybbekTa B UccnegoBaHnM MOXET ObiTb
npekpaLLeHo;

npeanonaraemas onmMTenbHOCTb y4acTusa cybbekTa B nccnegoBaHum;

NprMbnManTenbHOE KONUMYECTBO CYOBLEKTOB, KOTOPLIX NPeAnonaraeTcsa BKIHOYMTL B UCcrieqoBaHue.

4.8.11. MNepen BkNOYEHMEM B UCCnedOBaHUE CyOBEKT WM ero 3aKOHHbIN NpeAcTaBuUTenb AOMKHbI MONy4YnTb
noanuMCaHHbI C yKasaHWeM [aTbl 9K3eMMNAp MNUCbMEHHOW (opMbl MHOPMUPOBAHHOIO cornacust v apyrue
npepoctaBnsiemMble cybbekTam NUCbMeHHble MaTtepuansl. Bo Bpemsi ydactusi cybbekta B UccnefoBaHuy cyobekT
WNN €ero 3aKOHHbIA MNpeacTaBUTENb [OMKEH MomnyyaTb MOAMWCaHHbIE C yKa3aHWEM [JaTbl 3K3eMMmsipbl BCeX
nocnegywLwmx pegakumn opmbl MHPOPMUPOBAHHOIO COrMacusa M KOMUWM BCEX MOMPaBOK K APYrMM MUCbMEHHBIM
mMaTepuanam, npeaocTaBnseMbIiM cybbekTam.

4.8.12. Ecnu B KIMHUYECKOM MWCCMNEOOBaHWM Yy4yacTBYOT CyObeKTbl, KOTOpble MOryT ObiTb BKMHO4YEHbI B
nuccrnegoBaHve TOMbKO HA OCHOBAHMM COrMacus UX 3aKOHHbIX NpeacTaBuTenen (Hanpumep, HeCOBEpPLUEHHONETHME,
naumeHTbl C BbIP&XEHHbIM crnaboymuem), cyObekT AomkeH ObiTb npouHdopmupoBaH 06 wuccnegoBaHun B
COOTBETCTBUM C €ro CNOCOBHOCTLIO MOHATL 3Ty MHAOPMALMIO U, €CNM CYOBEKT B COCTOSIHUM, OH JOJDKEH noagnucaTthb C
yKasaHneM Aatbl MMCbMEHHY (POpMY MHCPOPMMPOBAHHOIO Cornacus.

4.8.13. Kpome cny4aes, onucaHHblx B nyHkTe 4.8.14 Hactoswwmx [MpaBun, B nccnegoBaHvne, He CBA3aHHOE C
neyeHuem (T.e. nccrnegoBaHve, B KOTOPOM He MpeanonaraeTcsl HenocpeaCTBEHHOW, C MEAULIMHCKON TOYKM 3pEHUs,
nonb3bl Anst cybbekra), MoryT OblTb BKIHOYEHbI TONbKO CYObLEKTbl, KOTOpblIE MMYHO [OalOT CBOE corfacve wu
CcOBCTBEHHOPYYHO NOANUCHIBAKOT MU AATUPYIOT MUCbMEHHYO hopMy MHCOPMUPOBAHHOIO Cornacusi.

4.8.14. B wvccnepoBaHus, He CBA3aHHble C neveHneM, CyObekTbl MOryT ObiTb BKMOYEHbl C COrnacust mx
3aKOHHbIX NpeAcTaBMTenen Npy cobnioaeHnn creayoLwmnx yCnoBuii:

Lenu uccnegoBaHus He MOryT ObITb JOCTUMHYThLI NMOCPEACTBOM MCCNEAOBAHNS C y4acTMeM CyObeKkToB, KOTOpbIe
MOTyT AaTb CBOE COrfacue JINYHO;

OXuaaeMblii pUCK AN CYOBHEKTOB HE3HAYUTENEH;

HeraTMBHOE BO3ENCTBMNE Ha 300pOBbe CyObEKTa CBEAEHO K MUHUMYMY Y HE3HAYUTESBHO;

nccrefgoBaHue He 3anpeLleHo 3akoHo4aTeNbCTBOM;

ONsi BKIIOYEHUS] TakMx CyOBLEKTOB AOMKHO ObiTb 3anpolleHo creumanbHoe ofobpeHue (3akntouveHne) 3CO
(H3K), yunTbiBaloLLee 3TOT acnexT.

MopobHble uccrnemoBaHusA (32 MCKMOYEHMEM OOOCHOBAHHLIX CryvyaeB) AOMKHbI NMPOBOAUTBECS C yyYacTUeMm
nauMeHToB, UMeloLmX 3abonesaHne, Ans nevyeHns KOToporo npegHasHaveH uccnepgyemoln npenapat. CyobekTbl B
Takux MCCNeaoBaHMsIX OOJMKHbI HAXOAMTLCA Mo 0CO00 TwaTenbHbIM HabnaeHneM, U Ux ydyactTue AOMKHO ObiTb
npekpaLleHo, ecnm ecTb OCHOBaHMS nonaraTb, YTO OHM UCMbITLIBAOT Ype3MepPHbIA ANCKOMAOPT.

4.8.15. Mpn HEOTNOXHbIX COCTOSIHUAX, KOrga A0 BKIHYEHUS B UCCNeoBaHME HEBO3MOXHO NOMy4uTb cornacue
caMoro cyGbekTa, OHO JOMKHO ObiTb 3anpOLUEHO Y €ro 3aKOHHOro MpeacTaBWUTENSs, eCriv TakoBOW NMpPUCYTCTBYET.
Ecnu npeaBaputenbHoe cornacue camoro cybbekta HEBO3MOXHO UM OTCYTCTBYET €r0 3aKOHHbIV NpeacTaBUTENb, AN
BKIMOYEHMS1 CyObekTa B MCCredoBaHWE [OIMKHbl OblTb MPEANnpUHSITLI MPegyCMOTPEHHbIE MPOTOKONIOM U (Mnn)
APYTMMW [OOKYMeHTaMu W paspelleHHble (ogobpeHHble) 3CO (HOK) mepbl, HanpaBneHHble Ha 3awuTy npas,
©e3onacHocTn n Gnarononyyus cyobekTa,

a Takke obecrneymBalowme COOTBETCTBME MPUMEHUMbIM TpeboBaHnam. CyObekT wunuM ero 3akOHHbIN
npeacTaBUTENb AOMKHbI ObITb B KpaTHaLLME CPOKM NOCTaBMNEHbl B U3BECTHOCTL 06 UCCNEAOBaHUN, U Y HUX OOMKHO
ObITb 3aMpOLLEHO COrnacue Ha NPOAOIPKEHME y4acThs B UCCNEA0BaHUN, @ Takxke Apyroe cornacue, B COOTBETCTBUU C
nyHkTtom 4.8.10 HacToswwmx MNpaswun.

4.9. [lokymeHTauus 1 0TYETHOCTb.



4.9.1. ViccnepoBaTenb JormkeH obecneyvBaTb NpaBUIIbHOCTb, MOMHOTY, pa3bopynBOCTb U CBOEBPEMEHHOCTb
npesocTaBneHns CroHCOPY AaHHbIX, coaepxatumxcs B IPK n Bo Bcex TpebyeMbix oTyeTax.

4.9.2. NaHHble, cogepxawmecs B VIPK, 0OmkHbI COOTBETCTBOBATL NEPBUYHON JOKYMEHTaLUKW, U3 KOTOPOW OHU
nepeHeceHbl, UMEILNECs PaCXOXAEHNS AOMKHbI ObiTb 06 bACHEHDI.

4.9.3. Jlobble nsmeHeHnst nnu ncnpaenexdnsa B IPK gomkHbl 6b61Tb NnognucaHsl, 4atMpoBaHbl, 06 bACHEHb! (Npu
HeobXoAMMOCTN) W He [OMKHbl CKpblBaTb MepBOHaYanbHyl 3anucb (TO ecTb JOMmKeH ObiTb coXpaHeH
«OKYMEHTanbHbIN cnea»). 3To OTHOCUTCH K USMEHEHUSM UMW UCNIPaBNEHNAM Kak Ha ByMaXHbIX, Tak 1 NEKTPOHHbIX
HocuTensx (B COOTBETCTBMM C NOANYHKTOM «O» nyHKTa 5.18.4 HacTosawwmx MNpasun). CnoHcop AOMmMKeH NpeaocTaBnTb
uccregosatensaMm uU (Mnuv) uX YNONHOMOYEHHBIM MpeAcTaBUTENSaM WHCTPYKUMIO O nopsigke oopmneHns Takux
ucnpaeneHun. CnoHcop AOMKeH MMEeTb MWUCbMEHHblE Mpouedypbl, NPpeAycMaTpuBaiolime, YTO W3MEHEHUs Wnu
ucnpaeneHms B WPK, BHOCKMMble €ro ynofmHOMOYEHHbIMW MNPeACcTaBUTENSAMU, OOKYMEHTarbHO OMOPMNSAIOTCS,
ABNATCA HeobxoauMbIMKM 1M 0p06psIOTCA uccnepgosatenem. Vccrnegosatenb AOMKEH XpaHUTb 3anucn 06 aTux
N3MEHEHMNSIX N NCTIPaBIEHNAX.

4.9.4. iccnepoBaTenb (MeQUUMHCKOE yYpexaeHue) A0MKEeH BECTM AOKYMEHTALMIO MO UCCNeAoBaHMIO COrnacHoO
nogpasgeny 8 Hacrtoswero pasgena [pasun u npumeHumbiM TpeboBaHusaM. VccneposaTenb (MeauuUMHCKoe
yuypexaeHve) OMKEH NpMHMMaThL Mepbl, NpeaoTBpaLLaoLwmne criydyanHoe Unv NPexaeBpeMeHHoe YHUYTOXEHNE 3TUX
AOKYMEHTOB.

4.9.5. OCHOBHble AOKYMEHTbI JOSMKHbI XPaHUTLCA HE MeHee 2 neT Mocne YyTBepXAeHWs nocregHen 3asBku Ha
pernctpaumio npenapata B rocygapcTBe-yneHe u Ao Tex Mop, Noka HU odHa M3 3asBOK He BygeT HaxoAuTbCHA Ha
paccMOTpeHun u He ByaeT NNaHNpoBaTbCA HOBbLIX 3a8BOK, UMW HE MeHee 2 neT nocrne oguuManbHOro NpekpaLeHms
KMMHMYeckow pa3paboTku nccrnedyemoro npenapata. OTU AOKYMEHTbI JOMMKHbI XpaHUTbCA Bonee AnuTenbHbIi CPOK
B Cryyae, ecnu 3TO MNpegycMOTPEeHO NPUMEHWMbIMKA TpeboBaHMsSMU WNW  JOTOBOPOM CO  CMOHCOPOM.
OTBETCTBEHHOCTLIO CMOHCOpa SBNAETCA MH(OpPMUMpOBaHUE wuccrnegosatens (MeauUMHCKOro yudpexaeHus) ob
UCTEYEHUN CpoKa XpaHeHUs AOKYMeHTauun (B COOTBETCTBMM C MyHKTOM 5.5.12 HacTosAwmx MNpasun).

4.9.6. dvHaHCOBblE acnekTbl WUCCnefoBaHUSA AOMKHbI OblTb OTpaXeHbl B OOrOBOpPE MeXAy CMOHCOPOM U
uccneposatenem (MEAULMHCKAM YYpexXaeHUem).

49.8. Mo 3zanpocy MoHuTopa, ayautopa, ACO (H3K) wmnu ynomHoMo4eHHOro opraHa wccnegoBaTenb
(MeguumHcKoe yypexgeHue) pfomkeH obecneunTb NPAMON  OOCTYM KO BCEM 3anucsiM, OTHOCALMMCH K
nccrnefoBaHuio.

4.10. OTyeTbl 0 X0O€ UccnegoBaHns.

4.10.1. WccnepoBatenb pomkeH npeactaBnatb 3OCO (H3K) «kpaTkme nMCbMEHHble OTYETbI O XoAe
uccrneaoBaHus exerogHo unu vawle, ecnm atoro Tpedyet 3CO (HIK).

4.10.2. ViccnepoBaTtenb [OMKEH He3ameanuTeNnbHO MpenocTaBnAaTb MUCbMEHHblIE OT4YeTbl crnoHcopy, JCO
(H3K) (B cooTtBeTcTBMM C nyHKTOM 3.3.8 HacTosiwmx [MpaBun) 1, B COOTBETCTBYHOLLMX CMyYasix opraHmM3aLmmn o nobbix
M3MEHEHUSIX, CYLECTBEHHO BMMAOWMX Ha NpoOBedEeHWe WCCrnedoBaHus W (UMW) YBEeNWYMBaKLWMX PUCK Ans
cybbeKTOB.

4.11. MNpepncTtaBneHne nHdopmaumm no 6esonacHoCTL.

4.11.1. OGo Bcex cepbe3HbIXx HexenaTtenbHbix sBneHuax (CHA) Heobxogumo HemeaneHHo coobuwaTb
CroHcopy, 3a ucknoveHvem Tex CHSA, koTopble B mMpoTOKOne vnv B APYroM AOKYMeHTe (Hampumep, B Gpolutope
uccriegosaTtens) onpedeneHbl kak He Tpebylolwme CPOYHOro penopTupoBaHus. [locrne nepBMYHOTO CPOYHOTO
cooOLeHns HeOOX0AMMO B KpaTyaullne CpoKu MpeacTaBuTb NogpobHoe nucbMeHHoe cooblueHune. MepBuYHbIn U
nocneaymrowme oTYeTbl AOIMKHbI NOAEHTUMULMPOBAaTL CYOBEKTOB MCCNEAOBaHNS MO NMPUCBOEHHLIM UM YHUKANbHbIM
KogaMm, a He Mo WMeHam CyObeKTOB, MepCOoHamnbHbIM WOEHTUMUKALMOHHBIM HOMepam W (Unu) agpecam.
WNccneposatene JomkeH Takke cobniogatb npvMeHuMble TpeboBaHus u TpeboBaHwms npunoxenus Ne 11 «k
HacToawwum [NpaBunam, onpegensiowye MNOPSAOK NpeAcTaBneHns COOOLUEeHW O HenpenBUAEHHbIX Cepbe3HbIX
HexenaTternbHbIX peakumsax ynonHOMo4YeHHbIM opraHam 1 3CO (HOK).

4.11.2. O60 BCex HexenaTernbHbIX SABMEHUAX U (MNKM) OTKNOHEHUAX nabopaTopHbIX nokasatenewn OT HOPMbI,
onpeaeneHHbIX NPOTOKONIOM B Ka4eCTBE KPUTUYECKMX AN OLEeHKM 6e30nacHoCTM, HeobxoamMmo coobLiaTb CoOHCOpY
B COOTBETCTBMM C TpeboBaHWAMM K MPEACTaBMEHWNIO COOOLIEHN O HeXenaTenbHbIX SBMEHUAX B CPOKM,
onpeaeneHHble CMOHCOPOM B MPOTOKOrE.

4.11.3. Mpwn coobLleHnsx o cMepTu nccnegosaTens 0653aH No 3anpocy CNoHcopa, YNOMHOMOYEHHOro opraHa u
3CO (H3K) npepoctaBuTe NOGYHO AONOMHUTENBHYIO MHOPMaLMIO (HAanpuMep, MPOTOKON BCKPbLITUSA U MOCMEPTHBIN
3MNUKPK3).

4.12. NpexaeBpeMeHHoe NpekpalleHne nnm NpMocTaHoBKa NCCneaoBaHus.

Ecnn no kakon-nmbo npuuMHE wccneaoBaHne npexaeBpeMEeHHO NpeKpalleHO WnM  NPUOCTaHOBMEHO,
uccriegosatens  (MeOMUMHCKOE — yypexaeHue) [OIbKeH  HesameanutenbHO  MHAOPMUMPOBaTb  CyOBbEKTOB
uccregoBaHus, o6ecnevmTb UM COOTBETCTBYHIOLLME NeYeHne 1 HabnogeHre n, ecnu npeaycMoTpeHo NpUMEHUMbIMU
TpeboBaHUSMM, NHEPOPMUPOBATL YNONTHOMOYEHHbIE OpraHbl. Kpome Toro:

4.12.1. Ecnu uccneposatenb npexaeBpeMeHHO MpekpaliaeT unv npuocTaHaBnuBaeT uccnegoBaHue 6e3
npeaBapuTENbHOrO Cornacus CrnoHcopa, OH AOrKeH coobwuTe 06 3TOM MeaMUMHCKOMY YyypexaeHuo (ecnu
NPUMEHNMO) M uccnegoBaTenb (MedUUMHCKOE yupexaeHue) OOSKeH He3ameanuTenbHOo npouHdgopmupoBaTtb 06
aTomM cnoHcopa n OCO (H3K) u npepoctaBute cnoHcopy u 3CO (H3K) nogpobHoe oOGbsiCHEHME NPUYKHBI
NMPUOCTaHOBKM UMW NpeKpaLLeHns NCCneaoBaHns B MMCbMEHHON hopme.

4.12.2. Ecnn CnoHCOp npekpallaeT unm npuocTtaHaBnMBaeT MccrnefoBaHve (B COOTBETCTBUM C NyHKTOM 5.21
HacToawwmx Mpaewn), uccnegoBaTtenb AOIMKEH HE3aMeANUTENbHO COOBLWMTE 06 3TOM MEeOULUMHCKOMY YYpexXaeHuto,
rae NpUMEHUMO, U UccnepoBaTternb (MeguUMHCKOe ydpexaeHne) OOMKeH He3aMmeanmTenbHO NpouHGopMMpoBaTh 06
atom 3CO (H3K) u npepoctasute 3CO (HIK) nogpobHoe NMCbMEHHOE OOBbSCHEHUE MPUYMHBI NMPUOCTAHOBKA WK
npekpaLLeHns nccreaoBaHns.

4.12.3. Ecnu 3CO (H3K) okoH4aTeNbHO MM BpeMEHHO OT3biBaeT ogobpeHue (3akntoveHve) Ha npoBeaeHue
uccrnegosaHus (B cooTBeTcTBuM ¢ nyHkTtamu 3.1.2 1 3.3.9 HacTosiwmx MNpaBwun), uccrnegoBaTtens AOMKEH COOOLWMTL




06 3TOM MeaMUMHCKOMY YYpeXAeHUo (ecrnv NpuMEHNMO) U uccrnenoBaTenb (MeQUuLMHCKOE YUYpexXaeHue) OOoMmKeH
HesameanuTenbHO NponHdOpMUpoBaTe 06 3TOM CMOHCOpa M MpeaocTaBuMTb CMOHCOPY noapobHoe obbsAcHeHue
NMPWYMHbBI NPUOCTaHOBKM UMK NpeKpaLLeHns NCcnegoBaHns B MMCbMEHHON hopme.

4.13. NIToroBbin OTYET UccnegoBaTens.

Mpn HeobXxogMMOCTM MO 3aBepLUEHWM UCCreaoBaHUA UccrnefoBaTenb [AOMKeH coobwmte 06 3ToMm
MEeLMLIMHCKOMY YYpexaeHul; uccrnegosatenb (MeguumMHCKoe ydpexaeHue) pomkeH npegoctaButb OCO (HOIK)
KpaTkuii oTyeT 06 utorax MccnegoBaHus, a YNorHOMOYEHHbIM opraHam - Bce Tpebyemble oTyeThbl (B TOM uucne B
BUae coobLleHus).

5. CnoHcop

5.1. ObecneyeHre KayecTBa U KOHTPOMNb KayecTBa.

5.1.1. CnoHcop oTBeYaeT 3a BHeApeHVe U noagepxaHne cuctem obecneveHus n KoHTpons kadectsa ¢ COIl,
NPUHATBIMM B (POPME NWCbMEHHOrO [AOKYMEHTA, KOTOpble WMEKT CBOeW Uuenbio obecneunTb npoBedeHue
nccrnegoBaHusi, cbop, perucTpaumio M nNpeacTaBleHne LaHHbIX B COOTBETCTBMM C MPOTOKOSIOM, HACTOSLLMMU
MpaBunamun n npUMeHNMbIMK TPEOOBAHUAMM.

5.1.2. CnoHcop oTBevaeT 3a obecneyeHne cornacusi BCEX BOBIIEYEHHbBIX CTOPOH Ha NpeAoCTaBrieHne npsiMoro
AocTtyna (B COOTBETCTBUM C MyHKTOM 1.48 HacToAwmmu MpaBun) BO BCe y4acTBYOLME B UCCNEAOBAHUN LIEHTPbI, KO
BCEM MEPBMYHbIM OAHHbIM (OOKYMEHTaM) M OT4eTam B LEeNdAX MX MOHUTOPUHra U ayamta CMNOHCOPOM, a Takxke
WHCMNEKLMN HauMOHanbHbIMU U UHOCTPaHHbIMU YNONTHOMOYEHHbLIMW OpraHamu.

5.1.3. KoHTponb kayecTBa crneayeT OCYLUECTBNATb Ha BCeX aTanax paboTbl ¢ AaHHbIMMK, YTOObI 06ecneunTb Ux
OO0CTOBEPHOCTb U NPaBUITbHOCTb 06paboTku.

5.1.4. [oroBopbl MeXay CNOHCOPOM W uccrnegoBaTenem (MEOWLMHCKAM yupexaeHvuem) unu nwobon gpyron
yyacTBYHOLLEN B MUCCreoBaHUM CTOPOHOW AOMKHbl ObiTb COCTaBMEHbl B MMCbMEHHOW (hOpMe Kak YacTb MpoToKona
UNN B Ka4eCTBE CaMOCTOSTENbHbIX JOKYMEHTOB.

5.2. KoHTpakTHas uccrnegoBaTtenbckasi opraHm3aums.

5.2.1. CnoHcop MOXeT MOMHOCTbID WM YacTUYHO nepedaTb 06A3aHHOCTM UM PYHKUMKU, CBSA3aHHbIE C
npoBeAeHNEM UWCCMeaoBaHWs, KOHTPAKTHOW MCCNeaoBaTenbCKOW OpraHu3aumy, O[HAKO OTBETCTBEHHOCTb 3a
KQyeCTBO W MOSHOTY MONyYEHHbIX B XO4Ee MWCCNeaoBaHWs LaHHbIX MpUM 3TOM HeceT crnoHcop. KoHTpakTHas
nccneagoBaTenbckasi opraHM3aums OOIPKHA OCYLLECTBNATL Mepbl MO 06ecnevyeHnto 1 KOHTPOIO KadecTBa.

5.2.2. Tepepaya KOHTPAKTHOM MccnegoBaTenbCKkoM oOpraHmM3auum nobbiXx CBA3aHHbIX C  MCCNeaoBaHWEM
0653aHHOCTEN N PYHKUMIA foIMKHA ObiTb JOKYMEHTanNbHO opopmIeHa.

5.2.3. Bce cBsizaHHble C nccnegoBaHneM 0653aHHOCTM U OYHKLNN,

He nepeAaHHble KOHTPaKTHOWM UccneaoBaTeNbCKOM opraHn3aunmn, OcTarnTcs B KOMMNETEHLMM COHCopa.

5.24. Bce, 4yto B HacToawmx [lpaBunax kacaeTcs CrnoHcopa, Takke MNPUMEHUMO K KOHTPaKTHOW
nccneaoBaTenbCKOM opraHv3aunm B To Mepe,

B KOTOPOW KOHTpaKTHas uccrieqoBaTenbCKkas opraHv3aumsi npuvHUMaeT Ha cebs 0683aHHOCTM U PYHKUMK
CMoHcopa no NpoOBEAEHUIO UCCNeJ0BaHUS.

5.3. MeguumHckas akcnepTuaa.

CrnoHcop [omKeH HasHauuTb obnajalroliMi COOTBETCTBYHOLLEN MeOUULMHCKON KBanudukaumen nepcoHart,
KOTOpbIA AomkeH OblTb Bcerga AOCTYNEH ONS pelleHust CBSI3aHHbIX C MCCnefoBaHMEM BOMPOCOB MEeOULIMHCKOro
xapakTepa. Npu Heo6xoaNMMOCTU ANst 3TOW Leny MoryT GbiTb NPUBMAEYEHb! BHELLHWE KOHCYMNbTaHThI.

5.4. ln3aiiH nccnenoBaHus.

5.4.1. CnoHcop AormkeH npuBrekaTe KBanMdULUMPOBAHHbBIX NuL, (Hanpumep, BMOCTaTUCTUKOB, KIMHUYECKMX
(hapmakorioroB, Bpayewn) Ha BCEX 3Tanax UccneaoBaHnst - oT paspaboTku npotokona, MPK n nnaHa ctatnctnyeckoro
aHanusa 4o NoAroTOBKU MPOMEXYTOYHOrO U hMHAIbHOIO OTYETOB.

5.4.2. CnoHcop fomkeH yuntbiBaTb TpeboBaHua nogpasgena 6 HacTosiwero pasgena u npunoxenus Ne 11 k
HacToswwum MpaBunam.

5.5. MeHeXMeHT nccnenoBaHusi, paboTa ¢ AaHHbIMW U BeAeHUE AOKyMeHTaLmMu.

5.5.1. CnoHcop 006s3aH npuBnekaTb obnagarLwmx COOTBETCTBYHOLLEN kBanudmkaumen nuy ans obuiero
PYyKOBOACTBA MccneaoBaHneM, paboThbl C JaHHBIMU, BEPUAMKALUN AaHHbIX, MPOBEAEHUSA CTaTUCTUYECKOrO aHanms3a u
noaroTOBKM OTYETOB 06 nccneaoBaHnu.

5.5.2. CnoHcop MOXET MpUHATL peleHne 06 o6pa3oBaHNM HE3AaBUCUMOIO KOMUTETA MO MOHUTOPUHIY OAHHbLIX
(nanee - HKMO) aons paccMOTpeHuMs Xxoda KIMHWYECKOro MUCCrefoBaHus, BKIOYAs pacCcMOTpeHMe AaHHbIX Mo
6e30nacHOCTN U OCHOBHbIX MapameTpax 3dEKTUBHOCTW, a Takke ANA BblpabOTKM pekoMeHgauui CnoHCOopY O
LuenecoobpasHOCTN NPOOOIKEHMS!, NpeKpaLlleHns cCrneqoBaHus UM BHeCeHUs B Hero uameHeHun. HKMI gormkeH
UMETb OMnepaLunoHHbIE Npoueaypbl B hopMe NMCbMEHHbBIX JOKYMEHTOB M BECTU 3aMMCK BCEX CBOUX 3aceaHui.

5.5.3. Mpu ncnonb3oBaHWM 3NEKTPOHHbLIX CUCTEM ANs paboTbl C AaHHLIMWU UCCNEA0BAHUSA U (MNN) ANEKTPOHHBIX
CUCTEM yAaneHHOro AoCTyna K JaHHbIM CMOHCOP AOMKEH:

obecrneuMTb M OOKYMEHTanbHO OdOPMUTbL COOTBETCTBME CUCTEM SMEKTPOHHOW 00paboTkn  AaHHbIX
YCTaHOBJIEHHbLIM CMOHCOPOM TPeOOBaHMAM K MOMHOTE, TOMHOCTM M HAOEXHOCTUM AaHHbIX, a Takke CTabunbHOCTb
OOCTMXeHus Tpebyemoro pesynbtaTa (Banugaumi);

umeTb COIl No MCnonb3oBaHUIO 3TUX CUCTEM;

obecneunTb paboTy cucteM Takmm o6pas3omM, YTOObI MOXHO ObINO U3MEHSATL AAHHbIE M MPU 3TOM BHOCUMMbIE
n3MeHeHuss 6binu Obl 3240KYMEHTUPOBAHbLI, a8 paHee BBEAEHHble AaHHble He Obinn Obl yaaneHbl (TO ecTb MMencs
«OOKYMEHTarnbHbIN cneny);

UMETb CUCTEMY 3aLLMTbIl, TPEAOTBPALLAIOLLYI0 HECAHKLMOHUPOBAHHbIV OOCTYN K AaHHbIM;

onpenennuTb NepeyeHb N, HageneHHbIX NPaBOM BHOCUTb M3MEHEHUSI B faHHble (B COOTBETCTBUM C MyHKTaMu
4.1.5 n 4.9.3 HacTosAwmx MNpaBun);

obecneyvBaTb afeKkBaTHOE PE3EPBHOE KOMMPOBAHUE AAHHbIX;




COXPaHsITb MAacKMPOBKY B MUCCreaoBaHWsIX, MPOBOAUMBIX CIEMbIM METOAOM (COXPaHsATb MacKMpPOBKY Npu BBOAE
1 06paboTKe AaHHbIX).

5.5.4. Ecnu B npouecce 06paboTkun AaHHble TpaHCOPMUPYHOTCS, BCerga AOSMKHA CyLEeCTBOBaTbL BO3MOXHOCTb
CpaBHEHMS MCXOOHbIX AaHHbIX C 06paboTaHHBIMK.

5.5.5. CnoHcop OOmKEH UCMONb30BaTh YHUKamNbHbI MOEHTUMUKALNOHHBIN Ko cyObekTa (B COOTBETCTBUM C
nyHkToMm 1.11 HacToswwmx MNpasun) no3sonaLWmnn MAEHTUMOULMPOBaTL BCE AaHHbIE NO KaXAOMY CyOBbeEKTY.

5.5.6. CnoHcop vnn gpyrue Bnagenblbl AaHHbIX AOMKHbI XPaHUTb BCE OTHOCHALLMECS K CMOHCOPY OCHOBHbIE
OOKYMEHTbI MO UCCref0oBaHUI

(B cooTBETCTBUM C NogpasaenomM 8 HacTosiLero pasaena).

5.5.7. CnoHcop [OIMKEeH XpaHWTb BCE OTHOCSLUMECA K HEMY OCHOBHbIE OOKYMEHTbI MO WCCMeaoBaHMI0 B
COOTBETCTBUM C MNPUMEHMMbIMU TpeboBaHUSIMM 3aKOHOAATENbCTBA FOCYAApCTB-YNEHOB, B KOTOPbIX Mpenapar
ono6peH 1 (Mnu) B KOTopble cnoHcop cobrpaeTca obpatuTbes 3a ofobpeHnem.

5.5.8. Ecnn cnoHcop npekpaluaeT KnMHUYecKyto pa3paboTKy uccnegyemoro npenapara (no ogHOMY U BCEM
nokasaHusM, NyTsM BBeAEHUSl, NeKapCTBEHHbIM ¢popmMam), OH OOIDKEH XpaHUTb BCE OTHOCSLUMECH K CMNOHCOPY
OCHOBHbl€ [OKYMEHTbl MO WCCNefoBaHMIO B TeyeHue, No KpanHew mepe, 2 fneT C MOMeHTa oduumanbHOro
npekpaLleHns pa3paboTkv U B COOTBETCTBUN C MPUMEHNMbIMU TpeboBaHUAMM.

5.5.9. Ecnn cnoHcop npekpaliaeT KIMHUYeckyto pa3paboTky nccrnegyemMoro npenapaTa, OH AOMKEeH COobLnTb
06 9TOM BCEM y4yacTBYHLLMM B UCCNeAOBaHUN nccnegoBaTenam (MeAULNHCKUM YYPEXAEHNAM) U YNTONTHOMOYEHHbIM
opraHam.

5.5.10. MNepepayva npaB cobCTBEHHOCTM Ha AaHHble AOIMKHA OblTb AoBefeHa A0 CBeAEHWUS! YMONTHOMOYEHHbIX
OpraHoB B COOTBETCTBMU C MPUMEHUMbIMU TPEOOBaHNAMMU.

5.5.11. OTHocAWwMeCcs K CMOHCOPY OCHOBHblE [AOKYMEHTbl AOSKHbI XPaHUTbCA HEe MeHee 2 neT nocne
YyTBEPXOEHMS MOCneaHen 3as8BKM Ha perucTpauuio npenapara B rocyaapcTBe-yneHe u Ao Tex nop, noka H1 ogHa u3
3asBOK He OygeT HaxoauTbCA Ha PacCMOTPEeHWMUM U He ByaeT NnaHMpoBaTbCs HOBbIX 3asBOK, UMM HE MeHee 2 net
nocne ouUManbHOrO MpekpaLleHns KNMHMYeckon asbl paspaboTku mnccrnegyemoro npenaparta. 9T OOKYMEHTbI
OOIMKHbl XpaHUTbCA Gonee ANWUTENbHBIN CPOK B CryYyae, eCcrnv 3TO NPEeLYCMOTPEHO MPUMEHUMbIMU TpeboBaHUSIMU
UM HeoOXoaUMO CMOHCOPY.

5.5.12. CnoHcop pJomkeH B NWUCbMEHHOW opme WHDOPMUMPOBaTL uccnegoBaTtener (MeguuMHCKue
yupexaeHns) 0 Heo6XxoAMMOCTUN XpaHEHUsI CBA3AHHbIX C UCCNEAOBaHNEM 3anucei, a Takke NMUCbMEHHO U3BECTUTb
MX, KaK TONbKO Heo6xoanMMoCTV B fanbHeNWeM XxpaHeHun He Byaer.

5.6. Beibop nccnegosatens.

5.6.1. CnoHcop HeceT OTBETCTBEHHOCTb 3a BbIOOp uccriegoBartenen (MeguUUHCKMX ydpexaeHun). Kaxabin
nccneagoBartenb OOMMKEH UMETb KBanuduKaLmio, onbiT U pecypchbl (B COOTBETCTBUM C NyHKTamu 4.1 1 4.2 HacToAWmUX
MpaBun), gocTatouyHble ONA NPOBEAEHWS UCCNeAoBaHusl, Ans KOTOporo OoH BbibGpaH. Ecnv B MHOroueHTpoBbIX
uccrnegoBaHusix HeobxoaMmMo opraHM3oBaTb KOOPAMHALMOHHbBIA KOMUTET 1 (UNnn) BeibpaTh KOOPAUHATOPOB M3 YMcna
uccriegoBarenen, To 3To ABNAeTcs 06A3aHHOCTBLIO CMOHcopa.

5.6.2. [Jo nopnucaHWs p[oroBopa C uccriegoBatenem (MeOuUMHCKMM  YYpeXOeHVWeM) Ha npoBeaeHue
uccrneaoBaHus CrMOHCOP [OSMKEH NpefocTaBuTb uccrnegoBaTento (MeAVMUUHCKOMY YYpEeXAEHW) MpOTOKON U
OpoLuopy uccnegoBartensi B TEKyLLUEN pedakumMmn u gatb nccnegosaTento (MeQMUUHCKOMY yupeXaeHuo) 4ocTaTouHoe
BpeMS Ans 03HAKOMIMEHWNSI C MPOTOKOMOM M NPeAoCTaBNeHHOW MHOPMaLen.

5.6.3. CnoHcop JomKeH NomnyY1Tb cornacue ncenegosatens (MeanUMHCKOrO yYpexaeHus) Ha:

npoBedeHVEe UCCregoBaHUM B COOTBETCTBUM C HacToswumu [NpaBunamym u npuMeHMMbiMu TpeboBaHusamn (B
COOTBETCTBUM C MyHKTOM 4.1.3 HacTosAwmx [NpaBun), a Takke C NPOTOKONIOM, COrMacoBaHHbIM CO CMOHCOPOM U
paspeLueHHbliM (0gobpeHHbIM) ACO (H3K) (B cooTBeTCTBMM € NyHKTOM 4.5.1 HacToAwmx Mpasun);

cobniogeHne npoueaypbl perucTpaumm (NpeacTaBneHus) AaHHbIX;

npoBeaeHNe MOHUTOPWHIA, ayauTa v MHCNEKUMIA (B COOTBETCTBMU C NyHKTOM 4.1.4 HacToswmx Mpasun);

XPaHEHNE OCHOBHbIE [OOKYMEHTbI, CBSI3aHHbIE C WCCreoBaHMEM, OO0 TeX Mop, MoKa CMOHCOP He coofwut
uccnegoBartento (MeAWLMHCKOMY YYPEeXOEHUI0), YTO 3TU AOKyMeHTbl Gonblie He TpebykTcsi (B COOTBETCTBUM C
nyHkramun 4.9.4 n 5.5.12 Hactoawwmx MNpaswun).

CnoHcop 1 nccnegoBaTens (MeQUUUHCKOE yupexaeHre) OOIMKHbI nognuncatb JOKYMEHT, NMOATBEPXKAALNA 3TO
cornacue.

5.7. PacnpegeneHne o6s3aHHOCTEN.

[o Havana uccrnegoBaHUs CMOHCOP AOMKEH YCTaHOBUTbL U pacnpedenuTb BCe CBsi3aHHble C UCCreLoBaHWeEM
0653aHHOCTY U PYHKLMMN.

5.8. KomneHcauuu cybbekTtam nccrnenoBaHus 1 uccneaoBaTternsim.

5.8.1. Ecnu npegycMOTpeHO NpUMEHMMbIMU TPpeBGOBaHUSAMMK, CMOHCOP OO/MKEH obecneunTb CTpaxoBaHWe Wnuv
rapaHTUMpoBaTb OPMAMYECKYD M (DUHAHCOBYIO NOOOEPXKKY uccrnegosatens (MeOUUUHCKOrO yypexaeHus) B criyyae
npeabABNEHUS UM MPETEH3UN, CBSA3AHHbLIX C UCCNEAOBAHNEM, 3@ UCKITIOYEHNEM TEX NPETEH3NIA, KOTOPbIE BO3HUKITN B
pesynbTaTe yMbiCrla WM HEOCTOPOXHOCTUM CO CTOPOHbI WCCNEAOBaTENs WM YNIEHOB WCCMELOBATENbCKOrO
KOMneKTu1Ba.

5.8.2. MpaBuna u npouedypbl CMNOHCOPa [AOMKHbI NpPegycMaTpyBaTh BO3MELLEHME PacXOOOB Ha neveHune
CcyObEKTOB, B Cry4ae NpuUYMHEHUS Bpeda X 340POBb0 B pe3ynbTate Ux y4acTusi B UCCNeA0BaHNM B COOTBETCTBUN C
NpYMeHUMbIMY TpeGoBaHMAMU.

5.8.3. Ecnn cyObekTbl MCCnedoBaHMs MOMy4arT KOMMEHCAUMIO, MOpPSAoK M Cnocob KOMMeHcauun OOMKHbI
COOTBETCTBOBATb NPUMEHVMMbLIM TPebOBaHMAM.

5.9. duHaHcHpoBaHue.

®uHaHCOBbIE acneKTbl UCCMNefoBaHWUA OOMKHbI ObiTb AOKYMEHTanbHO OoopMIieHbl B BUAEe AOroBopa mexay
CMOHCOPOM 1 uccrnegoBaTtenemM (MEAULUHCKUM YYpEXOEHNEM).

5.10. YBegomneHue ynorHOMOYEHHbIX OpraHoB (nofadva 3asiBKv B YNONHOMOYEHHbIE OpraHbl).




[o Havana KNMHWYECKOro MCCrefoBaHWs CMOHCOP (MU CMOHCOP COBMECTHO C MccregoBaTenem, ecnu 3To
npenycMOTPEHO MPUMEHUMbIMK TpeboBaHMAMM) OOMKEeH NofaTb B COOTBETCTBYHLLME OpraHbl Bce Tpebyemble
3asBKM AN UX PacCMOTPEHUs, MPUHATUS U (UNK) MNOMyYeHUs paspelleHns Ha MpoBeAeHne uccrnenoBaHus (B
3aBMCUMOCTM OT NpUMEHUMbIX TpeboBaHuit). Bce yBegomneHust (3asBku) OOIMKHbLI ObITb MMETb AaTy U coaepxaTb
[OCTaTOYHYH0 MHpopMaLMIo ANns naeHTndukaumm npoTokona.

CnoHcop MHOpMMPYET YMNOMHOMOYEHHbIN OpraH O Havane KIVHUYECKMX WCCneaoBaHUin B Nopsiake,
YCTaHOBNEHHOM 3aKOHOAaTeNbCTBOM rocyAapCTBa-yneHa.

5.11. NogTeBepxaeHne paccmoTpeHns ACO (HIK).

5.11.1. CnoHcop JormkeH Nony4uTb OT nccnegosatens (MEAULMHCKOIO yYpexaeHuns):

cBefeHns o HanmeHoBaHuu 1 agpece ACO (HOK) nccnegoBaTtens (MeQULMHCKOIO yYpeXaeHUN);

nogTeepxaeHne ot ACO (HIK) Toro, 4yTo OH opraHuM3oBaH M OENCTBYyeT cornacHo Hactoswum [NpaBunam u
3aKOHOLATENbLCTBY COOTBETCTBYIOLLENO rocyAapcTBa-yneHa;

OOKyMeHTanbHo odopmneHHoe opobpenuve (3akntoyeHne) 3CO (HOK) n no TpeboBaHMio cnoHcopa Komuio
TeKkylen BepcuM nNpOTOKONa, MUCbMEHHOM OPMbl  MH(OPMUPOBAHHOTO cornacus U MbbiX  Apyrnx
npepocTaBnsemblx CybbekTaM NUCbMEHHbIX MaTepuarnos, a Takke onvcaHue AeNCTBUIA NO NPUBEYEHNI0 CyObeKkToB
K yyacTvio B uMccCrnegoBaHUK, [OKYMEHTOB, OTHOCALMXCA K MpPedyCMOTPeHHbIM ANns CyObekToB Bbinnaram wu
KoMneHcaunsm, 1 mobbiX NHbIX AOKYMEHTOB, KOTOpble Mornmn 6biTb 3aTpeboaHbl ACO (HOK).

5.11.2. Ecnn 3CO (H3K) obycrnoenmBaeT Bbligayy CBOEro oo0peHus (3aKkmnioyeHnsi) BHECEHMEM N3MEHEHWI B
Kakne-nnbo LOKYMEHTbl UCCreAoBaHUs, Hanpumep, B NPOTOKOS1, MUCbMEHHY (dOpMYy MH(OPMUPOBAHHOIO Cornacus
WUNN WHble MNpefocTaBnsieMble CyObeKkTaM MUCbMEHHble maTepuansl v (Mnv) gpyrve npouenypbl, NPUHATbIE B
NUCbMEHHOW opMe, CMOHCOP [OSMKEH MOMyYMTb OT uMccrnepoBaTtens (MeOWUMHCKOTO YYpexaeHus) Konuu
N3MEHEHHbIX JOKYMEHTOB C yKasdaHWeM AaTtbl Nofy4yeHHoro ogobpexus (3aknodeHns) 3CO (HIK).

5.11.3. CnoHcop [OoMmKeH nonyyYntb OT uccnegoBaTens (MeOUUMHCKOTO y4pexaeHwusl) OOKYMeHTauu ¢
yKasaHnem pfaTbl MOBTOPHbIX paspeweHuin (ogobpenun) 3CO (HOK), a Takke peweHun o6 oOT3biBE WM
NPUOCTaHOBKE paHee BblAaHHOro 0A00pEeHNs (3aKmoveHns).

5.12. Hdpopmanms o6 nccnegyembix npenaparax.

5.12.1. Npwn nnaHMpoBaHUK UccrefoBaHUI CMOHCOP OOMMKEH pacnonaratb AOCTaTO4HbIM 06 bEMOM MOMNyYEHHbIX
B [JOKIMHWYECKMX W (UNW) KIUHWYECKUX WCCMefoBaHMsAX [AaHHbiX Mo 6esonacHocTn M 3adhdPEKTUBHOCTH,
onpaeablBaOLLUX NPUMEHEHNE UCCIeAyeEMOro npenapara ¢ UCMoMb30BaHMEM COOTBETCTBYHOLLMX MyTEW BBEAEHUS U
403 NpU COOTBETCTBYIOLLEN ANUTENBHOCTU U B COOTBETCTBYIOLLEN NMONYNAuuyM Cy6BLEKTOB UCCrefoBaHus.

5.12.2. CnoHcop pormkeH obHOBMATL GpoLlopy MccrnegoBaTens Nno Mepe MnonyyYyeHUus HOBOW CyLLECTBEHHON
WHbopMaLum (B COOTBETCTBUM NoApasaenioMm 7 HacToswero pasgena).

5.13. MNpon3BoAcTBO, ynakoBka, MapkMpoBKa 1 KOAMPOBaHWE nccrnegyemblX npenapartos.

5.13.1. CnoHcop pomxeH obecneunTtb, 4YTOObI Mccrnegyemble npenapaTtbl (BKM4Yas B COOTBETCTBYHOLLMX
crnyyasix akTUBHble npenapaTtbl CpaBHeHWs U nnauebo) MMenu XapaKTepUCTUKM, COOTBETCTBYHOLLME CTagun
pa3paboTkM [aHHbIX npenapaTtoB, ObiNM MpoM3BEAEHblI COrMacHo MNpUMEHMMbIM TpeboBaHUAM Haanexallen
NPOW3BOACTBEHHOMN NPaKTUKUN U

B COOTBETCTBYHOLLMX Cllyyasix 3aKoAMpOBaHbl U MapKMpoBaHbl Takum obpas3oM, 4ToObl obecneuntb 3awuTy
MackmpoBku. Kpome Toro, MapknpoBka AOImKHa COOTBETCTBOBaTb MPUMEHUMbBIM TpebGoBaHMAM.

5.13.2. CnoHcop [omkeH onpefenuTb ANS WUCCNeAyembiX MnpenapaTtoB TemnepaTypy XpaHeHWusi, YCrioBuS
XpaHeHust (Hanpumep, B 3alUMLEHHOM OT CBeTa MeCTe), CPOK XPaHeHus, pacTBopuTenu W npoueaypbl Ans
pasBefeHNs U BOCCTaAHOBMEHWS, a Takke, eCrn TakoBble NPeAyCMOTPEHbl, YCTPOWCTBa ANS BBEAEHWs npenapara.
CnoHcop [ormkeH mHgopmupoBaTe 06 3Tux TpeboBaHUSIX BCE BOBMEYEHHbIE CTOPOHbLI (HanNpuMep, MOHUTOPOB,
uccriegosarenei, NpoBM30pPOB, NNLL, OTBETCTBEHHbIX 32 XPaHEHME).

5.13.3. Nccnepyemble npenapatbl AOMKHbI ObiTb yNakoBaHbl Tak, YTOObl NpeaoTBpaTUTb MX 3arpsi3HEHME U
o6ecneyvnTb NX COXPaHHOCTb (MPUIOAHOCTL) NPU TPAHCMOPTUPOBKE Y XPaHEHWU.

5.13.4. lns wuccnegoBaHui, B KOTOPbIX MCMOMb3yeTCs Crenon MeTod, CUCTEMa KOAMPOBAHUS MUCCeayemMoro
npenapara JOofKHa BKINoYaTb B Ce0S MexaHn3m, MO3BONSALMIA B 9KCTPEHHBIX CryyYasx ObICTPO naeHTudmumnposaTb
npenapar, HO B TO XXe BpeMs He JOMNyCKalLuUiA BO3MOXHOCTU HE3aMETHO PaCcKpbITb KOA.

5.13.5. Ecnn nekapctBeHHas copma uccregyemoro npenaparta unu npenapata CpaBHEHUS Ha KIMMHUYECKOM
aTane wusyyeHuss Obina CyLIECTBEHHO W3MEHeHa, TO [0 WCMONb30BaHUS HOBOW NeKapcTBEHHOW ¢opmbl B
KNMMHUYECKMX UCCNEeaoBaHUSX [AOIMKHblI ObiTb MOMy4YeHbl pe3ynbTaTbhl AOMNOMHUTENbHbLIX WCCELOBaHWA [aHHOW
nekapcTBeHHON PopMbl Npenaparta (Hanpumep, cTabunbHOCTW, PacTBOPUMOCTU, BUOAOCTYMHOCTM), HeObXoaNMblE
ONst OUEHKWN TOro, CnocobHbl N AaHHbIE N3MEHEHUSI CYLLECTBEHHO MOBMNUATE HA (DapMaKoKMHETUYECKUA Npodnsb
npenapara.

5.14. MNMocTaBka nccnegyeMbix npenapaTos v Npasunia obpaleHns C HUIMMN.

5.14.1. CnoHcop oTBevyaeT 3a MOCTaBKy wuccregoBaTenio (MeOUUUHCKOMY YYPEXOAEHU) MCCrnesyemMoro
npenapara.

5.14.2. CnoHcop He [JOMmKeH MNOCTaBnATb uWCcnedyembld npenapaT uccnegosatento  (MeAULUHCKOMY
yyYpexaeHuio) 4o TeX Nop, Noka He Nony4uTt BClo Tpebyemyto AokymMeHTauuo (Hanpumep, oaobpexve (3aknoyeHune)
3CO (H3K) 1 ynonHOMOYeHHbIX OpraHoB).

5.14.3. TucbMmeHHblE npouenypbl CNOHCOpa [AOMMKHbI BKMYaTb B cebsi MHCTPYKUMM Ans mccrnegoBaTens
(MeaunumMHCKOro yYpexaeHns) No npaeunaM XpaHeHus nccnegyemoro npenaparta v obpalleHns ¢ HUM, a Takke no
BELEHNIO COOTBETCTBYIOLIEN AOKyMeHTauun. [lpoueaypbl [AOMKHbI —ONMCbiBaTb Ge3onacHoe nonyveHune
uccriegyemMoro npenapata, obpaiweHve C HUM, €ero XpaHeHue W Bbigady, W3bATME HEWCMONb30BaHHOIO
uccriegyemoro npenaparta y CyGbekToB 1M BO3BpaT €ro CroHCopy (MMbo MHOEe pacnopsbkeHue Hevcnonb30BaHHbIM
npenaparToMm, ecfnv 3TO CaHKLMOHUPOBAHO CMOHCOPOM M COOTBETCTBYET NPUMEHNMbIM TpeboBaHUSIM).

5.14.4. CNoHCOp OOIMKEH:

obecneynTb CBOEBPEMEHHYIO NMOCTaBKY MCCNeAyeMbIX NpenapaToB UCCneoBaTensm;



OOKYMEHTUPOBAaTb MOCTaBKW, MOJyYeHWe, BbiAayy, BO3BPAT U YHUYTOXEHME (NGO MHOE pacrnopsikeHue)
uccriegyemMblix npenapartos

(B cooTBeTCTBUM C Nogpasaenom 8 HacTosLwero pasgena);

UMeTb CUCTEMYy BO3BpaTa MCCreayemoro rnpenaparta U OOKYMEHTUPOBaHUS NoJoOHOro usbsaAtust (Hanpumep,
oT3biBa HpakoBaHHOroO NMpenapaTa, Bo3Bparta npenaparta nocrie OKOHYaHUs UCCNEeLOBaHNS UIN MO UCTEYEHNN CpoKa
rogHocTw);

UMETb CUCTEMY YHUUTOXEHUSA (NMMBO MHOro pacrnopsikeHus) HEMCMONb30BaHHbIX MCCNeayeMblX npenapaTtoB 1
AOKYMEHTUPOBaHNS NOAOBHOIO YHNUYTOXEHMSA (NMMBO MHOTO pacnopsiXeHns).

5.14.5. CnoHcop JornxeH:

NPUHSATE Mepbl No obecneyeHnto cTabunbHOCTN UCCNedyeMbiX MPEnapaToB Ha MPOTSXKEHUW BCero nepvoaa
UCMONb30BaHus;

UMEeTb [OCTaTOYHOE KONMMYECTBO WCMOMb3yeMOro B WCCNEAOBaHUSIX WUccreayemoro npenapata, 4ToObl
NoATBEPAWUTL B Cllydae HeobXxoOMMOCTU ero COOTBETCTBME cneumduKkauusam, a Takke BeCTW y4YeT aHanm3oB U
xapaktepucTuk obpasuoB npenapata u3 naptum. B 3aBucumoctu oT ctabunbHocTu o6pasubl OOMKHbI ObiTh
COXpaHeHbl NMMBO A0 OKOHYaHUA aHanu3a AaHHbIX MO UccnegoBaHuio, NGO B TeyeHue cpoka, onpeaeneHHoro
NPUMEHUMbIMU TPeBOoBaHUAMMN, UCXOASI U3 TOrO, Kakow nepuog sensieTca 6onee onMTenbHbIM.

5.15. [locTyn K AOKYMeHTaumn no nccrnegoBaHuio.

5.15.1. CnoHcop [oMmKeH NpegycMOTPeTb B NMPOTOKOME WM MHOM CorfalleHnyM o6s3aHHOCTb mccrnegoBaTens
(MeguumHckoro ydpexaeHus) obecrneunTb NpPsAMOW AOCTYN K MEPBUYHBbIM AaHHbIM (OOKyMeHTauuu) ans uenemn
MOHUWTOpPUHra, ayauTa, akcneptmabl ACO (HIK), a Takke MHCNEKUMM CO CTOPOHBI YNOMHOMOYEHHBIX OPraHoB.

5.15.2. CnoHcop gomkeH ybeamTbeca B TOM, YTO KaXabl CyObEeKT Jan NMCbMEHHOoe cornacue Ha npsMon JOCTyn
K ero OpurimHanbHbIM MEeAULUMHCKMM 3anucaM Ans Lenen MOHUTOpUHra, ayamTa, akcneptudbl ACO (HOK), a Takke
WHCMNEKLMN CO CTOPOHbI YMONTHOMOYEHHbIX OPraHoB.

5.16. NHdpopmauusa no 6e3onacHoOCTy.

5.16.1. CnoHcop oTBeYaeT 3a NOCTOSIHHYIO OLIeHKY 6e30MacHOCTM uccnegyemblx npenapaTos.

5.16.2. CnoHcop [OMKeH He3amMeanuTenbHO YBEOOMWUTb BCEX 3aHATbIX B UCCReaoBaHUWM uccrnegoBaTenew
(MeouuMHCKME y4YpexaeHusi), a Takke YMNOSIHOMOYEHHbIE OpraHbl O TMOJIyYEHHbIX [OaHHbIX, KOTOpble MOryT
HebnaronpuaTHO OTpa3uTbcA Ha 6e3onacHOCTM CyObBbEKTOB, MOBMUSATbL Ha NPOBEAEHWE WuccreaoBaHus nmbo
n3MeHnTb onobperune (3akntoverne) ACO (HOK) Ha npogormkeHne nccneaoBaHus.

5.17. CoobLueHnsa o HexenaTenbHbIX peakunsx.

5.17.1. CnoHcop pomkeH B BO3MOXHO 6oree KOpOTKUI CPpOK coobLuaTb BCEM y4acTBYOLUM B UCCRenoBaHUN
uccnepgosartenam (MeguuuHckum yupexaeHuam), 3CO (HOK) npu HeobxogmmocTn, a Takke YNONHOMOYEHHbIM
opraHam 000 BCex HexenaTenbHbIX pPeakuusix, KOTOpble OAHOBPEMEHHO SABMSKTCA CEepbe3HbIMU U
HenpeaBUAEHHBIMU.

5.17.2. Takvne cpoyHble cOOOLLEHUS JOIMKHBI COOTBETCTBOBATH NMPUMEHUMbIM TPEOOBaHUSAM U NpuUnoxxeHuo No
11 k HacToswwmm MNpaBunam.

5.17.3. CnoHcop OomkeH NpeacTaBnsiTb Ha PacCMOTPEHWNE YNMONTHOMOYEHHBIM OpraHam BCE HOBbIE AaHHbIE U
nepuoaudeckne oT4eTbl Mo 6GesonacHOCTM uccregyemoro mnpenapata B COOTBETCTBMM C  MPUMEHUMbIMU
TpeboBaHusammn n npunoxermem Ne 11 k Hactoswwmm Mpasunam.

5.18. MOHWUTOpPWHT.

5.18.1. Lenb.

Llenbio MOHUTOPUHIra nccnenoBaHWs ABMSETCS NPOBEPKa TOro, YTo:

npasa 1 6naronony4yne cyGbEKTOB 3aLLULLEHDI;

npeacTaBneHHble AaHHbIE ABMSOTCA TOYHbIMU, MOMHBIMU Y NOATBEPXAAKTCSA NEPBUYHON JOKYMEHTALMEN;

nccnefoBaHne NPoBOANTCS B COOTBETCTBUM C YTBEPXKAEHHOMW TEKYLLEN BEPCUEN NPOTOKONa (MONPaBokK K HEMY),
HacTosawwmx MNpaBun n NnpuMeHnMbIMU TpeboBaHUSMM.

5.18.2. BbI6op MOHUTOPOB 1 X KBanumkaums.

MOHMTOpPbI JOIMKHBI HA3HAYaTLCSA CMOHCOPOM.

MoHWTOpbI  AOMKHBI MMETb COOTBETCTBYIOLLYIO MOArOTOBKY, a Takke obnagaTe HayydHbIMM U (Unwn)
KIMMHUYECKMMU  3HAHUSAMKU, HeoOXoauMbIMW  ANs NPOBEAEHVS HaAnexallero MOHUTOPUHra UCCreaoBaHus.
KBanudukaunst MOHMTOPOB JOMKHa ObITb NOATBEPXKAEHA JOKYMEHTABHO.

MoHWTOpbI A0MKHbI AeTanbHO 3HaTb CBOWCTBA WCCMEAyeMblX NpenapaTtoB, MPOTOKOM, MUCbMEHHYL dopMy
WH(OPMUMPOBAHHOIO Ccormacusi 1M BCe [pyrMe npefocTaBnsieMble CyObekTam uMccrnefoBaHusl MUCbMEHHbIE
maTtepuansbl, COlN cnoHcopa, HacToswme NpaBuna n npyuMeHnMble TpeboBaHKS.

5.18.3. O6beM u cogepxaHne MOHUTOPUHra.

CnoHcop pomkeH obecneuvTb Haanexalum MOHUTOPUHr uccrnegoBaHui. CnoOHCOp AOMKEeH onpenenntb
HeobxoaMmble 0OBEM UM COOEpPXaHWEe MOHUTOPMHIA WCXOAst U3 Uuenew, 3aga4y, MeToOoSorMu, CROXHOCTH,
MacCKMpOBK/, 0ObeMa U OLEeHMBAEMbIX NapamMeTpoB uccrnegoBaHus. o obuwemy npaBuny, € LENblo MOHUTOPUHra
TpebyeTcs nocewatb MccrnenoBaTenbCkUe LIEHTPbl 4O NPOBEAEHWUS UCCNEAOBaHWsi, BO BPEMSI €ro MpoBeAeHUst U
nocrne ero OkoH4YaHusi. OQHAKO B UCKMOYUTENBHBLIX CIy4asix CMOHCOP MOXET PeLnTb, YTO MOHUTOPUHT 6e3
NnoceLLeHNss UCCnefoBaTenbCKMX LEHTPOB B COYETAHMM C TakUMWU MNpouenypaMmu, Kak TPEHWHT W MpoBedeHue
CoBellaHuii  uccrnepoBaTenen, npefocTaBreHMe UM NOAPOGHOro  MUCbMEHHOTO  PYKOBOACTBA,  MOXET
rapaHTUpoBaHHO obecneunTb Haanexawee npoBedEHVNE WCCNeAOoBaHNss B COOTBETCTBUM C  HACTOALLMMU
MpaBunamn. CtatucTMyeckn onpeaensiemMble KOHTPOJSIbHbIE BbIOOPKM MOMYT CIYXUTb NPUEMIIEMbIM MEeTOAOM IS
oTbopa npoBepsAeMbIX JAHHbIX.

5.18.4. O6sazaHHOCTN MOHUTOPA.

MoHunTOp B COOTBETCTBMM C TpeboBaHWAMW CMOHCOpa [OOMKeH obecneunTb Hagnexallee nNpoBeAeHne W
OOKyMeHTarnsHoe ocgopmneHune nccnenosaHns. C 3Toi Lenblo MOHUTOP NPU HEOBXOAMMOCTU C Y4ETOM KOHKPETHOrO
uccrneaoBaHus U UCCNefoBaTeNbCKOro LEHTPA, BhINOMHSAET creayolme AeACTBus:

a) BbICTYNaeT B Ka4eCTBE OCHOBHOIO CBSA3YIOLLErO 3BEHA MEXAY CMOHCOPOM U 1CCrnenoBaTeNeM;



6) ybexpgaeTca B TOM, 4YTO WccrnegoBaTenb obnagaeT OOMKHOM KBanudukauveld M BO3MOXHOCTAMW Ans
NpoBeAeHNs NCCNeAoBaHNsA N OCTAaeTCs TakoBbIM Ha NPOTSXXEHWU BCEro Nepuoaa nccnefoBaHus (B COOTBETCTBUM C
nyHktamn 4.1, 4.2 n 5.6 HactosAwmx [paBumn), 4TO MOMELLEHUs, OTBEAEHHble AN MPOBEAeHUs WUccrneaoBaHus
(Bkntovas nabopaTopun 1 obopyaoBaHue),

a TaKkkKe MepcoHan CooTBeTCTBYIOT TpeboBaHWAM K npoBefeHuto paboT GesonacHo M JOMKHbBIM 06pa3om Ha
NPOTSHKEHWUN BCEro Nnepuoaa uccrnefoBaHus;

B) B OTHOLLEHUWN UCCReayeMblX NpenapaToB MOHUTOP NPOBEPSET cneayloLlee:

CPOKM 1 YCIOBUSA XpaHeHUs NnpMemnemMbl 1 KONMYECTBO AOCTaTOYHO A0 KOHLA UCCnefoBaHus;

ncecnegyemble npenaparbl NonyyarT TOMbKO Te CyObekTbl, KOTOPbIM OH Ha3Ha4veH, B [03aX, YCTaHOBMEHHbIX
NPOTOKOSIOM;

cyObekTaM uccrefoBaHns MpefocTaBrieHbl HeobxoAWMble WMHCTPYKUMM MO NPaBUSIbHOMY MPUMEHEHMIO
nccrnepyeMbix npenapaTos, 0OPaLLEHNIO C HUMK, X XPaHEHWIO 1 BO3BpPaTYy;

nonyyeHne, NPUMEHeHNe 1 BO3BpaT NccrnedyemMbix npenaparos

B MCCreaoBaTenbCkoM LieHTpe AOMKHbIM 06pa3oM KOHTPONMpyeTcs u ohopMIIAeTCs AOKYMEHTarbHO;

YHUYTOXEHNE HEeUCnonb30BaHHbIX uccnegyemblx npenapatoB nubo MHOe pacnopsikeHne wvun B
uccreaoBaTensCckoM LIEHTPE OCYLLECTBNAIOTCA

B COOTBETCTBMU C MPUMEHNMbIMU TPEBOBaHNSIMM 1 NO COrNacoBaHNIO CO CMIOHCOPOM.

r) npoeepsieT cobniogeHne uccnegosaTenemM yTBEPXAEeHHOro NpoTOKoNa U BCeX YTBEPXAEHHbIX MOMpaBoK K
HeMy, ecniu TakoBble MMEITCS;

4) nposepsieT, 4ToObl NNCbMEHHOe MHEPOPMMPOBAHHOE corfacue Kaxaoro cybbekTa 6bino nonyyeHo 4o Havana
€ro yyacTusi B UCcrneaoBaHum;

e) obecneyvBaeT Hanuuve y wuccnegoBaTens Tekywew pedakumm Opolutopbl uccnegosaTtens, Apyrux
AOKYMEHTOB W MartepuanoB, HeobXOoAuMMbIX Ans MNpoBeeHUs WCCNefoBaHus Hagnexawum obpasom u B
COOTBETCTBMM C MPUMEHUMbIMU TpeboBaHNAMMY;

X) obecneumBaeT, 4TOObI MCCnedoBaTenb U €ro COTPYOHWKW, 3aHATble B MCCMEeAoBaHWM, ObinMM [OCTaTOYHO
MHOPMMpPOBaHbI 06 NccnegoBaHuy;

3) NpoBepsieT, YToObI UccregoBaTenb U ero COTPYAHUKKN, 3aHSATble B UCCMeA0BaHWK, BbIMOMHANM CBA3AHHbIE C
uccrnepoBaHnem 0653aHHOCTM B COOTBETCTBUMM C MPOTOKOSIOM M BCEMW APYIMMU MUCbMEHHBIMU COrfaLleHUsIMN
MexXay CMOHCOPOM W uccregosatenem (MEAUUMHCKUM YYpexaeHUMeM) U He nepefjaBanyt BbIMOMHEHWE CBOWX
PYHKUMIA HEYNONTHOMOYEHHBIM NnLAM;

1) NnpoBepsieT cobniogeHne nccrnegosarenem Kputepmes oTbopa npuy BKNIOYEHUN CyObEKTOB NCCNefoBaHns;

K) coobLiaeT o ckopocTu Habopa cyGBLEKTOB B UCCneaoBaHUE;

n) npoBepseT NpaBUMbHOCTb, MOMHOTY U CBOEBPEMEHHOCTb perMcTpauun AaHHbIX B MEPBUYHbIX U APYruX
OTHOCALLMXCS K MCCNIEA0BaHNI0 AOKYMEHTaXx, a Takke NopsaoK BeAeHUs TakmxX JOKYMEHTOB;

M) npoBepsieT, 4Tobbl MccnegoBaTenb MNpeacTaBnsan Bce Tpebyemble OT4eTbl, yBEAOMIEHWS, 3anpockl U
nogobHble [OOKYMeHTbl U 4ToDbl Takne [OKYMEHTbl Oblnv  MpaBWmbHbIMW, MOMHBIMKW, CBOEBPEMEHHbBIMMU,
pa3bopunBbIMK, C yKazaHHbIMW aTamun U MAEHTUULMPOBANU UccrneaoBaHue;

H) NpoBepsieT NPaBUMIbLHOCTb WM MONHOTY AaHHbIX B VIPK, mepBuYHbIX AOKYMEHTax M APYrMX OTHOCHALLMXCH K
nccrneaoBaHUIo 3anncsx MyTem COMOCTaBreHUs X Mexagy cobon. B 0coOBEHHOCTU MOHWUTOP AOMKEH MpOBepsTb
cnepyoulee:

NPaBuITbHOCTb BHECeHus Tpebyembix NMpoTokonoM AaHHbix B WPK 1 nx cooTBeTcTBME AaHHBIM MEPBUYHOW
AOKyMeHTauuu;

nobble M3MeHeHWs [03bl U (UNW) Tepanun YeTKO OOKyMeHTarbHO OdOopMISIOTCA AN Kaxgoro cybbekta
uccrnepoBaHus;

HexxenaTtenbHble SBMEHWS, COMYTCTBYIOLLEE feYeHne U WHTEPKYppeHTHble 3aboneBaHuns perncTpupyloTcs B
MPK B COOTBETCTBMM C MPOTOKOSIOM;

nponyLeHHble CyOBEKTOM BU3UTBI, HENPOBEAEHHbIE aHanM3bl M HEBLINOMNHEHHbIE 06CefoBaHNA SICHO yKa3saHbl
B NIPK kak nponyLieHHble, HenpoBeAEHHbIE Y HEBLINOINHEHHbIE COOTBETCTBEHHO;

BCE Crydaun NCKITHYEHWS 1 BblbbIBaHNS CYOBEKTOB M3 MCCNeoBaHMs 3aperncTpmpoBaHbl u 06bsacHeHbl B VPK;

0) coobuiaeT uccnegoBartento o Nbbix gonyuieHHbIx B MPK owmnbkax, nponyckax n Hepa3dopumBbIX 3annCsX.
MoHuWTOp JOMKeH NpocneanTb 3a TeM, YToObl COOTBETCTBYIOLLME MCNPaBneHns, 4o6aBneHns Unm NCKNoYeHns bbinmn
cAenaHbl C ykaszaHueM Aatbl, 0ObSICHEeHbl (Npu HeobxoAMMOCTM) U NoAnucaHbl camuM uccrnegosaTtenem nubo
YNOSTHOMOYEHHBIM Ha nognucaHune 3a Hero nameHenun B MPK uneHom uccnepgosaTensckoro Konnektuea. [aHHble
MOMHOMOYMS AOSKHbI ObITb AaHBI B MMCbMEHHON hopMe.

n) npoBepseT cobniogeHne CpOKOB COOOLLEHUSA O HexenaTernbHbIX SBMEeHWSX, onpedeneHHbIX HaCTOAWUMN
Mpasunamun, npotokonom, ACO (H3K), cnoHcopom 1 NpMMeHUMbIMU TpeboBaHNAMY;

p) npoBepsieT BedeHWe uccregoBaTenieM OCHOBHbLIX [OOKYMEHTOB (B COOTBETCTBUM C nogpasgenom 8
HacTosiLero pasgena);

c) coobLiaeT uccrnegosartento 06 OTKNOHeHusix oT npoTtokona, COIll, HacTosiwmx MNpaBun M NPUMEHUMbIX
TpeboBaHui, a Takke npeanpuvHUMaeT HeobxoAuMble AENCTBUA ANs MpefoTBpalleHusi NMOBTOPEHUS MOAO0OHbIX
OTKIMOHEHWI.

5.18.5. MNpoueaypbl MOHUTOPWHra.

MonwuTop gomkeH cobnrogats nucbmeHHble COlNN cnoHcopa, a Takke npoueaypsbl, cneumanbHO onpeaeneHHble
CMOHCOPOM ANt MOHUTOPUHIa KOHKPETHOIO MCCreaoBaHus.

5.18.6. OTyeT moHuTOpA.

Mocne kaxgoro BM3UTa B UCCNEeAOBAaTENbCKAM LEHTP UMW CBSI3@HHONO C MCCNeOoBaHVWEM KOHTakTa MOHWUTOP
[AOIDKEH NpeAcTaBMTb CMOHCOPY MUCbMEHHBIV OTYeT.

OTyeTbl OOMKHBI BKMoYaTb B cebs gaTy, HaMMeHoBaHMe LeHTpa, UMsi MOHWTOpa, UMsi uccrnegoBaTens unu
WHOTO NnLa, C KOTOPbIM COCTOSNCS KOHTaKT.



OTueThbl JOMKHbI coaepXxaTb KpaTkoe onucaHve OOBHEKTOB NPOBEPKU, COOOLLEHNE MOHUTOPA O CYLLECTBEHHbIX
AaHHbIX (akTax), OTKIOHEHWAX W HedocTaTkax, BbiBOAbl, OMMCaHWe OEWCTBWUNA, NPeanpuHATBIX, NIaHupyeMbIX U
(vrm) pekomeHayeMbix Ans  obecneyeHunss cobniogeHnss TpeboBaHWiA npoTokona, Hactoswmx [MpaBun u
YMONTHOMOY€EHHbIX OPraHoB.

lMpoBepka CNOHCOPOM OTYETa U Nocneaylmne AeNCTBUSA N0 HEMY AOMKHbl OblTb AOKYMEHTanbHO 0hOPMITEHbI
YNOMHOMOYEHHbIM NpeacTaBMTeNeM CroHcopa.

5.19. Ayaur.

Mpu npoBegeHun ayguTa B npeaenax Mep, HanpaBneHHbIXx Ha obecneyeHue kayecTBa, CMOHCOPbI OOSMKHbI
yuuTbiBaTh CriegytoLlee.

5.19.1. Uens.

Llenbto cnoHcopckoro ayauta, NpoBOAUMOrO OTAENbHO M HE3aBUCUMO OT PYTUHHBIX OYHKLUA MO MOHUTOPWHTY Y
KOHTPOIIO KayecTBa, SBMSIETCS OLEeHKa COOTBETCTBMS NPOBOAMMOrO uccrnegoBaHus npotokony, COll, HacToAwmm
MpaBunam 1 NpMMeHMMbIM TpeboBaHNAM.

5.19.2. Bribop 1 kBanudukaumsa ayauTopos.

[nsa npoBegeHusa ayanta CNOHCOP AOMKEH Ha3HauUTb NnL, HE3aBUCUMBbIX OT KIMHUYECKUX UCCNeaoBaHWN.

CnoHcop ob6si3aH yOoOCTOBEpUTBCS B TOM, 4YTO ayauTopbl obnagalT OoCTaTOdyHOM KBanudukaumen, T. e.
NnoAroTOBKOWM M OMbITOM, HEOOXOAMMBIM AN1s1 NpOoBeAeHNst ayanTa Haanexawmum obpasom. Kesanudukaums aygutopa
[OMKHa BbITb NoATBEPXAEHA AOKYMEHTANBHO.

5.19.3. MNpoueaypsl ayauTta.

CrnoHcop pomkeH ybeoutbCa B TOM, YTO ayauT KIMHWYECKUX MWCCNefoBaHW (NporpamMM) NpOBOAMTCHA B
COOTBETCTBMM C MMCbMEHHBIMU MpoLiefypaMy CMoHCopa, onpeaensowuMy obbekT ayauta, Metoabl NpoBeAeHUs
ayauTa, 4acToTy NpOoBeAeHMS ayanToB, a Takke PopMy 1 cogepkaHue oT4eToB 06 ayauTe.

Mpn paspaboTke CNOHCOPOM NnaHa ayauTa W npouedypbl ayauTa UCCNefoBaHMS OOMKHbI YYUTbIBATHCS
3HAYMMOCTb JAHHOrO WCCreaoBaHUs Ans nogadvn 3asBOK B YMOMHOMOYEHHbIE OpraHbl, KONMMYECTBO CYOBLEKTOB,
Y4acCTBYIOLMX B UCCNEegOBaHUN, TUM U CMOXHOCTb UCCNEeA0OBaHUSA, CTENEHb pyUcka Ans CyObekToB nccrneqoBaHus, a
Takke JOMKHbI ObITb NPUHATHI BO BHUMaHMWE Mobble BbisiBIIEHHbIE NPOGEMBI.

3amevaHusa 1 BbIBOAbI ayauTa AOMKHbI ObiTb 0pOpMNEHbI JOKYMEHTANbHO.

Ons coxpaHeHWs HEe3aBMCMMOCTM M LIEHHOCTW (DYHKLUMW ayauTa YNoMHOMOYEHHbIE OpraHbl He [OOMXKHbl B
PYTMHHOM Mopsigke 3anpawmBaTb OT4eThbl 06 ayauTe. YNONMHOMOYEHHbIE OpraHbl MOryT 3anpalivMBaTb OTYETbl 06
ayauTte, ecnv UMEKTCs CBUAETENbCTBA CEPbEe3HOr0 HEeCOOTBETCTBUSA HacToswwmm [lpaBunam, unum B cnydae
cynebHbIx pa3bvpaTensCcTs.

Ecnn 310 TpebyeTcss COOTBETCTBYHOLIMM 3aKOHOAATENbLCTBOM rOCyAapCTBa-YneHa CMOHCOP  [OIDKEH
npeacTaBUTb CBUAETENLCTBO O MPOBEAEHHOM ayauTe.

5.20. HecobntogeHvne npuMeHUMbIX TpeboBaHUN.

5.20.1. Hecobniogenvne npotokona, COIl, Hactoswwmx [MpaBun u (MnNM) COOTBETCTBYIOLUX MNPUMEHUMbIX
TpeboBaHuin KccrnepoBaTenem (MeQUULMHCKAM YYpeXOeHUEeM) unyM COTPYAHUKOM CMOHCOpa [OJPKHO BECTU K
6e3oTnaraTenbHbIM AENCTBUSM CMOHCOPA, HAanpaBleHHbIM Ha obecneyeHne cobnioaeHnst faHHbIX TpeboBaHUIA.

5.20.2. Mpwn BbIABMEHWM B XOO4€ MOHUTOPUHIra WNM ayauta cepbesHbiXx M (MnM) MNOBTOPSIOLUMXCS CryyYaes
HecobnogeHus npuMeHUMbIX TpeboBaHW CO CTOPOHbI MccnegoBaTensa (MeOULMHCKOrO YyYpexaeHus) CNoHCop
OOIMKEH MpeKkpaTuTb ydacTue uccnegoBaTens (MEOMLUMHCKOrO yupexaeHus) B uccnegoBanHun. Ecnu yuyactue
uccriegosatens (MeOVLMHCKOrO YYpexaeHus) npekpalleHO B pes3ynbTaTe Cepbe3HbiX W (Mnun) NOBTOPSALLMXCS
crnyyaeB HecobOnoaeHNs npuMeHuMbIX TpeboBaHwui, CMOHCOP OOorkeH 6esoTnaratenbHO yBeAOMWUTb 00 3TOM
YNONTHOMOYEHHbIE OpraHbl.

5.21. [locpo4yHoe npekpaLleHne unm npuocTaHoBKa UCCefoBaHNS.

Ecnu wunccnepoBaHne [OCPOYHO MNpEKpaLleHO MM MPUOCTAHOBIIEHO, CMOHCOP AOJBPKEH He3ameanuTenbHO
coobwmnTe uccnepoBatensM (MEAULUHCKUM YYPEXOEHUSIM) U YNONIHOMOYEHHbIM OpraHam O npeKpalleHUn unm
NMPUOCTaHOBKE MCCneaoBaHus, a Takke ykasaTb npuymHbl atoro. ACO (HOIK) Takke gomkeH ObiTb HemMeaneHHo
WH(POPMMPOBAH CMOHCOPOM UNU UccneaoBaTenemM (MeauUMHCKUM yupexaeHuem) (B COOTBETCTBMM C NMPUMEHVMMbIMU
TpeboBaHUsAMMN), B TOM YMCIE M O NPUYMHAX NPEKPaLLEHUS U NPUOCTAHOBKN MCCINEO0BaHMS.

5.22. OTYeT 0 KIMNHNYECKOM UCCNEAOBaHUMN.

HesaBucumo oT Toro, 661110 NU UccrnegoBaHNe 3aBepLLEHO NO NPOTOKOMY UMM NPEKPAaLLEHO AOCPOYHO, CMIOHCOP
[OMmKeH obecneynTb COCTaBMNEHVE U NpeacTaBeHne B YNONTHOMOYEHHbIE OpraHbl (B COOTBETCTBUM C MPUMEHUMbIMU
TpeboBaHusiMm No chopme npmBeAeHHoN B npunoxeHur Ne 1 k HacTosiwmm [MpaBunam) OTYETOB O KIIMHUYECKOM
uccrnegosaHun. CrnoHcop Takke [OMmKeH obecneuntb COOTBETCTBME OTHETOB O KIMHWYECKOM WCCIELOBaHWM,
BXOASALMNX B COCTaB PErumcTpaumMoHHOro gocbe, TpeboBanmsim npunoxennss Ne 1 k [NpaBunam peructpaumm um
9KCMEPTU3bl  NEKAPCTBEHHbIX CPEeACTB Ans  MEeOUUMHCKOrO  MpPUMEHEeHWsi, yTBepxaaembix EBpaswuiickon
9KOHOMUYECKOW KOMUCCUEN.

5.23. MHOroLeHTpoBbIE UCCNEA0BAHMS.

Mpu MHOrOLEHTPOBbLIX UCCHEA0BAHUSAX CMOHCOP AOMKeH obecneunTs cneayollee:

5.23.1. Bce vccnepoBaTtenu npoBoAsT UccrnegoBaHe B CTPOrOM COOTBETCTBUM C MPOTOKONOM, COracoBaHHbIM
CO CMOHCOPOM U MPY HEOBXOANMOCTM C YNONTHOMOYEHHbLIMI OpraHaMu 1 paspeLleHHbIM (0gobpeHHbIM) 3CO (HIK).

5.23.2. WPK paspaboTaHa Takum obpa3om, 4ToObl cobpaTe Bce Tpebyemble OaHHble U3 BCEX LEHTPOB,
Y4acTBYIOLMX B MHOFOLEHTPOBOM MCCrieqoBaHun. Tem uccrieqoBaTensm, KoTopble coOOMparoT AOMOSNTHUTENbHbIE
OaHHble, [OOMMKHbI ObITb  Tawkke npegocTaBreHbl  gononHutenbHole WPK, paspabotaHHble ana cbopa
OOMOSTHUTENbHbIX AaHHbIX.

5.23.3. O6s13aHHOCTM MccneaoBaTenen-koopauHaTopoB M APYrMX WUCCrnefoBaTtenen, a Tawkke MeAULMHCKUX
opraHunsaumi JOKYMEHTanbHO 3aKpenmeHbl 40 Havana uccneaoBaHus.

5.23.4. Bcem uccnegoBatensM npefocTaBneHbl MHCTPYKUMW MO COBnMoAeHUo NpoToKona, eauHbIX CTaH4apToB
OLEHKM KIMHUYECKMX 1 NabopaTopHbIX AaHHbIX, @ Takke no 3anonHexuio VPK.

5.23.5. CBA3b Mexay uccnegoBaTensMmy He 3aTpyaHeHa.




6. NMpoTOKON KNMHNYECKOro NccriefoBaHUA U NONPaBKX K NPOTOKONY

Mo oblwemMy npaBuny, coaepxaHue MPOTOKONa MCCreaoBaHUS OOIMKHO MMETb YKasaHHYH HWXKe CTPYKTYpY.
OpHako wHdopmaums, MMetlolwas OTHOLIEHWE TONbKO K OOHOMY MWCCNeAoBaTenbCKOMYy LUEHTPY (MeOuLMHCKON
opraHusauum), MoxeT OblTb NpeAcTaBneHa Ha OTAEMNbHbIX CTPaHMLAX MPOTOKOMa MM codepXaTbCs B OTAEMNbHOM
cornalleHmu, a YyacTb NpUMBEAEHHOWN HMXe MHOPMaLUM MOXET TakkKe CoaepXaTbCsl B APYrMX AOKYMEHTaXx, CCbIfKU
Ha KOTOpble MMEITCS B NPOTOKONe (Hanpumep, B 6poLutope nccnegosatens).

6.1. O6was nHcpopmauus.

6.1.1. HasBaHue npoTokona, naeHTUrKaumoHHbIN HOMEpP NPOTOKOa 1 Aata nsgaHus. Jliobas nonpaska Takke
OOIMKHA MMEeTb HOMEp 1 AaTy.

6.1.2. HaumeHoBaHuWe (hamunusi) u agpec CrioHcopa U MOHUTOPA (ECNY OHW pasnuyarTcs).

6.1.3. damnnum n gOMKHOCTY NKL, YNONHOMOYEHHbIX OT MIMEHWU CMIOHCOpPa NOANMCLIBaTb NPOTOKON M MOMNPaBKM K
npoTOKO~y.

6.1.4. damunusa, JOMKHOCTb, agpec U HoMmep TenedoHa Ha3HaYeHHOro COHCOPOM MEAMLMHCKOro aKcrnepTa no
AaHHOMY MCCNeAOBaHNIO.

6.1.5. damunun 1 JOMKHOCTM UCCnefoBaTenNen, OTBEYaloLWMX 3a NPOBEAEHNEe NCCNefoBaHMs, a Takke agpeca
1 Homepa TenegOoHOB KITMHUYECKNX LLEEHTPOB.

6.1.6. dPamunusa, [OOMKHOCTb, agpec M Homep TernedoHa KBanuUUMPOBAHHOrO Bpaya (B TOM 4ucne
cTomaroriora), OTBEYalLLero 3a NpUHATME BCEX PELUEeHWUA MELMULMHCKOrO (MM CTOMaToNIorM4yecKkoro) xapakrepa B
KOHKPETHOM UCCMNeLoBaTENbCKOM LIEHTPE (eCnn AaHHOE NULO He ABMseTCs uccnegosaTenem).

6.1.7. HaumeHoBaHns 1 agpeca KIMHUYECKMX Nabopatopun u APYrnX MEAULMHCKUX, a Takke TeXHUYECKUX
cnyxo6 un (unu) opraHM3aunii, BOBMEYEHHbIX B UCCNeaoBaHMWE.

6.2. ObocHoBaHWe nccneaoBaHus.

6.2.1. HaumeHoBaHuve 1 onucaHne uccnegyembix npenapaTos.

6.2.2. CBOAHOE M3MOXEHNE NMOTEHUMANbHO MMEHLWMNX KMUHUYECKYIO 3HAYMMOCTb Pe3ynbTaToB AOKIMHUYECKMX
uccrefoBaHuii, a Takke pesynbTaToB KIMHUYECKUX UCCMeoBaHUN, 3HaYMMbIX ANst JAHHOTO UCCNEAO0BaHUS.

6.2.3. KpaTkoe onncaHue U3BECTHbIX U MOTEHLUMANbHbLIX PUCKOB M MOMb3bl AN CyObLEKTOB MccnenoBaHus (Npu
Hanm4yuu).

6.2.4. OnucaHve n o6ocHoBaHme cnocoba BBeAEHWS, 4O3VPOBKY, PeXMma A403MPOBaHUS U Kypca fneyeHuns.

6.2.5. YkasaHvne Ha TO, YTO [aHHOE KMMHU4Yeckoe uccrnegoBaHve OyaeT MpoBOAUTLCA B COOTBETCTBUMM C
NpOTOKOMOM, HacTosAwmumm MpaBrnamm 1 NPUMEHUMbIMU TPEBGOBaHUAMN.

6.2.6. On1caHne nccnegyemMoi nonynaumMm cybbekToB UccreoBaHus.

6.2.7. CcbInku Ha nNUTepaTypHbIE UCTOYHUKM U AaHHblE, CYLLECTBEHHbBIE ANA UCCMNeoBaHWs U NpeacTaBnsoLme
coboit 060CHOBaHNE JAHHOTO NCCIEA0BaHUS.

6.3. Llenn n 3agaym nccnegoBaHus.

[eTanbHoe onucaHue Lenew 1 3agay nccnenoBaHus.

6.4. ln3anH nccnegoBaHus.

HayyHasi 06OCHOBaHHOCTb WUCCNeAoBaHWs W OOCTOBEPHOCTb MOMYYEHHbIX B WUCCNEeOBaHUM  [AaHHbIX
CYLLIECTBEHHO 3aBUCAT OT AM3anHa uccnenoBanusi. OnucaHve amsanHa MCCneaoBaHWsl OOJMDKHO BKMYaTh B cebs
cnepytoulee.

6.4.1. YkasaHue OCHOBHbIX W [OMOMHUTENbHbIX (MPU HanNW4ynM) uccregyemblx napamMeTpoB, KoTopble OyayT
OLEeHMBATLCS B XOJ€ UCCeA0BaHUS.

6.4.2. OnucaHue Tuna (OM3ariHa) NPOBOAMMOIO MCCreaoBaHus (Hanpumep, ABOWHOe crenoe, nnauebo-
KOHTpONupyemMoe, napannenbHoe) U cxeMaTuyeckoe u3obpaxeHue Au3aviHa UCCrnefoBaHWs, Npoueadyp W aTanos
nccneaoBaHus.

6.4.3. OnncaHve mep, HanpaBneHHbIX HA MUHUMU3aLUo (MCKINIOYEHNE) CYOBEKTMBHOCTH, B TOM YnCHE:

paHaoMusauuu;

cnenoro metoaa (MacknpoBku).

6.4.4. OnucaHue ncnonb3yemoro B UCCNefoBaHUM NeYeHns, LO3NPOBKA U CXEMbI NMPUMEHEHUS UcCreayeMblxX
npenapatoB (BKMoYaeT B cebs onucaHwe nekapCTBEHHOW (OOPMbl, YMAKOBKM W MapKUPOBKU WCCIEeAyeMbIX
npenapartos).

6.4.5. OxmgaemMast NpoJOIMKUTENBHOCTb y4acTusi CybbeKToB B UCCreaoBaHUK, onnucaHue nocrneaoBaTenbHOCTU
MU NPOAOIMKUTENBHOCTM BCEX NEPUOAOB WCCMNEAOBaHMWSA, BKIOYas nepuod nocneaywero HabnwaeHusa, ecnm
TaKOBOW NpeayCMOTPEH.

6.4.6. OnucaHve npaBun OCTAHOBKU WM KPUTEPUEB WCKIIOYMEHUS ONA OTAenbHbIX CyObekToB, 4acTen
uccreaoBaHUs UNu UccneaoBaHns B LIENOM.

6.4.7. Tpouenypbl y4yeTa uccrnegyembix npenapaToB, BKMoYas nnauebo um npenapaTbl cpaBHeHUs (Npu
Hanuuun).

6.4.8. XpaHeHWe paHOOMU3aLMOHHBLIX KOOOB NEYEHMS U NPOLEAYpbl X packpbITUS.

6.4.9. MNepeyeHb BCcex AaHHbIX, permcTpupyembix HenocpeacteeHHo B UPK (T. e. 6e3 npegsaputensbHoi 3anmcu
B MMCbMEHHOM WM 3MEKTPOHHOM BUAE) M pacCMaTpPUBAEMbIX B KAYECTBE NEPBUYHbBIX AAHHbIX.

6.5. OT6Op 1 ncknoyeHre cybbeKTOB

6.5.1. Kputepun BKkntoYeHnsi CyObEKTOB.

6.5.2. Kputepun HeBkItoUYeHUs CyObEKTOB.

6.5.3. Kputepun wucknioveHuss cyObekToB (T. €. OCHOBaHWS MNpeKpalleHWs NPUMEHEHWUst Uccrenyemoro
npenapara (Mccregyemoro fiedeHunst)), a Takke npoueaypbl, onpegenstowme:

a) Koraa U kak cyobeKkToB UCKMoYaTbk U3 uccreoBaHus (NeyYeHns) ccnegyembsiM npenapartom;

6) Kakue JaHHbIE U B KaKMe CPOKM AOIMKHbI OblTb COOpaHbl N0 MCKIMOYEHHBIM NaUNEHTa;



B) NpoLieaypa 3ameHbl CyObEKTOB, €Cnu 3TO NPeayCMOTPEHO;

r) nocnegywouwee HabnogeHve 3a cybbekTamm McCreoBaHUS, UCKMHYEHHBIMW M3 MeYeHust nccrnegyembiM
npenapartom (uccriegyemblM Nie4eHneM).

6.6. JleyeHre cybbeKTOB UCCneaoBaHus.

6.6.1. OcyliecTBnsemMoe neveHne, BKIOYasi HAMMEHOBAHUSA BCEX NMpenapaToB, X O3MPOBKM, 4acToTy NpuemMa,
nytm (cnocobbl BBeAEHWS), @ TakKe MNPOAOIKUTENBHOCTb IEeYeHUsd, B TOM 4uCne nepuoabl nocrneayLero
HabnogeHna AN Kaxaom rpynnbl CyObLEKTOB (MO rpynnam neyvYeHus uccnegyembiM npenapaTtom, rpynnam
nccrnegyemoro neveHus, rpynnam nccnegoBaHus).

6.6.2. JlekapcTBeHHbIe Npenapartbl (BUAbl Tepanun), NPUMEHEHNE KOTOPbLIX paspeLleHo (BKNoYas HEOTNOXHYIO
Tepanuio) Nnm He paspeLleHo 40 U (Unu) BO BPEMS NMPOBEAEHNS UCCNEAOBaHUS.

6.6.3. MeToabl KOHTPONSA 3a cobnogeHem npoueayp cyobekTammn nccnefoBaHus.

6.7. OueHka appeKTUBHOCTN.

6.7.1. NepeveHb napameTpoB ApPeKTUBHOCTH.

6.7.2. MeToabl U CPOKM NPOBEAEHMS OLIEHKN, permcTpaLmm n aHanuaa napameTpoB 3pPeKTUBHOCTH.

6.8. OueHka GesonacHocTu.

6.8.1. NepeyeHb NnapameTpoB Ge3onacHOCTH.

6.8.2. MeToAb! 1 CPOKM MPOBEAEHNS OLIEHKW, permcTpaumm n aHanuaa napameTtpos 6esonacHoOCTU.

6.8.3. TpeboBaHust Kk oT4yeTam, npoueaypbl MO pPerucTpaumm u CoobLLUEHNSM O HexXenaTernbHbIX SBMEHUSX U
WHTEPKYPPEHTHBIX 3aboneBaHusX.

6.8.4. MeTon M nNpoOAOIMKUTENBHOCTL HabMAeHUA 3a CyObekTaMu WCCnefoBaHWsA Mocrne BO3HWMKHOBEHWS
HexenaTternbHbIX ABNEHUN.

6.9. CtaTucTnyeckne acnekTbl KIMHUYECKOrO MCCNeaoBaHus.

6.9.1. OnncaHue cCTaTUCTMYECKMX METOOOB, KOTOpble nNpeanonaraeTcsl MCNonb30BaTb, BKIOYAA CpPOKU
NpoBeAEHNSA KaXaoro nnaHMpyeMoro NpoOMeXXyTo4YHOro aHanuaa.

6.9.2. MNMnaHnpyemoe konuyecTBo cybbekToB. B cnyyae npoBegeHWs MHOTOLEHTPOBbLIX MCCNeaoBaHUA AOSKHO
ObITb OnpefeneHo nrnaHMpyemoe KonmyecTBO CyObLEKTOB B Kaxaom LeHTpe. O6ocHOBaHWe pasmepa BblOOPKW,
BKITHOYAsi MOSCHEHWS UMW BblYUCNEHNST ANs 060CHOBaHNSA CTAaTUCTUYECKOW MOLLHOCTU UCCNEAOBAHUS U KITMHWYECKOMN
060CHOBaHHOCTU MCCreoBaHus.

6.9.3. NpumeHsieMbIl ypOBEHb 3HAYNMOCTU.

6.9.4. Kputepun npekpalleHus nccneaoBaHus.

6.9.5. MNpoueaypbl y4eTa OTCYTCTBYIOLLMX, HE MOANEXALUMX aHanu3y 1 anbcurumMpoBaHHbIX JAHHbIX.

6.9.6. lMpouenypbl coobLieHMs O MObIX OTKIOHEHWAX OT NEepBOHAaYanbHOro CTaTUCTMYECKOro nnaHa (Bce
OTKIMOHEHUS OT MepBOHAYanNbHOrO CTATUCTMYECKOro NraHa OOSMKHbl ObiTb onmMcaHbl U 0O60CHOBaHbLI B NPOTOKOME U
(vnun) 3akntounTensHoOM oTyeTe 06 MccnegoBaHUK).

6.9.7. OT6op cyObekToB AN aHanu3a (Hanpumep, BCe paHAOMU3MPOBaHHbIE CYOBbEKTbl, BCe CyObEKTHI,
nonyymsLune xoTs 6bl 0O4HY 403y Uccneayemoro npenapaTa, BCce CyObeKTbl, COOTBETCTBYIOLME KpUTEpUAM oTbopa,
CcyObEKTbI, AaHHbIE KOTOPbLIX MPUTOAHbI A1 OLEHKN).

6.10. MpsaAmort JocTyn K NepBUYHBIM AaHHbLIM (JOKYMEHTauum).

CnoHcop [OmKeH npedycMoTpeTb B NPOTOKOME WAM  MHOM  MUCbMEHHOM  cornaweHun o6s13aHHOCTb
uccriegosartenen (opraHM3aumn) He NPenaTCTBOBaTb NMPAMOMY AOCTYNY K MEPBUYHBIM AaHHBLIM (AOKyMEHTauuun) ans
NpoBeAEeHNsT CBA3AHHbIX C UCCNEAOBAHMEM MOHUTOPWHra, ayauTa, 9TUHECKON SKCMNEepTM3bl, a TakKe MHCMEKUMM Co
CTOPOHBI YNOJTHOMOYEHHbIX OPraHoB.

6.11. KoHTponb kayecTBa 1 obecrneyeHne kavecTaa.

6.12. DTuyeckme acnekTbl.

OnncaHne aTU4eCKMX acrneKkToB UccneaoBaHus.

6.13. PaboTa ¢ gaHHbIMU U BeeHue 3anucen.

6.14. duHaHCHpOBaHME N CTPaxoBaHWe.

durHaHCMpPOBaHME U CTPaxoBaHWE, ECIM OHW HE OMUCaHbl B OTAENbHOM JOrOBOpE.

6.15. Mybnukauun pesdynbTaToB KIIMHUYECKOrO UCCrefoBaHus.

MonnTuka B OTHOLWEHUN NyOnMKaLuui, eCnym oHa He onMcaHa B OTAENbHOM LOroBope.

6.16. MpunoxeHus K NPOTOKONy.

7. Bpowtopa uccnegoBartens

7.1. BBegeHue.

Bpowtopa wuccneposatenss (pnanee - BW) npeactaBnsieT coboil CBOAHOE W3MNOXEHWE KIMHUYECKUX W
OOKINMMHUYECKMX OaHHbIX NO MccreayeMomy npenapaTy, KOTopble UMEKT 3Ha4YeHWe Anst ero U3y4yeHus ¢ y4acTuem
yenoBeka B kayecTBe cyObekTa uccnegoBaHus. HasHaueHnem BU sBnsieTcs npegocTtaBnenne nccnegoBaTensam u
OPYrMM  InvuaMm, BOBMEYEHHbIM B NPOBEAEHWEe WUCCNedoBaHusl, WHOpMauun, MnoMorarlen MNOHUMAHUK W
COOMOAEHNI0 MHOTUX CYLLIECTBEHHbIX MOJIOXKEHWUIA MPOTOKONA, TakMX Kak [o3a, vactora (MepuoamyHoCcTb) [03,
crnocobbl BBeAEHUs, a Takke npoueaypbl MOHUTOpUHra GesonacHocTn. BW Takke obecneunBaeT NOHMMaHue,
crnocobCTBytOLLEE  KMMHUYECKOMY BeAEHU0 CYObLEKTOB MCCNeaoBaHWs B TEYEeHMe Kypca  KIUMHUYECKOro
uccnegoBanusi. MHdbopmaumns gomkHa ObiTb NpeacTaBneHa B KPaTKOW, MPOCTON, OOBLEKTUBHOW W NWLIEHHOW
peknamMHoro oTTeHka (opMe, NO3BONSAILEA KIUHULMCTY UMW NOTEHUManbHOMY WCCNeaoBaTento MOHATb ee U
ccopMumpoBaTb CBOK COOCTBEHHYH OOBLEKTMBHYK OLIEHKY LienecoobpasHoCcT npeanaraemoro uccrefoBaHust
NCXOOA U3 COOTHOLLEHUS Monb3a-puck. o aTon npuynHe B coctaeneHun bW obbiuHO JormkeH npuHMMaTh yvactue
MELMLMHCKMIA 3KCMepT, HO cogdepxaHue BW pomkHO ObiTb 0400peHo cneuwanuctamy Tex obnacrten, rge Obinu
NoJy4eHbl ONMUCBbIBAEMbIE LaHHbIE.



HacTosiwme MNpaBuna onpenensitoT MUHUMarbHbIA 06GBbEM MHOpPMaLMK, KOTopasi AOMkHA ObiTb BKMOYEHa B
BW, n gaet pekomeHAauuu No CTPYKType M3NOXeHWs AaHHoW uHdopmauun. lNpeanonaraeTcs, YTO Xxapakrtep U
o6bemM [oCTynHOW wuHGpOpMaumm OyayT M3MEHATbCA B 3aBMCMMOCTM OT cTagunm paspaboTku uccnegyemoro
npenaparta. Ecnv nccnegyemblii npenapaTt HaxoAMTCHA Ha pbiHKE M BGOMbLUMHCTBY NPaKTUKYIOLLMX Bpaven XopoLluo
M3BECTHbI ero dhapMakornormyeckne csomctea, B moxeT BbiTb MeHee nogpobHon. C paspelleHns YNONTHOMOYEHHbIX
opraHoB BMecTo B moryT 6bITb MCNonb30oBaHbl MaTepuansl, CoAepXalumMe OCHOBHYIO MHOpMaUMio O npenapare,
NUCTOK-BKNaAbIW WAM UWHoOpMaUuss Ha 3JTUKETKe NPy YCMOBUW, YTO anbTEpHATMBHbLIA BapwaHT COOEPXUT
aKTyanbHyl0, BCECTOPOHHIOW M nogpobHyo nHdopmaumio 060 BCex xapakTepucTukax uccrnegyemoro npenapara,
KOTOpble MOryT OblTb BaHbl AnNs uccnegosatens. Ecnu Haxogdawmnca B cBoOOAHOM npogaxe nekapCTBEHHbIN
npenapart uccrieqyetcsa Ha npegMeT HOBOTO MNPUMMEHeHWst (T. €. Mo HOBOMY nokasaHuio), B pomkHa ObiTh
CoCTaBrieHa C y4eTOM HOBOro npumeHeHusi. BU cneagyet nepecmaTpyBaTh U UCNPaBnsATb He pexe 1 pasa B rof v npu
Heob6XOAMMOCTU [OMOMHSATE B COOTBETCTBUM CO CTaHAapTHbIMM  npouedypamu  crnoHcopa. BW  moxet
nepecmaTpuBaTbCd Yalle B 3aBMCMMOCTM OT CTaguu paspaboTkM npenapata M MO Mepe MNOCTYyNieHuss HOBOW
3HauumMon wHgopmaumn. OgHako B COOTBETCTBMM C MPUHUUMAMW HaAnexallenh KNMHUYECKON MpPaKTUKOW HoBast
UHpopMauma MoxeT OblTb HaCTONMbKO BaxHa, 4YTO ee HeobxoaMmo CoobWWTL uccnegosaTtensM W npu
Heobxoanmoctn 3CO (H3K) n (Mnn) ynonHOMOYEHHbIM OpraHam [0 ee BKMYEHUS B HOBYIO pefakumio bU.

Kak npaBuno, CrnoHcop oOTBeYyaeT 3a NpedocTaBrieHWe uccnegoBaTensM akTyanbHon pegakuumn BU, a
uccriegoBaTteny oTBeYaloT 3a NpefoCcTaBneHne aktyansHon pegakummn BU cootBeTcTBytowemy 3CO (HIK).

Ecnn cnoHcopoM wccnefoBaHus SABMSETCA MCCrnefoBaTenb, OH [AOMMKEH paccMaTpyBaTb BO3MOXHOCTb
nonyyeHuss Opolllopbl OT M3roToBWUTENS npenapata. Ecnu wccnegyembii npenapaT npeaocTaBnseTcs CcaMum
CMOHCOPOM-UccrneaoBaTeneM, OH [JOMKEeH [OBEeCT HeobXoauMMyk WHGOopMauuio OO0 CBeOeHMs 3aHATOro B
nuccnegoBaHuMM nepcoHana. B Tex cnyyaax korga cocTtaBneHuve TpaguuuoHHon BW HeocywlecTBumo, B KavecTse
anbTepHaTMBbI CMOHCOP-UCCneaoBaTeNnb AOIMKEH BKIHOYMTb B MPOTOKOM WCCNenoBaHus pasgen, BKIHYarowmn
noapobHO M3NOoXeHHbIe AaHHble, coaepXKallne MUHUManbHbIR 06bem TekyLlen nHdopMauun, npegycmaTpmeaemble
HacTosiwumu Mpasmunamum.

7.2. O0Lwme NonoxeHus.

BW pomxHa BkntovaTh B cebs:

7.2.1. TUTYNbHbLINA NACT.

HomxkHbl ObITe yka3aHbl HAMMEHOBaHWE CMOHCOPa, MAEHTUMMKATOPbI KaX4oro uccregyemoro npenapaTa (T. €.
HOMEp MCCNeaoBaHWs, XUMWYECKOe WNM YTBEPXOEHHOe HenaTeHTOBaHHOE Ha3BaHWe, a Takke TOoprosoe
HaMMeHOBaHWEe, €Cnu 3TO He MPOTUBOPEYUT AENCTBYIOLLEMY 3aKOHOAATENbCTBY U MO XenaHWK CroHCcopa) U gata
pepakummn BU. PekomeHayeTca ykasbiBaTb HOMep Bepcun BU, a Takke Homep v gaty npeapiaylie pegakumm BA.

7.2.2. YKasaHue Ha KOHpMAEHLMANbHOCTb.

Mo >xenaHuo cnoHcop MOXeT BKMouMTb B bW yBegomneHne uccneposatener (monyvatenen) o ToM, YTO OHU
OOMKHbl paccMmaTpuBaTb BW  kak KoHuMAeHUManbHbI  LOKYMEHT, npeAHa3Ha4YeHHbIi WUCKMIYMTENbHO AN
03HaKOMIEHWS 1 UCMOMb30BaHNA NccneaoBaTenbCckum Konnektneom n 3CO (HIK).

7.3. ConepkaHue 6poLutopbl uccnegoBaTens.

BW pomkHa vMeTb cnegywolme pasgenbl, Kaxabll U3 KOTOpbIX (r4e MpUMEHMMO) criegyeT ConpoBoOXAaTb
nepeyHeM CCbINIOK Ha NUTepaTypHbIE UCTOYHMKN:

7.3.1. OrnaeneHne.

7.3.2. KpaTkun 0630p.

[omkHo ObITb MpeacTaBneHO KpaTKoe pestoMe (KeraTenbHO He MnpeBbillailolee 2 CTpaHuy) AOCTYMHOW
WHpOpMaUuM O (U3MYECKMX, XUMUYECKUX, apMaueBTUIECKUX, apMaKoNOrmM4ecknx, TOKCUKOIOrMYECKHX,
hapMaKOKMHETUYECKNX, METAabONNYECKNX CBONCTBAX, MHPOPMALIMKN O KIMHUYECKOM NPUMEHEHMMN, COOTBETCTBYIOLLEN
TeKyLlen cTaanm KNMHMYecko paspaboTkm uccnegyemMoro npenapara.

7.3.3. BBegeHue.

B kpaTkom BBOOHOM pasgerie OOIMKHbl ObiTh yka3aHbl XMMUYECKOe HasBaHue (a Takke HenaTeHTOBaHHOE M
TOProBO€ HaMMEHOBAaHUS, €Cnu npenapaTt 3aperucTpupoBaH) WUCCreQyeMoro npenaparta, BCE aKTUBHbIE
WHrpeamMeHThl, hapMakoriornyeckas rpynna, kK KoTopon OTHOCUTCS UCCrneayemblvi npenapaTt, U MecTo, Ha KOTOpPOe OH
B HEW npeTeHayeT (Hanpumep, npenmMyLlecTsa), 060CHOBaHWe ANA N3y4YeHns uccnegyemMmoro npenapaTta, a Takke ero
oXugaemble NpogunakTUYeckne, TepaneBTUYECKMe UMW OuarHoctTudeckue nokasanus. Kpome Toro, B BBOAHOM
pasgene fomkeH ObiTb copMynupoBaH obLLMIA NOAX0 K OLIEHKE MccrneayemMoro npenapara.

7.3.4. duaundeckune, Xummyeckne n hapmaueBTUHECKME CBONCTBA U NleKapcTBEHHasa dhopma

HomxHbl ObiTb NpeacTaBneHbl ONUMCcCaHWE KOMMOHEHTOB WCCreQyemMoro npenapara (BKr4vas XMMudeckue u
(vrn) cTpykTypHble OpMyrbl), a TakKe KpaTkad CrnpaBka O €ro OCHOBHbIX (QU3NYECKMX, XUMUYECKUX W
(apmaLeBTUYECKNX CBOMNCTBAX.

Ona obecnevyeHuss agekBaTHbIX Mep 6e30MacHOCTM B XOA4€ WCCMNedoBaHWMS [OSMKEH ObiTb ykasaH u npu
HeobxoaAMMOoCcTM 060CHOBAH COCTaB NeKapCTBEHHON (DOPMbI, BKITHOYAsS AOMOSNTHATENbHbIE BELLECTBA. Takke AOMKHbI
ObITb NpeAoCcTaBNEHbl MHCTPYKLMM MO XPAHEHMWIO Y UCTIONb30BaHNIO NIEKAPCTBEHHBLIX (DOPM.

Cnepnyet ynomsiHyTb ntoboe CTpyKTypHOE CXOACTBO C APYrMMU U3BECTHLIMU COEAUHEHUSIMU.

7.3.5. [JoknnHn4eckue nccnenoBaHus.

BBegeHue.

[ormkHbl ObITb MNpeAcTaBneHbl B KpaTkoW opMe pesynbTaTbl BCEX CYLECTBEHHbIX AOKITMHUYECKUX
nccnegoBaHuin  hapMakonormdeckMx CBOWCTB, TOKCUYHOCTM, (DapMakoKMHETMKM U MeTabonuama umccrnegyemoro
npenaparta. [JomkHbl ObiTb ONUCaHbl UCMOMb30BaHHLIE METOAb!, NPEACTaBIEHbl MOSTyYEeHHbIE pe3ynbTaThl, a Takke
ux oOCyxaeHne B CBA3NM C UCCNeayemMbiMi TepaneBTUYECKUMU U BO3MOXHbIMU  HebnaronpusiTHeIMM  Unn
HenpeaBuaeHHbIMK 3chdekTamm y YenoBeka. B 3aBMCMMOCTM OT Hanuuus (OCTYNHOCTU) MHAOPMALIMK yKa3blBaeTCst
cnepywoulee:

MCMNONb30BaHHbIE B UCCNEA0BaHUSX BULbI XMBOTHbIX;

KONMMYECTBO U MOM XXMBOTHBIX B KaXXO0W rpynne;



€AVHULbI N3MepeHus J03bl (Hanpumep, MunaurpaMmm/Kunorpamm (Mr/kr)).

KpaTHOCTb BBEAEHWS;

nyTb BBEOEHWS;

ONUTENBbHOCTb Kypca BBEAEHUS;

NHOpPMaUWs, OTHOCALLAACS K CUCTEMHOMY pacnpeaerneHuio;

NPOAOMKMTENBHOCTL NocneayLero HabngeHnsa nocne okoOHYaHNsA BBeAEHWS npenapaTa;

pesynbTaTbl, BKIOYasa packpbiTUe CneayroLLmx acnekTos:

XapakTtepa v 4acToTbl (DapMaKkonorMYecknx Nnmn ToKCUYeCcknx acpdekTos;

BbIP&XXEHHOCTW UMW CTEMEHN THKECTU hapMaKONOrMYECKNX NN TOKCUYECKNX 3PP EKTOB;

[0303aBMCUMOCTU 3(P(PEKTOB;

BpEeMEHMN A0 HacTynneHus addeKTos.;

obpaTtnumocTn acpdekToB;

NPOOOSTKUTENBHOCTM 3(PPEKTOB.

Ona Gonblien HarNsAHOCTU AaHHble cnefyeT no BO3MOXHOCTW NpeAcTaBnaTb B Buae Tabnuy (nepedvHen).
Mocnepytolwue pasaensl 4OMKHLI coaepxaTb obcyxaeHne Hambonee BaXHbIX pe3ynbTaToB UCCNEAOBaHUI, BKNOYas
[0303aBMCMMOCTb HabnogaeMbix 3pEeKTOB, UX IKCTPAMNonsLUMIo Ha YenoBeka, a Takke Nobble MHblE acnekTbl,
Tpebylolme nccnegosaHusa y yenoseka. MNpu HeobxoaMMocTW, AOMKHO BbiTb NPOBEAEHO CpaBHEHWE pe3ynbTaToB
uccriegoBaHus apdeKTUBHBIX M HETOKCUYECKMX [03 MnpenapaTta Ha XXMBOTHbIX OOHOMO M TOro xe Buga (1. e.
HeobGXoOMMO onpedenuTb TepaneBTUYeckuin uHAekc). CnepyeT ykasaTb, Kak 3T [JaHHble COOTHOCATCH C
[03UpOBKaMu, npeanaraeMbiMn Ans NPUMEHEHUs y yenoseka. Bo Bcex cnyyasix N0 BO3MOXHOCTM Mpu NpOBEAEHUN
CpaBHEHMI pEKOMEHOYETCS ykasblBaTb KOHLEHTpaLun npenapara B KpoBM (TkaHW), @ He JO3MPOBKY, BblpaXKEHHbIE B
MI/KT.

a) [loknuHnyeckas apmakonorus.

[aHHbI pasgen OomkeH BkMoYaTb B cebsi kpaTkoe onucaHve ¢apmakorormyeckux CBOWCTB MCCNeayemoro
npenaparta v No BO3MOXHOCTW €ro OCHOBHbIX MeTabonMToB No pesynbTaTaM 1ccneaoBaHni Ha XMBOTHbIX. KpaTkoe
onncaHWe [OJPKHO BKMNoYaTb B cebA MccrneqoBaHWs MO OLEHKE BO3MOXHOW TepaneBTUYECKOW aKTMBHOCTM
(Hanpumep, 3pdEKTUBHOCTE NPU  SKCMEPUMEHTANbLHOW NaToNorumM, nUraHAa-peLenTopHoe B3aUMOLENCTBUE W
cneunduYHOCTb OENCTBUs), a TakkKe MUCcrnefoBaHuMs MO oueHke 6GesonacHoCcTU (Hampumep, cneuunanbHble
uccrnefoBaHus  OnNs U3YYEeHWs UHbIX  (bapmakonormyeckux 3agdeKToB, HE UMEKLMX TepaneBTUYECcKon
HanpaBneHHOCTH).

6) PapmakoknHeTVKa 1 meTabonmam npenapaTa y XMBOTHbIX.

[aHHbIn  paszgen [ommkeH BkMYaTb B ceba KpaTkoe onucaHne apMakoKUHEeTMKW, meTabonuama u
pacnpegeneHus uccriegyemoro npenapata B TKaHSAX XMBOTHbIX BCEX BWAOB, Ha KOTOPbIX MNPOBOAMIUCH
uccrniegosaHus. JomkHbl ObiTb OCBELLEHbI BCacbiBaHWE, MECTHas U CUCTEMHas OMOAOCTYMHOCTb Uccneayemoro
npenapata M ero metabonuMToB, a Takke WX CBSI3b C [aHHbIMM (DApMaKONorMyYeckUX W TOKCUMKOIOTUYECKUX
uccrneaoBaHUn Ha XMUBOTHBIX.

B) Tokcukonorus.

[aHHbll pas3gen [orkeH BkmovaTb B cebsi KpaTkoe onucaHve ToKcudecknx 3deKkToB uccreayemoro
npenaparta, BbISBMEHHbIX B WCCNEAOBaHUSX Ha XMBOTHbIX pasHbix Bugos. CrnegyeT, NoO BO3MOXHOCTW,
NpUAEPXKMBaATLCA HUXKENPUBEAEHHOWN CTPYKTYPbl OrMaBneHus 4aHHOro pasgena:

TOKCMYHOCTb NPU OJHOKPATHOM BBEOEHUM;

TOKCUYHOCTb NPY MHOTOKPaTHOM BBEAEHUY;

KaHLEPOreHHOCTb;

cneuuanbHble uccrneaoBaHus (Hanpumep, MeCTHO-pa3sfpaxatoLiee OencTaue, uccnegoBaHue
CEeHcUbMNM3npyoLLEero AeNCTBUSA);

penpoayKTUBHAs TOKCUYHOCTb;

FEHOTOKCUYHOCTb (MyTareHHOCTb).

7.3.6. OMbIT NPMMEHEHNS y YenoBeka.

BeeneHue.

B stom pasgene nogpobHO o6CyxaalTcs u3BecTHble 3deKTbl MCCneayemoro npenapara y uYernoBeka,
BKIOYasi MHpopMaLmio, OTHOCALLYIOCA K hapMaKOKMHETUKe, meTabonuamy, apmakoguHamuke, 40303aBUCUMOCTM
addpekToB, BesonacHOCTW, 3(PMEKTVBHOCTU, a Takke ApyrMM BUAAM apMakonornvyeckon aktmsHocTu. [lo
BO3MOXHOCTW [OJMKHO OblTb AaHO KpaTKoe OnucaHue Kaxaoro 3aBepLUEHHOrO KIMHUYECKOro uccrnenoBaHus. Takke
JOMmkHa OblTb nNpeacTaBneHa MHgopmaums o pesynbTatax nboro NpMMeHeHWs uccregyemoro npenapaTta BHe
paMOK KIMHWYECKNX WCCrnenoBaHuin (HanpuMep, CBeAEeHUs, MOMyYeHHble BO BPEMsS MOCTPErncTpaLmMoHHOro
npMMeHeHns npenapara).

a) ®apmakokMHeTrka N MeTabonunam y yernoseka.

[aHHbIN pa3gen OOMmKeH coaepXXaTb KpaTKyt MHOPMaunio, OTHOCALLYIOCS K hapMakoKMHETUKE NCCNEeayeMoro
npenapara, 1 Bkno4vaTb B cebs crneaytollee (B 3aBUCMMOCTY OT HANMYMs AaHHbIX):

bapmakoknHeTVKa (B TOM Yucne metabonunam, BcacblBaHWe, CBsi3biBaHWe ¢ Henkamu nnasmbl, pacnpeneneHve
1 BblBeAeHUe);

6uoocTynHoCTb uUccrnegyemoro npenapata (abCcomoTHYI0 MO BO3MOXHOCTU U (MNU) OTHOCUTENbBHYK) C
1cnonb3oBaHNeM ornpeaeneHHon nNekapcTBEHHON PopMbI B KaYECTBE CPaBHEHUS;

cybnonynaunm HaceneHus (Hanpumep, Pasnuuug no nony, Bo3pacTy Unu HapyLIeHNsiM pyHKLUMI OpraHoB);

B3anMoaencTBune (Hanpumep, NekapCTBEHHbIE B3aMMOAENCTBUSA U BMMAHWE Nprema MuLLm);

apyrme faHHble no dapMakokMHeTuke (Hanpumep, pesynbTaTbl MPOBEOEHHbIX B paMKax KIMHUYECKNUX
uccrneaoBaHun apMaKoKMHETUYECKUX UCCNeA0BaHMI Ha pas3nnyHbIX rpynnax).

6) Be3zonacHocTb 1 3HEKTUBHOCTb.

Kpatko pomxHa ObiTb npeacTtaBneHa WHGoOpMauusi, OTHocsWascs Kk OesonacHocTw, capmakoguHamuke,
3apheKkTMBHOCTM M [0303aBUCUMOCTU 3PEKTOB UccneayeMoro npenapata (M ero metabonuToB, ecnv MmerTcs



AaHHbIE) M NomnyYeHHas B XOA4e NPOBeAEeHHbIX KMMHUYECKMX UccrnegoBaHuin (C yyactueM 300poBbiX 4OOPOBOMbLEB 1
(wnn) naumeHTtoB). [omxkHa ObITb nNpeAcTaBneHa WHTeprnpeTauuss 3TUX [AaHHbiX. EcCim 4vacTb  KNMHWYECKMX
uccnegoBaHMn  yxke 3aBeplleHa, Ans 6bonee ACHOro BOCNPUATUS [OaHHbIX PEKOMEHAyeTcs NpeacTaBuTb Mo
3aKOHYEHHbIM UCCNEeAoBaHUSAM CBOAHbIE OTHEThbl MO 3 MEKTMBHOCTH 1 Be3onacHOCTU uccneayemoro npenapaTa no
OTAENbHLIM MOKa3aHUsAM Yy PasfnuyHblX MonynsAumin. Takke pekomeHQyeTCs MCrnonb3oBaTb CBOAHblE Tabnvupbl
HexenaTtenbHbIX peakuMn Mo BCEeM KIMHWMYECKMM uccnefoBaHusaM  (BKMYas uccrefoBaHua Ans Mnobbix
n3yyaBLUMXCA noka3aHui). [JomkHbl ObITb OCBELLEHbI 3HaYMMble pasnuMyusa B XapakTepe (4acToTe) HexenartenbHbIX
peakuui, Kak Ana pasnuMyHbIX NOKa3aHU, Tak 1 A4na pasnuyHbIX NONynauun.

B BM gomxkHbl GbITb ONMCaHbl BO3MOXHBIE PUCKM W HEXenaTerbHble peakuun, KOTopble MOXHO OXuaaTb Ha
OCHOBaHWWN HaKOMIEHHOro OMbITa MPUMEHEHUs], Kak UCCredyemoro npenapara, Tak ¥ CXOOHbIX C HUM MpenapaTos.
JlorkHbl BbITb Takke ONWCaHbl Mepbl MPEAOCTOPOXHOCTM WMW cneuuanbHble MeTodbl HabniogeHus, KoTopble
Heob6xoAMMO NPUMEHATL NPU UCMONb30BaHWUKN NpenapaTa B UCCIIe[0BaTENbCKUX LiensX.

B) [oCTperncTpaumoHHbIV OMbIT NPUMEHEHUS.

B B pgomxHbl GbITb yKasaHbl CTpaHbl, B KOTOPbIX UCCReayeMbli npenapaT yxKe uMeeTcs B npoaaxe unu obin
3apernctpupoBaH. Jliobad 3Hauyumas uMHdopmaums, MNonyvyeHHas B XOA4e MOCTPErncTpaumMoHHOrO NPUMEHEHUS
npenaparta, AomkHa ObITb npeactasBneHa B 06o6LwweHHOM Buae (Hanpumep, NnekapcTBeHHble hOpMbl, [O3VPOBKU,
nyTn BBEOEHUSA N HexenaTenbHble peakuun). Takke B B gomkHbl BbiTb yKasaHbl CTpaHbl, B KOTOPbIX 3aABUTENIO
6bino oTkazaHo B ofobpeHun (permcTpaumn) npenaparta Ans KOMMEpPYEeCKoro MpYMEHEHUS MNU paspelleHve Ha
npoaaxy (pervcTpaumMoHHoe yaocToBepeHne) bblno aHHYMMPOBaHo.

7.3.7. OBcyxaeHne AaHHbIX U MHCTPYKLUK ANs uccrneposarens.

B atom pasgene pomkHO ObiTb NpeacTaBneHO O6CYXAEHWe AOKNMHUYECKUX W KIMHWUYECKUX [AaHHbIX U
o6obLeHa nHdopMaums, NonydYeHHas 13 pasHbIX UCTOYHWKOB MO PasnnyHbIM CBOMCTBaM UCCredyeMoro npenapara.
Takum obpasom, uccrnegosaTenio NpegocTaBnalOTCsa Havbonee WMHGOPMaTUMBHAs MWHTeprpeTauns MMEeLnXcs
AaHHbIX, @ TaKkKe BbIBOAbI O 3HAYMMOCTH 3TOW MHOPMaLUn ANS NOCNeayoLNX KINMHUYECKMX UCCrneaoBaHnin.

[omxHbl BbITb KpaTKO OnMcaHbl onybnvkoBaHHble paboTbl NO CXOAHLIM Mpenapartam, ecnu Takue npenapaThbl
umeroTcs. OTO NO3BONWT MccnegoBaTento ObiTb FOTOBLIM K HexenaTernbHbIM peakumsiM unu gpyrum npobnemam,
KOTOpble MOTYT BO3HWKHYTb B XOA€ KIIMHUYECKMUX NCCNefoBaHun.

OcHoBHasa UeNnb AaHHOro pasfena 3aknvaeTcs B TOM, Y4TOObl MOMOYb MCCefoBaTento NomyyuTb YeTkoe
npeacTaBieHne O BO3MOXHbIX PUCKaX WM HexenaTtesflbHbIX peakuusix, a TakKe O cneumanbHblX TecTax, MeTtodax
HabnogeHnsa n Mmepax NpeaoCTOPOXKHOCTU, KOTOPbIE MOTYT NOHAA0OMTLCSA B XO4€ KIMHUYECKOro uccrnenoBaHus. 310
npeactaBneHne OOSMKHO OblTb  OCHOBaAHO Ha  AOCTYMHOW  WMHOPMauMM O  DU3NYECKMX, XMMUYECKMX,
hapmMaueBTUYeCKnX, (HaAPMaKONOrMYeCcknx, TOKCUKOMOTMYECKUX W KIMHUYECKUX CBOWCTBax MUCCrnegyemoro
npenaparta. KnmHnyeckomy mccnegoBaTento Takke AOIMKHbI ObiTb NpefocTaBneHbl MHCTPYKUMM MO AMarHOCTUKe 1
MIEeYEeHNI0 BO3MOXHbIX NEepedo3VpPoBOK W HexenaTenbHbIX peakuui, KOTopble OCHOBaHbl Ha npegplaylem
KMMHWYECKOM OMbITe 1 hapMakonorM4eckmx CBOMCTBax UCCNeayemMoro npenapara.

8. Nepe4yeHb OCHOBHbIX AOKYMEeHTOB KIIMHN4YeCKoro uccrnegoBaHus

8.1. BeegeHue.

OCHOBHbIMM [OKYMEHTaMu KITMHUYECKOrO WCCMNeAOBaHWsS SBMSKTCA OOKYMEHTbI, KOTOpble MO3BOMAKT (NO
OTOENbHOCTM MM B COBOKYMHOCTW) OLEHUTb NPOBEAEHWEe WUCCNefOBaHUSA U KayeCTBO MOJTyYEHHbIX OAHHbIX. JTn
OOKYMEHTbI CryxaT [oKa3aTenbCTBOM CobOMnoaeHns wuccrnegoBaTeneM, CMOHCOPOM WM MOHWTOPOM  MPUHLIMINOB
Hagnexallen KNMHUYECKON NpaKkTUKN U NPUMEHMMbIX TpeboBaHWNA.

OCHOBHble [OKYMEHTbl WCMOMb3YTCA Takke B WHbIX Uensx. CBOEBPEMEHHOE MOMELLEHME OCHOBHbIX
OOKYMEHTOB B aunbl uccriegoBatens (MeAWMLUMHCKOrO YYpexaeHust) M CrnoHcopa MOXeT crnocobcTBoBaTh
YCMNELLUHOMY BbIMOJSIHEHMIO B paMKax KIMHUYECKOrO UCCNeaoBaHnst CBOMX (DYHKUMIA MccnegoBaTenem, CrioHCOPOM U
MOHUTOpOM. Kpome Toro, 3Tm AOKYMEHTbI OObIYHO ABNAITCA 0OGBEKTOM HE3aBUCUMOrO ayamTa CO CTOPOHbI CMIOHCOpa
M VHCNEKUMM CO CTOPOHbI YMONTHOMOYEHHbIX OPraHOB BBMAOY TOro, YTO OHM SBMSIIOTCS 4acTbi npouecca
noATBepPXXAEHWS 3aKOHHOCTM NPOBEAEHMS UCCIef0oBaHUS 1 AOCTOBEPHOCTM COOPaHHbIX AaHHbIX.

Hwxe nprvBeneH MUHUManbHbIA NepevyeHb OCHOBHbLIX AOKYMEHTOB. [JOKyMeHTbl crpynnupoBaHbl B 3 pa3gena B
3aBMCUMOCTHM OT CTaaunn KIMHUYECKOro UCcrnefoBaHusl, BO BpeMsi KOTOPOK OHM 0ObIYHO co3aatoTcs:

1) nepen Ha4anom KnuMHWYeckow asbl uccreoBaHus (B COOTBETCTBMU C MyHKTOM 8.2 HacTosAwmx Mpasun);

2) BO BpeMs KIUHUYeCKoM hasbl ccneaoBaHus (B COOTBETCTBUM C NyHKTOM 8.3 HacToswmx MNpasun);

3) nocne 3aBepLUeHUs NN NPEXOEBPEMEHHOr0 NpeKpaLLeHnss uccneaoBaHns (B COOTBETCTBUM C MyHKTOM 8.4
HacTosawwmx MNpaswun).

B ykasaHHbIX HWXKe MOAMyHKTax noppasgena 8 HacToslero pasgena ykasaHbl Lenu Kaxgoro OOKyMeHTa M
MECTO MX XpaHeHus (B hannax uccriegoBatens (MeguuUMHCKOro ydpexaenust) u (unm) crnoHcopa). [lonyckaetcs
06beauHeEHNe HEKOTOPBIX AOKYMEHTOB MPU YCIOBUW, YTO OTAENBHbLIE ANIEMEHTbI NErKO MAEHTUDULMPYHOTCS.

daiinbl MccnegoBaHUA OOMKHbI OblTb CO30aHbl B Hayane WCCReadoBaHUs Kak B MeCTe HaxoXaeHus
uccriegosatens (MeouUMHCKOrO ydpexzaeHusl), Tak M B odwmce cnoHcopa. MccrnepoBaHue MOXHO cuuTaTh
omumansbHO 3aBepLUEHHbIM TOMbKO MOCME TOro, Kak MOHMTOP MPOBepUT dhainbl uccriegoBatens (MeavuUHCKOro
yupexaeHusi) n CroHcopa v NoATBEPANUT Hanu4vmMe Bcex He0OXoaUMbIX JOKYMEHTOB B COOTBETCTBYHLLUMX charnax.

MepeuncneHHble B HacTosWwmx MNpaBunax AOKYMEHTbI, Kak MO OTAENbHOCTU, Tak U B COBOKYMHOCTU MOTYT ObITb
NoABEPrHyTbl ayauTy CMOHCOpa M MHCNEKUMU (MPOBEpPKE) YMOMIHOMOYEHHBIMU OpraHamMv W [AOMKHbl  ObiTb
npeAabsaBAeHbl NPU MPOBEAEHUN ayaANTa UIN UHCMEKLNN.

8.2. NMepen Hayanom KNUHM4Yeckom pasbl UccrenoBaHUA



Ha ctagum nnaHMpoBaHUA nccrnengosaHna o ero (bopmaanoro Hayana gOMKHbl OblTb CO3A4aHbl U NMOMELLEHbI B

¢hann cnegyowime AOKYMEHTbI:

HanmeHoBaHWe gokymeHTa Llenb Haxogutcs B channax
uccnegosarens CrnoHcopa
(MeguumHckon
opraHvsauum)
8.2.1. bpowtopa nccnegosatens | QOKYMEHTanbHO 3aKpenuTb hakT X X
nepegayv uccriegosartento (MeaMLUHCKON
opraHusauumn) Heo6xoaNMMoW 1 akTyanbHOM
Hay4How nHdopmauumm o6 nccriegyeMom
npenapare
8.2.2. [lokyMeHTbl NnaHnpoBaHUsA | OOKYMEHTarbHO 3aKkpenuTb akT
KIMMHNYECKOro UccreaoBaHus: YyTBEPXOEHUSA CMTOHCOPOM U X X
NOANUCAHHBIN MPOTOKON uccrnegosartenem npoTokona (nonpasok) u
noanucaHHbIe NonpaBkn K HEMy NPK
(npw Hannumw)
obpaseu NPK
8.2.3. NHpopmauus, JOKYMEHTanbHO 0popMUTL dakT
npepocraBnsemas cyobekTy nonyyYeHust UHPOPMMUPOBAHHOIO cornacus,
uccrneaoBaHus: OOKYMEHTanbHoO NoATBEPAUTb, YTO X X
dopmMa MHOPMUPOBAHHOTO cybbekTam nuccrnegosaHus dyoet
cornacus (Bknioyasi Bce npegocTaBneHa CooTBeTCTBYOLAsN (C X X
HeobxoanMble pa3bACHUTENbHbIE | TOYKW 3pEHUSA COAepPKaHUA U OCTYNHOCTH
maTepwuarnsl) AN NOHUMaHUA) MMCbMEHHas X
nobas gpyras nucbMeHHas WHOpMaLUUs, KOTOpas MOMOXET UM C
UHopMaLus Yy4€TOM MOMTHOW UHOPMUPOBAHHOCTH
hatb cornacue.
peknamHble 06bsABNEHNS Ans [okymeHTanbeHO NoATBEPAUTb, YTO MEpbI
NnpuBneYeHns CyGbeKkToB B no NpMBMEYEHNI0 CyOBEKTOB afeKBaTHbI U
uccriegosaHue (ecnu OTCYTCTBYET 3M1EMEHT NPUHYXXAEHUS
MCMNONb3yHTCS)
8.2.4. duHaHcoBblE acnekThbl OOKYMEHTanbHO 3akpenutb onHaHCOBOE X X
uccreoBaHus cornalleHue no uccrneaoBaHui Mexay
CMOHCOPOM M UccrnegoBaTenemM
(MegnUMHCKON opraHnsaumen)
8.2.5. CtpaxoBoe 06a3aTenbCTBO | JOKYMEHTANbHO NOATBEPAUTL, YTO B X X
(ecnu TpebyeTcs) cny4yae npuunHeHuns yuiepba, cBA3aHHOMo
C nccnegoBaHneM, cyobektam
uccnefgoBaHusa bygeT AocTynHa
KOMMNeHcaums
8.2.6. NognucaHHbIn JoroBop OOKYMeHTarnbHO 3aKkpenuTb npasa,
BOBJIEYEHHBIX CTOPOH, HanpumMep: | 0653aHHOCTU U OTHOLLEHUSI CTOPOH
Mexay uccriegosaTenem X X
(MeanuMHCKNM yyYpexaeHnem) n
CMOHCOPOM X X (ecrm
MeXxay uccnegoBaTenem TpebyeTtcs)
(MeouMUMHCKUM yYpexaeHnem) n X
KOHTPaKTHOW uccneaoBaTenbckon X
opraHusauuen
MeXay CMOHCOPOM W KOHTPaKTHOM X
nccnenoBaTenbCKon
opraHusauuen
mMexay nccnegoBsaTenem
(MegnumMHCKNM yyYpexaeHnem) n
YNONTHOMOYEHHbIMW OpraHamu
(ecnu TpebyeTcs)
8.2.7. [laTupoBaHHoE 1 OOKYMeHTarnbHO NoATBepANTb, YTO AaHHOE
AOKyMeHTarnbHO 0popMreHHoe uccnegoBaHue 6bIN0 PacCMOTPEHO U
opobpenne (3akntoveHne) ACO paspeLueHo (ogobpeHo) ACO (HIK).
(H3K), Komuccumen no Bornpocam Yka3blBaeTcs HOMep Bepcuu u aata X X
atukm (KBJ)) cnepytowmnx OOKyMeHTa
[OKYMEHTOB:
NpoToKoma u NobbIX NONPaBoK K
HeMy
WNPK (ecnu TpebyeTcs)
hOopMbI MHPOPMUPOBAHHOTO
cornacws
no6or Apyron NMCbMEHHOMN




WHopMaL K, NnpegocTaBnsiemMomn
cybbekTam uccrnegoBaHus
peknamHbix 06bsABNEeHNI Ans
npuBneyeHns cybbeKToB B
uccrneposaHue (ecnu
NCMNOnb3YHTCS)

MHOPMaLMM O KOMMNEHcaLUum
cybbekTam nccnegosaHus (npu
Hanm4mu)

MoBbIX MHBIX pa3peLleHHbIX
(0A06pEeHHbIX) AOKYMEHTOB

8.2.8. CoctaB OCO (H3K), [OOKYMEHTarnbHO 3aKpenuTb COOTBETCTBUE X X (ecnun
Coseta no atuke, KB3 coctaBa ACO (H3K) TpeboBaHusam TpebyeTtcs)
HacTosawwmx MNpasun
8.2.9. PaspeweHue (ogobpeHne JOKYMeHTanbHO NoATBEPAUTD, YTO Npu X X (ecrm
npoToKkona, yBeJOMIIEHUE O HanM4mMn COOTBETCTBYOLLNX NPUMEHUMBbIX (ecnu TpebyeTcs) TpebyeTcs)
NPOTOKOME) OT YNOMHOMOY€EHHbIX | TpeboBaHui paspelueHne (ogobpeHue,
opraHoB (ecnu TpebyeTcs) yBEOMIEHNE) YNONTHOMOYEHHbBIX OPraHoB
nony4yeHo A0 Havana uccrnegoBaHus
8.2.10. Tekywas pegakums OOKyMeHTarnbHO noaTBepanTb X X
pestome nccrnegoBaHus KBanudukaumio 1 NpurogHoCTb AN
(curriculum vitae) n gpyrue NpoBeAeHNs uccregoBaHns u (Mnu)
OOKYMEHTbI, NOATBEPXKAAKLLMe OCYLLECTBINEHUSA MEOULIMHCKOIO
KBanudukauumo nccnegosatenen | HabnwoaeHns 3a cyobekTamu
W covccrnegoBartenem nccrnegoBaHust
8.2.11. HopmanbHbIn AnanasoH OOKYMEHTarnbHO 3aKpenuTb HOpMarbHbIV X X
3HayYeHU Ana NpeayCMOTPEHHbIX | AnanasoH 3Ha4YeHun Ans nabopaTopHbIX
NPOTOKOMNOM MEANLIMHCKNX TecToB
(nabopaTopHbIX, TEXHNYECKUNX)
npoueayp v (unu) TectoB
8.2.12. MeguuuHckue, OOKYMeHTarnbLHO NoaTBepanTb X X
(nabopaTopHble, TEXHNYECKNE) npurogHocTb 06opyaoBaHus Ans (ecnu TpebyeTcs)
npoueaypbl U (Mnun) TecThl, - nposeaeHns TpebyemMbix TECTOB U
cepTudmkaums, akkpeguTaums, obecnevyeHnsa HaOexXHOCTU pe3ynbTaToB
BHYTPEHHWIA 1 (UMW) BHELLUHWUIA
KOHTpOINb KayecTsa unv apyrue
MeToAbl NoATBEPXAEHUSA (ecnu
TpebyeTcs)
8.2.13. Obpasupl 3TUKETOK Ha JOKyMeHTarnbHO noaTBepAnTb X
ynakoBKax nuccrnenyemMbix cobnoaeHne CoOTBETCTBYHOLLNX
npenapartos TpeboBaHU K MapKMpoBKe UccneayemMoro
npenapara u NpuroaHoOCTb NHCTPYKLNIA
Onsi cyGBbeKToB
8.2.14. NHCTpyKLMA no OOKYMEHTarnbHO 3aKpenuTb MHCTPYKUUN X X
obpaLleHuto ¢ nccriegyembimm ans obecneveHus Hagnexawlero
npenaparamMu u pacxogHbIMu XpaHeHWs1, yNakoBKW, pacnpeaeneHns m
MaTepuanamm (ecnv He yTUnM3auum ncernegyemMbix npenapaTtos 1
BKITOYEHA B MPOTOKON Unn pacxogHbIX MaTtepuanos
OpoLuopy uccnegosarens)
8.2.15. YyeT noctaBok JOKYMEHTarnbHO 3akpenutb AaTkl 1 cnocob X X
uccregyemMbix NpenapaTos u NnocTaBKu, HOMepa Cepuii uccrnegyembix
pacxogHbIX MaTtepuanos npenapaToB 1 PAacXO4HbIX MaTepraros.
lMo3BonsieT oTcneanTb Ceputo Npenapara,
KOHTPONMPOBATb YCITOBUSI MOCTaBKM U
BECTU yyeT
8.2.16. CepTudukaTbl aHaNn3oB OOKYMeHTarnbHO NoaTBepanTb X
NOCTaBMNEHHbIX UCCrneayembix NOAMWHHOCTb, YUCTOTY UCCNeayeMbIX
npenapartos npenapaToB U KONMYECTBEHHOE
COAepXXaHne B HUX aKTUBHOIO BeELLEeCTBA
(0031pPOBKY)
8.2.17. MNpouenypbl packpbITUs [OKYMEHTarnbLHO 3akpenuTb rnpoueaypy X X (TpeTbs
Kofa Ans uccrieoBaHum, 3KCTPEHHOMN NAeHTUdMKaLMK CTOpOHa,
NPOBOAUMBIX CrienbiM METOA0M MaCKMpPOBaHHOIo NCCneayemMoro ecnu
npenaparta 6e3 HapyLLEeHWST MacKMPOBKHN TpebyeTcs)
ONsi ocTanbHbIX CYyOHEKTOB
8.2.18. PaHOOMM3aLMOHHbIN [OKYMEHTanbHO 3akpenuTb MeTop, X (TpeTbs
CM1COoK paHAOMM3aLUKN CyOBbEKTOB UCCNEeAOBaHMS CTOpOHa,
ecrnm

TpebyeTcsl)




8.2.19. OT4yeT MOHUTOpPa O OOKYMeHTarnbHO NoaATBepaAnTb X
BblbOpe nccrnegoBaTenbCKOro NpUeMnemMocTb UCCNefoBaTeIbCKOro
LeHTpa LieHTpa AN AaHHOTO UCCreAoBaHNs
(MoXxeT OblTb 06beanHeHo ¢ n. 8.2.20.)
8.2.20. Ot4eT MOHUTOPA O OOKYMEHTanoHO NoATBepanTb PakT X X

FOTOBHOCTM MCCIIef0BaTeNbCKOro
ueHTpa

03HaKOMIEHUs UccrneaoBaTens U 3aHATOro
B MCCreaoBaHuK nepcoHana c
npoueaypamu uccnefoBaHus (MoXxeT
ObITb 06beamHeHo ¢ n. 8.2.19.)

8.2.21. CoobueHne crnoHcopa o
Havane KNMHU4eckoro
uccreoBaHusl B agpec
YNONTHOMOYEHHOIO OpraHa

AOKYMeHTalnibHO noaTBepanTb C*)aKT
Ha4ana KrnnHn4yeckoro nccrnenoBsaHmnsa

8.3. Bo Bpems knuMHu4Yeckon asbl uccrieaoBaHus

B noatsepxaeHue Toro, YTo Best HeobxoamuMasi HoBasi MHGOpMaLus AOKyMeHTanbHO opopMnseTcs o Mepe ee
NOCTYNSEHUS, B JOMOJSIHEHNE K BbILLENEPEYNCNEHHBIM LOKYMEHTaM, UMelLLMMCS B daiine, No xoay UccneaoBaHusi
Heobxoammo 0o6aBnATb cneayoLme JOKYMEHTbI:

HavmeHoBaHue AOKyMeHTa

Llenb

Haxogutcsa B hannax

nccnegosarens crnoHcopa
(MeauumHCKoro
yYpexaeHus)

8.3.1. O6HOBNEHHbLIE BEpCUN
6poLutopbl ccneposartens

[IOKYMEHTaIbHO 3aKpenuTb akT
CBOEBPEMEHHOIo Co0bLLIeHNS
nccnegosaTento (MeauLMHCKOM
opraHu3aummn) HeobxoaMMon MHopmaLum
no Mepe ee NocTynneHus

X X

8.3.2. [lloboe nameHeHme:
npoTokona (nonpasok) n PK
hOopMbI MHPOPMUPOBAHHOTO
cornacus

nobow Apyro NMCbMEHHOM
MHopMaLmuK,
npenocTaBnsemMon cybbektam
nccnegoBaHus

peknamMHbIX o6baABNeHMN Ans
npvBrneYeHns cyoGbekToB B
uccneaoBaHuve (ecnm
MCMNONb3YHTCS)

OOKYMeHTanbHO 3aKpenuTb U3MeHeHnqA
OaHHbIX JOKYMEHTOB, Npon3BeeHHble BO
BpemMa uccriegoBaHums

8.3.3. [latnpoBaHHoe 1
AOKyMeHTarnbHO 0popMreHHoe
onobperwe (3akntoveHne) 3CO
(H3K) cnepytowwmx 4OKYMEHTOB:
nonpaBoK K MPOTOKOMY

HOBbIX peAaKuuii:

¢ opMbl MHPOPMUPOBAHHOIO
cornacus

npenocTaBnsieMblx cyobekTam
WH(OPMaLMOHHBIX MaTepuarnos
peknamMmHbIx 06baBNeHUN Ans
npuBneyeHns cybbeKToB B
uccneaoBaHuve (ecnm
UCMonb3yeTcs)

APYrux paspeLleHHbIX
(0n0BpEHHbIX) LOKYMEHTOB
pes3ynbLTaToB NEPUOANYECKOTO
paccMOTpeHUst LOKYMeHTaLum
no uccregoBaHuio (rae
TpebyeTCs)

AOKYMEHTanbHO NOATBEPAUTL haKT
paccMoTpeHus 1 ogobpeHns (Bblgaum
3akntoveHms) 3CO (HOK) nonpasok 1
(Mrn) HOBBIX peaakumn.
YkasblBalOTCA pefakunsa 1 gata
[OKyMeHTa

8.3.4. PaspelueHne (ogobpeHue,
yBeoMIeHne)
YNOSTHOMOYEHHbIX OpraHoB Ans
BHECEHMS NONpPaBOK B NMPOTOKOM
W apyrue AoKyMeHTb! (npu
HEOOXOAMMOCTH)

OOKYMEeHTalnbHO 3aKpenuTb COOTBETCTBUE
NMPUMEHNMbIM TpeGOBaHMHM

X X
(ecnu TpebyeTcs)

8.3.5. Tekyulyto pegakumio
pestome vccnegoBaTtens

cM. NyHKT 8.2.10 HacToswwern Tabnuubl




(curriculum vitae) HoBbIX
uccnegosarenen n (unu)
couccriegoBarenem

8.3.6. \ameHeHnsa HopManbHOro | AOKYMEHTarnbHO 3aKpenuTb HopMaribHbIN X X
[uanasoHa 3HadYeHun ans [nanasoH 3Ha4YeHU TeCcToB, U3MEHEHHbIX
npeaycMOTPEHHbIX MPOTOKONOM | B XxoAe uccnenoBaHus (cM. NyHKT 8.2.11
MeaMLUMHCKMX (nabopaTopHbIX, HacTosiLwen Tabnuupbl)
TEeXHUYECKUX) npoueayp u (unm)
TECTOB
8.3.7. 'ameHeHus B AOKYMeHTanbHO NOATBEPAUTb, YTO TECTbI X X
MeaMLMHCKMX (nabopaTopHbIX, npoaomkarT oTBevaTb TpeboBaHNsIM B (ecnn TpebyeTcs)
TEXHUYECKNX) Npoueaypax u TeyeHne nepuoaa nccrneoBaHuns (Cm.
(vnu) Tectax, ceptudukauums, NyHKT 8.2.12 HacTosLen Tabnuuibl)
akkpeauTaums, BHYTPEHHUIN U
(Mrn) BHELLHWIA KOHTPOIb
KayecTBa uUnu gpyrne Metoapl
noaTBepxXaeHus (roe
TpebyeTcs)
8.3.8. [lokymeHTauums no CcM. NyHKT 8.2.15 HacToswen Tabnuubl X X
nocTaekam mnccnegyembix
npenapaToB N PacXO4HbIX
MaTepuanos
8.3.9. CepTudukaThl aHanus3a CM. NyHKT 8.2.16 HacTosiLLen Tabnuubl X
HOBbIX CEPUIA Uccneayembix
npenapartos
8.3.10. OT4yeTbl MOHWUTOPOB O AOKYMEHTanNbHO 3aKpenuTb BU3UTbI X
BU3MTax MOHUTOPOB ¥ pe3ynbTaTbl TAKUX BU3UTOB
8.3.11. CyuiecTBeHHbIE NS OOKyMEHTarnbHO 3akpenuTb ntobble X X
nccrneaoBaHus neperoBopbl cornatueHus nmbo cyLlecTBEHHbIE
(nepenwucka) (NOMMMO BM3WNTOB): | NeperoBopbl, KacarLmecs BONpocoB
nepenucka npoBefeHNs uccnegoBaHusl, ero
3anuncu BCcTpey aAMVHUCTPATMBHbIX aCNeKTOB, HapyLLUEHWIA
3anuncu TenedOoHHbIX npoToKomna, OTYETHOCTU NO
neperoBopoB HexenartesnbHbIM SB1IEHUSAM
8.3.12. NognucaHHble hopmbl AOKYMeHTanbHO NoATBEPAUTb, YTO X
MHOPMMPOBAHHOIO cornacus cornacue Kaxxpgoro cybbekTa nosny4yeHo B
(MHbopmaLmoHHOro nucTka) COOTBETCTBMM C HacTosLwmMm Npasunamm
naumeHTa 1 NPOTOKONOM A0 Hayana y4actus B
nccneposaHuu. Kpome Toro,
OOKYMEHTaIbHO 3aKpenuTb paspeLueHne
Ha npsiMo gocTyn (CM. MyHKT 8.2.3
HacTosiLen Tabnuupl)
8.3.13. MNepBunyHag AOKYMeHTanbHO NoATBepAnTb dhakT X
OOKyMeHTauusi CyLLIeCTBOBaHUS cybbekTa u
O0CTOBEPHOCTb COBPaHHbIX AaHHbIX.
BkntounTb UCX0AHbIE AOKYMEHTHI,
OTHOCSALLMECS K UCCMNEAOBAHWIO, NTIEYEHUIO
M aHamHe3y cybbekTa
8.3.14. 3anonHeHHble, AOKYMeHTanbHo opopMuTb X X
AaTMpoBaHHble U NOANUCaHHbIE | moaTBepXXAeHWe uccnegoBaTenem Unm (korns1) (opwurmunHan)
NPK YMOSTHOMOY€HHbIMU COTPYAHUKaMU
nccneposartens (MeauUMHCKON
opraHvsauumn) 3apermcTpUpoBaHHbIX
OAHHbIX
8.3.15. [lokymeHTpoBaHue AOKYMeHTanbHO 3akpenuTb Bce X X
ucnpasnenui B IPK N3MEHEHUS (OONOMNHEHWS) unu (korns1) (opwurnunHan)
ncnpaeneHus, caenanHesle B IPK nocne
3anuncu NepBoHaYvarnbHbIX JAHHbIX
8.3.16. YBegomneHve yBeZIOMIIeHME NccregoBaTenem crnoHcopa X X
nccrnegoBaTeneM CnoHcopa o 0 Cepbe3HbIX HeXenaTerbHbIX SBNIEHUAX U
cepbe3HbIX HexenaTernbHbIX COOTBETCTBYIOLLUME OTHYETbI COrMAcHO
SABNEHWAX N COOTBETCTBYIOLLNE nyHkTy 4.11 HacToswmx MNpasun
OoT4YeTbl
8.3.17. YBepgomneHue yBeOOMIIEHNE CMOHCOPOM 1 (Unn) X X

CMOHCOPOM U (Mnn)
nccnegosartenem (MeguULMHCKON
opraHusaumen) (4To
NPUMEHNMO) YMONTHOMOYEHHbIX
opraHoB n CO (H3K) o

nccneposarteneM, (MeauUMHCKON
opraHunsaumen) (4To NPMMEHNMO)
yNorTHOMO4Y€eHHbIX opraHoB 1 3CO (H3K) o
HenpeaBUAEHHbIX Cepbe3HbIX
HexxenaTenbHbIX peakuusix B

(ecnn TpebyeTcs)




HenpeaBUAEHHbIX CEPbE3HbIX COOTBETCTBUM C noanyHkTamu 5.17 n
HexenartenbHbIX 4.11.1 HacToswwux MNpasun n o gpyron
NeKapCTBEHHbIX peakumsix n UHdopMauum no 6e3onacHoCTM B
Apyron nHdopmawmm no COOTBETCTBMM C noanyHkTamu 5.16.2 n
6e3onacHocTn 4.11.2 HacToswwmx MNpasun
8.3.18. CoobLueHne cnoHcopom coobLleHre CNOHCOpPOM uccneaoBaTento X X
uccnegosartento MHpopmauum nHcopmaLmm no 6esonacHocTn B
no 6e3onacHocTn COOTBETCTBUM C MyHKTamu 5.16.2
HacToawwmx MNpasun
8.3.19. lNpomexyToYHbIe Nnn NPOMEXYTOYHbIE NN FOA0BbIE OTYETHI, X X (ecrm
rogoBble OTYEThI, npepocrtasnaemble 3CO (H3K) B TpebyeTtcs)
npepoctaensemsle ACO (HIK) COOTBETCTBUM C NyHKTamun 4.10
1 YNONHOMOYEHHbIM OpraHam HacToswwmx MNpaBnn 1 yNoNHOMOYEHHbIM
opraHam B COOTBETCTBUU C NyHKTOM 5.17.3
HacToawwmx MNpasun
8.3.20. XypHan ckpuHuHra AOKYMEHTanbHO 3akpenuTb X X (ecrm
cybbekToB naeHTndUKaumio cybbEKTOB, NpoLLeaLwnX TpebyeTca
nepea UccnegoBaHNeEM CKPUHUHT
8.3.21. MNepeveHb AOKYMEeHTanbHO NoATBEPAUTb, YTO X
NOEeHTUPUKALMOHHBIX KOAOB uccnegosaTtenb (MeauumMHcKas
cybbekToB opraHunsauns) XpaHuT
KOH(pmaeHLUManbHbIn nepe4yeHb MMEH BCeX
CyOBbEKTOB, KOTOPLIM MPU BKIOYEHUN B
uccregoBaHue Obiny NPUCBOEHBI
NOeHTUdUKaLMOHHbIE koabl. [No3BonseT
uccregosarento (opraHusauum)
naeHTndunumposaTtb Noboro cybbekTa
8.3.22. XKypHan peructpaumm AOKYMeHTanbHO 3akpenuTb X
BKITIOYEHMS CyOBLEKTOB XPOHOMOMMYECKYH NocreaoBaTenbHOCTb
BKITIOYEHMS CYyOBLEKTOB MO
MAEHTUHOUKALMOHHBLIM KOAaM
8.3.23. YyeT nccnegyemoro AOKYMEHTarnbHO 3aKkpennuTb X X
npenapara B Mcnonb3oBaHue nccregyemMoro npenapaTta
uccreaoBaTenbckoM LEHTPE B COOTBETCTBMM C MPOTOKOSIOM
8.3.24. Jluct obpasuos OOKyMEHTarnbHO 3akpenutb 06pasubl X X
nognucen nognucen n pacluMgpoBOK NOANUCEN BCEX
N, YNOMTHOMOY€EHHbIX BHOCUTb AaHHbIE U
(vnn) ncnpaenenns B UIPK
8.3.25. YyeT xpaHsLwmxcs AOKYMEHTanbLHO 3akpenuTb X X
06pasuoB Gronornyecknx MEeCTOHaxXOXAeHWe N naeHTudukaumo
xugkocten (TkaHen) (npwu XpaHsiLmxcst o6pasuoB B cryvae
Hanm4mu) Heo6X0aAMMOCTU NPOBEAEHUSI MOBTOPHbIX
aHanu3oB

8.4. NMocne 3aBepLIEHUs MU JOCPOYHOrO NpPeKpaLLeHUs uccrefoBaHus

Mocne 3aBeplleHUs MM OOCPOYHOrO MNpeKpalleHWss MccredoBaHUs BCE [OOKYMEHTbl, MepedyucrieHHble B
nogpasgenax 8.2 u 8.3 HactosAwwmx [lpaBun, [OOMKHLI coaepXaTbCA B dpaiine uccrnenoBaHWsa BMecTe C

HMWXeyKa3aHHbIMN OOKYMEHTaMu:

HanmeHoBaHve gokymeHTa Llenb Haxogutca B channax
uccregosare CMOHC
nsi (MeguumHCKoro opa
yypexageHuvs)
8.4.1. YyeT nccnegyemoro [OKYMEHTarnbHO 3aKkpenuTb UCMOoSb30BaHue X X
npenapara B nuccrnegyemoro npenaparta B COOTBETCTBUM
nccrneaoBaTenbCKOM LieHTpe C NPOTOKOSOM. [IOKyMeHTanbHO 3aKpenuTb
(MeauMumMHCKoN opraHm3aLmm) pesynbTaTbl OKOHYaTENbLHOro noacyeTa
Konu4yecTBa nccrnegyemoro npenapara,
Nony4YeHHOro UCCrnenoBaTENbCKUM LLEHTPOM
(MeguumHcKon opraHunsaLmen), BblgaHHOMo
cybbekTam nccnegoBaHmsi, BO3BpaLLeHHOro
cybbekTamu nccrnenoBaHms u
BO3BPALLEHHOIO CMOHCOPY
8.4.2. [lokymeHTauums no OOKYMEHTarbHO 3aKkpenuTb ¢akT X X
YHUYTOXEHMIO UCCNeayemMoro YHUYTOXXEHNSI HEUCMNONb30BaHHbIX (ecnmn
npenapara uccrnegyemMbix npenapaToB CNIOHCOPOM UM YHUYTOXEH B
B MCCNeaoBaTenbCKkOM LIEHTPE KIMHNYECKOM




(MeguUMHCKON opraHnsauun)

LeHTpe)

8.4.3. N'ToroBbIn nepeveHb
NOEHTUMUKALMOHHBIX KOJOB
cybbekToB

cAenatb BO3MOXHOMN MOEHTUMKALMIO BCEX
BKJTHOMEHHbIX B MCCreaoBaHne CyObeKkToB B
cnyyae HeobXxoaAMMOCTU MX NocneayLero
HabnoaeHus.

MepeyeHb [OMKEH XpaHUTLCS C
cobnogeHnem TpeboBaHUn
KOHbMOeHUManbHOCTN B Te4YeHne
COrnacoBaHHOro cpoka

X

8.4.4. Ceptudpmkat ayamta (npu
Hanm4mu)

[OKYMEHTasbHO 3aKpenuTb hakT
npoBeAeHus: ayaurta

8.4.5. Torosbii 0T4ET MOHMUTOpPA
0 3aBepLUeHNM UccnefoBaHns B
nccrnefoBaTenbCkoM LieHTpe

[oKkyMeHTanbHO 3aKpenuTb OKOHYaHue
BCEX MepPOnpusiTin NccreaoBaHus,
HeobxoaMMbIX ANs 3aBepLUaloLLEro BU3uUTa,

W Hanuyne Komnu OCHOBHBIX JOKYMEHTOB B
COOTBETCTBYIOLMX dhannax

8.4.6. lokymeHTauums no
pacnpegeneHunto cybbekToB no
rpynnam u packpbITUIO KOOOB

BO3BpaLlaeTcsa CroHcopy Ans X
JOKYMEHTarbHOro 3akpensieHns nMeBLUIUX
MECTO CIly4aeB BCKPbITUA KOAOB

8.4.7. N"ToroBbIn oT4eT JOKYMEHTarnbHO 3aKpenuTb 3aBepLueHne X
uccregosarens, nuccnegoBaHus
npepoctasnsembin ACO (HIK)
(ecnn TpebyeTca) n
YMONHOMOY€EHHbLIM OpraHam (rae
NPUMEHMMO)
8.4.8. OTYeT 0 KNNUHNYECKOM OOKYMEHTAarnbHO 3aKpenuTb pesyrnbTaThl X X
uccreoBaHun nccnegoBaHus U UX MHTeprpeTauuio (ecnn
NPUMEHMMO)

MpunoxeHne Ne 1
k [paBunam Hagnexaiien KNMHUYECKON NPaKTuKn
EBpasuickoro akoHOMMYeCKoro cotosa

TPEBOBAHUA
K CTPYKType U coAepXXaHUIo oT4yeTa O KIIMHMYEeCKOM UccrneaoBaHum

|. O6LWwKe nonoxeHus

HacToswmin gokymeHT paspabotaH ¢ yvyeTom TpeboBaHuim pykoBOACTBA MexayHapoaHOW KOHdEepeHUMn no
rapMoHM3auMM TexHUYeckux TpeboBaHU K permcTpauuM nekapcTBEHHbIX MpenapaTtoB Afs  MeAULMHCKOro
npumeHeHnst ICH Harmonised Tripartite Guideline «Structure and Content of Clinical Study Reports (E3)» (Bepcus 4,
1995).

MN3noxeHHble B HacTosWeM AOKymeHTe TpeboBaHWA K CTPYKType M COAepXaHuio oTyeTa O KIMHUYECKOM
uccreaoBaHun (ganee - oT4eT) SBNSITCS OOLWMMM M NPUrodHbl ANA ONMCaHWA pe3ynbTaToB UccrenoBaHus noboro
TepaneBTUYECKOro, NPOGUIaKTUYECKOrO WMAWM AMarHOCTUYECKOrO eKapCTBEHHOro CcpeacTBa, MNpPOBEOEHHOro Yy
naumeHToB (340poBbix AobpoBonbLeB). KnuHuyeckoe m CTaTUCTUYECKOE OMMCaHue pesynbTaToB UCCIedoBaHus,
npeacTaBneHne 1 aHanu3 AaHHbIX, MOMYYEeHHbIX B XOAE BbINOMHEHNS UCCNeAOoBaHUS BbINOMHAT B BUAE €4VHOro
oTyeTa, BKMYawLwero Tabnuubl U pUCYHKM B OCHOBHOM TEKCTE OTYeTa WM B KOHLE TekcTa oTt4yeTta. [NpunoxeHns K
TakoMy OTYeTY BKIIHOYaloT:

NPOTOKOIT;

o6pasLbl MHAMBUAYanNbHbIX PEMMCTPALIMOHHBIX KapT;

nHcpopmaLmio, CBA3aHHYIO C UCcriefoBaTensamu;

MHOPMaLMIO, CBSA3aHHYIO C uccregyemblM MpenapaToM (3KCMepyMMeHTanbHbIM MpenapaToM), BKM4Yas
npenaparbl CpaBHEHMSA (KOHTPOIbHbIE MpenapaTbl);

TEXHUYECKYIO CTAaTUCTUYECKYIO OKYMEHTaUMIo;

COOTBETCTBYOLME Nybnukauum;

nepeyvHn AaHHbIX NO NauneHTam;

Takne TeXHUYeckne CTaTUCTUYECKMe AaHHble, KakK BbIBOAbI, MPOMEXYTOYHbIE PacyeTbl, aHanu3bl 1 3aKnoYeHust
Ha OCHOBE KOMMbIOTEPHbIX OAHHBIX;

n gpyrue.

XOTA HACTOSILUA [OKYMEHT B OCHOBHOM OTHOCUTCSt K WCCNeaoBaHUsIM 3P(EKTUBHOCTM M Ge3onacHoCTH,
OCHOBHbI€ MPUHLMMbLI COCTaBMEHNS OTYeTa M ero CTPyKTypa MOryT MCMOMb30BaTbCA MPU MOATOTOBKE OTYETOB MO
pasHbiIM BuAaM WUCCNeAoBaHWiA (HanpuMep, UCCreaoBaHUsIM KrMHWYeckow chapmakonorum). B 3aBmcmmoctn ot
cneunduKn 1 3HaYMMOCTU TakUX MCCNefoBaHNI MOXET COCTaBMNATLCA MeHee 4eTann3MpoBaHHbIN OTYET.

HacToswmin JoKyMeHT npegHas3HayeH ANs OKa3aHWs MOMOLUM CMOHCOpaM B COCTaBIiEHMM OTveTa, KOTOPbIi
6ygeT NOMHbIM, NULWEHHBIM [BYCMbICIIEHHOCTM, XOPOLWO CHOPMUPOBAHHLIM W MPOCTbIM AN NOCNeAyoLero
paccMOTpeHnst M oueHkn. B oTyeTe pomkHbl cogepxaTtbCA 4YeTkoe OObsCHeHWe Toro, kak Obinv BblOpaHbI




KpuTuyeckne 0cobeHHOCTU [Au3aliHa MWccrefoBaHus, MHopMmauusi o nnaHe, MeToAe W Xode npoBefdeHus
nccnepoBaHus, YTobbl He BbINo HMKaKoWM ABYCMbICIIEHHOCTM B TOM, Kak Obino nposedeHo uccnegosaHue. B otyete n
MPUINOXEHUSX K HEMY TaKKe JOIMKHO coaepXaTbCs JOCTAaTOYHOE KONMMYECTBO UHAMBUAYANbHbLIX AaHHbIX NaLMEHTOB,
B TOM 4ucrie gemorpadmnyeckmx M MCXOAHbIX AaHHbIX, M XapaKTepucTuMKa aHanmuTUYeckux MeTOAO0B, YTOObl mpu
HeobxoAMMOCTM  YNOMHOMOYEHHbIN OpraH (3KCnepTHas opraHMsaums) rocygapctsa - uneHa EBpasuickoro
SKOHOMUWYECKOro cok3a (fanee - rocyaapcTBO-YNeH) MOr BOCNPOM3BECTUM OCHOBHblE BuAbl aHanu3oB. He mMeHee
BaXXHO B TEKCTE M B MNPUIMOXEHUAX YETKO yKasblBaTb KOHKPETHbIE rpynnbl NaUMEHTOB, Y KOTOPbLIX BbINOMHANNCH
COOTBETCTBYIOLLUME aHanu3bl, COCTaBMAANNCh Tabnuubl K CXeMbI.

B 3aBucMMoOCTM OT MONWTUKM YNOSIHOMOYEHHOrO OpraHa rocyfapcTBa-yYneHa B 06nacTu  akcnepTusbl
HEKOHTPONMUPYEMbIX Y UHbIX NCCREeA0BaHWN, HE HAaNPaBIEeHHbIX Ha YyCTaHOBMNEHNE 3PMEKTUBHOCTY (3a UCKIIOYEHNEM
KOHTPONMUPYEMbIX WCCIEA0BaHWI, HamnpaBrieHHbIX Ha YyCTaHOBMeHWe 6e3onacHoCTW), B ONpedeneHHOn CTeneHn
HEMOSHOLEHHbIX UMM  MPeKpaLeHHbIX WUCCNefoBaHUA WNuM  WUCCNefoBaHWi, LenuM KOTOpbIX He CBfA3aHbl C
3anBrsemMbiMU NOKa3aHWAMW, OOMYCKaeTCs NPeAcTaBmsATb COKpaLLEHHble OTYeTbl, OCHOBaHHble Ha O6O06LLEHHbIX
AaHHbIX Unu 6e3 BKMOYEHNs B OTYET HEKOTOopbIX pasaenoB. OgHako B 3TUX cryyasx HeobxoAMMO NpeacTaBUTb
nofHoe onucaHne Bcex acnektoB 6esonacHocTu. [pu npeacTaBneHny CoKpaLLeHHOro oT4yeTa OH AOSMKEH BKNOYaTb
AOCTaTOYHO CBEAEHUIN O AM3alHe W pesynbTaTtax UccrnefoBaHus, YToObl YNONMHOMOYEHHbBIN OpraH MOr onpeaenuTb
HeobXoAMMOCTb MpeacTaBneHns NonHoro otyeta. Ecnm BO3HMKalOT BONPOCHI O HEOBXOAMMOCTW MpeacTaBreHus
0T4eTOoB, creayeT CcBA3aTbCA C YNONTHOMOYEHHBIM OPraHoM.

Mpv nogpo6bHOM onucaHum Toro, Kak bbino NpoBedeHo uccrieaoBaHne, JONyCKaeTCs NOBTOPEHWE ero onMcaHus
13 paboyen Bepcum NpoTokona.

B psge cnyyaes, ecnv 370 CBA3aHO CO CTaHAAPTHOCTLIO BbINOMHAEMON METOAMKN, AOoNycKaeTcs NpeacTaBnaTb
METOAMKY nccnenoBaHua Gonee kpaTko B BMAE OTAENbHOro pasgena. B kaxaom pasgene, onuvcbiBaloleM nnaH u
XOA, NpoBeAeHns nccnegoBaHns, HeobxoanMo ykasaTb 0COBEHHOCTU MccrneaoBaHns, KOTOpble He4OCTaTOYHO NOMHO
onucaHbl B NpOTOKOfe, onpefenvTtb, kakum obpa3om npoBoAMMOE UCCrefoBaHWe OTnnyanocb OT MpOTOKoma, w
obcyauTb CcTaTUCTUYECKMe MEeTOAbl W aHamnu3bl, ucrnonb3yemble Ans OOOCHOBaHUS 3TUX OTKIMOHEHUN OT
3annaHMpoBaHHOrO NPOTOKOMOM X0Ja UccnefoBaHus.

MonHbIN  OTYeT OTAEMbHOrO KIMHUYECKOro WCCMedOoBaHWA [[OMKeH BKMoYaTb noapobHoe onvcaHue
VHAMBMOYANbHBIX HeXenaTenbHbIX SBNeHUA WM nabopaTopHbIX OTKMOHEHWIW, OJHAKo [AaHHble CBeAeHus
HeobxoAMMO MOBTOPHO paccMOTpeTb Mpu npoBedeHun obliero aHanmusa 6GesonacHoCTM MO BCEM WUMEeLMMCS
oTyeTam permcTpaumoHHOro 40Che NekapCTBEHHOrO npenapara.

B oTtyeTe pmomkHbl cogepxatbCca Agemorpaduueckve n gpyrme noTteHuManbHO 3HauYMMble MPOrHOCTUYECKue
XapakTepuUCTUKU uccnegyemon nonynsauvu, a B Cnyvyae ecnv uccrnefoBaHWe AO0CTaToOMHO maclTabHoe, JOMKHbI
NpeacTaBnNATLCA AaHHble NO  Aemorpaduyeckum (Hampumep, BO3pacT, Nof, paca, macca Tena) u [pyrum
nokasaTtensM MoAarpynnbl (HaNnpumep, NMOoYeYHble UNN MeYeHoYHble PYHKUUK), Takum obpasom, 4Tobbl MOrnu BbiTb
yCTaHOBMNEHbI BO3MOXHbIE pasnuunsa B apdekTnBHocTM nnm 6ezonacHocTn. OgHako, peakums NOArpynbl NaLneHToB
AOIKHA paccmaTpuBaTbCsl B paMkax YKPYNHEHHOW 6asbl AaHHbIX, MCMONb3yeMoi B ob6Llem CcTaTUCTUYECKOM
aHarnuase.

Moa nepeyHaMM JaHHbIX, 3anpallvBaeMbiMy B pamkax otyeTa (06blYHO Kak MPUoXeHWe K OTYETY) - NMoOHUMaloT
AaHHble, KoTopble HeobxoAuMbl ANS MOATBEPXKAEHWUS OCHOBHbIX (KPUTUYECKMX) BMOOB CTATUCTUYECKOrO aHanm3aa.
[MepeyHn aaHHbIX, KOTOPbIE ABMAIOTCA YacTblo OTYETA, OOMMKHbI ObITh YOOOHBIMY ANS UCNONb30BaHNS PELIEH3EHTOM,
NPOBOASALLMM IKCMEPTHYIO OLEHKY OoT4eTa. Takum obpa3om, cnegyeT BKYaTbh Kak MOXHO GOnblue NepeMeHHbIX B
OOMH CMWCOK, YTOObI OrpaHMyMTb O06bEM WMHAOPMAaLMKM, HO ITO HE [AOIMKHO MPUBOOUTL K CHWDKEHWIO SICHOCTU
(NOHATHOCTM) NpeAcTaBnsaeMbiX AaHHbIX. Henb3si gonyckaTk, 4TOObl M3OLITOK AaHHBIX COMPOBOXAANCSH Ype3MepPHbIM
MCMoMb30BaHMEM CMMBOSIOB BMECTO CMOB M XOPOLUO MOHATHbIX COKpaleHui (o6LenpuHATEIX NpodecCroHanbHbIX
COKpaLLeHWin) unnm NpUBOAWN K NpeacTaBneHnto n306paxkeHnin B Manom Ans BocnpuaTus macwrtabe u 1. 4. B atom
crnyyae npeanoyTUTenbHee COCTaBNATb HECKONBKO NepeYvHen AaHHbIX.

[laHHble JOMmKHbI NPeACcTaBnsaTbCA B OTYETE C PA3NMYHBIMU YPOBHAMU AeTanvsaumm:

yncroBble AaHHble M Tabnuupl obliero xapaktepa, oTobpaxawwume Hanbonee 3HauuMble ANS OAHHOTO
uccregoBaHusa  gemorpadmyeckne nokasatenu, nokasatenu adpdekTnBHocTM n  6e3onacHocTM MoryT ObiTb
NMoOMeLLeHbl B TEKCT ANS UNMIOCTPUPOBAHNS BaXHbLIX MOMEHTOB;

BCE MpoyMe CBOAHble MokasaTtenu, Tabnuubl M nNepeyHn Aemorpaduyeckux [aHHblX, MokasaTenemn
adpekTBHOCTM M BGesonacHOCTM [OMkHbI ObITb NpedcTaBneHel B pasgene 14 ortyeta (cormacHo pyGpukaumm
pas3gernoB ykasaHHOM B yacTu |l HacTosLwero AOKyMeHTa);

vHOMBMAyanbHble AaHHble MauMeHTOB MO OTAEeNbHbIM MOArpynnam AOMXKHbl ObiTe NpeAcTaBneHbl B BuAe
nepeyHeln faHHbIX B NpunoxeHnn 16.2 k otyeTy (cormacHo pybpukaumm pasgenos ykasaHHou B YacTyv Il HacToswero
OOKYMEHTA);

BCE MHAMBMAYyanbHble OAHHbIE NAaUMEHTOB, AOIMKHbI NPUMBOAMTBECA B npunoxeHun 16.4 k otyeTy (cormacHo
pybpuKaLmn pasfgenoB ykasaHHOM B YyacTu |l HacToswero AokymeHTa).

B nioboi Tabnuue, nepevHe AaHHbIX WU Ha rpaduke, OLEHOYHble (TeopeTuveckue) U NpousBOOHbIE
nokasaTenu, ecny OHN UCMOMb3YHTCS, AOMKHbI ObITb OAHO3HAYHO U ACHO MAEHTUUUMPOBaHbI. py 3TOM AOMKHbI
NpUBOANTLCS NOAPOGHbIE PasbsACHEHNS TOrO, Kakum 06pa3om Bbiny paccumTaHbl UK NOMyYeHbl AaHHbIE 3HAYEHNs U
Kakve 6bInu caenaHbl OCHOBHbIE NPEANONOXEHNS.

lMpuBeOeHHble HWKEe YyKa3aHUs SBMAIOTCA MakCUMarnbHO [eTanu3vMpoBaHHbIMUM U MpedHas3HaveHbl Ans
HanoMMHaHWSA 3asBUTENI0 O MakcumarnbHOM oO6beme uHdOopMauuu, KoTopas OOMKHa MpUBOOUTLCS MM B OTYETe
TakMMm obpasomM, 4ToObl Nocne ee NpeacTaBneHNs CBECTU K MUHMMYMY 3anpocbl AOMOMHUTENbHbBIX OAHHbIX. TeM He
MEeHee B KaaOM 4aCTHOM crnyyae TpeboBaHWs K MPeACTaBneHuto U (Unu) aHanuady AaHHbIX MOryT 3aBUCETb OT
KOHKPETHOW CUTyauun, U3MEHATLCH C TEYEHMEM BPEMEHW, OTNNYaTbCHA B 3aBUCUMOCTM OT Knacca usyvaembix
npenapaToB, pa3nMyaTbCs B pasHblX permoHax, n He MoryT BbITb onucaHbl B Buae obLmnx TpebosaHun

B HacTosiweMm AokymeHTe. [loaTomMy npu MOArOTOBKE OTY4ETOB HeobXoOAMMO WCMOMb30BaThb CheuuanbHble
(4acTHbIe) KNMMHMYEeCKe PyKOBOACTBA YNOMHOMOYEHHbIX OPraHoB B cchepe obpalLeHns nekapcTBEHHbIX CPEACTB U NO



BO3MOXHOCTM 0OCYyXaaTb NpeacTaBrneHne [AaHHbIX W aHanM3oB C YMNOMHOMOYEHHbIM oOpraHoMm. B HekoTopbIx
YMNOSTHOMOYEHHbIX OpraHax rocyAapCTB-UNEHOB MOXHO MONyYnTb NOAPOOHbIE KOHCYyNbTauuu U PyKOBOACTBA MO
CTaTUCTUYECKUM METOAMKAM.

Kaxxgbl 0TYeT JOMKEH coaepXaTb BCE ONUCAHHbIE HIDKE pasgernbl

(3a ncknoYeHMeM crnyvaeB, NPy KOTOPbLIX 3TV pasgenbl IBHO He TPeBytoTcs), Npy 3TOM AN COXPaHEHWs NoruKn
KOHKPETHOro MCcCcrenoBaHns [OMyCcKkaeTcsl U3MEHEHUe MOocreaoBaTeNbHOCTM UMW TPYNNUPOBKA pas3denoB oTyeTa.
YkasaHue oTAenbHbIX CBEAEHUI B MPUMNOXEHMSIX K OTYETY SABNsieTC TpeboBaHWEM HEKOTOPbLIX U3 YNONTHOMOYEHHbLIX
OpraHoB W [aHHble NPUMOXEHUS OOMKHbI NPEeACTaBnATbLCS Npu HeobxogumocTu. Bo Bcex BblenepevmncrneHHbIx
crnyyasix criefyeT COOTBETCTBYHOLMM 06pa3oM UCNpaBnaTe HYMepaLmio pasaenos oT4yeTa.

HekoTopble TpeboBaHMs HACTOSALLENO AOKYMEHTA B OTHOLLEHUW KPYNHOMACLITAaBHbIX MCCneaoBaHWin MoryT ObiTb
HEBbIMOSTHUMbI UMK HeuenecoobpasHbl. MNpy NnaHMPOBaHWM W NPeacTaBNeHUN pPe3ynbTaToB KPYNMHOMAacCLUTaBHbIX
uccrnenoBaHuii cneayeT o6paTUTbCs B YNOMHOMOYEHHBI opraH 1 o6cyanTb chopmaT oTyeTa.

MonoxeHns HacTosILEro OOKYMEHTa criefyeT yyuTblBaTb COBMECTHO C TpeboBaHMsSIMM APYruX [OKYMEHTOB,
pernameHTUpYLLMX NPOBEeAEHME KITMHUYECKUX MCCNeaoBaHWi 1 NpeacTaBneHne pe3ynbTaTtoB O HUX.

Il. TpebGoBaHMA K CTPYKTYpe U coaepxaHuIo oT4yeTa

1. TuTynbHaa cTpaHuua

TuTynbHas cTpaHuua oT4yeTa AOMKHA cogepXaTb CreayoLLyo nHopmaumio:

HaMMeHOBaHWe OT4yeTa C yKa3aHMeM HauMMEHOBaHWs WCCregyemoro npenaparta, uM3y4yaemoro nokasaHus K
NPUMEHEHMI0, MPU KOTOPOM NPOBOAMIIOCH UCCNEAO0BaHNE;

€CMM He yKa3aHO B HaVMEHOBaHUW - KpaTKoe onucaHve AusanHa (napannenbHbl, NepekpecTHbIN, Cnenow,
paHOOMM3MPOBaHHbIN), BuAa CpaBHeHMs (Nnauebo-KOHTPOMb, aKTUBHLIA KOHTPOSb, KOHTPOMb «403a-3dekT),
NPOAOIKUTENBHOCTL  UCCMEAOBaHWS, [OO3NPOBaHWe MWCCriedyemMoro npenapata W KOHTUMHIEHT CyObekToB
uccrnepoBaHus;

HanMeHoBaHWe CNOHCoPa;

naeHTUdKKaLuus npoTokona (Kog unn Homep);

¢asa nccnegoBaHus;

Jata Hayana uWCcCnefoBaHWA (JaTa BKMOYEHUs B MCCregoBaHvWe MepBOro nauueHTa WM uHas gata
WHULMMPOBAaHNSA), AaTa OKOHYaHMsA UCCreaoBaHMA WNW ero atana (gaTa 3aBeplueHVst NeveHust nocnegHero
naumeHTa), 4ata AOCPOYHOro 3aBepLUeHNs nccnegoBaHms (Mpu Hanuuum);

daMunmm n JOMKHOCTM MO OCHOBHOMY MecTy paboTkl rmaBHOro uccnegosaTtens (fMaBHbIX MccrnepoBaTenen)
unuM wuccrnegosaTens-koopauHaTopa (MccnegoBaTeneni KOOpAMHATOPOB) MMM OTBETCTBEHHOrO NpeAcTaBuTens
CNoHcopa;

nHpopmauma o6 OTBETCTBEHHOM fnuue, MOAMMCABLUEM OTYET MCCredoBaHus OT nuua crnoHcopa (dpamunus
npeacTaBnTens KoMnaHuy (cnoHcopa), NoANMCaBLLIEro OTYET U OTBETCTBEHHOIO 3a 3TOT OTYET). Takke Ha TUTYNbHON
cTpaHuue, NMbo B COMpPOBOAUTENBHOM MUCbME YKasbiBalTCa hamunuu, Homepa TenedoHa n gakca KOHTaKTHbIX
WL, KOMNaHUN-CNIOHCOPa, OTBETCTBEHHbIX 3a MPUEM BOMPOCOB MO OTYETY;

yKkasaHne O TOM, YTO MCCrnegoBaHue, BKIoYas apXvBUPOBaHWE OCHOBHbBIX OOKYMEHTOB MO WCCNEAOBaHMIo,
BbINOSIHEHO B COOTBETCTBUM C MpaBUilaMn Hagfexallen KIMHUYECKOW MPaKTUKX, yTBepXAeHHbIMu EBpasuickomn
3KOHOMMWYECKOW KoMuccuen (ganee - npasuna);

pata otyeta (Takke HeobxoOAMMO YyKkasaTb HaMMeHOBaHWA W AaTbl BCeX 0Oofiee paHHUX OT4eTOB,
NMOAroTOBMEHHbIX B paMKax NPOBeAEeHUst AaHHOrO NCCrefoBaHns).

2. CuHoncuc (kpaTkoe onucaHue
KINMUHMYECKOro uccriefoBaHus)

Heobxoommo npeactaBuTb cuHoncuc (0OblIYHO okorno 3 cTpaHuu), obobLatowuii ceeaeHns ob nccnegosaHun (B
cooTBeTCTBMU C npunoxenneM Ne 2 k lMpaBunam). YTtobbl oTpasutb pesynbTaTtbl, CUHOMCUC OOMKEH BKMOYaTb
YNCrOBblE aHHbIE, @ HE TONMbKO TEKCT U p-3HAYEHUS.

3. CopepxaHue oTyeTa

CopepxaHue oTyeTa AOMKHO BKIOMaTb HOMepa CTpaHuL WUNW Apyroe ykasaHue Ha pacrnofioXeHue B TeKCcTe
oTyeTa Kaxgoro pasgena, B TOM 4WUCNe CBOAHbIX Tabnuu, pUCYHKOB M rpadhvKoB; MEpedYeHb U pacrnonoXeHue
NPpUNoXeHu, Tabnuuy, 1 NpeacTaBneHHbIX UHAMBMAYANbHLIX PEFMCTPALMOHHBIX KapT (aanee - NPK).

4. NepeyveHb COKpaleHUn U onpeaenieHUa TepPMUHOB

B oTtueTe OOMmKHbI ObITb npeancTtaBfieHbl nepevyeHb COKpaLLI,eHMIZ n OI'IpeD,eJ'IeHI/IIZ cneunann3npoBaHHbIX UK
HEOObIYHbIX TEPMUHOB, a TaKxe eguHuL |/|3mepeHm7|, NCNoNnb3yeMblX B OTHETE. |-|pl/| nepBomM ynoMnHaHUN B TEKCTe
COKpalleHHble TepMUHbI AOJMXHbI NPONUCbIBATbCA NOJTHOCTLIO, a X a66per|aTypy HeobXxoanMO B3ATb B CKOOKM.



5. 9Tuuyeckune Bonpochl

5.1. OkcnepTHbI coBeT opraHusauun (HesaBnCMMbIA 3TUHECKNIN KOMUTET).

HomxkHo 6bITb NpeAcTaBreHo NOATBEPXAEHNE TOro, YTO NPOTOKON MCCNeAoBaHWs U Niobble NOMpaBku K HEMY
ObinNM paccMOTpeHbl JKCNEPTHLIM COBETOM opraHu3auuun (HesaBucuMbIM 3TMYECKMM komuTeTom) (ganee - 3CO
(H3K)). MepeyeHb Bcex 3CO (HOK), k koTopbiM obpalLanuck, criegyet NpuBecTy B npunoxeHun 16.1.3 k oTyeTy
(cornacHo pybpukaumn pas3genos ykasaHHON B HACTOSILLEN YacTu JOKYMeHTa) U yKasaTe dhamMunmio, MMs 1 0TYECTBO
(npv Hannunmn) npeacepatena 3CO (HIK), ecnu 310 TpebyeT yNnONMHOMOYEHHbIN OpraH.

5.2. 3asBneHne o NnpoBeaeHUN UCCNELOBaHUSI B COOTBETCTBUM C 9TUHECKUMY NPUHLMNAMMU.

CnepyeT npuBecTu MOATBEPXAEHUE, YTO WCCMedoBaHWE TMPOBEAEHO B COOTBETCTBUM C  ITUHECKUMU
npuHUMNaMn XenbCuMHCKON Aeknapaumu, npuHaton XVII ceccnen BeemnpHon accambnen sgpaBooxpaHeHus B 1964
roay.

5.3. NHdopmuposaHHoe cornacue.

HomkHo ObITb OMUCAHO, Kak W Korga ObiNmo MoMny4yeHO WHAOPMMPOBaHHOE corfacve y HabpaHHbIX B
uccrnepoBaHve naumeHToB (Hanpyumep, Npu oTbope B ccnegoBaHue, NpeaBapuTenibHOM CKPUHUHIE).

B npunoxerun 16.1.3 (cornacHo pybpukauum pasgenos oT4eTa, yKkasaHHOM B HacTosLen YacTu JOKYMEHTa) K
OTYeTY AOIMKHbI ObITb NPUNOXEHbl 06paseL, NMCbMEHHOW MHOoOPMaLun ANa nauueHTa (Npy Hanmuuumn) n obpasel
dopmbI cornacus naumeHTa.

6. UccnepoBaTtenu n agMMHUCTpPaTUBHAas CTPYKTYpa nccrnenoBaHus

AOMUHUCTpaATUBHAA CTPYKTypa WccnegoBaHus (Hanpumep, TrNaBHbIA MccnepoBaTtenb, UccnegoBaTerb-
KoopamMHaTop, yrnpaBnsoWniA KOMUTET, aAMUHUCTPaUNS, KOMUTETbl MOHUTOPUHIA U OLIEHKU OaHHbIX, y4YacTByloLine
noapasfeneHusl, CneuvanucTbl-CTaTUCTUKK, LeHTpanbHasi nabopaTopusi, KOHTpaKTHas uccrnegoBaTernbcKas
opraHunsaums (aanee - KNO), ynpaBneHue noctaBkammn B pamkax KIMHUYECKMX UCCNefoBaHWN) A0MKHa ObITb KpaTko
onucaHa B 3TOM pasfene oTyeTa.

B npunoxenun 16.1.4 k otyeTy (cormacHo pybpukauum pasgenoB OTYeTa, yKasaHHOW B HACTOSALWEW 4YacTu
AOKyMeHTa) A0MKHbI ObITb NpeAcTaBneHbl NnepeyeHb nccnegoBaTtenen u X opraHusanuim, nx ponbs (0693aHHOCTY) B
nuccnegoBaHumM, CBeAEHUS O KBanuduvkaumm uccnegosartenen (pestoMe Unn 3KBUBANEHTHbIN eMy AOKYMEHT). Takke
B npunoxeHun 16.1.4 k otyeTy (cornacHo pybpukauum pasgenos oT4yeTa, yka3aHHOW B HACTOSLLIEN YacTy JOKYMEHTa)
JOMmKeH ObITb NpeacTaBneH aHanorMYHbIN NepeyeHb Opyrux nuu, y4acTne KOTOpbIX UMEET CyLLLEeCTBEHHOE BNUSHME
Ha npoBedeHve wuccnejoBaHus. [ns macwTabHbIX UccregoBaHUn € ydacTneM  GOMbLIOrO  KOnu4yecTBa
uccriegoBartenel BbllleyKa3aHHble TpeboBaHUA MOXHO COKpaTWTb A0 OOLMX CBeAeHVM O KBanudmKauuu nw,
NPOBOAMUBLUMX UCCReaoBaHWE, C YKasaHMEeM WMEHW, Y4YEHOW CcTeneHw, MecTa paboTbl M poOnM Kaxagoro w3
nccneposarenei unu Apyrmx y4acTHUKOB.

MepeyeHb fomKeH BKNOYATL CNeayoLLyo MHOpMaLmIo:

nccnegosaTeny;

noboe pgpyroe nuuo, oOcyllecTBnswwee HabniogeHne 3a NEepBUYHLBIMW UMM APYTMMW  MoKasaTensmu
3(pPEKTMBHOCTM (Hanpumep, MeacecTpa, MOMOLLHMK Bpaya, KITMHUYECKUA NCUXOSOr, KIMMHUYECKUA hapMakosior unm
WTaTHbIN Bpad). HeobszaTenbHo BkM4aTe B 3TOT NEpeYeHb NUUO, BLIMOMHSIOWEE B paMkax uccrefoBaHust
anu3oanyeckne obs3aHHOCTU (Hanpumep, Bpaya, KOTOpbli Obln Bbi3BaH B CBSI3W C BO3MOXHOW HeXenaTerbHON
peakuuen Ha NpueM NekapcTBEHHOIO NpenapaTa Ui BPEMEHHO 3aMEHSIN KOro-To K3 BbILLENEPEYNCEHHbIX NUL);

aBTop (aBTOpbI) OT4ETA, B TOM YNCIE OTBETCTBEHHBIN OMOCTAaTUCTMK (OTBETCTBEHHbIE BUOCTATUCTUKN).

B cniyyasix korga ynoriHOMOYEHHbIMU opraHamu TpebyoTca obpasubl noanucei rmaBHOro nccregoBaTens unm
nccrneaoBaTens-koopanHaTopa, UX Noanucu OOMkHblI ObiTh BKIKYEHbI B npunoxeHue 16.1.5 k otyeTty (cormacHo
pyOpukaLmmn pa3genoB OoT4yeTa, yKka3aHHOW B HACTOALLEN YacTM JOKYMEHTA, B COOTBETCTBUM C (DOPMON MPUIOXKEHNUS
Ne 3 k MNMpaeunam). Ecnu obpasubl nognucen He TpebytoTcs, B npunoxeHun 16.1.5 k otyeTy (cornacHo pybpuvkaumm
pasgenoB ykaszaHHoWm B 4acTu Il HacTosiwero [OKyMeHTa) npuBOoauTcst obpasel MOANUCKM OTBETCTBEHHOMO
cneumanucTa crnoHcopa uccrneaoBaHus

7. BBepgeHue

BeBegeHne OOMmMKHO copepxaTb KpaTkoe usnoxeHue (Kak npaewno, He Gonee 1 cTpaHuubl) UCCNefOBaHWS B
KOHTEKCTe pa3paboTkum uccnegyemoro npenaparta, oOCyXOeHue KpUTUYEecKMx ocobeHHOoCTel uccrnenoBaHus
(Hanpumep, o6oCcHOBaHWE ¥ Lienu, Lenesble rpynnbl, fevYeHne, NpoaoKUTENBHOCTL, MEPBUYHBLIE KOHEYHbBIE TOYKM).

Heobxogmmo nepevncnutb BCe OOKYMEHTbl, HA OCHOBE KOTOpbIX paspabaTbiBancs NPOTOKOM, WnM npouyve
3HauMMble AOns OAHHOrO WUCCMNedoBaHWs COrfalleHns UnyM JOrOBOPEHHOCTWM MeXAy CMOHCOPOM (KOMMNaHwuen) un
YNOSTHOMOYEHHBLIMW OpraHamu.

8. LUenb n 3agaum nccnepoBaHns

B paHHOM pasgene gorkHa ObiTb npeacTaBneHa WHdopMmauus ¢ u3noxeHuem oblumx uenen u 3agad
NPOBEAEHHOro UCCreaoBaHus.

9. MnaH uccnepoBaHus



9.1. O6LWwmMI An3ariH 1 NNaH-onMcaHne nccneaoBaHus.

Obwuii nnaH wccrnefoBaHWs W AusaiH  (KOHUrypaumsl) uccnegoBaHus (Hanpumep, napannenbHbIR,
NepeKpPecTHbIN) AOMKHbl ObITb OMMCaHbl KPaTKo, HO SICHO C WCNOMb3oBaHWeMm rpadukoB u Awvarpamm (npu
HeobxoanmocTu). Ecnu B ApyrMx nccnegoBaHUsiX UCMOSb3YeTCs MOXOXUWA NPOTOKON, MOXeT ObiTb MoMne3HbIM AaTtb
CCbIfIKy Ha TaKoW MPOTOKON M onucaTk Nobble 3Ha4YMMble OTNMYMA OT Hero. [lefcTByowwan pegakums npoTokona un
nobble M3MeHeHNs1 OOIMKHbI ObITb BKMIOYEHbI Kak npunoxeHus 16.1.1 Kk otdyeTy (cornmacHo pybpukauumn pasgernos
oTyeTa, yKkasaHHOW B HacTosLlen 4YacTu gokymeHTa), a obpasel WPK (Tonbko yHuKanbHble cTpaHuubl; T.e. 6e3
BKIMIOYEHMSA MOEHTUYHBIX CTPaHUL, KapTbl, OTHOCALLUMXCA K pasHbIM BU3WTaMm) B Buae npunoxeHus 16.1.2 k otyety
(cormacHo py6pukauun pas3genoB oOTyeTa, YKasaHHOW B HacTodwen YacTu [okymeHTta). Ecnu  kakas-nubo
nHdOopMaLusa B 3TOM pasaene oTyeTa B3dTa U3 ApYrMx NCTOYHMKOB (MOMUMO NPOTOKOMA) UX criedyeT yKasaTb.

MpeacTaBneHHas nHopMaumMs JOMKHa BKOYATb:

n3yvyaemMble MeToAbl eveHns (KOHKpeTHbIe npenapartsl, 403bl U npoueaypbl);

nccnegyemyro Monynauuio NauMeHToB W KOMMYECTBO MaLMEHTOB, KOTOpble AOSKHbI ObiTb BKMOYEHbI B
uccnegosaHue;

CTeneHb W MeToA ocnenneHus (MackupoBKku) (Hanpumep, OTKPbITOe, ABOWHOE crernoe, NpocToe cneroe,
ocrenneHne aHanuTMKoB M HEOCNENNeHNe nNauneHToB 1 (Mnu) nccrnegosarenen);

BWA, KOHTponsa (Hanpumep, nnauebo, OTCYTCTBME NEYEHWUsi, aKTUBHLIN KOHTPOMb, KOHTPOMb «A03a-adhdekT»,
NcTopMYECKuii (PETPOCNEKTUBHBIN)) 1 KOHUIypaumio nccrnegoBaHus (napannensHas, nepekpectHas);

MeToZ pacnpegeneHus cybbekToB No nccrnegyemelm rpynnam (pargomMusaums, ctpatudukaumn);

nocnegoBaTenibHOCTb U NPOAOIKUTENBHOCTL BCEX MepuModOB UCCIeAoBaHWs, B TOM 4ucne nepuoaa,
npeaLwecTByOLEro paHgoMu3aumn, M nepuoja HabnogeHns nocrne MpoBeAeHUs NedeHus, nepuoga OTMEHbI
Tepanuu 1 nepmuoga NPoCToro Crenoro U ABOMHOro crienoro nedeHus. JomkHo ObiTe Yka3aHo, Korga naumeHTbl Obinu
paHoOMM3MPOBaHbl. PekoMeHayeTcs ykasaTb Au3aliH B BuAe rpaduyeckort CXembl, BKMIOYaloLen XPOHOMOoruto
NpoBeAEHHbIX OLIEHOK (B COOTBETCTBUM C dhopmamu rpadmyeckux cxem npunoxenusa Ne 4 k Npasunam);

nobble kKoMuTeTbl N0 6€30NacHOCTN, MOHUTOPUHIY AaHHbIX UMW cneunanbHble pyKOBOASALME MMM OLEHOYHbIE
KOMUTETBI;

nobble NPOMEXYTOYHblE CTAaTUCTUYECKNE aHanM3bl U OLIEHKM.

9.2. ObocHoBaHWe Au3aiiHa UccneaoBaHus, B TOM YMcre Bblbopa KOHTPOMbHbIX rpymn.

Heobxogmmo obocHoBaTh BWA BbIOpaHHOrO KOHTPONSA U Au3aiHa uccnegoBaHuns. HekoTopble acnekTbl AnsaviHa
uccrneaoBaHus, HyXxaatoLWwmecs B pacCMOTPEHNM, NpeacTaBneHbl HUXe.

B uenom, BbIAensAT cneayoLme KOHKYPEHTHbIE KOHTPOSbHbIE FPYNMbl (FPYMnbl CPAaBHEHNS):

nnauebo-KoOHTPOnb;

KOHTPOIb C OTCYTCTBMEM NEYEHUS;

aKTUBHbIV KOHTPOSb;

noabop 4osbl;

NCTOPUYECKUNIA KOHTPOIb.

B pononHeHue K onMucaHWio BuAa KOHTPONS, APYTMMMU KIOYEBbIMW OCOBEHHOCTAMW AM3ariHa cyMTaloTcs
MCMorb3oBaHNe MEepPeKPeCcTHOW KOHUrypaummn (Cxembl) U BblGOp NauUMEHTOB C onpedeneHHbIMU COCTOSIHUAMU B
aHamHese: Hanpumep, YyBCTBUTENbHOCTBIO UMW PE3UCTEHTHOCTBIO K OnpedeneHHoOMY nekapCTBEHHOMY npenapaty
Unu rpynne nekapcTBeHHbIX npenapaTtoB. Ecnn He nmpumeHsinack paHgoMmsaums, HeobxoaMMO OBBLACHUTBL, Kakue
MEeTOoAbl MCMONb30BaNMCh A8 UCKMIOYEHNS cMcTeMaTnYecKkorn owmnbkmn otoopa (systematic selection bias).

HeobxogMmMo ¢ nosvuuin wudydyaemoro 3aboneBaHuMsi WNUM  MNPUMEHSIEMOrO BMAA HeYyeHus OOBbSCHUTb
noTeHumarnbHble UMK 3apaHee N3BEeCTHble 3aTPYAHEHNS, 00yCNoBMneHHble BbIGpaHHbIM AU3aiHOM UCCNedoBaHus Unn
KOHTPOMbHON rpynnon. Tak, ANs NepekpecTHOro AusaiHa, B TOM 4ucre crnedyeT npedycMoTpeTb BO3MOXHOCTb
CMOHTaHHOIo M3MEHeHNs TeyeHns 3aboneBaHusi B XOA4e UCCnefoBaHns U BO3HMKHOBEHNS adhdpekToB nepeHoca.

Ecnn metogom yctaHoBneHns adpdeKTMBHOCTM BbIOpaHO MOATBEPXKAEHME SKBMBANEHTHOCTW, MPU KOTOPOM
9p(PeKTMBHOCTb HOBOrO BUAA NEYEHUA HE HMXKe OMpederneHHOro nopora Nno CPaBHEHWUIO C NPU3HAHHLIM BUAOM
neyeHnss (He MeHbwas 3MPEKTUBHOCTL), HEOOXOOAMMO pPacCMOTPEeTb BO3MOXHbIE 3aTPyAHEHMS B CBA3W C
BbIOpaHHbIM Ou3aiHOM uccrnegoBaHus. B yactHocTn, Heobxoommo 060CHOBaTh, YTO BbIOpaHHbIM AM3aiH CNOCO0eH
YCTaHOBUTb  pasnuuus  mexay addektBHon u HeaddeKkTMBHON Tepanuven. [na 3Toro pekomeHayeTcs
npoaHanuanpoBaTb NOA06HbIE, paHee NPoBeAEeHHblE NCCeA0BaHNS B KOHTEKCTE KIoYeBbIX OCOOEHHOCTEN An3aiiHa
(BbIOOP MauUMEHTOB, KOHEeYHble TOYKW, ANWUTENbHOCTb, [03a npenapaTa, SIBMSOLLErocs akTUBHBIM KOHTpOMeM,
COMyTCTBylOLasA Tepanus U Ap.), NOATBEPXAAloWmMe CTOMKYI0 CMOCOBHOCTb BbISIBNATL NPEBOCXOACTBO aKTMBHOIO
KOHTpons Hag nnaue6o. Heobxogumo onucaTe MeTodbl BbISBAEHWS pasnuuuii Mexgy 3dddeKkTuBHON K
HeaddekTMBHOW Tepanven. Hanpumep, Hannunem 9MPEHEKTVBHOCTM MOXHO CuUMTaTb 4YeTKoe pasnuuve (Ha
OCHOBaHMN paHee MpOBEeAEHHbIX WMCCNEeAOBaHWA) Mexay rpynnon NauuMeHTOB, MOryYaBLUMX FeYeHWe W rpynmnow
nauMeHToB, He MOoMnyYaBLUEN neKkapCTBeHHbI npenapat. Mepow 3ddeKTMBHOCTU MOXET CryXWUTb WU3MEHEeHue
3HayeHuss LEeneBoOro mnokasatend OT WCXOAHOrO YPOBHS WNW  APYroW  KPUTEpPWUA, Hanpumep, KONMYeCTBO
BbI3JOPOBIEHNA WM  BbbkMBaemocTb. [locTkeHne Takoro pesynbtata OyaeT nogTeBepxaaTb CMOCOGHOCTb
nccrnepoBaHnsa YCTaHOBUTL Pasnuuns mexay addekTUBHbIM U HeIEKTUBHBIM NeKapCTBEHHBIMY MpenapaTtamu.
Heobxoaumo Takxke 060CHOBaTh, YTO B XOA4e UCCNefoBaHUsi rpaHvua He MeHbluel addekTMBHOCTH (6e30nacHoCTM)
(menbTa) He Obina nNpesbILLEHA.

Ocoboe obocHoBaHMe B OTYeTE criegyeT NpeacTaBuTb B OTHOLLEHUWM MPUMEHEHWUSI MCTOPUYECKOTO KOHTPOIS,
NpMMEHeHNe KOTOpPOro B MCCreaoBaHUM MMEeeT PSA OrpaHuveHuin (CNOoXHOCTb obecneyeHus ConocTaBMMOCTM
CpaBHUBaEMbIX pynmn, HEBO3MOXHOCTb «OCIEMMeHnsa» uccriegoBatenen, N3MeHeHne noaxodoB K IEYEHUI0 unn
TeyeHus 3abonesaHus, pasnuuug, obycnosneHHble achdekTom nnauebo).

HekoTopble apyrme ocobeHHOCTU An3aliHa uccnegoBaHust Takke TpebyoT ob6ocHOBaHUS, B TOM YnChe Hanuune
UM OTCYTCTBME OTMbLIBOYHOTO Nepuoda v ANUTeNbHOCTb Neproaa feveHusi, 4To 0COBEeHHO BaXHO MPW XPOHUYECKUX
3aboneBaHusx. Ecnn 310 He ABnNsieTcA o4eBMAHbLIM, TO HEOBXOAMMO Takke obocHoBaTb BbIOOP A03bl M MHTepBana
Ao3vpoBaHus. Hanpumep, o6bl4HO HeadbdpekTBEH NpueM 1 pas B CYTKM NeKapCTBEHHOro npenaparta C KOPOTKUAM



nepvogoM MnonyBbIBEAEHUsT ANst KOTOporo adypekT TeCHO CBA3aH C ero KoHueHTpauven B nnasme. Ecnn B pamkax
nccneaoBaHNa MPUMEHSIETCA TakoW pexuMm [03MPOBaHMSA, ero Heobxogumo o6ocHOBaThb, Hanpumep, TeMm, 4TO
NPOAOIIKUTENBHOCTL (PapMakogMHamnyeckoro adpdpekta npesbilaeT AUTENbHOCTb HAaXOXOEHWUS NeKapCTBEHHOro
npenapata B KkpoBu. HeobxodAuMmMo onucaTb WUCMOMb3OBaHHbIE MPOLEAYypbl, HanpaBfeHHble Ha YCTaHOBMEHWe
adppekTa «yckonb3aHua» OT OEUCTBUS Mnpenapata B KOHUE WHTepBana A03VMPOBaHWSA, Hanpumep, onpedereHvie
OeNCcTBuSA npenapata nepeq npueMoM ouvepegHou [o3bl. B uccrnegoBaHum pos3a-achdpekT ¢ napannenbHbiM
An3anHom HeobxoamMMo Takke 060CcHOBaTh BbiOpaHHbIN Anana3oH 403.

9.3. Bbibop nsyyaemow nonynaumm.

9.3.1. Kputepun BkrntoveHus. B oTyeTe OomkHbl ObiTb OnMcaHbl NONyNAUMSA NauMEHTOB W KpuTepun oTbopa,
ucnosnb3yemble AN BKMNOYEHVSA NALMEHTOB B MWCCNefoBaHWE, W NpoaHanu3vMpoBaHa MpUrogHOCTb M3BpaHHON
nonynauMn ans uenen nccnegosanus. JomkHbl ObiTb NpeacTaBneHbl KOHKPETHbIE NCNOMb3yeMble AUarHoCTUYeckme
KpUTEpUN, a TakkKe KOHKpeTHble TpeboBaHua Kk 3abonesaHuio (Hanpumep, onpeAerneHHas CTeneHb TSHXeCTU U
NPOJOIKMUTENbHOCTL  3aboneBaHusi, pe3ynbTaTbl aHanM3a KOHKPEeTHbIX nabopaTopHbIX Mokasatenen wmm
PEenTUHIOBOW LUKanbl, dwusukansHoro obcnefosaHns, ocobeHHOCTM aHaMHe3a (Heyhada unu ycnex npegbiaywien
Tepanuu) unu apyrue noTeHumanbHble NPorHocTudeckme daktopbl 1 niobble BO3pacTHbIe, NOMNOBLIE UMW ATHUYECKME
akTopsl.

[ormxkHbl GbITb onucaHbl KpuTepum oTbopa WM nobble AOMONMHUTENbHbIE KpUTepuu paHgoMmusauun (oTbop
naumneHToB B rpynny C MpMMeHeHuMeM uccriegyemoro npenaparta). [lpy HanuyMm ocHOBaHWW MonaraTtb, YTO Mpwu
npoBeAeHUn nccnegosaHus Bbinv AONOMHUTENbHBIE KPUTEPUU BKITIOYEHUS B HErO, He OnpederfieHHble B MPOTOoKone
uccnepoBaHns, [OOMKHbI ObiTb  OBCYXXAEHbl WX BO3MOXHble nocrneacTsvs. Hanpumep, ecnm  HekoTopble
uccrnegosaTtenn MOMMW  UCKMIYaTh UM NepesBoauTb B [pyrMe WCCNenoBaHus MNauueHToB, KOTopble WUMenu
onpepeneHHble 3abonesaHns NNy onpeaeneHHbIe UCXOAHbIE XapaKTePUCTUKK.

9.3.2. Kputepun HeBknodeHus. [lomxHbl ObITb yYKasaHbl KpUTEPUM NS HEBKMIOYEHNS NauneHTa B uccnegosaHme
Ha atane oTbopa, a Takke 060CHOBaHWE 3TUX KpUTEpPUEB (Hanpumep, ¢ No3numn 6esonacHOCTN, aAMUHUCTPATUBHbIE
MNPUYMHBI WM HENPUIOAHOCTb ANA  uccrnefoBaHus). BnusHue KpuTepueB HEBKNIOYEHUS Ha BO3MOXHOCTb
pacnpocTpaHeHns pesynbTaToB WCCMeAOBaHWSA Ha BCIO MOMYMsALUMIO B LENOM AOMKHbI ObiTb NpoaHanv3vpoBaHbl B
pasgene 13 otyeta 06 mccnegoBaHuM (CormacHo pybpuKauvn pasgenoB OTveTa, YKasaHHOW B HacToswen 4actu
AOKyMeHTa) nnmn B 063ope 6e3onacHocTn n adhpeKTBHOCTU MOAYNSA 2 PerncTpaumnoHHOro JOCbe Ha flekapCTBEHHbIN
npenapar.

9.3.3. Kputepumn WCKMOYEHUA U3 KIMHUYECKOW WM aHanUTUYeCKOW 4actu muccrieqoBaHusa. LOmkHbl ObiTb
OonucaHbl 3annaHVpPOBaHHbIE NPUYMHBI UCKIIOYEHUSA MauMeHTOB M3 TepanuuM UM OCHOBHOrO HabnwogeHusa (npu
HanmuMyuMu), a TaKKe OnuCaHbl XapakTep W NPOAOIPKUTENbHOCTL N0OOro 3annaHMpOBaHHOIO MOcneayLwero
HabnogeHnsa Ans AaHHbIX NauneHToB.

9.4. JleyeHue.

9.4.1. HasHayeHHoe neyeHve. [OmkHblI ObiTb OMMCaHbl TOYHblE METOAbl FeYEeHUs WNN AUarHoCTU4eckue
CcpeacTBa, NMpYMeHsieMble B KaXA0W rpynne nauneHToB 1 nepruoae UccnefoBaHns, B TOM Yncnie cnocobbl BBeAeHus,
A03bl N CXEMbl NPUMEHEHUS.

9.4.2. Onucanwue nccnegyemoro npenapaTta. B otyeTe AomkHbI ObITh NPUBEAEHBI CrieaytoLmne CBeAeHNs:

KpaTkoe onucaHvWe wuccrnegyemoro npenapaTta (3KcnepumeHTanbHOro npenapata) (nekapcTtBeHHas dopma,
[O3UpoBKa, Homep naptuu). Ecnn mcnomb3oBaHa He 1 cepusa uccriegyemoro npenapata (3KCnepumeHTanbHOro
npenapara), nauveHTbl, NoMyyawlMe npenapat u3 Kaxaon napTuu, AOMKHbl ObiTb MAEHTUMUUMPOBaHbI B
npunoxexun 16.1.6 k oT4eTy (cornacHo pybpukauuv pasgenos OoT4eTa, yKasaHHOW B HACTOSALLEN YacTh JOKYMEHTA);

WCTOYHMK MonyyeHns nnauebo n npenaparta cpaBHeHus. Mogndvkauma npenapata cpaBHEHUst OT UX OBbIYHOM
KOMMepyecko hopMbl BbiNycka A0oMmKHA ObITb ykasaHa B oT4eTe, U AOMKHbI ObITb NpuBeAeHbl NpeanpuHATLIE Mepbl
Ansa obecneyeHus Toro, YTobbl B pesynbTate Mogudukaumm buonormyeckasi 4OCTYMHOCTb He Obina nsmeHeHa;

fiorncTUka NoCcTaBoOK AN ANUTENbHbIX UCCReAOoBaHWi, B KOTOPbIX MPUMEHSIOTCA nccnedyemble npenapatbl C
OrPaHNYEHHbIM CPOKOM TOAHOCTW MW  HEMOMHbIMU AaHHbIMW O cTabunbHocTM. CBefeHMs O MNpUMEHEHWM
uccriegyemMbix nNpenapaTtoB NMocne UCTEeYeHUss Cpoka MX rogHOCTU U MAaeHTUUKaUUS NonyyaBLUINX X NaLWUEHTOoB, a
Takke B Criy4ae Hanm4umsa ocobbix TpeboBaHMIM K XpaHeHWIo - 3TN TpeboBaHNs K XpaHeHuHo.

9.4.3. Metoabl pacnpegeneHnss cybbekToB wccnegoBaHws no rpynnam. MeTtoabl, ucnonb3yemble Ans
pacnpefgeneHusi cybbekToB MWCCrefoBaHWs MO TepaneBTUYEeCKMM [pynnam, Hanpumep, LeHTpann3oBaHHoe
pacnpepfeneHue, pacnpefeneHve B pamkax OTAeNbHbIX yu4pexaeHnin, aganTMBHOe pacnpeeneHne (pacnpegenexume
Ha OCHOBaHWW paHee MOSyYEHHON OLIEHKN WM OTBETa Ha fleyeHne) AOMKHbl ObiTb OnucaHbl B TEKCTe OTyeTa,
BKMOYas npoueaypbl cTpatndukauum unu Bolibopa pasmepa 6nokoB Ans paHgomu3auuu. Jliobble ocobeHHoCTH
pacnpegerneHvs nauMeHToB AOMKHbI ObITb MPOaHan“3npoBaHbl B OTAENLHOW YacTu AaHHOIo pasgena oTyeta.

MoppobHoe onucaHwe MeToAa paHOOMM3auUMKM, BKIKOYAs OMMCaHWe MEeTOAA BbIMOJNIHEHWS, OOIMKHO ObiTb
NpuMBEOEHO C yKasaHWeM CCbINTIOK Ha MCTOYHMKM B NpunoxeHun 16.1.7 Kk oT4eTy (cormacHo pybpukauum pasgenos
OTYeTa, YKa3aHHOW B HaCTOsWEeN 4YacTM [JOKymeHTa) (npu HeobxogumocTtu). Tabnuua, cogepxawias Koabl
paHaoMU3auMu, AEHTUMUKALMOHHBIN KO NauMeHTa B WUCCReAoBaHWM W Ha3Ha4YeHHOe reveHue, Takke OOSbKHa
ObITb MpeAcTaBneHa B MPWUMOXeHUW. B MHOroueHTpoBOM uvccrefoBaHuM UHGOpMaums B OTYeTe AOMKHa ObiTb
npegocTaBneHa no LeHTpam B oTgenbHocTU. [JormkeH OblTb NOSICHEH METOZ CIy4aHOro reHepMpoBaHUsA HOMEPOB.

Ona wvccnegoBaHu C  PeTPOCMEKTUMBHBIM KOHTPOSIEM BaXHO OOBACHMTb, KakMum obpa3om Obin BblOGpaH
KOHKPETHbIA KOHTPOIb, KAKOW anbTepHaTMBHBIA PETPOCMEKTUBHBIN KOHTPOMb paccMaTpuBancs (Mpu HanuymMmn) u Kak
nonyYeHHble pe3ynbTaTbl CPaBHUBANMCH C UCMOb3yeMbIM KOHTPOMEM.

9.4.4. Boibop no03 ong u3dyyenus. [o3bl v gnanasoHbl 403, UCNOMNb3yeMble B MCCNeQ0BaHWUU, AOMKHbI ObiTb
npvBeAeHbl MO BCEM BuAam Tepanun 1 OOMMKHO ObiTb OMMCaHO OCHOBaHWe Ans ux Bblbopa (Hanpumep, OaHHble O
npeaLwecTByIOLLEM ONbITe Y 04N U XKNBOTHBIX).

9.4.5. Boibop 403, BpEMEHM U MHTepBana npuema npenaparta Ans Kaxgoro nauveHta. Heobxogumo onucatb
npouedypy noabopa [o03bl UccregyeMoro npenaparta U npenaparta cpaBHEHUS (aKTMBHOMO KOHTPONS) AN Kax4oro
nauueHTta. Takue npoueaypbl MOTYT 3aknioyaTbCH Kak B NPOCTOM ChyyYalHOM BblOope hMKCMPOBaHHOW [03bl MNn



pexuma [03vMpoBaHus, Tak M B ocobom nogbope Ao3bl unv nogpobHo paspaboTaHHOM MexaHu3Mme oTbopa,
OCHOBAHHOM Ha WHAMBUAYyanbHOW peakuun naumeHTta, Hanpumep, ecnv MoBbIleHne [03bl NPOUCXOAUT BMMOThL A0
MaKkCcMMarnbHOW MepeHoCUMON [03bl UNK onpefeneHHoro pesyrnbtata. [pu Hanuunuu TakTUKU CHUXEHWS O03bl, ee
Takke Heobxognmo onuncaTb.

Cpokn fo3npoBaHus (Bpemsi CyTOK U MHTEpBar) U COOTHOLLEHNE A03MPOBaHWA C MpUemMamMmn UL AOSKHbI BbiTb
onucaHsbl, 1, €Crv OHN He BbINK yKkasaHbl B NPOTOKONE, 3TO AOMKHO BbiTb OTMEYeHOo B oT4eTe 0cobo.

[omxHbl 6bITb OnMcaHbl Nobble KOHKPETHBIE MHCTPYKLUW AN NaLMeHTOB O BPEMEHN U cnocobe nprema Jo3sbl.

9.4.6. MackmpoBka AaHHbIX («cnenow» meton) (npu Hanuuuu). [omkHO ObITb NpeaocTaBneHo onucaHwe
KOHKpEeTHbIX npouenyp, MCnonb3yeMbiX Ans MacKMpOBKWM AaHHbIX (Hanpumep, cnocob MapKMpoBaHUS YNakOBOK,
MCMorb30BaHNe 3TUKETOK, KOTOPbIE PacKpbIBalOT KOAbl MacKMpOBKW, 3aneyaTaHHbIX nepeyvHelnt kogoB (KOHBEpTOB),
TEXHUKN ABOWHOW MMuTaumm). B Tom ymcne AOmkHbl ObiTb OMMCcaHbl 0BCTOATENLCTBA, NPU KOTOPbIX AOMyCKanoch
HapyLleHne MackMpoBaHWS OZHOrO0 WM BCEX MaUWMEHTOB (Hanpumep, B Cryvae CepbesHbiX HexenaTtenbHbIX
ABNEHUN), NCnomnb3yemMble NPy 3TOM NPOLEAYPbl, a Takke nepeyeHb Nuu, MMEeKLMX AOCTYN K Kogam nauueHToB.
Ecnn nccneposaHme no3eonano oTAenbHbIM uccnegosatensaM 6biTb MHHOOPMUPOBAHHBIMU O Kypce NMpPOBOAUMOrO
neyeHus (Hanpumep, AN BO3MOXHOCTN CKOPPEKTUPOBaTL PEXMM NPUMEHeHNs npenapara), Heo6xoAMMo 06 bACHUTL
npoueaypy 3awuTbl Apyrux nccnegoBaTenemn ot packpbiTna MHopmaumu.

[ormxHbl ObITb ONMCaHbl Mepbl, NPUHATLIE ANA obecneveHnst Toro, YTobbl uccnegyemMbln npenapaT u nnauebo
ObINY HEOTNMYUMBI, U NPUBEAEHbI AoKasaTeNbCTBa TOT0, YTO OHM BbINU HEPasNMYMMbI MO BHELWHEMY BuAy, dopme,
3anaxy u BKycy. [omkHbl ObiTb OMUCaHbl Mepbl MO MPEAOTBPALLEHNIO HapPYLIEHNS MacCKMPOBKW AaHHbIX
nccneaoBaHna Ha OCHOBaHWM abopaTopHbIX U3MepeHun (Mpu Hanuumm). MNpu HannyYMnM KoMuTeTa NO MOHUTOPUHTY
AaHHbIX C [OCTYNOM K HEMacKMpOBaHHbIM [aHHbIM AOSKHbI ObITb OMMcaHbl npouedypbl, obecneyvBarowme
nogaepaHue obLien MackupoBKM uccnegoBaHusa. Takke JorkHa OblTb NosACHEHa npouenypa nogaepkaHus
MaCKMPOBKM BO BPEMS NMPOBEAEHNSA NPOMEXYTOYHbIX aHanM3o0B.

HeobxogMmo 0OOBACHWUTL, MOYeMy ANs CHWKEHUS CyObEeKTMBHOCTM OCMENMeHNs HEKOTOPbIX WM BCeX
HabnogeHun He TpeboBanock, HaNpPUMep, UCMOoNb3oBaHWe cPUrMoMaHoOMeTpa CO CryyYanHbIM Hynem (random-zero)
- YCTpaHsieT BO3MOXHYIO MCCIe[0BaTeNbCKyto CyObeKTUBHOCTb

npu UWHTeprpeTauuyM BeNWYMHbLI apTepuanbHOro AasneHus, a INeHTbl, MNOMyYeHHble MpU  XONTEPOBCKOM
MOHUTOPMPOBaHMK, 3a4aCTy0 paclUNdPOBLIBAIOTCA aBTOMaTUYECKM, YTO, NMPEANONoXMTENbHO, No3BonseT n3bexaTb
uccrnepoBaTenbckon cybbekTuBHOCTU. Ecnm ocnenneHve O6biNO >kenaeMbiM, HO HEBO3MOXHbIM, HeobXxoaMmo
OOBACHNUTL NPUYMHBI OTKasa OT €ro BbINOMHEHMSA U PacCMOTPETb NOocneacTBusA. B HeKOTopbIX crnyyasx ocrnennexHve
NpOBOAUTCS, HO 3apaHee U3BECTHO O ero HeCOBEPLUEHCTBE BCMEeACTBME OYEBUAHbLIX NEKApCTBEHHbIX peakuui no
MeHbLLUE Mepe Yy 4YacTu nauMeHToB (CyxOCTb BO pTy, Opaavkapaus, nuxopagka, peakumm B MecTe BBeAeHUs,
naMeHeHue nabopaTopHbIX NokasaTtenen). Takoro poga Nnpobnemsbl UnNy NoTeHuManbHble 3aTpyAHeHUs Heobxoanmo
3apaHee BbISIBUTb W onucaTb, NPeAnpUHMMAanMChb M MOMbITKU OLEHWUTb MX BEMUYMHY MNWN PeLunTb Ux (Hanpumep,
HeKoTOopble M3MePEeHNs MOrMN NPOBOANTLCA NMMLIAMKU, KOTOPblE HE UMENW NpaB pacKkpbiBaTb OCMENNEHNE).

9.4.7. TpepwecTtByowas n conyTcTBylowaa Tepanus. JomkHO ObiTb OMMCaHO, Kakue npenapatbl Wmu
npouedypbl OblNy pa3pelleHbl 4O M BO BPEMS MCCIeA0BaHNUs, ObIno Nu 3aperncTpypoBaHO MX UCMOfb30OBaHWE U
Kakum obpasomM, a Takke nobble Apyrve cneunduyeckue npasuna u nNpoueaypbl, CBA3aHHbIE C Pa3peLleHHON unm
3anpeLyeHHon conyTcTBytowen Tepanven. JomkHO ObiTb ONMCaHo, Kak pa3pelleHHas ConyTCTByloWas Tepanus
MOXeT NOBNUATL Ha pe3ynbTaT BCNeACTBNE B3aMMOAENCTBUS pasHbIX MpenapaToB Unu NpsaMoro ux BO3AenNCTBUA Ha
KOHEYHbIE TOYKM (OCHOBHbIE NEPEMEHHbIE) NCCNEeA0BaHNS N Kak MOryT ObiTb YCTAHOBIEHb! He3aBncnMble 3 deKTbI
CONyTCTBYIOLLEN N NCCNeayeMon Tepanumu.

9.4.8. Mepbl no obecnevyeHunto cobnogeHns pexuma neveHus. [JomkHbl ObITb ONUCaHbl Mepbl, NMPUHUMaeMble
Aana obecnevyeHns n ukcaumm B AOKYMEHTax COOMNIOAEHUS pexvma Tepanuu, Hanpumep, yyeT npenapaTos,
AHEBHUKM NaLMEHTOB, NoKasaTenn coaepxaHusa npenapaTta B KpoOBW, MOYE UMK APYIrNX XUAKOCTAX OpraHuama unm
MOHUTOPUWHI AeNCTBUA Npenapara.

9.5. laHHble abPeKTMBHOCTM 1 6E30NACHOCTW.

9.5.1. OueHunBaemble nokasarenu 3PdEKTUBHOCTU U BGeszonacHoCTM U Brnok-cxema. JormkHbl OblTb OLEHEHbI
KOHKpPETHbIe nokasatenu 3¢phekTMBHOCTU 1 6e30MacHOCTU 1 NpoBeAeHbl TabopaTopHbie nccrnegosaHus. MNpu aTom
AOIMKHbI ObITh YKa3aHbl pacnncaHne AHew OLEeHKW 3TUX nokasaTtenen (OHW NpoBeaeHus NccrnenoBaHmns, BpeMs CyTOK,
CBSA3b C NpuMemMamyt MUK, U KPUTUYECKUE CPOKW OLIEHKW MnokasaTernein no OTHOLUEHWUIO K Npuemy Uccrnesyemoro
npenaparta, Hanpvmep, HEeMoCpeACTBEHHO Mepen credylolen 00301, 4epe3 2 vyaca nocne A[o3bl), MeTodbl WX
N3MepeHus, a Takke nmua, OTBETCTBEHHbIE 3a N3MepeHune. Ecnun B cocTase nepcoHana, BbIMOMHAIOLWErO KIMHNYECKN
3HaYMMble N3MEPEHMS, MPOU3OLLININ U3MEHEHNS, OHW AOMKHbI OblTh yKasaHbl.

YactoTy u Bpemsi u3MepeHus nokasatenen 3S¢ddekTuBHOCTM KU Ge3onacHoCcTM cnegyetr oTobpaxatb B
rpacuyeckom Buae 6rnok-cxembl

(B cooTBeTcTBMM C npunoxeHnem Ne 4 k lMpasunam). JomkHbl ObITb yka3aHbl HOMeEpa 1 BPEMSi BUUTOB, WUIU
TONbKO BpPeEMs BM3NTOB (€CnyM  ykasaHbl TOMbKO HOMepa BU3WTOB [JaHHble TPYAHO BOCTMpPUHMMATbL WU
WHTepnpeTuposaTb). Takke cregyeT ykasaTb Bce crneumduyveckme WHCTPYKUMW ANS nauuMeHToB  (Hanpumep,
UCMnonb3oBaHWe NMU PYKOBOACTB MO NpUemy nsydyaemblx npenapaTos Unn NCNonb30BaHNE AHEBHMKA).

Onpepenenunsi, ucnomnb3yemble [AMS  XapaKTePUCTUKM UCXOAOB WUCCNedoBaHus (Hanpumep, KpuTepun
onpefeneHnss BO3HWKHOBEHWS OCTPOro  WHMApKTa MUOKapAa, YCTaHOBMEHWe rokanu3aumnm  MHapkTa,
XapakTepuCTMKa WHCYnbTa Kak TPOMOOTMYECKOro WNAM TreMopparnmyeckoro, pasnuuus Mexgy TpaH3UTOPHbIM
HapyLLUeHneM MO3roBOro KpoBoobpalleHNs U MHCYNbTOM, YCTaHOBIEHME NPUYMHBI CMEPTU) JOMMKHbI ObITh NOApPOo6HO
06bsACHeHbl. Jlobble MeToabl, UCMonb3yemble ANs CTaHAaApTM3auun WM CpaBHEHUS pesynbTaToB NnabopaTopHbIX
uccreaoBaHui Unu  Apyrmx KNuHudecknx uamepenun (Hanpumep, OKI, peHTreHorpadwuyeckoe wuccriegoBaHue
rPYAHON KNeTKM) Takke A0MKHbI BbITb onmcaHbl. 3T0 0CO6EHHO BaXXHO B MHOTOLIEHTPOBbLIX NCCNeA0BaHMsIX.

Ecnn nomnmo uccneposatens OUEHKY KIMHUYECKMX UCXOA0B OCYLLECTBAANN MHbIE Nuua (HanpuMep, CrnoHcop
UNN BHELLHAS KOMUCCUS OLEeHUBann peHTreHorpammbl unu IKIM nnu onpegensnu Hanumume y naumeHta WHCYnbTa,
OCTPOro WHdapKTa WNM BHE3anHoW cMepTH), Takux nuy HeobxoAMMO SICHO ykasaTb B oT4yeTe. Heobxoammo




MONHOCTBIO onucaTb Npoueaypbl, BKNOYas cnocobbl nogaepxaHus OCrenneHns n LeHTpanvM3oBaHHOro NpoBeaeHus
N3MEepeHUn N nHTepnpeTaumm nx pesynbTaTos.

[ormxkHbl ObITb  OnMUCaHbl CrMocobbl NOMyYeHUs [aHHbIX O HexXenaTtenbHbIX fABNeHuax (JobpoBonbHoe
coobleHre, 3anofHeHne aHKeT WM Onpoc), a TakKe MCMOMb30BaHHble CreunanbHble PeVTUHIOBble LUKambl W
cneunanbHO 3anfiaHMpoBaHHble MOCMNeAywne npouedypbl, HanpasfieHHble Ha YCTpaHeHWe HexenaTenbHbIX
ABMEHVI, UK 3annaHMpoBaHHas npoueaypa npobHoro BO306HOBNEHUS Npvema npenapara.

[omxHbl BbITb OnMcaHbl BCE UCNOMb30BaHHbIE OLIEHKN HEeXenaTenbHbIX ABNEeHUA nccnegosaTenem, CoHCOpoOM
UNN BHELLHEN rpynnon (Hampumep, oueHKa no CTeneHn TSXKECTU UNW No BEPOATHOCTU TOro, YTO HexenaTternbHble
ABMEHNA BbI3BaHbl UccnegyemMbiM npenapaToM). JOmkHbl yKasbiBaTbCA KPUTEPUM TaKMX OLEHOK (NMpW Hanuuuu) u
SICHO YyKa3aHbl CTOPOHbI, OTBETCTBEHHbIE 3a OuUeHKY. Ecnn adpdektmBHOCTL unn 6e3onacHoCTb GbINU OLEHeHbI No
KaTeropuanbHon, 6annbHON LWKane v Ap., A0MKHbI ObITh NpeAcTaBneHbl KpUTEPUW, UCMOfb3yeMble AN MPUCBOEHUS
6annos (Hanpumep, onpegeneHne 6annoB Ha Lwkane). B MHOroLeHTPOBLIX NCCNeAoBaHMAX HeobxoaMMo ykasaTb,
Kakmm obpa3om meTodbl Obinu CTaHAAPTU3NPOBAHSI.

9.5.2. CooTBeTcTBMNE M3MepeHnn. Ecnu kakaa-nmbo us oueHok addpektmBHoCcTM nnm 6esonacHoCTU He Gbina
CTaHAapTHOW, TO eCTb He fABnAnacb O6LEenpuHATON, MPU3HAHHO HAAEXHOW, TOYHOW W 3Ha4YMMmon (cnocobHown
pasnuyaTb aPdeKTUBHbIE U HEADEKTMBHLIE NpenapaTbl), ee HageXHOCTb, TOYHOCTb U 3HAYMMOCTb AOSMKHBI ObIThb
AOKyMeHTanbHO noarsepxaeHbl. CneayeT onucatb B AAHHOM pasfene otyeTa pacCMOTPEHHbIE, HO OTKIMOHEHHbIe
anbTepHaTMBbI.

Ecnm B KayecTBe KOHEYHOW TOYKM WCCREAOBaHWSA WCMOMb3oBanacb CypporatHas KOHeYHas Touka
(nabopaTtopHble MokasaHus, U3NKanbHOE W3MEepeHue WNW MNPU3HaK, He SBMSAILWMIACA MpsSMbIM MokasaTenem
KMMHWYECKOro pesynbTarta), 370 AOMKHO ObiTb 060CHOBaHO, HaMpWMep, CO CCbIIKOW Ha KIWHUYECKMe OaHHble,
ny6nvkaummn, pyKoBoACTBa UNW peLLeHns YNONHOMOYEHHbIX OPraHoB.

9.5.3. lNMepBunyHbIe NokasaTenu agdekTmBHocTM. Heobxoammo NnoapobHO NepevncnnTb NepBUYHbBIE NOKasaTenm
W KOHEeYHble TOYKM, WMCMONb3OBaHHbIE ANA YyCcTaHoBNeHus 3ddeKkTMBHOCTU. HecMoTps Ha TO, 4YTO KIHOYEBblE
nokasatenu 3adPeKTMBHOCTM MOrYyT KasaTbCA OYEBUOHBLIMW, MPU HaNWYMM MHOXECTBA MEepPeMEHHbIX WUIn Npu Ux
MHOrOKpaTHOM U3MepeHUN B NPOTOKONe HeobX0AMMO ykasaTb NepBUYHbIE Noka3aTenun adMEKTUBHOCTH

(c obocHoBaHMeM ux Bbibopa) Unn onpeaenvTe Habop 3HaYMMbIX NapamMeTpPOB UMW APYro MeTon, rpynnmpoBKn
MHGOPMaLMK, KOTOPbIA MOXHO MHTEPNPEeTUPOBATh Kak nokasaTtenb addekTMBHOCTU. Ecnn nepBuyHbIe nokasaTenu B
NPOTOKOSE He yKasaHbl, B oT4eTe 00 mccrnefoBaHWM HeOBXOAUMO MpeacTaBUTb OOBACHEHMS, Kak 3TV KhoueBble
nokasatenu 6binn otobpaHbl (Hanpymep, Ha OCHOBaHWW NybnuKaunin, pyKOBOACTB WM PELUEHWUIA YNOMHOMOYEHHbIX
OpraHoB) WM Korga OHW Obinn BbISABNEHbI (OO MNW MNOCNe 3aBepLUeHUs WCCNEefOBaHWs M CHATMSA OCnenneHus).
Heobxoaumo ykasaTb, 6bin nn nopor ahdekTMBHOCTY ONMCaH B MPOTOKOrE.

9.5.4. 'amepeHune koHUeHTpaummn nekapctea. Jliobble namepsaemblie KOHLEHTpauuy npenapara, a Takke Bpems u
nepvogdbl oTbopa 06pa3uLoB MO OTHOLUEHWUIO KO BPeMeHW MPUMEHEeHUs npenapaTa AOSKHbl OblTb onucaHsbl. Jliobas
CBSI3b NMpVMMeHeHust npenaparta u otbopa Mpob ¢ nNpueMamy MULLK, NOSIOXKEHWEM Terna U BO3MOXHbIM 3dEKTOM
npuema ConyTCTBYIOLLEro nekapcTea (ankorons, kodenHa, HUKOTUHA) Takxke AormkHa ObiTb ykaszaHa. [JormkHbl ObiTb
onucaHbl Bug bruonornyeckoro obpasua, obpaboTka 06pasLoB 1 METOS4 N3MEPEHUS CO CChISIKOM Ha onybrmMKoBaHHYo
M (MNn) BHYTPEHHIOI BanMAAUMOHHYIO [AOKYMEHTauuio No npouedype MWCCrefoBaHWs Ans  XapakTepucTUKu
mMeToponormyecknx ocobeHHocTen. Ecnv B oueHke hapMakOKMHETUKM BaXKHbIMW CHUTaKOTCS W Apyrve dakTopbl
(Hanpumep, pacTBOPMMbIE LMPKYNUPYIOLLIME peuenTopbl, (YHKUMS MOYEeK WnM MeveHun), CPOKM W NnaHbl Mo
N3MEpPEHMNIO 3TMX (PaKTOPOB TaKKe AOMKHbI ObITb YKasaHbl.

9.6. ObGecneyeHne kayecTBa OaHHbIX. [OmMkHbI OblTb KpPATKO OMMCaHbl CUCTEMbI OGecrneyeHus KadecTBa U
KOHTPOns kayecTBa, BHeApeHHble Ansa obecneveHns KavecTBa AaHHbIX. Ecnn Takne cuctembl He MCMONb30Banuchb,
3TO AOMKHO ObITb ykasaHo. [lokymeHTaums no MexnabopaTopHbiM MeTodam CTaH4apTv3aumm M npoueaypam
obecneyeHus kayecTBa (MpPW HanmuuuM) AokHa ObITb MpeAcTaBfieHa B COOTBETCTBMM C npunoxeHunem 16.1.10 k
OTYeTy (cornacHo pybpukaummu pasgenos oT4eTa, ykasaHHON B HACTOSILLEN YacTu JOKYMEHTa).

Jliobble mepbl, MpUHATBIE B MCCNEAOBATENbCKOM LEHTPE WM LEHTPanu3oBaHHO B Lenax obecneyeHns
MCMOMNb30BaHNA CTaHOAPTHOW TepMuHonormm wn cbopa TOYHbIX, MOCnefoBaTenbHbIX, MOMHLIX U AOCTOBEPHbIX
AaHHbIX, Hafmpumep TPEHWHIM, MOHUTOPWHI  UCCrefoBaTenen nepcoHarnoM  CrioHcopa  WCCnedoBaHwus,
WHCTPYKTUPYIOLLME PYKOBOACTBA, MpOBEpPKa [AaHHbIX, NepeKpecTHble NPOBEPKW, WUCMOMb30BaHWE LEHTPanbHON
nabopartopuv AnNA NpoBefdeHVs OTAeNbHbIX aHanu3oB, LeHTpanu3oBaHHas paclumdposka OKI nnm aygutopckas
npoBepka [AaHHbIX, AOSKHbl OblTb onucaHel. CrnegyeT OTMeTWUTb, MPOBOAWMUCH NN KOHdpepeHuun Ans
uccrneposaTtenen, Unu NPUHMUMaNMCL NN Apyrue warv 4ns noaroToBKW uccrnegosaTtene n ctaHgapTMsaumnm paboTol.

Ecnun cnoHcop vcnonbe3oBan npoLeaypbl HE3aBYCUMOWN BHYTPEHHEN UNW BHELLUHEN ayaAMTOPCKOWM MPOBEPOK, 3TO
cnegyeT ykasaTb B AaHHOM pasfene OoTyeTa M onucaTb nogpobHo B npunoxeHun 16.1.8 k otyeTy (cormacHo
pyOpukaLumn pasgenoB OTYETa, YKasaHHOW B HACTOSLLEW YacTu OOKYMeHTa). B ykasaHHOM MpUITOXEHWUM AOMKHbI
ObITb NpeAcTaBneHbl cepTudukaTbl ayamTa (Mpu Hanuuum).

9.7. NpenycMOTpeHHbIE NMPOTOKOMNOM CTaTUCTUYECKUE METOAbI U onpeaerneHe pasmepa BbIOOpKM.

9.7.1. CtatucTudeckMin nnaH u nnaH aHanu3a. B npoTokone uccrnegoBaHusi OomkeH OblTb onucaH nnad
CTaTUCTMYECKOro aHanmsa 1 Bce ero n3mMeHeHusi, Npon3BefeHHbIe A0 NOMyyYeHns AaHHbIx 06 ncxopgax. B HacToswem
pasgene ortyeTa HeobxoAnMo MoApPoOHO onucaThe 3annaHWPOBaHHbIE COMIACHO MPOTOKOMY WCCIEeAOoBaHWUs, HO He
peanbHO BbINOMHEHHbIE aHanu3bl, CpaBHEHWUS WU cTaTucTuyeckne TecTbl. Heobxoaumo ykasaTb, NPOBOAWUMUCHE NN
M3MepeHns Kr4YeBbIX NokasaTenen 6onee 1 pasa, nNepeyncnnTb KOHKPETHbIE M3MepeHus (Hanpumep, cpefHee
3HayYeHne HEeCKONbKMX N3MEPEHU B TEYEHME BCEr0 NCCNEeAOoBaHUSA, 3Ha4YeHNs B OnpeaerieHHble BPEMEHHBIE TOYKM,
3HayeHus ANs 3aBepLUUBLUMX UCCIEeAOBaHWe CyObEeKTOB WM 3HAaYEeHUs B KOHLe Tepanuu), 3annaHupoBaHHblE Kak
OCHOBa AN CPaBHEHWI MeXay nccrnegyembiM npenapatom u KoHTpornem. CxoaHbIM 06pa3om npu Hannymm Gonee

1 aHanuTMyeckoro NogxoAa, Hanpumep, U3MeHeHne OT UCXOAHOro 3HaYeHUs!, aHanM3 HaknoHa KpUBbIX, aHann3
Tabnuy cmepTHOCTU, HeOb6XoAMMO 0603HaYMTL 3annaHMpoBaHHbIN noaxod. Takke Heobxogumo ykasaTb, Obina nu
npegycMoTpeHa B paMkax NepBUYHOrO aHanmaa nonpaska Ha KoBapuartbl.



Heobxogumo onucaTtb, OblNu N 3anfaHUpOBaHbl OCHOBAHWUSI Afst UCKMYEHWst M3 aHanusa nauMeHTOB C
cobpaHHbIMM  AaHHbIMKU. Heobxogumo ykasaTb, OblM NM  NPeayCMOTPEHbl  MOArpYnnbl, YbM pes3ynbTaThbl
aHanuaMpoBanucb oTAenbHO. Ecnv npyu aHanuse pesynbTaTOB MCMNOMb30BaNIUCh KaTeropuanbHble —LIKarnbl
(rmobanbHble OLeHOYHbIE LKarnbl, CTENEHN TSHKECTU, pe3ynbTaTbl ONpeaeneHHoON BENMYMHbI), X He0BXOAMMO YEeTKO
onpenennTb.

HeobxoamMmo onucatb 3annaHnMpoBaHHbLI MOHUTOPWHI pes3ynbTaToB MccneposaHui. Ecnu uccneposaHuem
OblNo NpegycCMOTPEHO yyacTue KoMuTeTa MO MOHUTOPUHIY AaHHbIX, NMOAKOHTPOMbHOrO WUNU HENOAKOHTPOMbHOro
CMnoHcopy, Heobxoaumo onucaTb ero CocTaB U onepaumoHHbIe NpoLeaypbl, a Takke npoueaypbl, obecneyvmBatoLme
COXpaHeHue ocnenneHnss wuccnegosaHusi. Heobxogumo onucatb 4acToTy M CyTb  3annaHUpOBaHHOIO
NPOMEXYTOYHOIo aHanums3a, ykasaTb BCe 3apaHee YCTaHOBIEHHble B NMPOTOKONE UCCrefoBaHUs o6CTOATENbLCTBA, B
CuIy KOTOpbIX MCcneaoBaHue [OMMKHO ObiTb MpekpalleHo, a Takke yKka3aTb BCe BHOCUMblE MO pesyrnbTatam
NPOMEXYTOYHOro aHanm3a CTaTUCTUYEeCKNEe KOPPEKTUBDI.

9.7.2. OnpegeneHne pasmepa BblOopkM. Heobxooumo npeactaBuTb 3anfaHUPOBAHHLIA pa3mep BbIOOPKM U
cnocob ero BbIYUCNEHMS, HanpuMmep, CTaTUCTUYECKME pacyeTbl UNU MpakTudeckue orpaHuyeHus. Hapsgy c
MeToAamu pacuyeTa pasmepa BblIGOpkM HeobOXxoouMO npeacTaBuTb 060CHOBaHWE pacyeToOB MMM CCbIMIKU Ha Takoe
obocHoBaHue. Heobxoanmo nprvBeCcTU OLEHKW, NCMOMb30BaHHbIE B pacyeTax, U 06bACHEHMUS, Kak 3TU OLEHKU Bblnu
nony4yeHol. B wuccnegoBaHusAX, HanpaBneHHbIX Ha MOATBEPXAEHWE pasnuuuMn Mexay MeTodaMy fedeHus,
Heo6X04MMO OroBOPUTb BENWUYMHY BbISBMISAEMON pas3Hvubl. B uccrnegoBaHUAX C NOMOXWATENbHbIM  KOHTPONEM,
HanpaBneHHbIX Ha MOATBEPXAEHME He MeHbluel 3(EKTUBHOCTM MO CPaBHEHUIO CO CTaHAAPTHOW Tepanuen,
onpeneneHne pasmepa BbIOOPKM [OSMKHO BKIKOYATb pPas3HuUy MexXay CpaBHMBaeMbIMM MeTodaMu, KoTopas
cunTaeTcst Hernpuemnemo 60sbLLION U MOXET ObITb UCKIIOYEHA B paMKax 3anflaHMpOBaHHOIO UCCreLoBaHMs.

9.8. MameHeHua B xoae NpoBedeHns nccrnegoBaHus unv B 3anfiaHMpoBaHHOM aHanmae.

JTio6oe nsameHeHne B NpoBeAeHNN UCCNENOBAHNS UMW NITAHNPYEMbIX aHanNM30B (HanpuMep, UCKIIOYEHNE KaKom-
nmbo 13 cpaBHMBAEMBbIX TPYMM MEYEHUs, U3BMEHEHME KPUTEPUEB BKIMIOYEHMS UK 4O03bl NMpenapaTa, KOpPeKTUpoBKa
pa3mepa BbIGOpKM 1 Ap.), UMEBLLEE MECTO NOoCre Havana uccrnegoBaHus, OMKHO ObiTb onncaHo. Bpems u npuymHbl
TaKMX U3MEHEHWI, NpoLEeaypbl, NCMONb3yeMble ANSA NPUHATUS PELLEHNS O BHEAPEHUN U3MEHEHWI, NULIA UNK rpynmbl
NN, OTBETCTBEHHbIE 3@ U3MEHEHWSI, XapaKTep U COAEPXKaHNe UMEHLLMXCS AaHHbIX U NepeyveHb fnL, KOTOPbIM OHU
ObINy AOCTYMNHbI HA AaTy BHEAPEHUS U3MEHEHUS], TakKe AOMKHbI ObITb OnNUcaHbl BHE 3aBUCMMOCTM OT TOro, Obino nu
U3MEHEHNE 3aJ0KYMEHTMPOBAHO B KayecTBe ouumnanbHON MonpaBku Kk NpoTokony unu HeT (B gaHHbI pasgen He
cnegyeT BKMoYaTb U3MEHEHUS B YacTU KadpOBblX MEpPEeCcTaHOBOK U pelueHuin). Jliobble BO3MOXHbIE NMOCneacTBus
M3MEHEHUI B 4YacTW WHTepnpeTauum pesynbTaToB MCCNEeOOoBaHWS OOSMKHbI OblTb KPaATKO OMUCaHbl B HACTOSLLEM
pasgene u Gonee nogpobHO B ApyrMx COOTBETCTBYHOLUMX pa3genax otyeta. B kaxgom pasgene otyeta OOSMKHO
OblTb NPOBEAEHO YeTKOe pasnuune Mexay ycrnosusiMu (npouegypamu), 3annaHMpOBaHHbIMW B MPOTOKONE M B
nonpaekax WnyM [ONofnHeHusiXx. CumTaeTcsi, YTO B LENIOM M3MEHEHMs1 B 3anfaHMpPOBaHHbLIX aHanM3ax [OaHHbIX,
BBEJEHHbIE [0 PaCKpbITUS MaCKMPOBAHHbIX AaHHbIX, HE3HAYUTENbHO BMNUAKOT Ha WMHTEpnpeTauuio pesynbTaToB
uccrnegosaHusa. OcobeHHO BaXKHO, YTOObI BpPEMSI BHEOPEHWUS U3MEHEHMI ObINO YETKO YKas3aHO MO OTHOLUEHMIO K
BPEMEHM PacKpbITUS MaCKMPOBAHHbIX AaHHbIX Y NOMNYyYEHMS UTOrOBbIX PE3yrbTaToB.

10. UHdpopmaumsa o cybbekTax uccnegoBaHus

10.1. PacnpegeneHne cyGbeKkToB no rpynnam.

CnegyeT npoBecT MOAPOOHBIN WM MOHATHBIA y4eT BCEX MaUWMEHTOB, KOTOPble MPUHANW YyyacTne B
uccnepoBaHnn, npy nomowwy rpacpuyeckoro nnu TabnuMuHOro npedcTaBneHust AaHHbIX B TeKCTe otyeTa. [omkHO
ObITb YKa3aHO KOMMYeCTBO MauMeHTOB, KOTOpble GbiNM pPaHAOMM3NPOBAHbI, BOLLNN B UCCNeAOBaHUE M 3aBepLUnm
Kaxabli ero atan (kaxagyto Hedemnmo (Mecsil) MCCrefoBaHus), @ Takke MPUYMHBI BCEX MOCT-PaHAOMU3aLMOHHBIX
npekpaLLeHnin NeYyeHns, CrpynnMpoBaHHbIe MO BuAdy NeYeHns n OCHOBHOW npuyvHe (BbIObITME M3-nog HabnwoaeHws,
HexxenarternbHble SBMEHUSA, HecoOnaeHne pexmnma nedveHus v ap.). Kpome Ttoro, B psge cnyvaeB HeoOxoavMmo
yKa3aTb KONMMYECTBO MauMeHTOB, paccmatpmBaemMbix (0TOOpaHHLIX) ANs BKMYEHUS B UCCNEAOBaHWE, U MPUBECTU
aHanu3 MNpuYYMH MCKIMIYEHNS NauWEeHTOB BO BPEMS CKPWHWMHIA, €Crnv 9TO MOXET MOMOYb MPOACHUTb OCHOBAaHUA
Habopa haKTM4Yeckn NoMyYeHHOW B MCCnedoBaHWM NONynauMu NaumeHToB, NpMMeHsilowmnx npenapat. Kak npaswuno,
Hanbonee yoobHbIM SiBNsieTCA NpedcTaBneHne AaHHblX B BUAe 6nok-cxembl (B COOTBETCTBUM C npunoxeHnem Ne 5 k
Mpasunam). Takke AOMKHO BbITb ACHO yKasaHo, HabnoganMch Nn NauneHTbl B TEYEHNE BCEro cpoka nccrnefoBaHus,
Aaxe ecnv npuemM npenapaTos UMK NpekpaLlancs.

B npunoxenun 16.2.1 k otyeTy (cormacHo pybpukaumn pasgenoB OTYeTa, YKa3aHHOW B HACTOALWEW 4vacTu
AOKyMEHTa) Takke AOMKeH ObiTb nmepeyeHb BCEX MauUMEeHTOB, MPEeKpaTMBLUMX y4acTue B UCCrefoBaHUM nocrne ux
BKIIOYEHWA B HEro, C pasfgeneHvem Mo WccrnegoBaTenbCKMM LEHTpaM W rpynnam NneyeHus, C ykasaHuem
NOEHTUMOUKALMOHHOIO KoAa MauneHTa, KOHKPETHOW MPUYMHBI MPEKPaLLEeHUst y4acTus B MccrieqoBaHum, MpOBOAMMOrO
neyeHnss (NekapcTBEHHbIM npenapat W [o3a), COBOKYNHOM MPUHATOM [03bl (ecrniv MNpUMMEHUMO), a Takke
NPOJOIKUTENBHOCTU NeYveHust Jo ero npekpaiieHus. JomkHo ObiTb ykasaHo, Obinn N AemMackMpoBaHbl AaHHbIE
nevyeHns naumeHTa Ha AaTty npekpalwieHus UM nedeHuns. Takke cneayeT BKNIOYUTL APYryo MHDOPMaLuio, Takyo Kak
KpuTnyeckue gemorpadmyeckme AaHHbIe (Hanpumep, BO3pacT, Mo, paca), ConyTCcTByloLWas Tepannus U OCHOBHbIE
M3MEHEHUS B COCTOSHUM NauMeHTa Ha AaTy npekpalleHus nedeHuns. Obpasel yKkasaHHOrO nNepeyHst NpeaycMoTpeH
npunoxexvem Ne 6 k Npasunam.

10.2. OTKNOHEHUsI OT NPOTOKONaA.

JomxHbl 6bITb ONMCaHbl BCe BaXHbl€ (CYLLECTBEHHbIE) OTKIMOHEHNS, CBA3AHHbIE C KPUTEPUAMMW BKITIOYEHUS UMK
HEBKITIOYEHMS B UccnefoBaHne, NpoBeAeHNeM NCCnefoBaHns, BeAeHNEM naumeHTa nnm oLeHKON ero COCTOSHUS.

B TekcTe oT4yeTa OTKMOHEHUS OT npoTOKONa AOSMKHbl ObiTb Hagnexawmm obpa3om o606LeHbl no
nccneaoBaTenbCkuM LieHTpPaM 1 CrpynnmupoBaHbl MO pasfivyHbIM KaTeropusiM, Taknum Kak:

nauueHTbl, KOTOPbIE NMPUHANKN yYacTue B UCCNeaoBaHUn, faxe ecnv He yAOBNETBOPSAIOT KPUTEPUAM BKIIOYEHNS;




naLueHTbl, KOTOpbIE CTanM COOTBETCTBOBATb KPUTEPUAM NPEKpaLLeHUs y4acTusi B UCCNEAOBaHNM BO BPEMS €70
NpoBeAeHs!, HO He NpeKpaTun ero;

naumeHTbl, KOTOPbIE NOSYYMIM HEMPaBUIbHOE fledeHne nn 4o3y npenapaTos;

NauueHTbl, KOTOPbIE MOMYYMIN Hepa3peLLEHHOE COMYTCTBYOLLEE NeYEHNeE.

B npunoxeHun 16.2.2 Kk otyeTy (cormacHo pybpukauum pasgenoB OT4yeTa, yka3aHHOW B HACTOSALEW 4vacTu
OOKYMeHTa) AOMKHbl ObiTb MepeyvnMcrneHbl KOHKpPeTHble nauuMeHTbl C 3TUMKU OTKIIOHEHMSIMM OT MpoToKona ¢
pasgeneHvem rno LeHTpam Anst MHOTOLEHTPOBbIX UCCIeg0BaHU.

11. OueHka adpcpekTMBHOCTU

11.1. OaHHble, nognexatiime aHanuay.

HeobxoomMmo SCHO yKasaTb, Kakue MMEHHO MauuveHTbl Obinv BKIHOYEHbl B KaXAbli aHanu3 addekTBHOCTH,
Hanpumep, nauneHTbl, NONy4MBLUME KaKOM-NMBo 13 nccnegyemblx NnpenapaTos, NauneHTbl ¢ KakUMU-Nnbo gaHHbIMK
no 3hPeKTMBHOCTUN MnK C onpedeneHHbIM MUHUMAarbHbIM KONMYECTBOM HabnoaeHun, nauveHThbl, 3aBepLunBLIne
uccnegoBaHve, nauneHTbl, Habnaaswmecs B onpeaeneHHbIn NPOMEXYTOK BpeMeHU, NaumneHTbl C onpeaeneHHom
CcTeneHblo NpuBepXeHHoCcTn 1 ap. Heobxoaumo ACHO ykasaTb, €Cnn 3TO He ONMUcaHo B MPOTOKONE MCCrneaoBaHus,
Korga

(MO OTHOLLEHMIO K CHATMIO OCrEenneHns) N Kak 6binM chopMmMpoBaHbl KPUTEPUN BKITKOYEHUSA U HE BKIHOYEHUSA
npoaHanuaMpoBaHHbIX COBOKYMHOCTEW AaHHbIX. ECnu nepBuyHbIM aHanus, npeanaraemMblii 3as9BUTENEM, OCHOBaH Ha
OrpaHMYEHHOM KONMMYECTBE MaLMEHTOB, HEOOXOOUMO NpeanpuHSITb MOMbITKY YCTaAHOBMEHUs 3ddeKTMBHOCTN C
MOMOLLLbIO AOMOMHUTENBHOIO aHanmsa C WUCMOMb30BaHWEM [aHHbIX BCEX PaHOOMU3MPOBAHHBIX MMM BKITHOYEHHbIX
WHbIM 06pa3oM NauUUEHTOB C NoObIM 06BEMOM AaHHbIX.

B npunoxenun 16.2.3 k otyeTy (cormacHo pybpukauum pasgenoB OTyeTa, YKasaHHOW B HACTOSALWEW 4vacTu
OOKyMeHTa) HeobXxoaMMO NpeacTaBuUTb TabNMYHbBIN CMMCOK BCEX MALUEHTOB, BU3MTOB Y HAOMIOAEHUN, NCKIHOYEHHbIX
n3 aHanusa acpdekTMBHOCTH (B COOTBETCTBUM C npunoxeHnem Ne 7 k Mpasunam). Heobxoanmo Takke B AMHaAMUKe
npoaHanuavpoBaTb MPUYMHbI UCKIIOYEHUS MNALMEHTOB, BU3UTOB W HabnwogeHuWn Bo Bcex rpynnax nedvexvs (B
cooTBeTCcTBUM C npunoxenvem Ne 8 k MNpasunam).

11.2. emorpaduyeckune n gpyrme UCXoaHble XapakTepUCTUKN.

HeobxooMmMo npeactaBuTb  PynnoBble  AaHHble MO BaXHEWWWMM  OeMOrpadU4eckum U UCXOAHbIM
XapakTepucTMkaMm naumeHToB, a Takke Apyrne akTopbl, BO3HMKLLUME B XO4E€ WCCMNedoBaHWs, KOTOpble MOrnu
NoBMUATb Ha UCXOAbl uccnenoBanus. B pasgene 14.1 Heo6xoaMMO NPeaCcTaBUTbL CONOCTAaBUMOCTb rPYMM NeyYeHns no
BCEM MMEKLWNM 3HAYEHUE XapaKTepucTMkam C WCrnonb3oBaHueM Tabnuuy u rpadwmkoB. CHayana Heobxoanmo
onucaTb AaHHble AMS MauMeHTOB, BKIOYEHHBIX B IPyMMbl «BCE MaUMEHTbl C AaHHbIMWY». [lanee mMoryT cnefoBaTb
AaHHble MO ApYruM rpynnam, BKIKOYEHHbIM B OCHOBHblE aHanu3bl, TaKMe Kak aHanma «no MpoTOoKoMy» W Apyrue,
HanpumMep, rpynmnbl, 0TOGpaHHbIE MO NPUBEPXKEHHOCTU K NEYEHMIO, CONYTCTBYOLEMY 3aboneBaHuio (NeYEHNI0) unm
aemorpadmyecknm (MCXoOHbIM) XapaktepucTukam. pu ncnonb3oBaHuM Takux rpynn, HeobxoauMmo npeacTaBUTb
AaHHble MO AOMOMHAKLWMM UX UCKIIOYEHHBIM rpynnaM. B MHOroueHTpOBbIX MCCNEAOBaHNSIX CONMOCTaBUMOCTb pymn
Mo BO3MOXHOCTM HEOOXOAMMO OLEHUTb Kak BHYTPY OAHOIO LIEHTPA, Tak U MeXAay LeHTpaMmu.

HeobxooMmMo npeactaBuTh AuMarpammy, OTpaXarllyld B3aMMOCBA3b MexXay BCel BbIOOPKOM U KaxOon
aHanM3npyemowm rpynmnow.

BaxHeviume nepemeHHble 3aBUCAT OT Npupoabl 3aboneBaHnsa un TpebosaHuin NpoTokona. Kak npaenno, K Takum
nepemMeHHbIM OTHOCSIT:

Aemorpadumyeckue nepemMeHHble: Bo3pacT, Mnorl, paca;

dakTopbl 3aboneBaHus:

0cobble KpUTEpPUW BKITHOYEHNS (€CNN OHU HE YHUULMPOBAaHBI), ANUTENBHOCTb, CTAANSA U TSXKECTb 3aboneBaHust
W Opyrve BuAabl KIVHUYECKUX KNnacCcMdUKauum u rpynnyMpoBOK, KOTOPbIE€ YAcTO UCMONb3YyKTCA WU UMET
NPOrHOCTUYECKYI0 3HAYMMOCTb;

NCXOOHbIE 3HAYEHWUS] OCHOBHBIX KITMHUYECKUX U3MEPEHWUA, NMPOBEAEHHbBIX B XOA4E MCCNeaoBaHUS U NPUHATBIX B
KayecTBe BaXKHbIX MOKa3aTesnien NporHo3a unmu oTBeTa Ha NieYeHune;

conyTcTByloLMe 3aboneBaHUsi B Havane WUCCNefoBaHWUsi, TakMe Kak noyeyHas HeLoCTaTOYHOCTb, CaxapHbIN
anabeT, cepieyHasi HeAOCTaTOYHOCTb;

3HauyMMble 3aboneBaHNsi B aHaMHe3se;

3Ha4YMMas paHee nNpoBoauMas Tepanusi 3aboneBaHuns, AN NeYeHnst KOTOporo NPOBOAUTCS UCCNEAOBaHUE;

npoBoauMasi COnyTCTBYKOLAA Tepanusl, AaXe Npyu U3MEHEHUN pexuma O03MPOBaHUSA B XOA4E MCCNEeOOBaHWS,
BKIMOYasi TOPMOHAsIbHYK KOHTpaUEenuuio WNn 3amMeCcTUTENbHYH TOPMOHAamnbHY0 Tepanuio, MNpekpalleHHoe Wnm
N3MEHEHHOE NeYeHne BCNeACTBME Havyana nccnegoBaHus;

WHble (haKTopbl, KOTOpPbLIE MOTYT MOBMMATL HA OTBET Ha NeyeHne (Hanpumep, Macca Tena, PEHUHOBBLIV CTaTyc,
copepxaHue aHTuTen, metabonuyeckuin cTaTyc);

WHble, NOTEHLMANbHO 3Ha4YMMble NEPEMEHHbIE (HaNpUMep, KypeHue, NnoTpebneHne ankoronsi, ocobble AneThl), a
TakKke ONS XEHLWMH - MEHCTpyarbHbIA CTaTyc M Aata NocrnegHUX MEeHCTpyauuin (ecnu NpuMEHWMO, ANst OaHHOro
nccrneaoBaHus).

B pononHeHve k Tabnuuam u rpacgmkam C AaHHBIMU MO YKa3aHHBbIM MUCXOAHbIM MEPEMEHHbIM B MPUITOXEHUN
16.2.4 k oT4yeTy (cormacHo pybpukauuy pasgenoB oTyeTa, yKasaHHOW B HacTOSLEeN YacTu JOKyMeHTa) Heobxoaumo
NpeacTaBUTb TabNU4YHblE OAHHbIE MO MMEHLWMM 3HAYMMOCTb MHOMBMAYANbHBIM AEMOrpaddUyeckumM U UCXOOHbLIM
XapakTepucTukam, BKItoyas nabopaTopHble MokasaTenu M BCe COMyTCTBYHLIME fEeKapCTBEHHble npenapaTtbl Mo
KaXgoMy paHAOMMU3MPOBAHHOMY NaUMEHTy (N0 BMAAM feYeHusi, a ANnsi MHOTOLEHTPOBbIX WCCneaoBaHUM - Mo
ueHTpam). HecMoTps Ha TO YTO HEKOTOPbLIE YNONTHOMOYEHHbIE OpraHbl 3anpallnBalT BCE UCXOOHbIE AaHHbIE B BUAE
Tabnuu, B NpUNoXxeHnn K ot4eTy 06 uccrnegoBaHMm HEO6GX0AMMO yKa3aTb TONbKO CBEAEHUS, UMEIOLLNE HAanbOomMbLLYHO
3HaYMMOCTb (KaK NPaBuIo, 3TO NEPEMEHHbIE, NEPEYNCIIEHHBIE BhILLE).




11.3. VlamepeHune NpuBEPKEHHOCTU NEYEHUIO.

B npunoxeHun 16.2.5 k oT4yeTy (cormacHo pybpukauun pasgenoB OTYEeTa, yKasaHHOM B HACTOSILLEN 4acTu
AOKYMeHTa) Heobxoaumo 0606LWwuTe, npoaHanuMavpoBaTb MO rPynnam fevYeHuss U BPEMEHHbIM WHTepBanam U
npeacTaBnTb B TaBNNYHOM BUAE BCE U3MEPEHNS NPUBEPXXEHHOCTW OTAENbHOrO MauMeHTa K MCClefyeMoMy Pexumy
Tepanun n onpegeneHns KoOHLEHTPaummn nekapCcTBEHHOro npenapaTa B XXWAKOCTSAX OpraHM3ma.

11.4. Pesynbtatbl onpegeneHns addEKTUBHOCTM W CBOAHblE Tabnuubl WHAMBMAYaNbHbIX CBEOEHUA O
naumeHTax.

11.4.1. AHanus apdekTnBHOCTN. HeobxoamMMOo cpaBHUTL BCe rPymnnbl NIeYEeHNs N0 BCEM BaXKHbIM MokasaTensm
3PPeKTMBHOCTN (M3YYEHHLIM MEPBUYHBIM W  BTOPUYHBLIM KOHEYHBbIM TO4YKaM, BCEM dapmakoANMHaMUYECKUM
KOHEYHbIM TO4KaM), a Takke MO OLeHKe OTHOLIEHWS MOoSfib3bl K PUCKY A1 KaXKAOro nauueHTa, ecnv TakoBast
ocyuiecTenanack. B nccnegosannsx, HanpaefieHHbIX Ha ycTaHoBreHne adheKTUBHOCTU, HEOBXOAMMO NPeacTaBnTb
pesynbTaTbl BCEX 3annaHWpPOBaHHbIX B MPOTOKOME aHanvM30B W aHanu3a, BKYalolWero BCeX MauueHToB C
uccrnegyeMbiMM faHHbiMKW. B aHanuse HeobxoAvMoO OTpasuTb BenMuMHY (TOYEYHas OLEeHKa) pasmuuui Mexay
rpynnaMu rnevyeHns, CBSA3aHHbIN C HeN [OBepUTErbHbIN MHTEpBan W pesynbTaTbl TECTUPOBAHWSA MNOTE3bl, €Cnu
TakoBas BbiaBUranacs.

AHanusbl, OCHOBaHHbIE Ha HemnpepbIBHLIX (Hanpumep, cpefHee apTepuanbHoe AasneHve u 6ann no Lkane
Aenpeccun) n KateropuanbHbIX MEepPeMeHHbIX (Hanpumep, KynupoBaHue WHdekummn), moryT ObiTb OAMHAKOBO
npuemnemsbl. Kak npasuno, oba M3 HMX Heo6xoAMMO NpPeacTaBUTb, €CAY OHW NaHWPOBaNUChL U MO HAM MMELOTCA
AOCTynNHble AaHHble. Ecnu kaTteropum 6binv paspaboTaHbl Bnepsble (TO eCTb He BKMKOYEHbl B CTAaTUCTUYECKUIA MNaH),
HeobxoAMMO OOBLACHWTL NPednoChINKM MX CO3AaHus. [laxke ecnn OCHOBHOE BHVMMaHWe yaenseTcs OfHON
nepeMeHHon (Hampumep, B WCCIE4OBaHUM MO apTepuanbHOMY [AABMIEHWIO TakoBOW MOXeT ObiTb BenuumHa
apTepuanbHOro AaBreHusi B NMOMOXEHUN «J1eXa Ha CMMHE» Ha Hefene «x»), Heo6XoAMMO NO MeHbLUEN Mepe KpaTko
OLEHUTb W Jpyrve BaxHble mapameTpbl (Hanpumep, apTepuanbHOe AaBreHWe B MOMOXEHUW «CTOSA» U B ApPYrux
BPEeMEHHbIX To4kax). K Tomy e no BO3MOXHOCTUM Heo6X0AMMO onucaTb AUHaMUKY OTBETA Ha fieyeHne BO BPEMEHM.
[ns MHOroueHTPOBbLIX UCCNeaoBaHUA B LENsSX NPEeACTaBneHus SCHOW KapTUHbI aHanmsa no Kaxaomy LEHTPY,
0COBEHHO KpYNHOMY, B OTHOLLEHWNW BaXXHbIX NepPeMeHHbIX He0OX0AMMO NPeACTaBMTb AaHHbIE U pesynbTaTbl aHanmsa
no Kaxgomy LeHTpy (nMpu HeobxooumocTh).

Ecnun BaxHble M3MepeHns UM OLEeHKM UCXOA0B 3ddeKTMBHOCTM mnn 6e3onacHoOCTK ocyliecTBnsnucb bonee
YeM OJHOM CTOPOHOW (Hanpumep, nccrnegoBaTenb U KOMUCCUSA 3KCNEPTOB MOIMMWU cAenaTtb 3akmoveHne O Hannymm
UN1 OTCYTCTBUM y NaLmeHTa OCTPOro nHdapkTa Mmokapaa), Heo6xoanMo OTPasnTb UTOrOBbIE Pa3NNYNs B OLIEHKax C
yKa3aHMeM Kagoro nauveHTa C Hecornacyrolmmucsa 3aknodeHnsmu. B kaxgom aHanm3de Heobxogmmo 4eTko
onucaTtb crnocob OLeHKN.

Mpn MHOrMX wuccrnegoBaHWAX TPYAHO MPOBECTU rpaHuLy Mexay nokasatenamu 3ddeKTUBHOCTN W
6esonacHoCcTM (Hanpumep, neTanbHble UCXOo4bl B WMCCNeAOBaHWM cMepTenbHoro 3abonesBaHus). BonbLUMHCTBO
yKasaHHbIX ganee npuHUMNoB HeobxoAnMO NPUMEHATL Takke NPU OLIEHKE BaXKHbIX NokasaTtenen 6e3onacHocTy.

11.4.2. Ctatuctndeckne (aHanutmyeckue) pesynbtaTbl. [Ns 3KCNEepTOB MO KIMHWUYECKOW U CTaTUCTUYECKOMN
YacTsaM MccrnefoBaHUs B OTYeTe HeobxoaMMo onucaTb CTaTUCTUYECKUA aHanu3. B npunoxeHun 16.1.9 k otyeTy
(cornmacHo pybpuvKauun pasgenos oTveTa, YKasaHHOW B HAacCTOsLWeW YacTu AOKyMeHTa) HeobxoaMmo npeacTaBuTb
AEeTann3npoBaHHYD [OKYMEHTauuio Mo CTaTUCTUYEeCKMM MeTodam (B COOTBETCTBUM C npunoxeHvem Ne 9 «k
Mpasunam). HeobxogMmo onuncaTtb BaXHble dneMeHTbl aHanuaa, BKIYas UCMONb30BaHHbIE METOAbl, MONpPaBKu Ha
aemMorpadumyeckne U UCXoOHble XapaKTePUCTUKM UMW COMYTCTBYIOLLYHO Tepanuio, obpalieHvue C BbiObIBAHUSAMU U
OTCYTCTBYIOLMUMW OAHHBIMMW, MOMPaBKM HA MHOXECTBEHHblE CpaBHEHMWS, 0cobble aHanuabl AN MHOTOLEHTPOBbIX
nccnegoBaHni U MOMpPaBKU Ha MPOMEXYTOUHbIA aHanu3. Heobxoammo npeacTaBuTb CBEAEHWS O BCEX UBMEHEHMSIX B
aHanuse, NPon3BeAeHHbIX MOCNe CHATUSA OCnenseHus.

B pononHeHve k obwemy onvcaHuio B [aHHOM pasgerne oTyeTa HeobxodMMO paccMoTpeTb crnegyrolme
BOMPOChI (ECNWN NPUMEHNMO):

11.4.2.1. NonpaBk1 Ha koBapuaTbl. B oTyeTe He0GX0AMMO NpeacTaBUTb OOBLACHEHMSA BbIOOPa M NOMNPaBOK Ha
aemMorpadmyeckne U MUCXOAHblE XapaKTepWCTUKM, COMyTCTBYIOLLYIO Tepanuio v nobble Apyrme koBapwaTbl Wiu
nporHocTnyeckne axkrtopbl. MeTodbl OCyLECTBNEHUS MONPaBOK, pe3ynbTaTbl aHanu3oB W BCMOMOraTenbHble
cBefeHust (Hanpumep, KOBAapWAaUMOHHBIN aHanu3, 3HadeHus perpeccum Kokca) HeobGxooumo BKIHOUWTL B
AeTanusnpoBaHHy AOKYMEHTaLMIo No cTaTUcTnieckum metodam. Ecnv koBapuaTel unv MeTofbl, MCNOMb30BaHHbIE
B AaHHbIX aHanusax, OTMMYalTCs OT 3anfaHWpPOBaHHbIX B MPOTOKOME, HeobxoAMMO OBBSACHMTL MMetoLmecs
pasnuuusa 1M nNpeactaBUTb pesynbTaTbl 3anfaHWpPOBaHHbIX aHanusoB (Npu HeobxoaumocTu). He SBNASiICb YacTbio
OTAeNbHOro otyeTa 06 MccrnegoBaHWM, CpaBHEHWE MOMPaBOK Ha KoBapuaTbl W NPOrHOCTUYECKUX DaKkTOpoB MexXay
OTAENbHLIMW NCCMeaO0BaHNAMM MOXET ObiTb BaXHbIM B PE3IOME AaHHbIX KITMHUYECKON 3hEKTUBHOCTH.

11.4.2.2. ObpaweHne ¢ OaHHbIMU BbIObIBLUMX CYOBHLEKTOB WMCCNELOBaHUSA UMM OTCYTCTBYHOLUMMU OAHHBIMM.
CyLlecTBYyeT HECKONbKO (pakTopoB, KOTOpblE MOFYT MOBMUATb HA YacToTy BbiObiBaHUW. K HUM OTHOCATCS:
ANUTENbHOCTb  MCCNedoBaHus, npupoda 3aboneBaHus, 3(PMEKTVBHOCTE U TOKCUYHOCTb  MCCMEeaAyemoro
nekapcTBEHHOro npenapata wW Apyrue aktopbl, He OTHocswMeca K Tepanuu. WrHopupoBaHue nauueHToB,
BbIObIBLUMX M3 MCCrEeaoBaHWs, U MOCTPOEHNE BbIBOAOB WCKIOYMTENbHO OMMPaschb Ha MauMeHTOB, 3aBepLUMBLUNX
uccrnepoBaHne, MOXeT MNPUMBECTU K HenpasBuilbHbIM BbiBogaMm. OpHako 6Gomnblon o6beM BbiObIBAHWNA, Aaxe
BKIIOYEHHbIX B aHanu3, MoxeT BBeCTU B 3abnyxaeHue, B YHaCTHOCTW €Cny B OAHON U3 rpynn cpaBHEHUsi 6bINo MHOro
BbIObIBLUMX NALMEHTOB Ha PaHHUX UMW NPUYKHBI BbIObIBaHUS 06yCNOBEHbI NeYyeHnem nnm ero ucxogamm. Hecmotps
Ha TO YTO BMMSIHWE PaHHMX BbIObIBAHMI U B OTAENbHbLIX Cryvasx Aaxe CyTb owubkn ObiBaeT TPyAHO YCTaHOBWUT,
BO3MOXHOE MX BMMsSHME HeoOXOAMMO MpoaHanM3vpoBaTb Kak MOXHO mMonHee. PekomeHayeTcsa wn3yuuTb
HabnogaBlWIMeCs Crydan B PasfnUyHble BPEMEHHbIE TOYKM UMW, €Cni BbiObIBaHUSA ObiMM OOCTATOYMHO YacTbiMu,
BbIMOMHUTb aHanM3bl BO BPEMEHHOM TOYKe, B KOTOpPOW OOMbLUMHCTBO NaLUMEHTOB BCE elle Haxogwunochb Mof
HabnogeHneM 1 korga nposiBUNCA MOnHbIA 3ddeKT nekapcTBEHHOro npenapata. [ns OueHKU TakoW HemnosHOoW
COBOKYMHOCTMN AaHHbIX peKOMeHAYyeTCst UCMOoNb30BaTb MOAENMPOBaHMeE.



HeobxoamMmo oueHWUTb pe3ynbTaTbl KIMHUYECKOro MWCCNEeAoBaHUs He TOMbKO AN noarpynnbl NauMeHTOoB,
3aBepLUMBLUEN NCCNEA0BAHUS, HO U A5 BCEN PaHAOMU3NPOBAHHON MOMNYMALMN NALMEHTOB UMK, MO MEHbLUEN Mepe,
ANA TON ee 4acTW, B OTHOLUEHUN KOTOPOW OCYLUECTBMSANMUCHL XOTb Kakue-To maMmepeHus. MNpu aHanuse BNUSHWS
BbIObIBaHNI crnedyeT yyYuTbiBaTb M CPaBHMBATb HECKOSIbKO (PaKTOPOB MCCreAyeMblX rpynmn: NPUYUHBI BbIObIBaHMS,
BpeMs 40 BbiObIBaHWSA, A0S BbIObIBLLUMX B MCCReAyeMbIX rpynnax B pasnunyHble MPOMEXYTKA BPEMEHM.

Heobxogmmo onucaTb npouenypbl obpalleHus ¢ OTCYTCTBYOWMUMW AaHHbIMW, Hanpumep, UCNofb3oBaHue
oXnaaemblx UM NPoM3BOAHbLIX AaHHbIX. Heobxoaumo npeactaBuTb NoapobHoe 0b6bACHEeHWe, Kak Takne OLeHKU unm
Npou3BoAHbIE AaHHbIE BbINY NONyYeHbl K HA KakUX AONYLLEHUSX OHW OCHOBAaHBI.

11.4.2.3. TIpOMEXYTOYHBIN aHanM3 W MOHWUTOPWHI AaHHbIX. [lpouecc paccMOTpeHus UM aHanu3a LaHHbIX,
MOMYYEHHbIX B paMKax KIMHWYECKOro uccnegoBaHns (opmanbHO unu HedopManbHO) MOXEeT MNPUBHOCUTH
cuctematuyeckne owmbkn u (unn) ysenuumsate owmnbky | poaa. MoaToMy HEOGXOAMMO MOMHOCTLIO OnucaTb BCe
NMPOMEXYTOYHble  aHanu3bl, dopmanbHble UM  HedopmarnbHble, 3anfaHUPOBaHHblE WM CUTyaTWBHbIE,
ocyLecTBAABLUMECS MO0 CTOPOHON UCCnefoBaHUs, MPeacTaBUTENAMM CMOHCOPa UMM KOMUCCUEN MO MOHUTOPUHTY
AaHHbIX, AaXe ecnu rpynnbl NevYeHns He 6binn naeHTudnumpoBaHsl. CneayeT yuntbiBaTb HEOO6XOAUMOCTL BBEAEHWSA
CTaTUCTUYECKMX MOMPaBOK BCMEACTBME Takux aHannsosB. Heobxoaumo onucaTb BCe WMHCTPYKUMWM WAWM Npoueaypbl,
UCMNONb30BaHHbIE ANSA NpoBeAeHUs Takux aHanusos. [MpoTokonbl 3acefaHui NoboN KOMUCCUU MO MOHWUTOPUHTY
AaHHBIX UMW OTYETbl MO PacCMOTPEHHLIM Ha TakuX 3acefaHusx AaHHbIM, OCOGEHHO ecnu 3acefaHus npueBenu K
M3MEHEHUsIM B NPOTOKONE WM AOCPOYHOMY MPEKpaLleHUo MCCrnefoBaHusi, MOTyT MO3BOMUTb OOBACHUTL 3TO U
AOIMXKHbI BbITe NpeAcTaBneHsbl B npunoxeHun 16.1.9 k oT4yeTy (cormacHo pybpukaumnm pasgenos oTyeTa, ykasaHHON B
HacTosLwen YyacTn AokymeHTa). Heobxognmo onmcate MOHUTOPUHE AaHHBIX, OCYLLECTBNAEeMbIN 6e3 BCKPbITUS KOOOB,
Aake ecrnv cuMTaeTcs, YTO Takoro poAaa MOHUTOPUHE He yBenuumBaeT owmnbky | poga.

11.4.2.4. MHoroueHTpoBbIe UccnenoBaHns. MHOroLueHTpoOBOE UCCneaoBaHNe - 3TO UCCNeAoBaHWe, NPOBOANMOE
no eavHOMy NPOTOKOMNY, BKIIOYaloLlee HEeCKOMbKO MCCrenoBaTenbCKUX LIEHTPOB (Hanpumep, KNWMHWK, NOMUKIMHUK,
6onbHML), B KOTOPOM COOpaHHble AaHHble aHanu3upylTCa Kak eavHoe uenoe (B OTAMYMM OT MocnegyroLwero
pelleHnss O COBMELLEeHWM [JaHHbIX WNU pes3ynbTaToB OTAenbHbIX uccregosaHun). Heobxoavmo npeacTtaBuTb
pesynbTaTbl NO KaXAOMY LieHTPY. 10 BO3MOXHOCTW, HanpuMep, ecnn B LieHTpax yA0BNEeTBOPUTENbHOE KONMNYECTBO
NaumneHToB B LiensxX NOBbILEHUS LEHHOCTM TaKoro aHanvsa, HeobxoanMo yCTaHOBUTb HannymMe KayeCTBEHHON Win
KONNYECTBEHHON 3aBMCHMMOCTU Mexady WUccreayeMbiMu rpynnamMum M3 pasHblX LeHTpoB. Heobxogumo onucate u
06BACHNTL BCE PE3KO OTKIMOHSAIOLMECS UM NPOTMBOMOSIOXHbIE pe3ynbTaTel MeXAy LeHTpaMu, yYuTbiBas pasnuuns
B MPOBEAEHUN MCCrefoBaHus, XapakTepucTukax nauueHToB unu KnuHudecknx 6asax. CpaBHeHue rpynn AOMmKHO
BKNtoYaTb B cebs aHanmsbl, KOTOpble NO3BOMAIT BbISBUTL Pa3nuunsg Mexgy LieHTpamu B OTHOLLUEHWM OTBeTa rpynn
Ha neyenue. 1o BO3MOXHOCTM HeobxoaMMO NpencTaBuUTb Aemorpaduyeckne, UCXOOHbIe U UTOroBble (pesynbTaT
U3MEHEHUS WCXOAHbIX) [AaHHble, a Tawkke [AaHHble JMAPEKTUBHOCTM MO KaxOoMy LEHTpy, phgaxe ecnu
KOMBVHMPOBAHHbIA aHanM3 ABNSETCA NEePBUYHbLIM.

11.4.2.5. MHOXeCTBEHHbIE CpaBHEHUSA (MHOXECTBEHHOCTb). 1o Mepe yBenuuyeHus KonmyecTBa MPOBEAEHHbIX
TECTOB Ha 3HAYMMOCTb (KONMYecTBa CPaBHEHWI) YBEMUYMBAETCS YMCIO MOXHOMOMOXUTENMbHBIX pesynbTaTos. [lpu
Hanuunm Gonee 1 NEpBMYHON KOHEYHOW TOYKM (MepemeHHasi ucxopa) 6onee 1 aHanmaa KOHKPETHOW KOHEYHOW TOUKM
WM MHOXEeCTBa MWccriedyemblX rpynn Wnu Mnoarpynn ob6crefoBaHHbIX MauMeHTOB, B CTaTUCTUYECKOM aHanuse
HeobXoaMMO OTpasuTb 3TY MHOXECTBEHHOCTb, MPEeACTaBUTb CTaTUCTMYECKYlD MNOMpaBKy ANA npefoTBpalleHuns
yBenuyeHus owmnbkm | poga nnu npuBecT o6bACHEHNS, MOYeMy Takas nonpaska He Obina npegycMoTpeHa.

11.4.2.6. Vicnonb3oBaHue NoArpynnbl NauMEHTOB, Y KOTOPbIX Noka3daHa addekTuBHoCcTb. Heobxogmmo ocobo
npoaHanuavMpoBaTtb BMAMSHWE BbIOBIBLUMX M3 aHanW3a NauMeHTOB C MMEKWUMWUCS AaHHbIMW BCMNEACTBME HU3KOW
NPUBEPXXEHHOCTW, NPOMyCcka BU3MTOB, HECOOTBETCTBUS TPebOBaHWAM MWCCnefoBaHUs Wnu Apyrux npuuunH. Kak
yKa3aHo Bbllle, UCNOMb3ys BCe MMEILUMECs AaHHble, HeobXoAMMO MPOBECTU aHanM3 BCEX WCCMeAOoBaHWN, Lenblo
KOTOPbIX SBMAANOCH ycTaHoBreHne 3ddEKTUBHOCTU, Aaxe eclnv TakoW aHanv3 He MpedycMOTpeH 3asiBuTenem B
KavecTBe nepBuYHOro. PekomeHayeTcss NOATBEPANUTb HAAEXKHOCTb OCHOBHbLIX BbIBOAOB MCCMNEAOBaHWsA Ha npumepe
anbTepHaTMBHOW aHanu3vpyemon nonynauuyM naumneHToB. Jliobble 3HauuTenbHble pacxoXAEeHWsi, BO3HMKalowue
BCINEeACTBME N3MEHEHNS NONyNSALMN NauMeHTOB ANA aHanv3a, AOKHbI ObiTb NOAPOGHO 06 BbACHEHDI.

11.4.2.7. WccnepoBaHnsi 3KBUBANEHTHOCTM C aKTMBHbIM KOHTponem. Ecnv wnccnepoBaHne € akTUMBHBIM
KOHTPONEM HarpaBrieHO Ha MNOATBEpPXAEHWe IKBUBANEHTHOCTW (TO eCTb OTCYTCTBME 3apaHee YCTaHOBIEHHOW
BENWYMHbI pasnuuui) Mexay wnccrnegyeMbiM MpenapatoM W akTUBHBIM KOHTponem (npenapatoMm CpaBHEHMWS), B
aHanuse HeobXo4MMO OTPas3UTb AOBEPUTENbHbIA MHTEpPBan Afs 3TOro CpaBHEHWS Mexay ABYMS leKapCTBEHHbIMM
npenapatamy No BaXKHEWLUMM KOHEYHbIM TOYKaM U OTHOLLEHWE 3TOro MHTepBana K 3apaHee OroBOPEHHOW CTeneHun
MeHblLUel adhdekTMBHOCTH (Be3onacHOCTH), KoTopas cuMTaeTcst HenpuemMnemon (TpeboBaHWs K ONMCaHNI0 OCHOBHbIX
YCNOBUWA UCMONb30BaHMA aKTUBHOIO KOHTPONA B WCCNEOOBaHWSX 3KBMBANEHTHOCTW yKa3aHbl B pasgene 9.2
HaCTOALEro AOKYMEHTA).

11.4.2.8. Nayyenne noarpynn. Ecnv no3sonseT pa3mep BbIOOPKU, BKITHOYEHHOW B MCCregoBaHue, Heobxoanmo
npoaHanuavMpoBaTtb NoArpynnbl, COOPMMPOBAHHBIE MO BaXKHbIM AEeMOrpaduyeckumM U NCXOAHbIM XapaKTepucTuKam,
Ha HanuMuve HeoXWOAHHO BbICOKMX MMM HU3KMX OTBETOB M NPEACTaBUTb B OT4ETE COOTBETCTBYIOLLME pe3ynbTaTbl
aHanusa, Hanpvmep, CpaBHEHUE BNWSHUSI BO3pacTa, nona, packl, CTeNeHn TsxecTn 3aboneBaHunsi, MPOrHOCTUYECKMX
hakTopoB, aHamHesa npeablayLlero fedyeHUs NekapcTBEHHbIMU MpenapaTtamym Toro >xe knacca u ap. Ecnm
BblABWranach runoTes3a O HanmMuuu pasnuynini Mexay HeKOTOpbIMW MOArpynnaMu, rmnoTesa n ee nNpoBepka AOSKHbI
ObITb YACTbIO CTAaTUCTUYECKOTO aHanuaa.

11.4.3. CBoaHble TabnuLbl AaHHBIX MHAMBUAYANbHbIX 3¢ (EKTOB.

B pononHeHuwe k Tabnuuam v rpadukam AaHHbIX NO rpynnam B Tabnuuax HeobxoanMo NpeacTaBvTb CBEOEHUS
06 vHOMBUAyanbHbIX OTBETax U MPOYNe UMELME 3HAYMMOCTb ANA UCCrenoBaHusA CBeAeHWs. YMNONMHOMOYEHHbIE
opraHbl BrnpaBe TpeboBaTb AaHHble MO BCEM MauMeHTam B BWAE apXMBHbIX Tabnuu MO KaxAoMy MauueHTy.
TpeboBaHuWs K cogepXaHuio oTYeTa MOryT BapbMpoBaTbCA OT UCCIIEA0BaHNSA K UCCredoBaHMIo U OT OOHOrO Knacca
neKapcTBEHHbIX MNpenapaTtoB K APYyroMy, MO3TOMY 3asBUTEMb [OSDKEH Onpeaenutb, Mo BO3MOXHOCTM nocne
KOHCYNbTauMn C YMNOMHOMOYEHHBbIM OPraHoM, Kakyld MMEHHO MHGOpMaLMIo BKMIOYUTE B MPUMOXeHWe otyeTa o6



uccriegosaHun. B oTtueTte 06 wuccnemoBaHuM HeoOGXOAMMO OTpPa3wuTb, KakMe [aHHble BKIHOYEHbI B KayecTBe
NPUIOXEHUS], U Kakne AaHHble NpeAcTaBrneHbl B 6onee nogpobHbIX apXMBHBLIX Tabnuvuax no oTAeNbHbIM NauueHTam,
ecnu aT1o TpebyeTcst yNONMHOMOYEHHBIM OpPraHoM, U Kakue gaHHble AOCTYMNHbI MO 3anpocy.

B KOHTpONMpyembix UCCregoBaHUsAX, B KOTOPbIX BaXHENLLNE M3MEPEHUS 1 OLEeHKN adpdekTUBHOCTY (Hanpumep,
noceBbl KPOBW M MOYM, (PYHKUMOHAmbHbIE WCCIELOBaHWA FNErkux, 4actota NpUCTYNoOB CTeHoKapaun wunu obuime
OLEHKMN) Nepuoamyeckn NOBTOPSIOTCSH, NEPEeYHN OaHHbIX ANS KaX4oro naumeHTa, npunaraemblX K OTYeTy, OOMKHbI
BKNntoyatb B cebs: maeHTMduMKaTop nauveHTta, BCe W3MEpPEeHHble W HabniogaBluMecs 3HaYeHWs BadKHEeMLINX
rnokasaTenen, BKMOYas WCXOAHbIE, C yKasaHMeM BPEMEHW MpoBedeHUs M3MepeHun (Hanpumep, OeHb Tepanun u
BpeMSA CYTOK, €Cn 3TO MMEeeT BaXKHOe 3Ha4veHue), NekapCTBEHHbIN npenapaT (4o3y) (Mpu HeobxoanMocTn B Mr/Kr),
BCe OnpeneneHns NpMBEPXKEHHOCTU WM BCH COMYTCTBYHLYIO Tepanuio Ha MOMEHT onpeeneHunss (OueHKu) unm
Orn3kun K HEMy NPOMEXYTOK BpeMeHu. Ecnv Kpome MOBTOPHbIX OLEHOK B WMCCNEAOBaHWM MPOBOOUMUCH Takke
CpaBHEHMS OTBETUBLUMX U HE OTBETMBLUUX HA NeyeHne naumeHToB (bakTepuonornyeckoe nsnevyeHne unu Heyaada),
ux Heobxogumo onucaTtb. B gononHeHue k onncaHuilo BaXKHEMLLUX U3MEpPEHW B Tabnuuax Heobxooumo ykasaTb
cBedeHus o ToMm, Obin N NauueHT BKIOYEeH B aHanu3 3@EKTUBHOCTM (U B KOTOPbLIN M3 HWUX, ecnn ux Bbino
HECKOINbKO), CBEAEHUS O NPUBEPXKEHHOCTM NauUMeHTa K NeYeHunto (Mpu Hanuyuum), ccbinky Ha cooTtseTcTByowmne NPK,
€CIN OHU BKIIOYEHbI B OTHET. Takke LenecoobpasHo ykasaTb BaXKHble UCXOAHbIE CBEAEHUs], Takne Kak non, Bo3pacT,
mMacca Tena, wuccnegyemoe 3aboneBaHve (ecnu B MCCNegoBaHWE BKOYEHbl MauMeHTbl € pasfuMYyHbIMU
3aboneBaHnsaMK), ero ctagns u TsbkecTb. MNpu oueHke ahEKTUBHOCTN NCXOAHbBIE 3HAYEHUS BaXKHENLLNX N3MEPEHUIA
06bIYHO YKa3bIBAKOTCS B KAYECTBE HYNEBbIX.

OnncaHHble TabnuyHble p[aHHble Heobxooumo npeacTaBuTb B MpunoxeHnn 16.2.6 otyeta (cormacHo
pybpvkaumn pas3genoB oTyeTa, ykasaHHOM B HACTOSLLEN YacTu AOKyMEHTa), BMECTO TOro, 4YToObl BKIOYATb B HErO
bonee ob6bemHble Tabnuubl MO  WHAMBMAYANbHbIM  PErMCTPaLMOHHLIM  KapTam, TpebyembiM HeKoTOpbIMU
YMONHOMOYEHHBLIMI OpraHamMu, MOCKOMbKY OHU MpeacTaBnsaioT cobor G6asoBble AaHHble MO 3PEPEKTUBHOCTU, HA
OCHOBaHMU KOTOPbIX CTposATCA 0600LWeHHble Tabnuubl. OgHako Takoro poga rpoMosgkve Tabnuubl MoOryT ObiTh
HeyaoGHbl A4na aHanu3a npu NpoBeAEeHUN IKCNePTU3bl, U NpeanoYTuTensHee, YTobbl B oT4eTe Obiny npeacTaBneHsl
UMeloLLMe NpaKkTU4eckun nHtepec. Hanpumep, ecnun B ot4yeTe coobLLaeTcs O NPOBEAEHNM MHOXECTBA M3MEPEHWN,
Tabnuubl OTAENbHBIX MALUEHTOB C BaXKHENLLIMMWU M3MEPEHUsaMU ByayT nonesHbl Anst KOHTPONsA MHAMBUAYanbHbIX
pesynbTaToB WCCMNELOBaHWS, B KOTOPbIX OTBET KaXaoro naumeHta oboblleH B OAHOW CTpoke Tabnuubl wunu
HebOonbLIOM KOnM4ecTBe CTPOK Tabnumupl.

11.4.4. 3aBMcMMOCTb Mexay LO030WM MpenapaTa, ero KoHueHTpauuen un adpdektom. Ecnm gosa y kaxgoro
naumeHTa MOXeT BapbUpoBaTbCs, HEOOXOAMMO onmcaTb hakTUYeCKM NOofyyYeHHble NauMeHToOM A03bl U 0TpasnTb B
TabnuMyHbIX AaHHbIX BCe BENWYUHBLI [03, Has3Ha4yeHHble B paMKkax uccregoBaHusd. HecMoTps Ha TO 4TO B
uccrneaoBaHusX, He HanpaBreHHbIX Ha N3ydYeHne 3aBUCMOCTU [03a-3hdeKT, BO3MOXHOCTb BbISBUTbL 3aBUCUMOCTb
Mexay 00301 u adhEKTOM orpaHuM4eHa, HeobxoaNMO NpoaHanM3npoBaThk AOCTYMHbIE AaHHbIE HA NpeaMeT Hanuuusi
Takon 3aBMcMMOCTW. [pn u3ydyeHun 3aBUCMMOCTM [03a-3hdEKT PEKOMEHAYETCA BbIMUCIUTL 403y B MI/KI Macchl
Tena unu mr/mM2 nnowaam NnoBepxHoCTu Tena.

CBefeHust 0 KOHLEHTpauun fnekapcTBeHHOro npenapara (npy Hanumuun) Heobxooumo oTpasuTb B TabnmnyHbIX
OaHHbIX Npunoxennst 16.2.5 k otyeTy (cormacHo pybpukauuMn pasgenoB OTYETa, yKa3aHHOW B HACTOsLLEeN 4acTu
AOKYMEHTA), BKMoYas ykasdaHne dapMakoKUHETUYEeCKMX MnapaMeTpoB M, MO BO3MOXHOCTW, BO B3aMMOCBSA3M C
KMVHNYECKMM OTBETOM.

Bonee nogpobHble NpuHUMNBI An3anHa U aHanu3a UccneaoBaHun, HanpaBneHHbIX Ha BbiSBIEHWE 3aBUCUMOCTH
003a-3hPeKkT MnM KOHUEHTpauumn-acbdekT npeacTtaBneHbl B METOAMYECKUX PEeKOMEeHAauusx Mo NpoBeaeHuHo
KINMMHUYECKMX UCCNEAOBaHUIA ¢ Lenbio noabopa 403kl NEKAPCTBEHHbLIX MPENAPaToB.

11.4.5. JlekapcTBEHHbIE B3aUMOAENCTBUSA U BNMSIHWE COMYTCTBYHOLWMX 3abonesaHuin. Heobxoanmo ykasatb Ha
Hanu4yMe BCSKOW npeanoriaraemoli 3aBUCUMOCTU MEXAy OTBETOM M COMyTCTBYIOLLEN Tepanven unu npegbiaymmm
UNN TEKYLLMMUK CONYTCTBYHOLLUMMMK 3a60neBaHNAMU.

11.4.6. MNMpeacTaBneHne AaHHbIX MO KaXAoMy nauueHTy. HecmMoTpsa Ha TO YTO AaHHbIe MO KaXAOMY NauMeHTy
00bIYHO OTpaxkalTcsa B Tabnuuax, B HEKOTOPbIX Cry4yasx PEKOMEeHOyeTCs COCTaBnATb Npodunu nokasaTtenew no
OTAenbHbIM MauueHTam B Apyrux dopmartax, Hampumep, B BuMAE rpadukoB. OTO MomoraeT npoaHanusmpoBaTb
3HayeHne KOHKpPEeTHbIX NapamMeTpoB BO BpPEMEHM, A03y NeKapCTBEHHOro npenapaTa 3a 3TOT Xe nepuoa v Bpemsi
HacCTynneHus onpeaerneHHbIX ABNEHNIN (HanpuMep, HexenaTernbHbIX ABMEHUA UM CMEHbI COMYTCTBYIOLLEN Tepanuu).
Ecnn B OCHOBHOM aHanuse WCMNOMb30BaHbl YCPEOHEHHble T[pYMNMnoBble [AaHHble, Takoro poAa «MW3BreYeHue
WHAOMBUAYanNbHbIX OaHHbIX» MMeeT Hebonbloe 3HaveHve. OgHako ecnu umHauBMAyasrbHble OTBETbl SABMSATCHA
Ba)XHOW YacTbl0 aHanmaa, Takue AaHHble MOryT ObiTb NOME3HbI.

11.4.7. 3akntoveHve 06 aheKkTnBHOCTU.

HeobxoamMmo Kak MOXHO nonHee NpeacTaBuTb B OTHETE BaXHbIe BbIBOAbI 06 9heKTMBHOCTM NekapCTBEHHOTO
npenapara, BKIoYas OnnucaHne nepBuYHbIX Y BTOPUYHBIX KOHEYHBIX TOYEK, C MCMONb30BaHMEM 3aniaHMpPOBaHHbIX U
anbTepHaTMBHbIX CTAaTUCTUYECKMX MOAXOO0B U pe3yrnbTaToB MOUCKOBOIO aHanmaa.

12. OueHka 6e3onacHoCTH

AHanu3 paHHbix 6e3onacHocT cnegyeT NpoOBecTM B Tpu 3Tana. Ha nepBom aTtane B uUensix onpeneneHus
cTeneHn 6e3onacHoCTW, KOTOPYK MOXHO OLEHWUTb B paMkax WCCNeAoBaHWsi, HeobXoAMMO W3y4uTb BENUYUHY
akcnosvumm  (0o3a, ANMTENbHOCTb, KOMMYECTBO MaumeHToB). Ha BTopom 3Tane Heobxogumo  ykasaTtb
HexenaTternbHble SBMeHWs, U3MeHeHnsa nabopaTopHbIX U APYrMX nokasaTernen, CrpynnupoBaHHbIE MO KakoMy-nnbo
onpefeneHHoMy MpU3HaKy, Mexay CpaBHMBaeMbiMW TPynmnaMu U MnpoaHanM3vMpoBaHHble Mpu HeobxoaMMocTn C
yyeToM hakTopoB, KOTOpbIE MOTYT MOBMUSATE HA YACTOTY HeXenaTenbHbIX peakumi (ABNeHNi) (Taknx kak BpeMeHHas
3aBUCUMOCTb, 3aBUCMMOCTb OT AemMorpaddnyeckux XapakTepuUCTWK, A03a UMW KOHLUEHTpauusi NeKkapCTBEHHOro
npenapara u ap.). Heobxoammo ykasatb cepbe3Hble HexenaTernbHbIE ABMEHNS U ApYyrne 3HaunMble HexenaTenbHble
aBneHns (obblMHO C TWATenbHbIM 06CneaoBaHMEM NAUMEHTOB) KOTOPblIE [OCPOYHO MpekpaTunu ydactne B
uccrneaoBaHuM BCreACTBUE HEXenaTernbHbIX SIBIIEHUA HE3aBUCMMO OT TOrO, ObiNv N OHM 0BYCNOBMEHbLI NPUEMOM
nekapcTBEHHOro Npenapata Unu HeT, UMM CKOHYanuchb.



Mpu 3TOM TEPMUH «Cepbe3Hble HeXemnaTernbHble SIBMEHWUS» paccMaTpuBaeTCs B 3HAYEHUW, YCTaHOBIIEHHOM
npasunamu, a TEPMUH «NpoYne 3HAYUMbIE HEXeNaTerbHbIe ABMEHUSA» 0003HaYaeT BblpaXXeHHbIE reMaTonornyeckmne
N apyrme nabopaTopHble HapyLleHUs1 U BCSKME HexernaTerbHble SABMEHUsl, KOTOpble MPUBOASAT K BMELLATENLCTBY,
BKIOYasi OTMEHY JIeKapCTBEHHOM Tepanun, CHUXXeHWe O03bl U Ha3Ha4YeHe AONONHUTENbHON Tepanuu.

B nocnepytowmx pasgenax HeobxoaMmo NpoaHanM3npoBaTh U NPEACTaBUTL CrieayoLne CBeAeHs:

06006LLeHHble AaHHbIE C MCNONb30BaHWEM Tabnuu 1 rpadurKoB, NpeacTaBnsieMbIX B OCHOBHON HYacTu OTYETa;

nepeyYHn JaHHbIX NO OTAENbHbIM NauneHTam;

KOMMEHTapuu K sBNeHusIM, NpeacTaBnsiowmMmM 0cobbln MHTepeC AN AaHHOro UCCNeaoBaHMS.

Bo Bcex Tabnuuax u aHanusax Heob6xoouMO nNpeacTaBUTb CBEOEHUst O SIBNEHUAX, OOYCNOBMEHHbIX
uccregyemMblM NekapCcTBEHHbIM MpenapaToM UM KOHTPOMEM.

12.1. BennumHa akcnosuuum.

Heobxoommo oxapakrepu3oBaTb BENIMUMHY 3JKCMO3ULMM UCCMEeQyeMOro NekapCTBEHHOrO npenaparta, a Takke
aKTMBHOIO KOHTpons 1 nnauebo ¢ ykazaHnem KonuyecTBa NauueHToB, NOABEPTLLMXCS 3KCMNO3MLUK, ee ANUTENbHOCTH
1 BO3OeNCTByoLWEen A03bI.

12.1.1. AnnTenbHOCTb. NMTEeNnbHOCTb 3KCNO3ULMN KaKoW-NMBo A03bl MOXET OblTb BblpakeHa MeanaHom unuv
CpedHMM 3HavyeHueM, TakkKe PEeKOMeHOYeTCs ykasdaTb KOMMYEeCTBO NauMeHTOB, MOABEPTLUMXCSH BO3OENCTBMIO 3a
onpefeneHHbIi NPOMEXYTOK BpeMeHU, Hanpumep, 1 AeHb U MeHee, oT 2 gHen o 1 Hegenu, ot 1 Hegenn go 1
mecaua, or 1 pgo 6 mecsueB wm gp. KonuuecTBo nauMeHTOB, MOABEPrLUMXCA 3KCMO3VMLUW  UCCneayemoro
nekapcTBEHHOro npenapaTa, HeobxoaAnMOo pacnpefenqTb Mo BO3pacTy, Nomy, pacoBoW NPUHAAMNEXHOCTU U APYrUM
UMEKLLMM 3HayYeHue napameTpam, TakMM Kak 3aboneBaHue (ecnv B UCCNeAOBaHUE BKOYEHbl MaLUUEHTbl C
pasnu4yHbiMK 3a60NeBaHUSMM), Ero TSHKECTb, COMYTCTBYOLLAs NaTonorvs.

12.1.2. Jo3a. Heobxoammo npencraBuTb CpedHee 3HayeHue Unu meguaHy MCrnorb30BaHHOW B MCCrenoBaHUU
003bl N KONMMYECTBO MNaUMEHTOB, KOTOpPbIM OHa Obina HasHadeHa, [O03y, 9SKCMO3uUMM KOTOPOM NauMeHTb
noasepranncb Havbornee ONUTENbHO, WMAM  CPEOHIO  CYTOYHYyK Oo03y. PekomeHaoyeTcsi npencTaBnsaTb
KOMOWHMPOBaHHYIO MHOpPMaLMIo O03a-4NUTENbHOCTb, Hanpumep, KOMMYECTBO MauueHToB, Hambonee w4acTto
NnoABepraBLLMXCS 3KCMO3NLIMU UCTIONb3YEMON 030/ B TEYEHME 3a4aHHOro nepuoja BpeMeHU, MakcMMarnbHOW J03e,
MaKCcMMarnbHO pekoMmeHAyemoln Ao3e 1 Ap. B HekoTopbix criydasx BakHa KymynsaTMBHas o3a. BenuuuHy gosbl B
3aBUCUMOCTM OT OOCTOSITENBCTB MOXHO Bblpa3uTb B BUAE (paKTUHECKON CyTOYHOW [03bl, B MI/Kr unu B mr/m2. Becex
NauMeHTOB, MOOBEPTLUMXCS 3KCMO3NLMU pPas3nuyHbIMW [03aMK, HeobXo4MMO CrpynnupoBaTtb MO BO3pacTy, Mony,
pacoBOM NPUHAANEXHOCTU U OPYTYM UMEIOLLMM 3HaYeHe napaMmeTpam.

12.1.3. KoHueHTpauus nekapcTtBeHHoro npenapata. [1py Hanuuum JaHHbIX O KOHLEHTpauMu nekapcTBEHHOro
npenapata (Hanpumep, KOHUEHTpauuum BO BPEMS OMNPEAENneHHOro SIBMEHUS, MaKCUManbHOW nna3mMeHHOW
KOHLEHTpaumun, nrowaan no4 KPUBOW «KOHLUEHTpauusi-BpeMsi») MOCNEdHss1 MOXET OoKasaTbCs MOone3How Aans
BbISBNIEHNSA CBSI3W MeEXOY HexenaTtenbHblM SBIEHMEM UNU  U3MEHEHVMEeM NabopaTopHbIX MokasaTtenen u
NPUMEHEHNEM WCCNEAYEMOro IEKapCTBEHHOrO npenapata Yy OTAelNbHbiX MauueHToB. [aHHasa uWHdopMauusi
npencraensgeTcsa B npunoxeHun 16.2.5 k otyeTy (cornacHo pybpukaumm pas3fenoB 0T4eTa, yka3aHHOW B HACTOSILLEN
YacTu JOKyMeEHTa).

Mpepnonaraetcs, 4YTO BCe MNaLMEHTbI, BKMOYEHHbIE B WCCNEeAOBaHWE W MNoMyyMBlUME XOTA Obl 1 go3y
uccnegyemoro npenapara, 0yayT BktoYeHbl B aHanu3 6e3onacHocTu. Ecnu ykasaHHoe ycrioBue He BbINOMHSETCS,
HeobxoaMMo nNpeacTaBMTb COOTBETCTBYOLNE OO BACHEHMS.

12.2. HexxenartenbHble SBMNEHMS.

12.2.1. KpaTkoe pes3ioMe Mo HexenatenbHbiM siBreHnsMm. Heobxooumo npeactaBuTb KpaTkoe pestoMe BCeX
HexenaTtenbHbIX SBMEHWI, 3aperMcTpUpoBaHHbIX B XO4E WCCMNEeLoBaHWsA (C NpeAcTaBneHveM B ApYrux pasgenax
[eTann3npoBaHHbIX Tabnuu u aHanu3oB). B Takve Tabnuubl M aHanuabl HEOOXOOUMO BKIHOUUTL SIBMEHUS,
06yCrnoBneHHbIE Kak nccrnenyembiM NEKapCTBEHHBIM NPenapaToMm, Tak U KOHTPOSEM.

12.2.2. MNMpepacTaBneHne AaHHbIX O HeXenaTenbHbIX ABneHusX. B cBoaHbIX Tabnuuax, npuBeaeHHbIX B pasgene
14.3.1 oTyeTa (cormacHo pybpvkaumu pasgenoB OTyeTa, yKa3aHHOM B HacCTOSLIEeN YacTu JOKYMeHTa) Heobxoaumo
OTpasnTb BCE HeXenaTenbHble SBMEHUS, BO3HWKLUME MOCME Havyana MpUMEHEHWst UCCredyeMblX NeKapCTBEHHbIX
npenapartoB (BKMYasi ABNeHUs BEPOSTHO 0OyCrioBrneHHbIe caMyM 3aboneBaHnemM unm conyTCTBYHOLLEN naTornorven,
€CNnn TONBKO C YMOJTHOMOYEHHBIM OPraHoOM 3apaHee He ObINo AOCTUrHYTO cornaweHne 06 OTHECEHUU OrOBOPEHHbIX
ABMNEeHN K obycroBneHHbIM 3aboneBaHuem). Tabnuubl OOMKHbI BKMoYaTb B cebsi cBefeHus 00 U3MeHeHun
BUTamNbHbLIX MapamMeTpoB W ntobble M3MeHeHUst nabopaTopHbIX MoKasaTeneln, KOoTopble paccMaTpuBaloTCsl Kak
cepbe3Hble HexenaTenbHble SIBMeHUS UK NPoYne 3Ha4YMMble HeXxenaTesbHble SBeHUs.

B GonblwnHcTBE criydaeB B Takux Tabnuuax criegyet OTpaswuTb NPU3HAKM M CUMMNTOMbI, BO3HMKLLME B XOAe
neyeHnsi (MPM3HAKN U CUMNTOMbI, KOTOPbIE He ObINK 3aperncTpMpoBaHbl 4O Havana uccnegoBaHusa unu yeyrybmnmce
B TE€YEHMEe UCCrefoBaHUS, €Cnv OHU MMENV MeCTO A0 ero Hadana).

B Tabnuue cnenyet nepeyvncriuTb BCE HeXenaTteribHble SABIMEHWsi, KONMMYEeCTBO NMauUMEHTOB B KaXOdOW rpynne
JNIeYeHnsi, B KOTOPOW BO3HMKIIN HexXenaTesnbHble SABIMEHUsl, U 4YacTOTy MX BO3HUKHOBeHMs. Ecnu neyenne Hocut
LUMKIUYECKMIN XapakTep, HanpuMep, NPOTUBOOMNYXONeBas XMMUOTEPanusi, TakMe pesynbTaTbl cregyet npeacTaBnsiTh
ANst Kaxporo uukna otaensHo. HexenaTtenbHble siBNeHWs HeobxoguMmo crpynnuMpoBaTtb MO CUCTEMAaM OpraHoB.
3aTtem, ecnu wucnonb3oBanacb CUCTEMA rpafjauumy CTEMEHW TsKECTUM (Hanpumep, Nnerkasi, cpegHen CTeneHwu,
TsKenas), kaxaoe siBreHve JoNyCKaeTcsl oXapaKTepu3oBaTb C 3TON TOYKM 3peHusi. B Tabnuuax Takke gonyckaetcs
pacnpefenuTb HexenaTternbHble SBMEHUS MO CTENeHW MNPUYUHHO-CIIeACTBEHHOW CBSA3W, Hanpumep, BO3MOXHO
o0ycnoBneHbl M He OOYCMNOBMEHbI, MM UCMONb30BaTb APYryK LKAy, HanpuMMep, He CBA3aHbl UM BO3MOXHO,
BEPOSATHO, OnpedesieHHO CBA3aHbl. [axe npu UCMoNb30BaHUU OLIEHKM MPUYMHHO-CIIEACTBEHHOW CBSA3M B Tabnuubl
cneayeT BKIIOYUTb BCE HEXenaTenbHble SBMEHUS BHE 3aBUCMMOCTM OT CTEMEHN B3anNMOCBA3N

C NPVHMMaeMbIM feKapCTBEHHbIM MpenapaToM, BKMoYas SIBMEHUS, KOTOpble CYMTAlOTCS MpPOsIBIEHMEM
WHTEPKYPPEHTHbIX 3aboneBaHuii. Mocneayowme aHanmabl UCcreoBaHUs U cBOAHOM 6asbl AaHHbIX 6e3onacHoCcTh
MOTyT MOMOYb BbISIBUTH HEXenaTenbHble SIBMEHMsl, KoTopble 0BycnoBneHbl nnuM He oByCrnoBneHbl UccrneayeMbiv
nekapcTBeHHbIM npenapaToM. [lo3ToMy Ans aHanuM3a U OUEHKM [aHHbIX, MPUBEAEHHbIX B Takux Tabnuuax



Heobxoanmo VI,D,eHTM(*)MLI,VIpOBaTb KaXgoro nauueHta, y KOTOpPOro BO3HUKIIO paccMaTpuBaeMoe HexenaTtelnbHoe
saBreHne. Hwxe npeacTaBneH npumep Takon Tabnumupl.

Mpumep Tabnuubl
HexenaTtenbHble ABNEeHUNA: KONMMYECTBO HabnNaeHUN U YacToTa, C U aeHTUdMKaLmen naymeHTa

Mpynna nevenna X N = 50

TNerkne CpegHen cTenexu Tsxenble NToro Bcero
C* HC C HC C HC C HC C+HC
Cucrema
opraHoB A 6 (12%) 2 (4%) 3 (6%) 1 3 (6%) 1 12 (24%) 4
(2%) (2%) (8%)
AsneHve 1 N 11** N 21 N 31 N 41 N 51 N 61
N 12 N 22 N 32 N 52
N 13 N 33 N 53
N 14
N 15
N 16
AsneHue 2

Mpumeyanue: * C - cBasaHbl, HC - He cBs3aHbl. [pagauusa «CBA3aHbI» MOXET ObITb pacluMpeHa, Hanpumep Ha
«onpeaerneHHo», «KBO3MOXHO», «BEPOSTHO.
** \AEHTUMWKALMOHHBIA HOMEP nauneHTa.

B pononHeHne k TakMuMm nogpobHbiM Tabnuuam, npeactaBnsembiM B pasgene 14.3.1 oTtuyeTta (cornmacHo
pybpvKaLmn pasgenoB oTYeTa, yKasaHHOW B HACTOSILLEN YacTu LOKYMEHTa), B OCHOBHOW YacTun oTyeTa Heo6GXxoaMmMo
npencTaBUTb AOMOMHUTENBHYIO CBOAHYK Tabnuuy, B KOTOPOW CpaBHMBanuCb Obl Mccriefyemast U KOHTpoOInbHasi
rpynnel 6e3 ykazaHnst naeHTUUKALMOHHbIX HOMEPOB MaLMEHTOB, OrPaHNYNBAIOLLYIOCS YacTbIMU HeXenaTenbHbIMU
ABMEHNAMU (Hanpumep, TEMU, KOTOPbIE BO3HMKANM He MeHee YeM Y 1% nauueHToB rpynmbl).

UTobbl YCTAHOBUTL MCTMHHYIO YaCTOTy HexenaTerbHbIX SBMEHUN, NpU UX OMMcaHunm HeobXoauMO He TONbKO
OTpasvTb OpUrMHanbHoe onpegerneHue, OaHHOe uccrnegoBaTernem, HO UM MOMbITaTbCA CrpynnMpoBaTb CBA3aHHbIE
ABMNEHNA (SBNEHNs, KOTOpble BO3MOXHO MPEACTaBnsaoT cOboW OAWH 1 TOT e deHomeH). OgHMM 13 Takmx cnocobos
ABMAETCA NCMONb30BaHWE CTaHAaPTHOrO CroBaps HeXenaTenbHbIX peakumin (ABneHnn).

12.2.3. AHanu3 HexenaTtenbHblX ABMEHUN. B uenax cpaBHeHUs mccregyemMoun rpynnbl U rpynnbl KOHTPONS
Heob6XxoaMMO wucnonb3oBaTb 0as3oBble CBEAEHWSt O YacToTe HexXenaTemnbHbIX SIBMEHUW, KoTopble Obinu
npoaHanuavpoBaHbl B pasgene 12.2.2 oTyeta U CBeAEHMS MO KOTopbiM ObiNu npeactaBneHsl B pasgene 14.3.1
oTyeTa (cornacHo pybpukaumn pasgenoB OT4eTa, yKka3aHHOM B HACTOsLLEN YacTu AOoKyMeHTa). [insg Takoro aHanvsa
cnegyet o6beAMHUTL BCE SABMNEHUS HE3AaBUCUMO OT TSXKECTU U NMPUYUHHO-CNEACTBEHHON OOYCMOBEHHOCTM C LIENbIO
©onee NpocToro napannensHOro ConoCTaBeHNsT CpaBHMBAEMBbIX rpynn. HecMoTpsi Ha To YTO 06bIYHO Takow aHanm3
NpOBOAAT MpPW LENOCTHOM aHanu3de 6e30nacHOCTW, ecrnv MNO3BOMSAIT pasMep WUCCNedoBaHus W ero AusaiH,
pekoMeHOyeTCcs M3ydunTb Doree yacTble HexernaTerbHble SIBMEHWs, KOTOpble NOA03PEBAKTCA Kak 00YyCnoBMEHHbIE
reyeHVeM, Ha npeaMeT UX BO3HWKHOBEHMSI B 3aBMCUMOCTM OT [03bl (B TOM 4ucCrie B MI/KT unu Mr/M?), pexuma
[03UPOBaHUst, ANUMTENbHOCTU NeYeHus, oblien fo3bl, AemMorpaduryecknx xapakTepucTuK, Takux Kak Bo3pacT, Mon,
paca U WHbIX WUCXOOHbIX MPU3HAKOB (Hanpumep, (yHKUMM Mo4ek), MCXodoB 3(PEEKTUBHOCTM U KOHLUEHTpaLum
nekapcTBEHHOro npenapara. Takke peKOMEHAYeTCH U3ydYnTb BPEMSI BOZHUKHOBEHUS HEXENaTenbHbIX ABNEHUA N NX
anutenbHocTb. OCHOBBIBAsAChH Ha pe3ynbTaTax MCCnegoBaHui Unn gpapMakoriormdeckmx CBOMCTBAx UCCneayemoro
NeKapCTBEHHOrO npenapara, OMNOMHUTENBHO AOMYCKaeTCa NPOBOAUTL pag OPYTMX aHaNM30B.

lMpoBeaeHne TwaTenbHOW CTATUCTMYECKOM OLIEHKW KaXKOOro HexernaTenbHOro sBrneHusa He Tpebyetca. [Mpu
NEPBUYHOM MPEACTaBMEHUN U U3YYEHUU [aHHbIX MOXHO BbISIBUTb, YTO 3HAYMTENbHAs YacTb SBMEHUNA He
obycrnoBneHa gemorpacuyeckuMm 1 MNpoYMMU WCXOOHbIMW MNapameTpamu. Ecnu uccnenoBaHue BbINOMHEHO Ha
HebonbLION MoNynAuUM CYyOBEKTOB, @ KONMWUYECTBO SIBMIEHUA OTHOCUTENbHOE Hebonblioe, ObiBaeT AOCTATOYHbIM
OrPaHNYUTLCS aHaNM30M CPaBHEHWS TPYNM NEYEHNS U KOHTPOIS.

Mpu onpeaeneHHbIX 0BCTOSATENBLCTBAX MO CPaBHEHWIO C NpPeAcTaBneHvem obLielt 4acToTbl HexenaTernbHbIX
ABNeHun 6onee MHPOPMATNBHBIM SBASIETCA UCMONb30BaHMe Tabnuvy CMEPTHOCTM UNn Apyrux aHanm3oB nogobHoro
poaa. Mpy UMKIMYHOCTU NeYveHnsi, HanpumMmep, Npu NPOTUBOOMYXONEBON XMMMOTEpPANUM, PEKOMEHAYETCSt NPOBECTU
aHanu3 pe3ynbTaToB B paMKax KaXgoro oT4enbHOro Lmkna.

12.2.4. MNepeveHb HexenaTenbHbIX ABMEHWI MO KaXAOMY naumeHTy. B npunoxenun 16.2.7 k otyeTy (cormacHo
pyOpukaumMn pasgenoB OTYETa, YKA3aHHOM B HACTOSLIENW 4acTM [OKyMeHTa) HeobxooumMo nepevvcnvtb Bce
HexenaTternbHble SIBMEeHUS MO KaXAoMYy MauMeHTy, BKIYas OJHO U TO Xe SIBMeHWe, BO3HMKLLEE HECKOMbKO pas, C
yKasaHWeM Kak CTaHAapTHOrO MPUHSITOrO TEPMWMHA, TaK U WCMOMb30BaHHOMO WCCrefoBaTeNeM OpUrMHanbHOro
TepMuHa. MNepeyeHb COCTaBMSIETCS MO KaXA0MY MCCreaoBaTento 1 n3y4aemon rpynne nevyeHus 1 A0oMmKeH BKIYaTh
B cebs cnepytolime cBeaeHus:

naeHTMduKaTop NauneHTa;

BO3pacT, paca, nos, Macca Terna (PocT - eCrv UMeeT 3Ha4YeHue);

pacnonoxenue NPK B otyeTe (Npu Hanuuun);

HexenaTtenbHoe ABrneHne (CTaHAAPTHBIN NPUHATBIN TEPMUH, OPUTMHANBHBIA TEPMUH);

ONUTENBHOCTb HEXENATENbHOTO SABNEHWS;




TsKeCTb (Hanpumep, nerkasi, cpegHen cTenexu, Tskenas);

Cepbe3HOCTb (Cepbe3HOE UM HECEPBLE3HOE);

npeanpuHaTele Mepbl (6e3 BMellaTenbCTBa, CHWKEHVWE [03bl, MpeKpalleHWe neyeHusl, Ha3HadeHune
AONOMHUTENBHOW Tepanuu n ap.);

ncxoabl (Hanpumep, B popmate CIOMS);

oLeHKa MPUYNHHO-CNeaCTBEHHOW CBA3M (Hanpumep, CBs3aHa unm He cessaHa). Micnonbaysa TabnuyHein dpopmar
unun apyrum obpasom Heobxoaumo onucaTb anropuTM ee NpoBeaeHUs;

AaTta BO3HUKHOBEHMWS UMK AaTta BU3nTa, Ha KOTOPOM ObINo BbISIBNIEHO HeXenaTenbHoe sSiBMeHue;

BpeMSI BO3HWKHOBEHWS HeXenaTenbHOro SABMEHWUS NO OTHOLLEHMWIO K NOCneaHen NPUHATON [03e nccneayemMoro
nekapcTBEHHOro npenapara (ecnv NpuMeHumMo);

Tepanusi Ha MOMEHT BO3HUKHOBEHUWS UMW HeJABHO NPOBELEHHYH0 Tepanuio;

BENUYMHA [03bl UCCredyeMoro NiekapCTBEHHOro npenaparta B aGCOMOTHOM BblpaXKeHuW, B MI/KT unu Mr/M? B
MOMEHT BO3HUKHOBEHWS SABMEHNS;

KOHLIEHTpaLmMsa nekapcTBEHHOro npenapara (ecnv n3BecTHa);

ONUTENBHOCTL NEeYeHNs nccneqyemMbiM nekapcTBeHHbIM NpenapaTom;

CONyTCTBYIOLLAA Tepanuio BO BpeEMS UCCNefoBaHuS.

B Havane nepeyHsa wnm Ha Kaxgon cTpaHuue (6boree npeanoyTUTEmNbHBLIA  BapuaHT) Heobxoanmo
pacwmndpoBaTb Bce abbpeBmaTypbl U YCIOBHbIE COKPALLEHUSI.

12.3. JleTanbHble UCxoabl, NPOYME Cepbe3Hble HexenaTenbHble ABMEHVS U ApYre 3HaYMMble HeXernaTerbHble
ABMEHNS.

Heobxogmmo yaenuTe ocoboe BHUMaHWE rneTanbHbIM UCXO4aM, MPOYMM  CEpbe3HbIM  HexenaTerbHbIM
ABMEHNAM U APYTMM 3HAYMMbIM HeXenaTernbHbIM SBIIEHUSIM.

12.3.1. MNepeyveHb neTanbHbIX MCXOAO0B, MPOYMX CEPbE3HbIX HEeXenaTenbHbIX SBNEHUA U APYrMxX 3HaYMMbIX
HexenaTtenbHbiX SABMEHWA. B OTHOWEHWM HMXeyKa3aHHbIX SBMEHWA Heobxooumo MpeacTaBuUTb  NEepeyHw,
cogepxalwime uHopmMauuio, onucaHHyio B pasgene 12.2.4 oTyeTa (cornmacHo pybpukaumu pasgernoB OTyeTa,
YKa3aHHOWN B HACTOSALLEN YacTn OKYMEHTa).

12.3.1.1. letanbHble ucxodel. B pazgene 14.3.2 otyeTa Mo Kaxgomy nauneHTy HeobXoaMMo nepevmcnuTb Bce
netanbHble UCXOAbl, 3apErMCTPMPOBaHHbIE B XO4E€ WCCNeaoBaHusi, BKMoYasa nepvos HabniogeHns no 3aBepLueHun
Tepanuu, a Takxke neTarnbHble UCX0Abl, BO3HMKLLNE BCNEACTBME NpoLiecca, Ha4aToro BO BpEMsi UCCIIEA0BaHMUS.

12.3.1.2. lpoune cepbe3Hble HexenatenbHble sBneHus. B pasgene 14.3.2 otyeta (cormacHo py6pukauun
pasgenoB oTyeTa, yKa3aHHOMW B HacToOsdWeW 4acTu [OoKymeHTa) HeobxoaMMo nNpeacTaBuTb BCE CepbesHble
HexenaTtenbHble ABneHus (MOMUMO neTanbHbIX WMCXOAO0B, HO BKIOYaA Cepbe3Hble HexenaTenbHble SBMeHus,
CBfAA3aHHble BO BpPEMEHW unu npegwecteylowne cmeptn). B nepeveHb HeobxoamMmo BkMOUMTL nabopaTopHble
HapyLUeHns, NaToNOrMYeckn M3MEHEHHbIE >XU3HEHHO BaXkHbl€ MoOKasaTenu W NaTororM4yeckne OaHHble OCMOTpa,
pacLeHEHHbIE KaK Cepbe3Hble HeXxenaTernbHble ABNEHNS.

12.3.1.3. Opyrve 3HauMMble HexenaTenbHble siBNeHusi. B pasgene 14.3.2 otyeTa (cornmacHo pybpukauum
pasgenoB oOTyeTa, YKa3aHHOW B HacCTOSAWEW YacTu [OKYMeHTa) HeobXxoAMMo npeAcTaBuTb BblPaXeHHbIe
remaTtoniornyeckme M npoyve nabopatopHble HapylleHus (MOMUMO SBMEHWN, NoAnajarlumMx nof onpeaeneHve
CepbesHbIX HexenaTtenbHblX SBMEHUA) n Apyrne cobbiTus, KOTOpble NPUBENM K BMeLlaTenbCTBY, BKIOYaAA OTMEHY
Tepanun wccnegyemMbiM NEKapCTBEHHbIM NpenapaToM, CHWKEHUIO A03bl WM 3HAYUTENbHOW OOMOMHUTENBHON
CONyTCTBYIOLLEN Tepanuun, KOTOPbIe HE NOoAMNaAatoT NoA onpedeneHne cepbesHbiX HexXenaTenbHbIX ABNEHUN.

12.3.2. OnucaHue netanbHbIX WUCXOAOB, MPOYMX CEPbE3HbLIX HEeXernaTerbHbIX ABMEHWN U APYruX 3HAYMMbIX
HexenaTtenbHbIX sBMeHui. HeobxoaMMo nNpeacTaBUTb KpaTKoe OMNMCaHWe KaXAoro neTanbHOro ucxoda, Kaxpooro
NpoYero Cepbe3HOro HeXxXenatenbHOro SABMEHUs, a Takke APYrUX 3HAYMMbIX HexXernaTerbHbIX SABNEeHURn, KoTopble
pacueHeHbl Kak MMelolmne ocoObii MHTEpPeC BCreacTBUME WX KIMHUYECKOW 3HadumocTu. B 3aBucumocTn ot
KOnM4yecTBa Takue onucaHus HeobxoaMMo MpeacTaBuTb NGO B OCHOBHOM YacTu oT4yeTa, nubo B pasgene 14.3.3
oTyeTa (cornacHo pybpvkaumm pasgernoB OTyeTa, YKa3aHHOM B HACTOSLEN 4acTu AOKYMEeHTa). ABneHus, KoTopble
O[HO3HAYHO He CBHA3aHbl C UCCreayeMblM NeKapCTBEHHbIM NpenapaTom, AOMycKaeTCa He OnMuChbiBaTb MMM onucatb
O4eHb KpaTko. Kak npaBumno, onncaHne JOIMKHO coaepaTtb CneayroLme CBeeHUs:

XapakTep 1 BbIpaXXEHHOCTb SBIEHWS;

TeyeHve 3aboneBaHusi, NpuMBEALIEE K SBMNEHWIO, C YKa3aHMEM BpEeMEeHW BBEAEHMSs uccrnegyemoro
nekapcTBEHHOro npenapara;

3HauYMMble NabopaTopHble NokasaTenu;

OTMEHSICS NN NeKapCTBEHHbIV NpenapaT v Koraa;

KOHTPMEPHI;

HaxoOKu Ha BCKPbITUW;

MHEHWe nccregoBaTtens n crnoHcopa (npy Heo6xoaAMMOCTH) B OTHOLLEHUN NPUYNHHO-CNEACTBEHHOW CBA3N.

JononHntenbHO HeO6XOAMMO NpeacTaBUTL CriedyoLne CBeAeHNS:

naeHTUUKaTOp NaLNEHTa;

BO3pacT ¥ Non nauneHTa;

obLLee KNMMHMYECKOe COCTOsIHME NauueHTa (Npu HeobxoanumMocTu);

3aboneBaHne, Ha OCHOBaHUWN KOTOPOro NauneHT ObiN BKMOYEH B UCCreoBaHWe (ecnv Ans BCeX NauueHTOB OHO
COBMajaeT, ero He ykasblBaloT), C yka3aHNeM ero ANIMTENbHOCTM (TEKYLLero anM3oaa);

3HauYMMble COMyTCTBYKOLME U (MNK) NepeHeceHHble 3ab0oneBaHnst ¢ ykasaHWeM BPEMEHU NX BO3HWKHOBEHUS U
ANUTENbHOCTY;

3HauMMas comyTcTBylOLWaa M (unu) npealwecTByloWas MeOuKaMeHTO3Hasi Tepanus C yKasaHueM pPEeXMMOB
[03UpOBaHus;

Ha3Ha4eHHbI nccneayeMblii NekapcTBEHHbIV Npenapart, 4o3a (ecnu oHa oTnu4yanach OT NaumMeHTa K NaunueHTy)
W ONUTENBHOCTb €ro NPUMEHEHNS.



12.3.3. AHanu3 u obcyxaeHue neTanbHbIX UCXOAOB, MPOYMX CEPbEe3HbIX HeXenaTernbHbIX SBMAEHUA U Opyrux
3HaUYMMbIX HexXernaTernbHbIX SBreHun. HeobxogMmo BO B3aMMOCBA3M C  6e30MacHOCTbIO  UCCreayemoro
NeKapCcTBEHHOrO npenapata OUeHWTb 3Ha4YMMOCTb JeTarnbHbIX WCXOAOB, MPOYMX CEepbe3HbIX HexenaTenbHbIX
ABNEHUN N OPYrUX 3HAYUMbIX HexenaTernbHbIX SBNEHWW, NpuBedlmnX K OTMEHe uccrneayemoro riekapCTBeHHOro
npenaparta, CHWKEHUIO ero [03bl WM MPUMEHEHUMIO BcrnomoraTenbHon Tepanuu. Heobxoammo ocobo
npoaHanuavMpoBaTtb, He $ABNAeTCA M Kakoe-nnbo un3 3TUX NABMEHWA paHee HenpeaBuAeHHbIM  BaXHbIM
HexenaTtenbHbIM SBfIEeHWEM UCCeAyeMOoro NekapCTBEHHOro npenaparTa.

B oTHOLWeHUN cepbe3HbIX HexxenaTenbHbIX ABMEHUN 3TO 06CTOATENBCTBO UrpaeT 0cobo BaxHyto pornb. B uenax
BbISBNEHNS 3aBMCUMOCTUN ABMEHUI OT BPEMEHU NMPUMEHEHMUS UCCMEeAyeMOoro NekapCTBEHHOro npenapaTta U OLEeHKU
pvcka BO BPEMEHW PEKOMEHAYETCH UCMOMb30BaTh Tabnuubl CMEPTHOCTU MK NoAo6HbIE aHanNU3bI.

12.4. OueHka nabopaTopHbIX NokasaTenen.

12.4.1. lepeyeHb WHAMBMAYanbHbIX NAbOPATOPHBIX AaHHbIX MO KaXAOMy nNauMeHTy (NpeacTaBreHHbl B
pasgene 16.2.8 otyeTta) U OTKIMOHEHUA NabopaToOpHbLIX AaHHbIX OT HOPMbl (NpeAcTaBneHHbI B pasgene 14.3.4
otyeta). o TpeboBaHMIO YNONMHOMOYEHHbLIX OPraHoB pe3ynbTaTbl BCEX UMEKLLMX OTHOLIEeHWe K BGe3onacHoCTU
nabopaTopHbIX MCCNefoBaHWn AOIMKHLI ObiTb AOCTYMHLI B BUAe TabnuuyHbIX nepeyHen B crnegylowem dopmare:
Kaxabll pad AaHHbIX OTHOCWUTCA K BU3MTY NauueHTa, B TEYEHMe KOTOPOro OCyLecTBnAnucb nabopatopHble
uccrnegoBaHus, B KOTOPOM NauMeHTbl CrpynnMpoBaHbl N0 UCcnegoBaTento (B criydae ecnu B uccrnegoBaHum 6bino
HECKONbKO uccrnegoBaTtenen) u rpynne neyeHus; Kaxapli ctonbey BKM4YaeT B cebs BaxHble Aemorpaduyeckue
AaHHble, CBEEHUSA O [03€ NeKapCTBEHHOrO npenapara v pe3ynbTaTbl NabopaTopHbIX UccnegoBaHui. MocKkonbKy He
BCE UCCNeaoBaHUs MOryT ymectuTbesa B 1 Tabnvue, nx HeobxoaMmMo NorMyeckn crpynnupoBaTh (reMaTonornyeckme
uccreaoBaHus, GroxnMnsa neyveHun, aNeKTPoONnUTLI, aHann3bl MoYu 1 ap.). Heobxoanmo ¢ NoMoLLb NoAYepKUBaHUS,
3aKIIOYEHMS B CKOOKM Mnu MHbIM 06pa3om BblAeNUTb BCE OTKIOHSAOLWMECS OT HOPMbI 3HaveHus. Ecnv Toro Tpebyet
YMONHOMOYEHHbIV OpraH, nepevYeHb HeobxoAMMO MpeacTaBnAaTb He B OTYeTe, a KakK OTAenbHyl 4acTb
perncTpaLuoHHOro A0Cbe NekapCTBEHHOro npenapata, Nnbo 3TOT nepedeHb AOMmkeH ObiTb HaroToBe B cryyae
3anpoca.

Mpumep Tabnuubl

MNepeyeHb NnaGopaTopHbLIX U3MEepPEeHUi

Maunent Bpewms Bospact Mon Paca Macca Hosza JlaGopaTopHble TecTbl

Tena ANT ACT [11{0)

Ne 1 TO 70 M E 70 kr 400 mr V1* V5 V9
T1 V2 V6 V10

T2 V3 V7 V11

T3 V4 V8 V12

Ne 2 T10 65 K H 50 kr 300 mr V13 V16 V19
T21 V14 V17 V20

T32 V15 V18 V21

MpumeyaHue: * Vn - 3HayeHne nabopaTopHOro napameTpa.

[na ynonHomMoueHHbIX opraHoB B pa3gerne 14.3.4 otyeTta (cornacHo pybpukaumm pasgenoB oTyeTa, yKasaHHOM
B HaCTOsLLEN YyacTu AOKYMEHTa), CNomb3ys BblLLIEONUCAHHbIN hopmaT, He0o6XoAMMO NpeacTaBUTb NepedeHb BCex
nabopaTopHbIX OTKMOHEHWI MO KaxaoMy nauueHTy. [lo nabopaTopHbIM  OTKMOHEHWUSIM, WMEIOLWMM 0COOYyHo
3HauYMMOCTb (nabopaTopHble OTKMOHEHUS, WMEKLMEe MNOTEHLMANbHYK KIUMHWYECKYD 3Ha4yuMoCTb), crnegyeT
npencTaBnsATb AOMOMHUTENbHbIE CBEAEHWS, HAanpuMep, HopMarsbHble 3Ha4YeHWUst 10 U NOCME OTKIOHEHWU, 3HAYeHus,
B3aMMOCBSA3aHHbIX NabopaTopHbIX nokasatenen. B HeKoTopbIX cryyasix enaTernbHO MWCKIIYUTb OnpeaeneHHble
nabopaTtopHble OTKIMOHEHMSI M3 Mocneayllwero adHanusa. Hanpumep, w3onMpoBaHHbIE He MNOBTOPSOLIMECSH
HebonblUMEe OTKITOHEHUS HEKOTOPbIX JTabopaTopHbLIX NapaMeTPoB (HanNpMMep, KOHLIEHTpaUMs MOYEBOM KUCHOTbI UNn
SMNEKTPONUTOB) UMK CIly4alHble HN3KNE 3Ha4YeHNs HEKOTOPbIX N1abopaTopHbLIX MCCNEA0BaHWI (HaNnpUMep, akTUBHOCTH
TpaHcaMuHa3s, Weno4YHon gpoctaTtasbl, CoaepXaHnst a3otTa MOYEBUHBI KPOBU U AP.) MOXHO PacLEHUTb Kak BEPOATHO
KIMUHUYECKM HEe3HauuMmble 1 Ucknountb. OgHako nobble nogobHble pelleHnst Heobxoammo 4eTko oboCcHOBaThL, a B
npeacTaBneHHOM (4OCTYMHOM ANs MPeAcTaBMeHWst Mo 3anpocy YMNONHOMOYEHHOrO OpraHa) MOfHOM MepeYHe
3HayeHUn HeobxoaMMO yKkasaTb kaxzgoe NnabopaTopHoe OTKIIOHEHME.

12.4.2. OueHka kaxgoro nabopaTopHoro nokasartensi. Heobxogmmas oueHka nabopaTopHbIX 3HAYEHUN OOIMKHA
onpenensitbCa MoMyYeHHbIMU pesynbTatamMu, O4HAKo, B LENOM, B OTYETE HeobXooumo NpeacTaBuTb pesynbTatbl
NpOBEeAEHNST HMKEONUCAHHOTO aHanusa. B oTHoweHun kaxgoro nabopaTopHOro uccrnefoBaHMsi Heobxoaumo
NPOBECTN CPaBHEHWE MeXAy MUCCNeayeMom M KOHTPOMbHOW rpynnamMu (ecrnvm 370 MPUMEHNMO U MO3BONSET pasmep
uccnegoBanus). B gononHeHve B aHanu3e HeoOXOAMMO ykasaTb AMana3oH HOPMarbHbIX 3HAYEHWUA Kaxaoro
nabopaTopHOro nokasaTens.

12.4.2.1. OuHamuka nabopaTopHbIX MokasaTtenen BO BpeMeHW. o Kaxaomy napameTpy B KaxAblli nepuog
BPEMEHM Ha MPOTSLKEHUU BCErO WCCNELOBaHUA (HanpuMep, Npu Kaxaom Bu3MTe) HeobXoaumo ykasaTb B OTYETE
cnepywowme AaHHble: 3HAYEHWs TPYNNOBOro CPELHEro UMM MeAuaHbl, pasmax 3HavyeHWin, KOnM4yecTBO NaLueHToB C
OTKMOHSIIOWLMMUCSH OT HOPMbl 3HAYEHUSIMU WUMU C OTKMOHSIIOWUMWUCS Ha OMPEAENEHHYI0 BENUYMHY 3HAYEeHMSMU
(Hanpumep, 2-KpaTHO MPEBLILLAIOLWMMM BEPXHIOK TPaHMLy HOpPMbl, B 5 pa3 Bbille rpaHuubl HOPMbl, NMPU 3TOM
HeobxoamMmMo obocHoBaTb Takon BbIOOp). [lonyckaeTcsa ncnonb3oBaTh rpadmku.

12.4.2.2. lHgmBnayanbHble nsmeHeHnsi. Heobxoaumo npeacTaBuTb aHanua MHAUBMAYanbHbBIX NabopaTopHbIX
N3MEHEHUI MO KaXkaow uccnegyemon rpynne. [ins 3Toro 4onyckaeTcsl MCNoMb30BaTh Pa3Hble NOAXOAbI, BKITHOYas:



Tabnuubl cOBMIOB - Tabnuubl, OTpaXxawLme KONMMYECTBO MaLMEHTOB, HAXOOSLIMXCA Hke, B npegenax wunu
BbILLE HOPMarbHbIX 3HAYEHU NoKa3aTensi Yepes onpeaerieHHbIe MPOMEXYTKA BPEMEHM;

Tabnuubl, cogepxalime MHAOPMaUMo O KONMYecTBe WNu [one NauMeHToB C M3MeHeHveMm nabopaTopHoro
rnokasaTens Ha 3apaHee YCTaHOBIEHHYIO BENMWYMHY Yepes3 onpefereHHble NPOMeXyTku BpemeHu. Hanpumep, ons
a3oTa MOYEBMHbI KPOBW MOIMMO ObiTb MPUHATO pelleHMe O HeobXOAMMOCTM €ero OnuCcaHus, €Crnv WU3MeHeHue
npesblwaet 10 mr/gn. Mo atomy napameTpy Heo6xoaMmo 6binio 6bl NpeacTaBuUTb KONMMYECTBO NALMEHTOB C
W3MEHEHUeM, He MNpPEeBbILLALWMM WY NPEBbLILLAWUM OAaHHYI0 FpaHuLy, Ha OAHOM BU3uTe unun 6onee, obbIMHO
nauMeHToB rpynnUpPyoT OTAENbHO B 3aBUCMMOCTM OT UCXOOHOMO 3HaYeHMs a3oTa MOYEBWHbI KPOBU (HOPMarbHOro
UNN NOBbLIWEHHOrO). BO3MOXHBIM NpeumyLLecTBOM Takoro crnocoba npeAcTaBreHus no cpaBHeHWIo ¢ Tabnuuamm
CABUIOB SABMSIETCA CMOCOOHOCTb BbISABUTb M3MEHEHWUSI OMpPEeAEreHHOW BENWYMHbI, AaXe €CNn KOHEYHOoe 3HayeHue
ABMNAETCA HOPMarbHbIM;

rpacumk, COMOCTaBMNALIMIA UCXOOHOE 3HA4YeHME U 3HayeHus nabopaTopHbIX napameTpoB, Habnogaembix B
XO[e NEeYeHus MO KaxOoMy MauMeHTy, B BUAE TOYKM, XapakTepusylollencs 2 koopguHatamu: no ocu abcumcc -
UCXoAdHble 3Ha4YeHUs NabopaTopHbIX Noka3aTernen, a Nno OCKM OpAMHAT - 3HAYEHMS ITUX XKe NokasaTenemn BO BPEMEHU
(nocne kypca nedveHust). Ecnn nameHeHun He npoucxoguT, Touka, NPEeACTaBnsIOWas Kaxaoro naumeHTa, Oyaoet
HaxoauTbCa Ha nuHun 45 rpagycos. O6WMI caBUr rpadmka B CTOPOHY BBLICOKMX 3HaYeHU MNposiBUTCA B BUAe
CKOMMeHus Todek (knactepa) Hag nuHuen 45 rpagycos. NockonbKy Takon cnocob npeacraBneHns 06bI4HO oTpaxaeT
TONbKO 1 BpEMEHHYI0 TOYKY Ansa 1 rpynnbl, C LENbo UHTEpNpeTaumm AaHHbIX NOTPebyrTCs cepumn Taknx rpadmkoB
BO BpPEMEHW ANnA WccrneayeMon U KOHTponbHon rpynn. C Apyrol CTOPOHbI, yKasaHHbIA cnocob npeacTasneHvst
Nno3BONSeT OTPa3nTb MCXOOHOE U Hambonee oTKINoHsALWeecs 3HavyeHns. OH Nerko BbIABNSAET Pe3Ko OTKIOHALMECs
3HaYeHust (OANs Taknx 3Ha4YEHUn peKOMEHAYETCH yKasbiBaTb MAEHTUMMKATOPbI NALMEHTOB).

12.4.2.3. KnuHu4yeckn 3HauymMMble MHOMBUAYanbHbIE OTKNOHEHMs. Heobxoaumo npoaHanvManpoBaTh KNMHUYECKU
U3MeHeHUs, onpeaeneHHble 3asBuTenem kak 3Hadmmble. B pasgenax 12.3.2 n 14.3.3 otyeTa (cornacHo pybpvkauum
pasgenoB OTyeTa, YKasaHHOMW B HACTOSLWEN 4YacTu LOKyMEeHTa) Heobxoaumo npenctaBuTb OMMCAHME KaKOoro
naumeHTa, 4Ybu nabopaTopHble OTKMOHEHWs ObiNM pacuUeHeHbl Kak Cepbe3HOe HexXenaTernbHoe sBMeHne n B
HEKOTOPbIX CIy4asix - Kak Npoyee 3Ha4YMMOE HeXenaTenbHOe SBNeHne.

Mpu ncnonb3oBaHMK LLKamnbl CTENEHN TOKCUYHOCTM (Hanpumep, BO3, wkana HauuoHanbHOro MHCTUTYTa paka
CLWA) HeobXoaMMO HE3aBMCUMO OT CTEMEHU TSHXKECTU OXapaKTepu3oBaTb WU3MEHEHUs, KBanvuUUpOBaHHbIE Kak
Tskenble. Mo kaxgomy napameTpy HeobxoouMO NpeACcTaBUTb aHanNM3 KIMHUYECKN 3HAYUMbIX U3MEHEHWI U KpaTKoe
onucaHne OTMeHbl Tepanuu Mo pesynbTatam nabopaTopHbix u3mepeHun. Heobxoaumo OueHWUTb 3HaYMMOCTb
N3MEHEHUI N UX NPUYNHHO-CNEACTBEHHYIO CBS3b C UCCreayeMon Tepanuen, HanpuMmep, ¢ NOMOLLBIO aHanmsa Takux
NPU3HaKoB, Kak 3aBMCMMOCTb OT A03bl, KOHUEHTpauun nekapCTBEHHOro npenapata, MCYE3HOBEHME B TeuveHue
Tepanuu, MONOXMTENbHas peakuuMs Ha OTMEeHy, MONOXWTenbHas peakumMss Ha BO30OHOBNEHME W Xxapaktep
CONyTCTBYIOLLEW TEpaNuK.

12.5. JKnM3HEHHO BaxHble MoKasaTenu, [AaHHble OOBLEKTMBHBLIX WCCMNELOBaHWA W npovne HabnaeHus,
3aTparvBatowime 6esonacHocTb. [logo6Ho nabopaTopHbiIM MapameTpam HeobxoAMMO MpoaHanmM3uMpoBaTtb W
npeacTaBUTb CBEAEHUS O XU3HEHHO BaXKHbIX MokasaTensx, NpoYnx AaHHbIX OOBLEKTUBHBIX UCCNEAOBAHUA U OPYIUX
HabnogeHusax, 3aTparvBarlmx 6e3onacHocTb. Ecnv vmeloTcs gokasaTenbcTBa Hanmmuus hapmakonornyeckoro
adhdpekTa, HeOOBXOAMMO YCTaHOBUTL BCAKYHO 3aBUCMMOCTb OT [03bl UMM KOHLEHTpauuy nekapCcTBEHHOro npenapara
NN B3aUMOCBA3b C XapakTepucTvkamu nauueHTa (Hanpumep, 3aboneBaHuem, AemorpaduyeckuMn AaHHbIMU,
COMyTCTBYIOLLIEN Tepanuen), a Takke onucaTtb KITMHUYECKY 3HAa4YMMOCTb HabnogeHuin. Heobxoanmo npu aHanvse B
oTyeTe yaenutb ocoboe BHMMaHWe M3MEHEHMAM, KOTOpble He ObinM OTHECEHbl K MepeMeHHbIM 3PMEKTUBHOCTH, U
TEeM CaMbiM pacLieHEHHbIM Kak HexenaTenbHble ABMeHWS.

12.6. 3akntoyeHne o 6esonacHoCTU.

Heobxoommo npoaHanuavpoBath 00Lyto 6e30nacHOCTb UCCNeayeMoro fiekapcTBEHHOro npenapaTa, nogpo6Ho
npoaHanu3vMpoBaB SIBNEHMWS, BO3HWKLLNE BCreACcTBUE M3MEHEHMUS [03bl, HEOOXOAMMOCTU COMYTCTBYHOLLEN Tepanuu,
Cepbe3HbIM HeXernaTernbHbIM SABIMEHVAM, SBMEHWAM, BO3HMKIWIMM B OTBET Ha OTMEHy Tepanuu, W neTarnbHbIM
ucxogam. Heobxoammo BbISBUTbL BCEX MAUMEHTOB WM UX FPYNMbl, NOABEPKEHHbBIX MOBbLILLEHHOMY PUCKY, NOAPOGHO
npoaHanu3MpoBaB TeX M3 HUX, KOTOpble SABMSIOTCA MOTEHUMAanbHO YA3BMMbIMU MM MOTYT ObITb MpeacTaBreHbl
HebonbwMM 4ncrnom cybbekToB (Hanpumep, AeTw, OepemMeHHble, ocrabneHHble noxwnble nuua, nauneHTbl Co
3HaYUTENbHBIMU HapyLLeHs MmeTabonmama 1 BbiBEAEHWS NekapCTBEHHbIX NpenapaTtoB 1 ap.). Heobxogmmo onucatb
nocneacTeus oLeHKN 6€30NacHOCTM BO3MOXKHOMO NPUMEHEHNS NIEKapCTBEHHOMO NpenaparTa.

13. O6¢cyxaeHue u obLiee 3aKkn4YeHue

JomkHbl ObITb KpaTKO M3NOXeHbl U obCyxXaeHbl pesynbTaTbl OUeHKM 3dPEKTUBHOCTUM K HGes3onacHoCTw,
COOTHOLLEHMS MOMb3a-puCK CO CCbINMKOW Ha Tabnuubl, PUCYHKU M COOTBETCTBYHOLLME pasgensl otyeta (mpwu
HeobxoammMocTn). [laHHbIN pa3gen He OOMKeH NpeAcTaBnATb COOOM NPOCToe LMTUPOBaHWE OMUCAHUSA AaHHbLIX WK
BBOAUTb HOBblE AAHHbIE.

Ob6cyxaeHne 1 BbIBOAbI AOMKHbI ICHO OXapaKTepu3oBaTb BCE MOMyYeHHbIe B XO4e UCCIeoBaHNs HOBble UMK
HenpeaBUaeHHble OaHHble, NPOKOMMEHTMPOBATb WX 3HAYMMOCTb M 0OCYyAMTb BCe NOTeHuManbHble npobnemel,
Hanpumep, NPOTUBOPEYNS MEXAY B3aMMOCBSI3aHHbIMM TecTaMu. KnuHuyeckas 3Ha4MMOCTb M BaXHOCTb pe3ynbTaToB
Takke [OOMKHbI 6blTb O6CyXAEeHbl UCXoda W3 APYrUX WMEWMXCs AaHHbIX. [lomkHbl ObiTh  yKa3aHbl Bce
cneunduyeckue npeumyllecTBa WM CrneuuanbHble NpefocTepexeHns, Heobxoaumblie Kak Ans  OTAEnNbHbIX
nauMeHTOB, Tak 1 ANnd rpynn pucka, a Takke niobble nocneacTsmsa Ans nposegeHus 6yayLumx uccrnegoBaHui.

B kauyecTBe anbTepHaTMBHOrO BapvaHTa, pe3ynbTaTbl Takux obcyaeHun MoryT ObiTe BKIIOYEHbI B pe3toMe Mo
6e3onacHOCTM 1 aPEKTUBHOCTH B COCTaB PEMMCTPALMOHHOIO A40Cke (MHTErpupoBaHHOe pestome).

14. Tabnuubl, pUCYHKU, rpadmkn, Ha KoTopble
OaHbl CCbINIKU, HO KOTOPbIe He BOLUSIM B TEKCT oT4eTa



PucyHKn JOMKHBI MCNOMNb30BaThCA ANA rpadMyeckoro 0To6pakeHns BaXkHbIX pe3ynbTaToB UINu AN NOACHEHWS
pesynbTaToB, KOTOPbIE CIOXHbI 419 BOCNpUATUS B hopme Tabnuu,.

BaxHble gemorpadmyeckne faHHble, a Takke AaHHble Mo 3ddeKTMBHOCTM 1 6e3omnacHOCTU AOMKHbI ObiTh
npencTaBneHbl B CBOAHbLIX PUCYHKaX M Tabnuuax B TeKkcTe oTyeTa. Ecnv 910 HEBO3MOXHO caenaTb MO KakMMm-nnbo
npuYnHaMu, Hanpumep, n3-3a pasmMepoB UMM MX KONUYEeCTBa, UX Heobxoaumo npeacTaBuTb B AaHHOM pasgene
OT4eTa C yKasaHWeM MepeKpPecTHbIX CChINTIOK Ha TEKCT, a Takke BCnoMoraTeribHble UNu OOMNOSHUTENbHbIE PUCYHKU,
Tabnuubl NN nepeyHn.

B paHHOM pasgene oTyeTa O KIMHMYECKOM UCCNedOoBaHMM MOXeT ObiTb npeacTaBneHa cregyloLlasi
MHopMaLms:

14.1. Oemorpacduyeckme AaHHble (CBOAHbIE PUCYHKM, Tabnuubl).

14.2. JaHHble No 3 EKTUBHOCTU (CBOAHBIE PUCYHKM, Tabnuubl).

14.3. JaHHble no 6e30nacHOCTM (CBOAHbIE PUCYHKK, TabnuLbI):

npeaocTaBneHne OaHHbIX O HeXenaTenbHbIX SIBNEHUSsIX;

nepeyeHb CnyvyaeB CMepTH, APYrMX CePbe3HbIX U 3HAYUMbIX HEXeNaTeNbHbIX SIBNEHU;

onucaHune cny4yaeB CMepPTU, OPYTNX CEPbE3HbIX U HEKOTOPLIX APYTMX 3HAYMMbIX HEXenaTernbHbIX ABNEHUN;

nepeyeHb OTKIMOHSIOWMXCHA OT HOPMbI NokasaTernen nabopaTopHbIX UCCNeAoBaHU (Mo KaXaoMy nauneHTy).

15. Cnucok nutepaTtypbl

JomkeH ObITb NpegoCTaBNEH CNMCOK HayuvHbIX CTaTel M3 nuTepaTtypbl, MMEKLEA OTHOLUEHUE K OLEHKe
pes3ynbTaToB nccnegoBaHus. Konum BaxkHbIX nybnukaumii 4OMmKHbI ObiTe NpeacTaBneHbl B NpunoxeHusax 16.1.11 un
16.1.12 k oT4eTy (cornacHo pybpuvkaumu pasfgenoB oTyeTa, yKazaHHOW B HAcCTOsILLEN YacTu fOoKyMeHTa). CChINkM Ha
nuTepaTypy AOMKHblI OblTb MpefocTaBneHbl B COOTBETCTBMU C MEXAyHapoAHbIMU cTaHgapTamu (BaHkyBepckas
peknapauma 1979 r. «EguHble TpeboBaHUSIM K PYKOMWUCAM, NpeAcTaBfisieMbiM B GuoMeauLMHCKME >XypHanbly),
MexXrocyfapcrBeHHeiM  ctaHgaptom [OCT 7.1-2003 («Bubnuorpadwmueckas 3anuch. Bubnuorpaduyeckoe
onucaHue. Obwue TpeboBaHUA 1 NpaBuia COCTABMNEHUSA» ) UNIU CUCTEMOW, MPUMEHSIEMON B pedyepaTUBHOM XypHane
«Chemical Abstracts».

16. MpunoxeHus

B paHHOM pasgene gomkeH ObiTb NpeAcTaBrieH nepeyeHb BCeX MPUIOXKEHWI, NpeacTaBneHHbIX B OTYeTe Mo
uccriegosaHuio. B criydae nonyuyeHus paspelleHus co CTOPOHbI YNMOSIHOMOYEHHOrO OpraHa HeT HeobxooumocTu
NpeaoCcTaBNATb HEKOTOpble MPUIOXEHUST B OTYETE, HO OHM [LOIMKHbl OblTb TFOTOBbI K NPedoCTaBneHuo no
TpeboBaHuto. 3asBuTenb AOMKEH ACHO 0003HAYMTL NPUMOXEHUs, KOTOpble ByAayT nNpeacTaBneHbl ¢ oTyeToM. [ns
TOro, 4tob6bl NpPUNOXeHnsa GbINM AOCTYNHBI NO TpeboBaHMIO, criegyeT obecneynTb UX OKOHYaATENBHOE YTBEPXKAEHME
KO BPEMEHMW NpeaoCcTaBnNeHns oTyeTa B YNONMHOMOYEHHbINA OpraH.

MpunoxeHus k 0TYETY pacnonaratTcs B CneayoLemM nopsiake n HymepyrTcs No crepyoLlen pyépukaumm:

16.1. Hdopmaumsa o6 nccnegoBaHnm:

16.1.1. NpOTOKON 1 NONPAaBKX K MPOTOKONY;

16.1.2. obpasey, nHOVBMAYaNbHON PErMcTpaunoHHON KapThbl;

16.1.3. nepeveHb OCO (HOK), ob6pasubl nNMCbMEHHOW WHpOpPMauMn AnA  NauueHToB u  opMmbl
VMHOPMMPOBAHHOIO Cornacus;

16.1.4. nepeyeHb M XapaKTepuUCTUKM uccnegoBaTenemn, a Takke ApPYrmx OTBETCTBEHHbIX MWL, UCCreaoBaHus,
BKItoYasi kpatkoe pesiome (1 ctpanuua) nubo skBuBaneHTHoe onucaHue obyyeHus n onbita paboTbl, NMEIOLLEro
OTHOLLEHME K MPOBEAEHMNIO KIMMHNUYECKOTO UCCINeAOBaHNS;

16.1.5. nognucum rnNaBHbIX UccregoBaTenen, uccnegoBatenen KoOpAWMHATOPOB WM OTBETCTBEHHOIO
npencTaBUTENs CMOHCOPa - B 3aBUCMMOCTU OT TpeboBaHU yNorIHOMOYEHHOIO OpraHa;

16.1.6. B cnyyae ncnonb3oBaHus B uccnegosaHum 6onee 1 cepun nccnegyemMoro npenapaTa - nepeyHn Koaos
nauMeHToB, NOMy4aBLUNX NpenapaTbl pasHbiX Cepui;

16.1.7. cxema paHgoMu3sauum v koasl (aeHTudmKaums NnaLuMeHToB U Ha3HAYEHHOE NeYeHune);

16.1.8. ceptucukaTbl ayamTa (€Cnv NpOBOAUINCH);

16.1.9. goKkymMeHTaumsi N0 CTaTUCTUHECKUM MeTodaM;

16.1.10. pokymeHTaumMa no MeToAMKaM BHYTPeHHen nabopaTopHOW CcTaHgapTusauMm w npouegypam
obecneyveHns kavecTBa (€CNu NPUMEHSINUCD);

16.1.11. nybnukaunu, 6a3upyroimMecs Ha JaHHOM MUccreaoBaHuu;

16.1.12. BaxkHble NybnvkaLmm, Ha KOTopble CCbINaktTca B JaHHOM OTYeTE.

16.2. MNepeyeHb AaHHbIX N0 CyObeKkTam NccnefoBaHus:

16.2.1. nepeyeHb CyObEKTOB, KOTOPbIE AOCPOYHO BbIOLIN N3 UCCIEA0BAHMS;

16.2.2. OTKIIOHEHUS OT NPOTOKONA;

16.2.3. naumeHTbl, KOTOPbIX UCKMIOYMIN N3 aHann3a apHEKTUBHOCTY;

16.2.4. pemorpadmyeckne gaHHble;

16.2.5. cobniogeHne pexuma neyveHus («KoMnnaneHc») u (Mnv) OaHHble O KOHLEHTpauMu NeKapCTBEHHOro
cpeacTtsa (Npw Hanuuum);

16.2.6. nHaMBMayanbHble AaHHbIe OTHOCUTENBHO 3PPEKTUBHOCTY;

16.2.7. nepeyeHb HexXenaTenbHbIX ABMEHUI (MO KaXaoMy cyObekTy);

16.2.8. nepeyeHb uHAMBUAYanNbHbIX Nokasatenen nabopaTopHbIX UCCNEeAOBaHMI NAUUEHTOB, ecnn TpebyeTca
YNOMHOMOYEHHBIM OpPraHoM.

16.3. iHgmBuayanbHble pernctpaumoHHble kapTbl (MPK).



16.3.1. IPK no cnyyasm cMepTu, ApYrMM Cepbe3HbIM HexenaTernbHbIM ABNEHUAM U CryvyasM BbiBeOEeHUs U3

NCCrneAoBaHMsA B CBA3W C Pa3BUTUEM HEXeNaTeNbHbIX SIBNEHUI;
16.3.2. gpyrne VPK, npeactaBneHHble Ha pacCMOTPEHUE.
16.4. lNepeyeHb AaHHbIX MO KaXaoMy CyObeKTy nccnefoBaHus.

MpunoxeHne Ne 2
K MpaBunam Hagnexawen KNMHN4eCcKomn

npakTukM EBpasminckoro 3KOHOMMYECKOro cotosa

®OPMA
cuHomncuca (KpaTkoro onnucaHus KIMHUYeCKOro uccriefoBaHus)
HanmeHoBaHue cnoHcopa (KoMnaHum): OtpenbHasa Tabnuua uccnegoBaHus, (Mone ucnonk3yeTcs TONbKO
HanmeHoBaHve rotoBoro npenapara OTHOCSALLAsACA K YacTu OOCbe HaLMOHanbHbIMU
HanmeHoBaHWe aKkTUBHOIO YNOMHOMOYEHHbLIMU opraHamu)
WHrpeaueHTa: Tom:
CTtpaHuua:
HasBaHue nccnegoBaHus:
ViccnepoBarenu:
VMccnepoBaTenbCKUn LEHTP:
Mybnvkauuns (ccbinka):
Wcecnepyembin nepwog (roga): (aata ®asza paspaboTku npenaparta:

Hayana Habopa)
(paTa nocnegHero B13uTa)

Lenwu:

MeTtoponorus:

Yuncno naumeHToB (3annaHnMpoBaHHOE M NPOaHaNn3MpOBaHHOE):

[wnarHo3 1 OCHOBHbIE KPUTEPUM ANSA BKITHOYEHUS:

Wccnegyembiii npenapar, 4o3a U cnocob NPUMeHeHUs, HOMEpP Cepuii:

npO,ElOJ'I)KVITeJ'IbHOCTb ievyeHna.

Mpenapat cpaBHeHus!, 403a 1 cnocob NPUMEHEHUS, HOMEp Cepum:

Kputepumn oueHku:
O heKkTUBHOCTb:
BbesonacHocTb:

Cratmuctmyeckme MeToAbl.

KPATKW OB30P - BbIBOAbI
PE3YIIbTATblI OLIEHKN S®PEKTUBHOCTW:

PESYJIbTATbI OLIEHK/ BE3OIMACHOCTU:

3AKNIOYEHME:

[aTa oTyeTa:

MpunoxeHne Ne 3
K MpaBunam Hagnexawen KNMHN4YeCcKomn

NpakTuKkn EBpasnnckoro aKOHOMUYECKOro Cot3a

POPMA

CTpaHMUbI NOANWUCH FMAaBHOroO UccrnegoBaTens UK nccneaosaTens-koopaMHaTopa

noanncCb MABHOIO NCCITIEOOBATENA
NN NCCNEQOBATENA-KOOPONHATOPA
N OTBETCTBEHHOIO MEOMLUNHCKOIO
CMNELNAINTMCTA CIMOHCOPA

HASBAHUE NCCNEOOBAHUA: ...,




NCNONHUTEND NCCNEOOBAHUA: ...
A npounTan HacToALWMIM OTYET U, OCHOBLIBASICh HA MOEM 3HaHUW JaHHOTO UCCNefoBaHNs, HacTOALLUM
noaTBepKaat, YTo B HEM MPaBUMbHO M3NOXeHb! NpoLeaypbl NPOBeAeHNs UCCMeaoBaHNs U ero pesyrnbTaTbl.

NCCIEOOBATE/b: NOANMNCb

N OTBETCTBEHH b
MEOWLUMHCKWUW CMEUMAINCT

CIMOHCOPA
BNAOENEL OTHETA:
OATA:
Mpunoxenne Ne 4
K [MpaBunam Hagnexawen KNMHN4eCcKom
npakTukM EBpasminckoro aKOHOMMYECKOro cotosa
d®OPMbI
nnaHa v au3anHa KNMHMYecKoro nccriegoBaHus
I. MnaH KNMHUYecKoro nccnenoBaHUA U rpacuK ero OLleHKU
MEPVO NEYEHNA A B C
B1 B2 C1l C2
Tectupyembiin npenapat/
Wccnepgyembii npenapat A
TecTnpyembiin
npenapart/ iccnegyemblii
npenapart A
5 wmr [ 10 mr 10 mr
BeogHbIi Wccnepyembin npenapat/ Wccnepgyembii npenapart/
nepvop, Wccnepyembii npenapart B Wccnegyembii npenapart B
5 wmr [ 10 mr 10 mr
Hepenu -2 (-3) 0 3 6 9 12
Buaut 1 2 3 4 5 6
TecT ¢ hnsmyeckon Harpyskom 24 4 X1 X2 X X X X
MeguumHcknin aHamHe3 X
dusnkanbHoe obcrnegosaHne X X
OKI X X
JTabopaTopHble nccnegoBaHnst X X
HexxenaTenbHble ABNEHUs X X X X X
114-20 gHent nocne BuanTa 1.
2 1-7 pHen nocrne nNepBoro AHs TecTa ¢ (OU3MYECKON Harpy3Kom.
Il. Qn3anH KNUMHNYECKOro nccrnenoBaHus U rpacuk ero oLeHKn
(cbopma)

[BolHOe cnenoe

Mnaue6o |




| MpocToe crenoe |
CKPUHWUHT Mnauebo nepvon [osa 1
1 2 3 4P 11
Busut
(7aH) (7aH) (7oH) (7oH) Hoza 2 (14aH)
| 10
[os3a 3
(7on) | (7AH) (7aoH) (7aH)
5 6 7 89
(cbopma)
OueHka CKPUHWUHT BBogHbIN McxoaHbin JleyeHne HabntogeHve
Hepens -2 -1 0 1 2 3 4 5 6 7
NHopmmpoBaHHoe X
cornacue
AHaMHe3 X
dunsmkanbHoe X X
obcnepoBaHne
O PEKTUBHOCTB:
[NepBnyHas X X X X X X X X X X
nepemMeHHasi
BTopuyHble X X X X X X X
NnepeMeHHbIe
besonacHocTb:
HexenaTtenbHble X X X X X X X X X X
SABNEHUS
JlabopaTopHbIe TECThI X X X X X X
Macca Ttena X X X X
MpunoxeHue Ne 5
K [paBunamM Hagnexatien KnmHU4eckon
npakTukM EBpasminckoro 3KOHOMMYECKOro cotosa
DPOPMbI
npeacTaBneHns pacnpeneneHns naLneHToB
MPUNOXEHWUE Ne 6
k [paBunamM Hagnexatien KnmHU4eckon
npakTukM EBpasmmnckoro 9kKOHOMMYECKOro Cot3a
OOPMA
npencraBrieHUA NepeyHs NauMeHTOB, AOCPOYHO NPeKpaTUBLLUMX NPUEM NpenapaTa
WccnepoBaHne Ne
(NoeHTudunkauus Habopa faHHbIX)
MepeyeHb nauneHToB, AOCPOYHO NPEKPATMBLLUX NPUEM npenapara
LlenTp:
Jleuenune MauuenT | Mon | BospacT | Mocnegnun | OnutensHoctb | Jo3a | ConyTcTBytoLLee MpyynHbl
No BU3NT neyexuve npekpaLeHnst
Vcenenyembin npenapaT (SkcnepuMeHTanbHbIv npenapar) HexenaTtenbHas
peakuma®
HeaddekTMBHOCTL
npenaparta
JleyeHue Maumnent | Mon | Bospact | MNocnegHuii | OnuteneHocTe | Oo3a | ConytcTtytowee | MNpuymnHbl
No BU3UT nevyeHve npekpaLieHns
Mpenapat
CpaBHEHUS




JNleyeHune

MaumeHTt
Ne

Mon

Bospact
BU3UT

MNocneaHuin

OnntenbHOCTb

[o3za

ConyTcTtByioLlee
nevexne

MpnynHbI
npeKkpaLleHns

Mnaue6o

(MoBTOPUTL ANst APYrMX LLEHTPOB)
MpumevaHmne: * Cneunduryeckan peakumsi, SBUBLIASICS MPUYMHON NpeKpaLleHns npuema

MpunoxeHne Ne 7

k [paBunam Hagnexatien KNMHUYECKON NpaKkTuku
EBpasnmnckoro 3koHOMU4YeCKoro corosa

DPOPMA
nepe4YHA NauMeHToB U HabnaeHUN,
MCKIIOYEHHbIX U3 aHanu3a a¢ppeKTMBHOCTU

UccneposaHue Ne
(MUpeHnTdMKaumna Habopa AaHHbIX)

MepeyeHb NauneHTOB M HabnaeHUN,
MCKIIOYEeHHbIX U3 aHanu3a 3¢ peKTMBHOCTU

LleHTtp:

JNlevenve MauneHT Ne Bospact WcknioyeH us MpuynHBbI

HabnogeHns npekpaLieHuns
Viccrnegyembln npenaparT (3KCneprMeHTanbHbIi npenapar)

JNlevenve MauneHT Ne Bospact WcknioyeH us MpuynHBbI

HabnogeHns npekpaLleHns
[Mpenapar cpaBHeHus

JleueHune MaumeHT Ne BospacTt VckntodeH n3 MprynHbI
HabnogeHns npekpaLleHns

Mnauebo

(MoBTOpPUTL ANA APYTMX LIEHTPOB)
CnpaBoy4Hble Tabnuubl
KpaTtkoe 0606LieHme:

MpunoxeHne Ne 8

k [paBunam Hagnexatien KNMHUYECKON MPaKTUKn
EBpasnmnckoro akOoHOMU4YeCKOro coro3a

D®OPMA
yuyeTa yMcna nauneHToB U HabnwaeHUN,
MCKIIOYEHHbIX 13 aHann3a adhheKTMBHOCTH

Wccnenosanue Ne
(MUpeHTUdMKaLma Habopa AaHHbIX)

Yucno naumeHTOB U HaGnOeHUN,
MCKMIOYEHHbIX U3 aHanu3a 3a¢ppeKTMBHOCTH

Vccnepyembli npenapar (3KkcnepumeHTanbHbIvi npenapat) N =

Hepens
MpuunHa 124 8
NToro

AHanornyHble Tabnuubl OOMKHbI GbiTb NOATOTOBMNEHbI AN APYIUX rPYNM feYeHus.

MpunoxeHne Ne 9

K [MpaBunam Hagnexawen KNMHNYECKOM NPakTUKn
EBpasuninckoro 3KOHOMMUYECKOro cot3a



TPEBOBAHUA
K pasgeny 11.4.2 «ctaTUCTUYECKME (aHaNUTU4YECKMUe) BONPOChI»
oTyeTa O KNMHUYECKOM UccnegoBaHUM U
npunoxeHus 16.1.9 K oT4eTy 0 KNMHNYECKOM UCCrneaoBaHUU

. CtTaTuctuyeckmum aHanms

1. B npunoxeHun HeobxoaMmo npeacTtaBuTb nNoAapobHoe onucaHWe CTaTUCTUYECKOro aHanmsa Kaxaou
nepBMYHON NepemeHHon addeKkTuBHOCTU. MMHMManbHbIe TpeboBaHMs K AeTann3npoBaHHOMY OTYETY:

a) cTaTucTnyeckas MoZernb, Nnexallas B ocHoBe aHanusa. OHa NoAneXxut TOYHOMY M MOJIHOMY OMUcaHuio, Npu
Heo6X0AMMOCTH CO CChIfIKaMu Ha nuTepaTypy;

6) dopmynupoBka Mccrnegyemoro KIMHUYECKOro NPeanonoXeHUs, BbIpaXKEHHAA B KOHKPETHBIX CTaTUCTUYECKMX
TepMuHax, Hanpumep, B popMe HyneBor 1 anbTepHaTUBHON rMNoOTE3;

B) CTAaTUCTUYECKNE METOAbI, UCMOMb30BaHHbIe AN OLUEeHKM adhdekTa, NOCTPOEeHNA AOBEPUTENbHbLIX UHTEPBANoB
n ap. B cooTBeTCTBYHOLWMX CNyYasax HEOOXOAMMO yKa3biBaTb CChINIKM HA NUTepaTypy;

r) OonylleHus, nexaiwime B OCHOBEe CTaTUCTMYECKMX MeTogoB. HeobGxooumo, HACKOMbKO 3TO MNO3BONSOT
cTaTUCTUYeCKue BbIKNadKW, MokasaTb, YTO AaHHble YOOBMETBOPSAIOT KMHOYEBbIM AOMyLeHUsiM, 0CoBEeHHO npu
HeoOXoAMMOCTM MNOATBEPXKAEHUA OOOCHOBAHHOCTM 3akntoyveHun. Ecnu  3asButenem npoBedeHbl OOLUMPHbIE
CTaTUCTUYECKME aHanm3bl, HEOGXOAMMO PacCMOTPETb CTEMEHb MX COOTBETCTBUS 3amnflaHMPOBaHHbLIM A0 MNOMyYeHUst
pesynbTaToB NCCNEA0OBaHNS, U, €CNY OHWN HE COOTBETCTBYIOT ApPYr ApYry, Heo6XxoaAnMOo onvcaTk, Kakum obpasom npu
NMOCTPOEHNM BbIBOOOB B LIENAX UCKMIOYEHNS] CYOBEKTMBHOWM OLIMOKM (CyOBEKTUBHOCTH) Bbinn BbIGpaHbI KOHKPETHbIE
BUAObl aHanusa. O3T0 OCOOEHHO BaXKHO AN aHanmM30B MOArpymnn, NMOCKOMbKY €Cnv OHWM He Obiny 3annaHupoBaHbl,
nogobHble aHanu3bl, Kak NpaBumo, He obecnevnBaloT HAaOEXHbIX OCHOBaHUM ANA O4HO3HAYHbIX BbIBOOOB. [1pn aTOM!:

ecnu faHHble O coObiITMAX noaBepranucb npeobpasoBaHuio, cnegyet npeactaButb  0BOCHOBaHME
HeobxoaMMOoCTM NpeobpasoBaHUsA OaHHbIX, @ Takke MHTEPNpeTauuto oueHOK 3PdEKTOB MNeyYeHnsi, OCHOBaHHbIX Ha
npeobpa3oBaHHbIX AAHHbIX;

obcyxageHve npaBuUNbHOCTM BblIOOpa CTaTUCTMYECKMX npouedyp M O0DOCHOBAHHOCTb  CTATUCTUYECKMX
3aKnoveHn byayT SBMATbCA OTMpPaBHOM TOYKOW Ans CTaTUCTMKAa YMOMHOMOYEHHOrO opraHa npu onpegeneHun
HeobX0AMMOCTM NOBTOPHOIO aHanu3a AaHHbIX;

A) KpuTepuii 3Ha4MmMocTu, BbIBOpOYHOE pacnpeneneHne Kputepus 3HaunMMoCcTu Npyu CNpaBeanvMBOCTU HYNEBOW
rmnoTesbl, 3HAaYEHUs1 KpUTEPUS 3HAYMMOCTU, YPOBEHb 3HAYMMOCTM (T.€. p-3HAYEHUE) U MPOMEXYTOYHbIE CBOAHbIE
AaHHble B dhopmarte, No3BONSAOWEM CTaTUCTMKY YMONTHOMOYEHHOro opraHa ObICTpO M nerko BepuduvumpoBaTb
pe3ynbTathl aHanu3a. Heob6xooumo ykasaTb, ABMSIOTCHA MU p-3HAYEHWUs] OOHO- UMW ABYCTOPOHHMMMU. HeoGxooumo
npeacTaBuUTb 060CHOBaHMS UCMOSb30BaHNS OOQHOCTOPOHHUX KPUTEPUEB;

€) aHanm3, OCHOBaHHbIV Ha NpUMeHeHnn KpuTepusi CTblogeHTa

(t-kpuTepuin) DomkeH copepXaTb 3Ha4eHWs t-CTaTUCTUKM, CBA3AHHbIE C HEW cTeneHu cBoboabl, p-3HaYeHWE,
BENMUYMHBI ABYX BbIGOPOK (rpynmn), cpeaHee v OUCNEPCUID KaxKaow M3 BbIGOpOK, 06 beaUHEHHYIO OLIEHKY OAMCMEepCUn.
JoKymeHTauMa MHOrOLEHTPOBbLIX WMCCNEeAOoBaHUA, NpoaHanmM3vMpoBaHHas C MOMOLLbI [AMCNEPCUMOHHOMO aHanusa
OOMMKHa BKMYaTh cregyllme MWHMManbHble cBedeHus: Tabnuuy AMCMEePCUOHHOrO0 aHanusa C BblaeneHueM
LEHTPOB, IEeKapCTBEHHbIX MpenapaToB, 3ad)ekTa B3aUMOOENCTBUS 3TUX (AKTOPOB, OCTATOYHYH) U 0OLUytO
ancnepcun. [na vMccnenoBaHWM C MEPEKPECTHbIM AM3aHOM [OKYMEHTauus [AOMKHA BKOYaTb CBeAeHMs O
nocrnefoBaTeNbHOCTAX BKITHOYEHUS MALMEHTOB, NaumMeHTax BHYTPU NMOCnenoBaTeNbHOCTEN, UCXOOHbIX 3HAYEHUSAX B
Hayane kaxgoro nepuoga, OTMbIBKE W ANUTENbHOCTM OTMbIBKW, BbINAAEHUSIX B TEYEHWE KaXOgoro nepuoaa,
nekapcTBEHHbIX MNpenapaTtax, nepuojax, AWcnepcuu, OOYCMNOBMNEHHON B3aMMOOEWCTBUMEM 3TUX (DAKTOPOB
(nekapcTBeHHbIX npenapaToB W NepuvodoB), OCTaTOMHOM W oOwen paucnepcuax. [Onst Kaxgoro UCTOYHMKA
M3MEHYMBOCTH, MCKMoYaa obwy aucnepcuto, B Tabnuue Heobxogumo ykasaTb CTeneHu cBoboAbl, CyMMy
KBagpaToB, cpeaHee KBagpaTU4HOE, COOTBETCTBYHLUMA KpuTepui F, p-aHavyeHne n cpegHee 3HAYeHWE CyMMbl
KBagpaToB;

X) B Kagblh MOMEHT HabnogeHW NPOMEXYTOUHbIE CBOAHbIE AaHHbIE AOMKHbI OTpaXaTb AemMorpaduyeckme
XapaKTepUCTUKN W [AaHHble, codepXalliMe OTBEeTbl Ha JeyeHue (YCPeAHEHHble WU CrpynnMpoBaHHbIE WHBLIM
06pa3om) No Kaxaom KOMOWHAUMM «UEHTP-BMA nedyeHuss» (MM OpyroMy SneMeHTy [Au3aiHa, Hanpumep,
nocnenoBaTenbHOCTH).

Il. ®opmaT u copepxkaHue Tpebyemon uHcpopmauumm,
nogasaemou Mo 3anpocy 3KcnepTa-cTaTucTMKa
YNOJIHOMOY€EHHOrO OpraHa.

2. B oT4yeTe Kaxkaoro KOHTPOMPYEMOrO KIIMHUYECKOTO UCCHeaoBaHnst He0GX0ANMO YKasbiBaTb NepeyHn OaHHbIX
(TabnuuHble) O nauMeHTax, WCMOMb30BAHHBLIX CMOHCOPOM B  CTATUCTMYECKMX aHanusax, W  Tabnuubl,
noaTeepXaatoliMe BbIBOAbl M OCHOBHbIE HAaXOAKW. JTU NepeyHn AaHHbIX TPeBYTCA CTATUCTUKY YNONTHOMOYEHHOro
opraHa, MO3TOMY YMOSMHOMOYEHHbIe OpraHbl BMpaBe 3anpocUTb y CMOHCOpa NpeacTaBWTb 3TU NEepeyHn B
ANEKTPOHHOM BUe.

Mpunoxenne Ne 10
K MpaBunam Hagnexawen KNMHNYECKOM NPakTuKm
EBpasuinckoro aKoHOMMYeCKoro cotosa



NEPEYEHDb
nonpasBoK K pasgenam KNMHUYeCKoro uccrnegoBaHusi, KOTOpble pacCMaTPUBAalOTCA KaK CYLeCTBEeHHbIe

1. B cnyyae BHeceHWs M3MEHEHWI B pasfenbl MpOTOKONa KIMHWUYECKOrOo WCCNeaoBaHus CrioHCop Anst
paccMOTpeHUs NMonpaBkM B KavyecTBe CYLLECTBEHHOW AaeT OLEHKY 3Ha4YMMOCTW MOMpaBKM B OTHOLUEHUW pucka u
oXnagaemomn nonb3bl AN NauueHTa UCCnefoBaHus, a Takke Hay4yHOW LLeHHOCTU UCcCcrefoBaHus.

2. NonpaBku K pasgenam KNMHUYECKOro NCCrefoBaHUSA CHUTAKOTCS CyLLECTBEHHbLIMU, €CIM OHU MOTYT NOBUATb
Ha:

a) 6e3onacHoOCTb unu uandeckoe NMBO nNcuxmnyeckoe Gnarononyyme nNaumeHTa;

6) Hay4Hyt0 LIeHHOCTb NCCNea0oBaHUS.

3. CyuwecTBeHHbIMM MoOMpaBKkaMu K pasgenam KIUMHWYECKOro MCCrefoBaHus MOTyT SIBASITbCA credylolime
nameHeHmsl,

4. \lameHeHnsa B NpOTOKOME NCCNeAoBaHNs (MCNbITaHUS):

uenb MccneaoBaHus;

Ou3aiH uccnenoBaHus;

NHOPMUPOBAHHOE cornacue;

npouenypa otbopa cy6bekToB (NauMeHTOB);

nokasatenu apOeKkTUBHOCTY;

cxema 3abopa brnonornyecknx obpasLoB;

[obaBneHne unm UCKMYeHne TECTOB UINN NoKasaTenen;

KONMMYECTBO CyOBbEKTOB (MauneHToB);

BO3pacTHOM AnanasoH Cy6bLekToB (NauneHToB);

KPUTEPUU BKIHOYEHWS;

KPUTEPUUN HEBKITIOYEHUS;

MOHMTOPUHI 6e3onacHoCTY;

NPOJOMKUTENBHOCTL NMPUMEHEHNS UCCIeAYyEMOro npenapara;

N3MeHeHne L031pOBaHWS KCCrneayemMoro npenapara;

N3MeHeHue npenaparta cpaBHEHNS;

CTaTUCTUYECKUI aHanms.

5. UlameHeHus1, cBA3aHHbIE C OpraHn3aumen KNMHUYEeCKoro NccneaoBaHuns:

3aMeHa OTBETCTBEHHOrO MccrenoBaTtens unm npuenedeHme HoBbIX OTBETCTBEHHbIX UCCregoBaTenen;

3aMeHa nccrnegoBaTensa-koopAMHaTopa;

3aMeHa unccrnefoBaTenbCkoro LeHTpa (MeauuUMHCKOW opraHv3auum) wnu  gobaBneHve [OoMNONHUTENbHbIX
uccreaoBaTenbCkux LLeHTPOB (MeQULMHCKMX OpraHm3aLmni);

3amMeHa CrnoHcopa unv ouumansHOro NpeacTaBUTENs CNOHCOPa;

3aMeHa KOHTPaKTHOW uccnenoBaTenbCKOW OpraHu3auun, OTBETCTBEHHOW 3a BbIMOJIHEHWE BaXHbIX 3ajady B
pamMkax nccrnefoBaHus;

N3MEHeHNe YCrnoBuIA 3aBEPLLEHNS NCCNENOBAHNS.

6. lameHeHuns, cBA3aHHbIe C uccnegyemMbim npenapaToMm:

maTepuarna nepBUYHON YNaKoBKM;

NpoV3BOANTENS OECTBYIOLLErO BELLECTBA;

NPOM3BOACTBEHHOIO NpoLecca AeNCTBYIOLErO BELLECTBA;

cneuudurkauni 4encTeyoLWEero BeLecTBa;

NpPOW3BOACTBA UCCreayeMoro npenaparTa;

cneundmKaummn nccnegyemoro npenapara;

cneundurKaumin BCcnomMoraTenbHbIX BELLECTB, KOTOpble CMOCOOHbI MOBMMATL Ha AENCTBUE IEKAPCTBEHHOIO
npenapara;

CpoKa XpaHeHUsi, BKIoYasi nepuog NpMMeHeHns nocrie NepBoro BCKPLITUSA U (Mnn) pa3BeaeHus:;

CYLLLECTBEHHbIX U3MEHEHWI COCTaBa MCCneayemoro npenapara;

YCINOBUI XpaHEHUS;

METOAMK UCCNeaOoBaHUA akKTUBHOW CyOCTaHLMu;

MEeTOAMK UCCcneaoBaHUi uccriegyemoro npenapaTa;

MEeTOAMK uccnefoBaHuii HedbapmakoneHbIX BCMOMOraTenbHbIX BELLECTB.

7. VIaMeHeHwus1, cBsi3aHHble C AaHHbIMW OOKIUHWYECKUX WCCINELOBaHUA U COMPOBOXAANOLIMECS WU3MEHEHMEM
OLEHKM COOTHOLLEHUsI Nnorb3a-puck. MonpaBkyu AaHHbIX AOKMMHUYECKMX hapMaKONOrM4ecknx U TOKCUKONIOMMYECKUX
NCCNeaoBaHWI B OTHOLLEHNM TEKYLLMX KITMHUYECKUX UCCIIeQ0BaHUN, KOTOpPbIE COMPOBOXAATCA N3MEHEHNEM OLIEHKN
COOTHOLLEHWSI NOMb3a-pUCK, B TOM YMCME B OTHOLLEHWUN:

pe3ynbTaToB HOBbIX (DapMaKONIorM4yecknux NccrenoBaHuin;

HOBOW UHTEpPNPETAaLMM CYLLECTBYIOLLMX (hapMakonormyeckmx NccneaoBaHuii;

pe3ynbTaToOB HOBbIX TOKCUKONOMMYECKUX UCCIEA0BaHNN;

HOBOW UHTEPNPETALMMN CYLLIECTBYHIOLLMX TOKCUKONOrMYECKUX UCCreoBaHWUi;

pes3ynbTaToB HOBbIX MCCMEeA0BaHMWIA NekapCTBEHHbIX B3aUMOAENCTBUN.

8. MN3meHeHus, cBs3aHHble C AaHHBIMU KITMHWYECKMX WCCMEAOBaHWA U COMPOBOXAAKLIMECS W3MEHEHUEM
OLEHKM COOTHOLUEHMSI MOnb3a-puck. onpaBkM B KIMHUYECKOM WCCNEeOOBaHUM, a TakkKe MOMpaBKU AaHHbIX,
oTobpaxawlwmx OnbiT NPUMEHEHWsT MpenapaTa Yy 4YenoBeka, KOTOpble SBAAKTCA BaXHbIMW AN TEKyLuX
NCcCrneaoBaHWi U CONPOBOXAATCA N3MEHEHNEM OLIEHKM COOTHOLLEHMS Nofb3a-puck. Hanpyumep, B OTHOLLEHWM:

6e30nacHOCTW, CBSI3@HHOW C KIMMHWYECKUM WCCNEAOBAHUEM WIMM  OMbITOM MNPUMEHEHWUS UCCreayemoro
nekapcTBEHHOro NpenapaTta y 4YernoBeka;

pe3ynbTaToOB HOBbIX KIIMHUYECKMX (hapMaKoNOrM4ecknx nccnegoBaHuin;

HOBOW UHTEPNPETALIMMN CYLLECTBYHOLLMX KIMMHUYECKUX (DapMaKonormieckux NCCrneLoBaHui;



pe3ynbTaToB HOBbIX KIMMHWUYECKNX NCCIea0BaHWA;

HOBOW MHTEpMpeTaLmm CyLLECTBYIOLUMX AaHHbIX KIIMHUYECKNX NCCMeaoBaHnin;

HOBbIX AAHHBIX MO OMbITY MPUMEHEHWS NCCNeayemMoro npenapaTta y YenoBeka;

HOBOW MHTEpMNpeTaLmn CyLLECTBYIOLMX AaHHbIX MO OMbITY NPYMEHEHUs UCCeayeMoro npenapara y Yenoseka.

9. MNopsaok paccMOTPeHWs PerynAaTOpHbIMW OpraHaMu MOMpaBOK K pasfenaM KIMHWYECKOro MCCrefoBaHust
onpegendetca Tpe6OBaHVIﬂMVI B COOTBETCTBMM C HaUMOHallbHbIM 3aKOHO4ATeNlbCTBOM [rOCyadapCTB - 4leHOB
EBpasuninckoro aKOHOMUYECKOro Coto3a.

MpunoxeHne Ne 11
k [paBunam Hagnexaiien KNMHUYECKON NPaKTuKn
EBpasnmnckoro 3koHOMU4YeCKoro corsa

NOPAAOK
npeacTtasneHns nHgpopmaumm no 6ezonacHOCTU B XoAe KIMHMYECKUX UccneaoBaHUn

1. O6s3aHHOCTM CMOHCOPa No nNpeAcTaBneHuto nHopmauum
no 6e3onacHOCTU B X0A€ KITMHMYECKOro UccrenoBaHus

1.1. OpraHn3aumnsa cMcTembl NMMCbMEHHbIX CTaHO4APTHBLIX MPoLeayp.

CnoHcop HeceT OTBETCTBEHHOCTb 3a OpraHU3auuilo CUCTEMbI MUCbMEHHbIX CTaHAAPTHbIX Mpoueayp B Lensx
obecneyveHns TpebyemMoro ypoBHSI CTaHOAPTOB KayecTBa NpW BbIMOMHEHUWM (OYHKLUUA OOKYMEHTMpoBaHus, cbopa
AaHHbIX, BanMaaunuy, OLeHKN, apXMBMPOBaHWS, PEMOPTUPOBAHUS U NPEACTaBMeHns nocneaytowen nHdopmaummn no
BbISABNAEMbIM HEXENaTENbHbIM peakuusmM Npy NPOBEAEHNN KIMMHUYECKUX UCCIEeA0BaHWUIA.

1.2. Cpok npeactaBneHns nHopmaumm 0 CepbesHbIX HeNpeaBUAEHHbIX HeXXenaTenbHbIX peakumsX.

1.2.1. CnoHcop AormkeH npeacTaBnsaTe nHdopmMaumio 060 BCex Cepbe3HbIX HenpeaBUOEHHbIX HexenaTenbHbIX
peakumsax (CHHP) Ha uccnegyembin npenapaT, BbISIBMIEHHbIX B XO4€ KIMHUYECKUX MUCCneaoBaHUn, ogobpeHHbIX K
npoBeAeHNI0 B rocyaapcTBe - uneHe EBpasuinckoro skoHoMuyeckoro cotosa (aanee - Cowo3) B yNOMHOMOYEHHbIN
opraH rocygapctBa - uneHa Colo3a, Ha TeppuTOpMM KOTOPOrO MNPOBOAMTCH KIUMHWYECKOE UCCrnenoBaHue
uccriegyemoro npenapaTta, U QKCMepTHbIN COBET opraHu3aumm (HesaBUCUMBIN 3TUYECKUIA KOMUTET)

(nanee - 3CO (H3K)) cooTBETCTBYHIOLLMX KIMMHUYECKUX LIEHTPOB B COOTBETCTBUM C npoueaypamu 3CO (HIK):

He nosgHee 7 KaneHOapHbIX AHEW ¢ Aatbl nonyyveHus mHdopmauum o BbisiBneHun CHHP, B cnyyae ecnu oHu
NpUBENN K CMEpPTU N NPeaCcTaBnanmu yrpo3y Ans XU3HW;

He no3gHee 15 kaneHdapHbIX OHEW ¢ gaTbl NonyyYeHus uHdopmauumn o BbisBneHun CHHP anga octanbHbIx
Cepbe3HbIX HenpeaBUOEHHbIX HeXenaTenbHbIX peakumn.

1.2.2. B cnyyae OTCyTCTBWS Y CMOHCOPa NMONHON MHOpMaUmMn Ha AaTy NpeacTaBreHns CPOYHOro CoobLLEeHMs O
criyqyae CMepTU NN pasBUTUN KN3HEYTPOXKaKLLErO COCTOSIHWUS CMOHCOPOM MpeanpuHMMaloTCs Mepbl MO NOMYYEHUo
nonHow mHcpopmaumn, koTopas npeacTaBnseTcs B hOpMe MOCneaytLero CPOYHOro COOBLLEHNS O BbISIBIIEHHON
Cepbe3HOW HenpeaBUAEHHOW HeXenaTenbHOW peakumu He no3gHee 8 kaneHgapHbIX AHeN ¢ AaTbl NpeacTaBneHus
nepBUYHOrO COOOLLEHUS.

1.23. B cnyyae nony4eHnss CMOHCOPOM HOBOM 3HA4YuMMOW MWHGOPMaLuM MO BbISBIIEHHOW CEPbe3HOWN
HenpeaBMOEHHOW HexXernaTenbHOW peakumm pAaHHas uHdopmauua [omkHa ObiTb npeactaBneHa B - dopme
nocneaytowero coobueHns B TedeHve 15 kaneHaapHbIX AHEN ¢ AaTbl ee NoMnyYeHus.

1.2.4. TpeboBaHna nO npeacTaBneHno MHGOPMaUMM O Cepbe3HbIX HenpeaBUAEHHbIX HeXenaTenbHbIX
peakumsax pacnpocTpaHsATCsa Ha uccneayemblin npenapart, BKoYas npenapaT cpaBHeHus 1 nnauebo.

1.3. TpeboBaHus kK MHOPMaLMK O Cepbe3HOM HeNpPeABUAEHHON HexenaTenbHON peakunm.

1.3.1. Tpebyemas MyHUManbHas MHOPMaLUsi O CEPbE3HON HENPEaBUAEHHOW HEXenaTenbHOW peakuum.

MuHMManbHas nHpopmaumsa nNpy NpeacTaBNeHN B YCTAHOBIEHHbBIE CPOKU MEPBUYHOIO CPOYHOIO CoobLLEHUS O
BbISBNIEHHOW CEPbE3HOW HENPEeABUAEHHON HeXenaTenbHOW peakuuy BKIoYaeT:

yKasaHvue NOoA03peBaemMoro uccrieqyemMoro npenaparta, MaeHTUMKaUMOHHbIA KO CyObekTa UCCneaoBaHns, y
KOTOpOro pasBunach HexenaTenbHasa peakums;

onncaHne HexenaTenbHON peakumn unm ee ncxoaa, KoTopble onpedeneHbl kKak cepbesHble U HenpeaBUAEHHbIE
W Ansi KOTOPbIX NpeAnonaraeTcs Hannyne NpUYMHHO-CNEeACTBEHHON CBA3M C MPMEMOM MCCreayemoro npenapaTa;

pes3ynbTaT OLEHKM NPUYMHHO-CNEACTBEHHON CBA3N;

WCTOYHUK MOMyYeHusi MHopMaumMn o HexenaTenbHOW peakuun, MAeHTUUKALMOHHBIA HOMEpP CoOoOLLEHUs O
HexenaTenbHoOW peakuum, MPUCBOEHHbIN CMIOHCOPOM,;

HOMep MPOTOKONa UccrnenoBaHus.

1.3.2. MNMonHasa HopmMaLmsa 0 cepbe3HON HENPEeABUOEHHON HeXenaTeNbHON peakunm.

Cnepyet obecneuntb nocnegylowuin c6op v MpeacTtaBneHWe MOMHOW MHOopMauuM O Criydae Cepbe3HOMn
HenpeaBWOEHHON HexXenaTenbHOW peakuun, KoTopas [OJPKHa COOTBETCTBOBaTb TpeboBaHusSM pyKOBOACTBA
MexayHapogHon KOHEpPEHUMN NO rapMoHM3aunm «YnpaerneHne AaHHbIMU No 6e30MacHOCTU - 3MeMEHTbI AaHHbIX
Ansi nepegayy coobieHun 06 nHanBMAyanbeHbIX Cnyvasx HexxenaTtenbHblX peakumny E2B.

1.4. CnpaBoyHas nHdopmauusi no 6es3onacHoCTy.

1.4.1. CnpaBoyHas nHcpopmaums no 6esonacHoOCT nccrnegyemoro npenapara.



B uensix onpegeneHvnss NpeaBUOEHHOCTU BbISIBIIEHHOW B XO4e MNPOBEAEHMST KIIMHWMYECKOro uccrneaoBaHust
cepbe3HoN HexenartenbHou peakuun (ganee - CHP) Ha uccnegyembin npenapat Mcnonb3yeTcs OeicTByoLwasi Ha
paarty BbisiBnexHuss CHP Bepcusa 6polutopbl uccnegoBaTtens.

1.4.2. CnpaBoyHas nHgopmaumsa no 6e3onacHoOCT 3aperncTpupoBaHHOIO NekapcTBEHHOro npenapara.

B uensix onpegeneHus npeaBUOEHHOCTU, BbISBIIEHHOW B X04e MNPOBEAEHMS KIMHUYECKOrO WCCrefoBaHus
Cepbe3HON HexenaTenbHOW peakuMm Ha Wccrnefyembld npenapaT, KOTOPbI 3aperMcTpupoBaH Ha TeppuTopun
cTpaHbl BbisBneHus CHP, ucnonb3yeTca AencTBylOWas Ha AaTy BbISABNEHUS HexenaTenbHOW peakuun Bepcus
WHCTPYKLUMKN NO MEANLMHCKOMY NPUMEHEHUIO.

1.5. NpepacTtasneHve nHon nHdopmaLuum no 6e3onacHoOCTy.

CrnoHcop pomkeH B TedeHwe 15 kaneHgapHbIX OHeM C gaTbl MonyyYeHus uHdopmauun npeacTaBuTb B
YMONTHOMOYEHHbIV opraH rocygapcTtsa - uneHa Cotosa n 3CO (H3K) cooTBeTCTBYOLWMX UCCneaoBaTeNbCKUX LIEHTPOB
B cootBeTcTBUM C npouegypamm SCO (H3K) mHyto mHdopmauuo no 6e3onacHOCTW, KOTOpasi MOXET W3MEHSITb
OLIEHKY COOTHOLLEHWS MONb3a-puck uccnegyemoro npenapata nnbo CnyxuTb OCHOBaHWEM [Afs U3MEHEHUA B
pekoMeHOauMax Mo ero HasHa4yeHuio, a TakkKe OCHOBaHMeM [Ans nepecmMoTpa BO3MOXHOCTUM [anbHewLero
NpoBeAeHNsA NCCnefoBaHns:

a) 0 KNMHNYECKM 3HAYMMOM NPEBbILLEHUN OXWAAEMOW YacToThl

N U3MEHEHMMN XapaKTepa OXMaaeMblX Cepbe3HbIX HeXenaTenbHbIX peakumn;

6) 0 cepbesHbIX HEMPeABUAEHHbIX HEXenaTernbHbIX peakumsax, pasBMBLUMXCS Yy NauueHTa nocre 3aBepLueHns
€ro y4acTus B KITMHUYECKOM MCCreoBaHuuy;

B) O HOBbIX [aHHbIX, CBS3aHHbIX C MNPOBEAEHMEM KIIMHUYECKOrOo MWCCrneaoBaHus unu ¢ paspaboTkoi
uccriegyemoro npenapaTta, KoTopble MOTyT NMOBNMUSATE Ha 6€30MacHOCTb MNAaLMEHTOB, TakUX Kak:

cepbesHble HexenaTernbHble SBMEHNs, CBA3aHHbIE C NPoLeaypoi NpoBedeHUs UCCNefoBaHns, Ha OCHOBaHWUU
KoTopon TpebyeTca BHECEHVE N3MEHEHWI B NPOTOKON NPOBEAEHNS NCCNEAOBaHNS;

oTCcyTCTBME 3PPEKTMBHOCTN WCCeQyemMoro npenapata, NpMMEHSemMoro npu naTtororuv, npeacrasnsoLen
yrpo3y Ans XU3Hu;

HOBble BaHble AaHHble No 6e30MmacHOCTU, MONyYeHHblE B XOOE€ HE4AaBHO 3aBEPLUMBLUMXCS MCCNEefOBaHUN Ha
XKMBOTHBIX (BbISIBITIEHHbIN KaHLLEPOreHHbI 3eKT U aHarnormyHble Mo TSHXKECTU N BaXKHOCTM adhdeKTHI);

npexaeBpeMEHHOE MpeKpalleHMe WnM MNpuoCTaHOBKa UCCreaoBaHUs B ApYyrod cTpaHe (CTpaHax),
06ycrnoBneHHbIE UBMEHEHUEM B OLileHke 6e30MacHOCTU aHanorMYyHoro nccnegyemoro npenapara;

WHble [faHHble no 6es3omacHOCTM, KOTOpPble W3MEHSIOT COOTHOLUEHWE MoMnb3a-puck Ans  cybbekToB
uccneaoBaHus;

r) O pekomeHAaaumsx KOMUTEeTa MO HEe3aBMCMMOW OLEHKEe pes3ynbTaToB KIMHUYECKOrOo WCCNefoBaHuWs B
OTHOLLEHMM OLeHKn B6esonacHOCTM nccnegyemMoro npenapara.

1.6. dopma npeacraBneHns MHpopmMmaumm no 6e3onacHoCT.

1.6.1. ®opma npeacTtaBneHns MHPOPMaLUN O CEPbE3HBbIX HEMPEeABUAEHHBLIX HEXernaTerbHbIX peakuusix B
YMONTHOMOY€EHHbIE OpraHbl rocy4apcTB - YneHoB Cotosa n 3CO (HIK).

MHdpopmaums o cepbesHbix HenpeaBUAEHHbIX HeXenaTenbHbIX peakunax NpPeacTaBnseTcs B YNOMHOMOYEHHbIE
opraHbl rocygapcTs - uneHoB Coto3a n 3CO (HOK) cnoHcopom B dhopme coobLLeHNs 0 HexenaTenbHON peakLuu.
dopmat coobLleHni OOMmKeH COOTBETCTBOBaTb PYKOBOACTBY MexayHapoaHOW KOHMEpeHUMU no rapMOHM3aumun
«YnpaBneHume OaHHbIMU MO 6e30MacHOCTM - 3reMEeHTbl AaHHbIX AN nepegayn coobuieHnn o6 vHaMBMAYanbHbIX
crnyyasix HexxenartenbHbix peakumin» E2B.

1.6.2. dopma npeacTaBneHns MHGOPMaLMM O Cepbe3HbIX HenpeaBUAEHHbIX HEeXenaTemnbHbIX peakuusax
uccreaoBaTensm.

WHdpopmaums o cepbesHbix HenpeaBUAEHHbIX HEXenaTemnbHbIX peakuusix NnpeacTaBnseTcs uccnenoBartensiM B
0600LeHHOM Buae B OpME NEPEYUMCrEHVMST C KpaTKMM OMUCaHMEM HeXenaTenbHbIX peakuui 3a nepuos,
NPOOOIMKMUTENBHOCTL KOTOPOro [OIMKHa onpefensTtecs npodunem 6esonacHocTU wccrnegyemoro npenapata wu
KONMYECTBOM BbISIBMISIEMbIX CEPbE3HbIX HEOXUAAHHbIX HexXenaTenbHbIX peakuuid. [aHHbIi nepevyeHb OOKeH
COMNPOBOXAATLCHA KpaTKMM 3aKrnioyeHneM no TekyLuen oueHke npodunsa 6e30nacHOCTY 3a OTYETHBIN NEPUOA.

1.6.3. Popma npeacraBneHnss NHOM nHgopmaumm no 6esonacHoCTu.

WHas wHdopmaums no 6Ge3onacHOCTM B COOTBETCTBMM C  NYyHKTOM 1.5 HacToAwero npurnoxeHus
npencTaBnseTcs B YNONHOMOYEHHbIE OpraHbl rocyaapcTs - YneHoB Coto3a n 9CO (HIK) cnoHcopoM B NMCbMEHHOM
BMAE C YKaszaHWEeM Ha3BaHWsi KNMHUYECKOrO NCCIEeL0BaHNSA, HOMepa NPOTOKoNa NCCNefoBaHMs Y KpaTKoro onnucaHus
HOBOW MHdOpMauun no 6e3onacHoOCTy.

1.7. ObnacTb pacnpoctpaHeHus TpeboBaHMs NO NpeacTaBNeHNo MHPopMauum no 6e3onacHoOCTy.

1.7.1. TpeboBaHua no npeacTaBneHNo WHMOPMaUUM MO BbISBMEHHBIM CEPbe3HbIM  HenpeaBUAEHHbIM
HexenaTtenbHbIM peakuMsam M MHOW MHopmauumn no 6e30nacHOCTM nccneayeMoro npenapata B COOTBETCTBUM C
nognyHktammn 1.2 - 1.5 HacTosiLEero NpunoXeHusi pacnpoCTPaHATCSA B OTHOLUEHUWN KIMHUYECKUX UCCRedoBaHWN,
0006peHHbIX K NMPOBEAEHMIO Ha TeppuTtopuM rocydapcTea - uneHa Coto3a Ha Bce vccrnefoBaTenbCKkue LEeHTPbl, B
KOTOpbIX CMOHCOPOM NGO €ro napTHEPOM Ha [JOrOBOPHOW OCHOBE BbLINMOMHSAETCS KMMHWYECKOE WCCreLoBaHue
uccreayemoro npenapara, BKr4Yas uccrneaoBaTenbckme LEHTPbI, PpacnosfioXeHHbIE HE Ha TEPPUTOPUM rocyaapcTs -
uneHos Coto3a.

1.7.2. TpebGoBaHus no NpeacTaBneHno MHGOPMaUUM MO  BbISIBEHHbIM CEPbE3HLIM  HenpeaBUAEHHbIM
HexenaTtenbHbIM peakuMsM B COOTBETCTBUM C MOAMYHKTOM 1.2 HacToSAWEero npuroXeHns pacnpocTpaHsATCA Ha
BbINOHAEMbIE€ CMOHCOPOM NMBO ero napTHePOM Ha [OrOBOPHOM OCHOBE KIMHWYECKME MccrefoBaHus, ofob6peHHble
Ha TeppuTopuM rocygapcTBa - udneHa Coios3a, B KOTOPbIX WCCnedyeMbli npenapaTt BKM4YaeT OOHO M TO Xe
AENCTBylOLLlee BELLECTBO, BHE 3aBUCUMOCTU OT FeKapCTBEHHOW (POpMbl, AO03MPOBKW, pEXuma [03MPOBaHUSA U
nokasaHui K NpUMEHEHNIO.

1.8. CepbesHble HexenaTernbHble peakLnm, He CBA3aHHbIE C UCcreayemMbiM npenapaToMm.

MHdopmaumio 0 cepbesHbiX HexenaTenbHbIX peakuusiX, KOTopble BbISBMEHb! NPy NpOBEAEHUU KITMHUYECKOrO
uccrefoBaHusi, Anst  KOTOpbIX —onpedensieTcss B3aMMOCBA3b C  3aperMcTpyMpoBaHHbIMU - NeKapCTBEHHbIMU



npenapatamu, He SBNSIOWMMUCHA UCClleQyeMbIMW MpenapataMv U HasHavYaeMblMM B KadecTBe COMyTCTBYHOLLEN
Tepanuu, Npu OTCYTCTBUM pPeakLymn B3aMMOAEVCTBUS C NccrnedyemMbiM npenapaTtom CNoHCOpY crieayeT npeactaBnsaTb
B YMOSIHOMOYEHHbIE OpraHbl rocyaapcts - yneHos Coto3a MM COOTBETCTBYIOWMM AepXaTensM perncTpaumoHHbIX
YAOCTOBEPEHWIN B COOTBETCTBMM C 3aKOHOAATENbCTBOM 3TUX rOCYAapCTB - YneHos Cotosa.

1.9. PackpbITve paHgOMM3aLMOHHOIO Koaa.

1.9.1. TpeboBaHuss NO pPackpbITUIO PaHAOMM3ALMOHHOIO Koda B Cry4ae CepbesHOW HenpeaBuaeHHON
HexenartenbHOW peakumu.

B cnyyae nonyveHuns cooOLLEHNss O HexenatenbHOM S$BMEHWW, KOTOpOe OLEHMBaeTCs Kak cepbe3Has
HenpeaBuaeHHas HexenaTenbHas peakumsi, CMOHCOPOM BLIMOMHAETCS PackpbiTMe pPaHOOMM3ALMOHHOIO Koaa
HernocpeAcTBEHHO MO CyObeKTy uWCcCrnedoBaHusl, y KOTOPOro pasBuiiacb [aHHas HexenatemnbHas peakums.
CnoHcopoM BbINOnHAeTcA TpeboBaHNs B COOTBETCTBMMU C MOAMYHKTOM 1.2 HacTOALWEro NPUIOXeHNs No CPOYHOMY
nNpeacTaBneHnio  MHMOPMauMM O BbISIBMIEHHOW CEePbe3HON HemnpeaBWAEHHON HexenaTenbHONW peakuum B
YNOMHOMOYEHHBIN OpraH rocygapctea - YnieHa Coto3a € y4eToM pesynbTaToB PackpbiTMa Koga pangomusaumu. Mpu
3TOM CMOHCOPOM MOXET COXPaHATbCA OCrenneHne Mo Takum criyvyasM ANs nud, OTBETCTBEHHbIX 3a AanbHenllee
npoBeAeHNe KINMHNYECKOro UCCNefoBaHns (Hanpumep, MOHUTOPOB, UCCMNeaoBaTenen), a Takke OTBETCTBEHHbIX 3a
06paboTky AaHHbIX. WHhopmauma no HexenatenbHbIM peakuusM C packpbiTUeM pPaHAOMWU3aLMOHHBIX KOAOB
Cy6bEeKTOB uccnefoBaHns AOrkHa ObiTb AOCTynNHa nuvuaMm, OTBETCTBEHHbIM 3a BbIMONHEHWe TpeboBaHWi no
npeacTaBneHnio MHpopMaummn O HexemnaTenbHbIX peakuusix B YNOMHOMOYEHHble OpraHbl roCy4apcTB - YfeHOB
Coto3a, npencraBuTensM ynofIHOMOYEHHbIX OPraHoB rocyfapcTB - uneHoB Cotosa; uneHam 3CO (HOK), uneHam
KomuteTa no He3aBUCKMMOW OLIeHKe pe3yrbTaToB KMMHUYECKOro NCCeA0BaHNs N MHbIM NLAM, OTBETCTBEHHBIM 33
BbIMNOfIHEHNE MOCTOSHHOM OLEeHKN 6e3onacHOCTM B XOA4e MPOBEAEHUS KIMHWYECKOro uccneposaHus. [ns
uccriegosartenen packpbiTve paHAOMM3aLMOHHOrO Koda B XO4E BbINOMHEHUS  KIMHWYECKOro uccneaoBaHus
BbIMOMHAETCA TOMbKO B Crny4vae, ecnvm 3To npefcTtaBnseTrcs HeobxoauMmbiM Ana obecnedyeHns GesonacHOCTU
cybbekTa nccneaoBaHus.

1.9.2. PesynbTaTbl pacKkpbiTUsS paHAOMM3aLMOHHOIO Koda COOTBETCTBYHOLWMM obpa3oM oTpaxatoTca B 6a3ax
AaHHbIX CMOHCOpPA M YMOSTHOMOYEHHbIX OpraHoB rocyAapcTB - uyneHoB Coto3a. O6HOBMeHWe wuHgopmauum no
6esonacHocTn B Bpoluope uccnegosaTens BbIMOMHAETCA Ha OCHOBaHWM aHanm3a AaHHbIX C PacKpbiTbiM KOOOM
neveHuns.

1.9.3. Ocob6ble nonynauuu.

Mpn npoBeAeHWM KIUHWYECKUX WCCNEeAoBaHUW C ydacTMem nonynsumu, Ans KOTOPOW XapakTepeH BbICOKUNA
YPOBEHb OCMOXHEHUW U CMEPTHOCTM, B CryyYasix eCnv KOHeYHbIE TOYKU NO OLeHKe 3hhEeKTUBHOCTN MOTYT SABNSATLCA
OOHOBPEMEHHO Cepbe3HbIMW HenpeaBUAEHHbIMN HexenaTenbHbIMW peakumamu, nubo korga CMepTb UM WMHOW
cepbesHbIi HebNaronpUATHBLIN NCXO4 MOXET ABMNATHCA KOHEYHOM TOYKOM MO oueHKe aheKTUBHOCTN uccrneayemoro
npenapata, [OCTOBEPHOCTb pe3ynbTaTOB  KIMHWMYECKOr0  WUCCMeAoBaHUs MOXeT ObiTb  HapyweHa npu
CMCTEMATUYECKOM PacKpbITUM PaHOOMU3ALMOHHBLIX KOAOB. B aTmx nnbo nopgobHbIx crnyvasx CMOHCOpPY npu
nonyvyeHun ogobpeHus NpoTokona KIMHWYECKOro UCCrefoBaHus criegyeT Mo COrnacoBaHUIO C YNONHOMOYEHHbIM
opraHoMm rocygapctBa - uneHa Corw3a onpegenutb, Kakve cepbesHble SBMeHus, 0byCrnoBreHHble TeyeHnem
OCHOBHOro 3abonesaHus, He OyayT nognexaTtb CUCTEMaTMYECKOMY PaCKPbITUIO PaHAOMWM3ALMOHHBIX KOZOB M
CPOYHOMY MpenCcTaBneHUI0 MHPOpMaLUM B YNONTHOMOYEHHBIN OpraH rocygapcTtea - uneHa Corsa. B atux cnydvasx
o6A3aTenbHbIM ABMAIOTCA HasdHayeHne n obecneyeHne yHKUMOHMPOBaHUS KomuteTa no He3aBUCUMOW OLeHKe
pesynbTaToB KMMHWYECKOTO MCCNeaoBaHWsA C LEenblo BbIMOMTHEHUS MOCTOSHHOW OLEHKUM W aHanusa AaHHbIX Mo
6€e30nacHOCTY BbINOMHAEMOrO KITMHUYECKOro MCCNeaoBaHnsa U OnpeaeneHns pekoMeHaaumn Ans croHcopa B YacTu
BO3MOXHOCTW JdanbHenwero npoBeAeHUs KIMWHWYECKOro WCCrefoBaHusl, BHECEHUS W3MEHEHUA B MPOTOKOS
nccrneoBaHns UM OCTaHOBKM KIMHWYECKOTO NCCreaoBaHus.

ExerogHoe npeacrasneHne nicopmaumm no 6esonacHocTu.

CnoHcop B TeyeHuWe BCEro Cpoka KIAMHWYECKOrO WCCMedoBaHWs [OSKEeH eXerogHo MpeacTaBnaTb B
YMONHOMOYEHHbIV OpraH rocygapctea - uneHa Cow3a, Ha TepputopuyM KOTOPOrO MPOBOAUTCS  KIMHUYECKOE
uccrnefoBaHve MccneagyemMoro npenaparta, NepuoauMyeckun OTveT (mepuogudeckue oTyeTbl) no Ges3onacHocTu
uccriegyemoro npenapaTa, codepXaHue KOTOPOro (KOTOpbIX) OOIMKHO OTBevaTb TpebGoBaHuAM, NMpuBEAEHHbIM B
npunoxexun Ne 12 k MNpaBnnam Hagnexallen KMMHUYeCKoW NpakTukv EBpasminckoro SkOHOMUYECKOro coo3a.

WHdopmaums no nepuogmyeckomy oT4yeTy no GesonacHOCTM uccriegyemoro npenapaTta npefctaBnsieTcs B
OCO (HOK) B dhopme KpaTKOro M3MoXeHWsl OCHOBHOIO COAEPXaHWs oT4yeTa C MPUMOXKEeHWEM CTPYKTYpUPOBaHHOIO
nepeyHss cepbe3HblX HeXenaTenbHbIX peakuuMin cornacHo npunoxeHuto Ne 12 k [MpaBunam Hagnexalien
KMMHMYECKOW NpakTukM EBpa3ninckoro a3kKOHOMUYECKOro Coto3a.

2. O6s13aHHOCTH uccrnepoBaTens No npeacTaBrneHNIo MHhopmauun
O BbIAABJIEHHbIX B Xo4e KIMMHUYeCKOro nccrneaoBaHus HexenaTtenbHbIX peakuuax

2.1. NpepcraBneHue nHdopmMaym no 6e3oNacHOCTU CNOHCOpPY

2.1.1. UccnepoBaTenb LOMKEH HE3aMeanUTENbHO, B Te4YeHne 24 4acoB C AaTtbl BbisIBNEHUsT (MMG0O nonyyeHus
WMHOpMaLuM O BLISIBIIEHUN) MPEACTaBUTb CMOHCOPY MH(OPMAaLMIO B OTHOLUEHUN CEPbE3HbIX HeXenaTemnbHbIX
ABMNEHWI, KPOME TeX, KOTopble OnpeneneHbl B MPOTOKONE unuM B APYroM AOKYMeHTe (Hanpumep, B Opolutope
nccrneaoBartens), kak He Tpebyrolme HemeaieHHOro YBEOMITEHNS.

Mocne npeacTaBneHns CPOYHOrO COOBLLEHNS O CEPLE3HOM HEeXenaTenbHOM SIBIIEHMU UccrneaoBaTenb A0MMKEH
npeacTaBUTb CMOHCOPY AeTanbHoe cooblieHve ¢ nogpobHOV MHGOpMaumMer No Cepbe3HOMY HeXenaTernbHOMY
SIBMEHNIO, MO3BOSSOLWEN CMOHCOPY CcAenatb OLeHKY HeoOXOAMMOCTM NepecMoTpa COOTHOLUEHUS MOJb3a-puck
KITMHWUYECKOro UCCreaoBaHus.



2.1.2. WccnepoBaTtenb npeacrtaendaeT CnoHCopy Mchopmau.wo O HeXxenaTtenbHbIX peakunax U OTKIOHEeHUAX
naGopaToprlx nokasarternen, KOTopble onpederneHbl B MPOTOKOME MCCMedOBaHUA Kak KpUTUYeckue Ofs OLEHKU
©e3onacHocTu B CpPOKu, onpenendemMble NMPOTOKOJIOM KITMHNYECKOIro nccrneaoBaHuaA.

2.2. NpepcTaBneHne UHopmMauum no 6e3o0NacHOCTU B YNOSTHOMOYEHHbIE OpraHbl FOCYAapCcTB - YIIeHOB
Cotosa

JononHuTenbHble Tpe6OBaHVIH no npeancrtaBneHunto VIH(*)OpMaLI,VIVI O BbIABJIEHHbIX CepPbEe3HbIX HeXenaTellbHbIX
peakunax Ha MCCﬂe,D,yeMbIVI npenapart, He pacCMOTPEHHble B paMKaxX HacToALllero npunoxXeHwua, onpenendarTcd
3aKoHOA4aTeNnbCTBOM rocygapcrtea - 4YneHa Cotoza.

MpunoxeHune Ne 12
K [MpaBunam Hagnexawen KNMHNYEeCKOn NpakTukm
EBpasnmnckoro 3koHOMU4YeCKoro corsa

TPEBOBAHUA
K nepnopmyeckomy oTyeTy no 6esonacHocTv paspabaTbiBaeMOro fiekapcTBeHHOro npenapara

1. OnpegeneHus

Ona uenen HacToswmx TpeboBaHMIA MCNONBb3YTCA NOHATUSA, KOTOPbIE 03HAYalOT criegyloLlee:

KBaXHbIA MAEHTUDNLNMPOBAHHBIN PUCK», KBAXXHbIW NOTEHUManbHbIN puck (important identified risk and important
potential risk)» - WMAEHTUPULUMPOBAHHBIN MMM MOTEHUMAnbHBLIA PUCK, KOTOPbIN MOXET oOKa3aTb BNUSHWE Ha
COOTHOLLEHME MOMb3a-puUCK NeKapCcTBEHHOro npenapata uWNM  WMeTb MOCNeAcTBUS And  O6LeCTBEHHOro
30paBOOXpaHeHus:;

«parta okoH4yaHus cbopa paHHbix (data lock point)» - gaTta 3aBeplueHust cbopa AaHHbIX ANS BKAYEHUS B
nepuoan4ecknii otT4eT nNo HesonacHOCTU ccrnegyemMoro npenapara;

«3aBepLUeHHOe KNnunHu4yeckoe uccnepoBaHue (completed clinical trial)» - knuHuyeckoe wccnegoBaHve, NO
pesynbTaTaM KOTOPOro COCTaBIEH UTOTOBbLIA OTYET KMMHUYECKOro NCCneaoBaHus;

«naeHTMdMUmMpoBaHHbIA puck (identified risk)» - HexxenaTenbHOe nocneacTeve hapmakoTepanum, 4N KOTOPOro
nonyyYeHo afeKkBaTHOE AoKa3aTenbCTBO HaNNYnsa B3anMoCBS3N C NoA03peBaeMbIM NekapCTBEHHbIM nNpenapaToMm;

«MHTEPBEHLMOHHOE KNnHu4eckoe nccnepgosanue (interventional clinical trial)» - knnHu4eckoe nccnegosaHve, B
KOTOpOM cybbekTamMm UCCNefoBaHUs BbIMOMHAETCA MNPOCMEKTUBHOE Ha3HayeHWe OfHOr0 WIU  HECKONbKMX
MEeOMLUMHCKMX BMeLlaTenbCTB (Hanpumep, NpoduUnakTMyeckoe BMeLaTeNbCTBO, Ha3HaYeHWe NeKapCTBEHHbIX
npenapartoB, BbIMOMHEHUE XMPYPrMYECKNX BMELLATENBCTB, MOBEAEeHYECKas Tepanums 1 T.M.) C LeNblo OLEeHKN BIUSHUS
[AaHHbIX BMELLATENbCTB Ha NoKa3aTenun COCTOSIHUSI 300POBbS;

«uccnegyembiii npenapart (investigational drug)» - npenapat, Haxogswumics B pa3paboTke hapmaueBTU4ecKon
KoMmnaHuen. B pamkax Hactoswero NpunoxeHns AaHHbIA TEPMUH uMeeT Gonee y3koe 3HavyeHue Mo CPaBHEHWIO C
ucnonb3yembiM B TekcTe [paBun Hagnexalen KNMHUYECKOW NpakTukM EBpasminckoro 9KOHOMWYECKOrO Cok3a U He
BKIIOYaeT npenapatbl cpaBHeHUs n nnauebo;

«MexpyHapoaHas gaTta ogobpeHus paspabaTbiBaemMoro nekapcteeHHoro npenapatay, MOOPIIMN (development
international birth date) - pata nepBoro opgo0peHuss ANs NPOBEAEHWUS WHTEPBEHLMOHHOTO  KIMMHUYECKOTO
uccrieoBaHus B nobol u3 cTpaH Mupa;

«HexenaTenbHble SIBMEHWs, npeacTaBnsawowme ocobbii uHTepec (adverse event of special interest)» -
HexenaTtenbHoe siIBfeHve, nMetoLee ocobbll HayYHbIN 1 MEeOULMHCKUIA UHTEPEC NMPUMEHUTENBHO K Uccrneayemomy
npenapaty WM unccrnegoBaTenbCkoW MporpaMme  CroHCOopa, KOTopoe MOoxeT noTpeboBaTb HenpepbiBHOMO
MOHWUTOPUHIA W He3aMeAnmUTENbHOro MHAOPMMPOBAHMSA CMOHCOpa CO CTOPOHbI  MccnegosaTtens. [aHHble
HeXenarternbHble sIBNEHUS MOryT notpeboBaTbh AarnbHENLIEro N3y4eHus C Lenbio Hagnexalle XapakTepucTuku n
OLIEHKMN.

B 3aBMCMMOCTM OT XapakTepa HexenatenbHOro siBMeHusi, MPeACTaBnsioLWero ocobbli WMHTEPEC, MOXET
notpeboBaTbCs CpPOYHOE MNpeAcTaBneHve UWHdopMauMM OT  CMoHcopa TpeTbel CTOpOHOW  (Hanpumep,
YNONTHOMOYEHHbIM OpraHaM rocyapcTs - 4UneHoB EBpa3suiickoro akoHoMu4veckoro Cotosa);

«HEUHTEPBEHLUMOHHOE KMUHMYECKoe WuccnegoBaHue (non-interventional clinical study)» - wccnepoBaHue
(ncnblTaHMe), KOTOPOE COOTBETCTBYET CreayroLLmMM TpeboBaHUSAM:

JNeKapCTBEHHbIV NpenapaTt Ha3HayaeTCsl B COOTBETCTBUN C MHCTPYKUMEN NO MEAULIMHCKOMY NPUMEHEHMIO;

pelleHne O Ha3Ha4YeHUN NauMeHTy ONpPeAerieHHOro NeYeHns He MPUHMMAaETCA 3apaHee COrnacHoO MPOTOKOMy
uccreaoBaHus, HO COOTBETCTBYET MPUHSTON MPaKTUKe, U Ha3HavyeHve NekapCTBEHHOro npenaparta YeTko OTAerneHo
OT peLUeHs O BKIMKYEHWUMN NaLMEHTa B UCCreJ0BaHUE;

K NaumeHTaMm He NPUMEHSIIOTCSt Kakne-nmbo AONOMHUTENbHbIE AMArHOCTUYECKUE UMW KOHTPOIbHbIE MpoLeaypsl,
a Ans aHanu3aa nonyyYeHHbIX AaHHbIX UCMOMb3YHTCS ANUAEMUONIOrMYECKME METOADI;

«oxnaaemasn adpekTBHOCTL (Nonb3a)» (anticipated efficacy

(benefit)) - adpcbekTMBHOCTL (MOMb3a), kKOTOpas elle He Obina yCTaHOBEHa ANs UCCNeayemMoro npoaykTa, Ho
OXnaaeTcsd MCxods M3 MMerWwmuxcs 3HaHun 06 3deKTMBHOCTM (nonb3e) AaHHOro kKrnacca nekapCTBEHHbIX
npenapaToB NMMO0 AaHHbIX NPEALECTBYOLWMX KIMHUYECKMX UM OOKIMHUYECKMX UCCINEA0BaHWI;

«nporpamMmma KnuHudeckon paspabotkm (clinical development programme)» - COBOKYMHOCTb KIMHUYECKUX
uccrneaoBaHuii OOHOTO M TOTO Xe UCCNedyeMoro npenapaTta, BHE 3aBUCMMOCTWM OT MOKa3aHU K Ha3HaYeHuo U
neKkapcTBEHHON hOPMbI;




«MNpoAorKaloLLeecs KnuMHu4eckoe uccneposaHue (ongoing clinical trial)» - knuHM4eckoe wuccnegoBaHue ¢
Ha4yaBLUMMCSI BKIIOYEHMEM CyOBHEeKTOB MCCMeAoBaHWs, BHE 3aBMCMMOCTW OT €ro NpMOCTaHOBKW UMW 3aBepLueHus
aHanusa, no pesynbTatam KOTOPOro He MOAroTOBMEH 3aKMIOYUTENbHbLIN OTYET;

«noTeHumanbHbIi puck (potential risk)» - HexenaTenbHoe nocnefAcTeBMe dapmakoTepanuu, B OTHOLUEHUU
KOTOPOro MMEeITCH OCHOBAHWSA AN NMOSO03PEHNI NO HAanNMYMI0 B3aMMOCBA3WN C flekapCTBEHHbIM npenapaToM, O4HAaKo
AaHHas B3aMMOCBSA3b Hagnexalym obpasom He Bbina noaTBepXKaeHa;

«pernctp (registry)» - COBOKYNHOCTb AaHHbIX MO MauMeHTaM, XapaKTepuaylLwmnmcsa KakuMm-nmbo oanHaKoBbIM
npu3HakoMm (npusHakamu). [aHHbIA Npu3HaK MOXeT NpeacTaBnAaTb cobon 3abonesaHve (pernctp no 3abonesaHuio)
unn cneundunyeckoe BO3AENCTBUE NEKAPCTBEHHOrO npenapaTta (NnekapcTBEHHbIA pernctp). Pernctp HanpasneH Ha
MPOCMEKTUBHbIN ~ cOOp  OMpedeneHHoW  COBOKYMHOCTM  AaHHbIX MO MauMeHTaM € MCMONb30BaHWEM
CTaHOAPTM30BaHHOTO OMPOCHMKA. (JlekapCTBEHHble perncTpbl HampaBreHbl Ha COOp AaHHbIX Ha MNPOTSXEHWUM
onpeaenieHHoro BpeMeHu no nonynaummn, nogseprarLLecs BO3AeNCTBUI0 N3y4aeMoro fiekapCTBEHHOro npenapara,
n (Mnn) No onpegeneHHon nonynsauun. MNaumeHTbl MOryT ObiTh BKMIOYEHbI B KOTOPTHOE MCCredoBaHue Ans cbopa
AaHHbIX O HexenaTenbHbIX SBEHUsX C NPUMEHEeHWeM CTaHAaPTU3NPOBAHHOTO OMNPOCHMKA (CTaHAaPTU3NPOBaHHLIX
OMNPOCHMKOB). PerncTtpbl MoryT 6biTb MONE3HbIMW ANS YCUNEHWS CUrHana, 0COBEeHHO AN peaknx HexenatenbHbIX
peakumn);

«curHan  (signal)» - wuHMOpMauusi, noctynawwas OT OAHOTO WM HECKOMbKUX WCTOYHWKOB, KOoTopas
npegnonaraeT HanMynMe HOBOW MOTEHLManbHON MPUYUHHO-CNEACTBEHHON CBA3WM MMM HOBOFO acnekTa WM3BECTHON
B3aVMMOCBS3/ Mexdy BO3[AENCTBMEM MeKapCTBEHHOIO npenaparta u HexenartenbHbIM SBfIEHUEM UMM COBOKYMHOCTbIO
B3aMMOCBSI3aHHbIX HeXenaTenbHbIX SBMEHWA, OLeHMBaeMas Kak gocTaToyHas Ans AanbHemwux AencTBuin no
BepudmKaLmm curHana;

«CMOHCOp-Uccrnegoatens (sponsor-investigator)» - cuanyeckoe nuUo, KOTOPOE WHULMMPYET WU BbINOMHAET
KMMHNYECcKoe uccrnegoBaHWe CamoCTOATENbHO NMBO C MHbIMM MccnegoBaTenaMyv W MNOA HemnocpeaCTBEHHbIM
PYKOBOACTBOM KOTOPOrO BLIMOMHAIOTCSA HasHayeHue, Bbidaya WM NpUYMEHeHne Wuccriegyemoro npenapata
cybbektamm nccnegosaHus. B 06a3aHHOCTM cnoHcopa-uccnegoBaTens BXOAAT 0653aHHOCTU Kak CroHcopa, Tak U
uccneposartens.

2. O6wme nonoxeHus

Mepuoguueckuin aHann3 wuHpopmaumm no 6Ge3onacHOCTU Npu  KIUMHMYECKOW paspaboTke umccnegyemoro
npenaparta UMeeT pelualllee 3Ha4YeHue Ans HEMpepbiBHOW OLEHKU pucka CyOBbEeKToB wmccrenoBaHus. BaxkHo
obecneumBaTb perynspHoe MHMOPMMPOBAHME YMONMHOMOYEHHBIX OpraHoB rocygapctB - 4YneHoB EBpasuiickoro
SKOHOMUWYECKOro Coo3a (ganee COOTBETCTBEHHO - YMOSIHOMOYEHHbIE OpraHbl, rocygapcrea-yneHbl, Col3) 1 MHbIX
3aMHTEPECOBaHHbIX CTOPOH (Hanpumep, JOKCMepTHOro cosBeTa opraHusauumm (Hes3aBMCUMbIA STUYECKWMIA KOMUTET)
(nanee - 3CO (H3K))) o pesynbTaTtax 4aHHOrO aHanu3a 1 Nony4yeHns AaHHbIX B OTHOLLEHMU nNpoduns 6e3onacHocTy
uccrnepyemMoro npenapara, a Takke yBeAOMeHNs 0 AeNCTBUAX, MPUHATBIX B OTHOLLEHMN BO3HMKAIOLLMX BONPOCOB MO
6esonacHocTn. lNepuoaunyeckun otyeT no HesonacHocTn paspabaTbiBaemMoro (Mccrnegyemoro) nekapcTBEHHOro
npenapata (ganee - POOB) sBnseTcs cTaH4apToM ANS MNEpPUOAUYECKOM OTHETHOCTM No paspabaTtbiBaeMbiv
(nccnepgyembiM) Npenapartam (BKMYasa 3aperncTpypoBaHHbie npenapaThbl, N0 KOTOPbIM NPOAOIMKAETCH BbIMONHEHNE
pa3paboTkM) Anga rocyaapcTB-YIEHOB.

OcHoBHol uUenbio POOB sBnseTtcsa npepcraBneHve ucdepnbiBatowwero u rrnybokoro exerogHoro obsopa wu
OuUeHKN WHopmaumn no 6e3onacHoCTM Mccrnegyemoro npenaparta, kotopas 6bina cobpaHa Ha MpoTsXeHuu
OTYETHOrO Nepuoaa BHe 3aBMCHMOCTM OT ero permcTpaLmoHHOro cTaTyca nocpeacTBOM:

OLIEHKN BO3MOXHbIX OTNINYMIA NOMYYEHHOW 3a OTYETHbIA NEPUOA CMOHCOPOM MHdopMaummn no 6esonacHocTy ot
npeaLecTBYOLMX 3HaHUIA NO nNpodunio 6e30nacHOCTM ccrneayemoro NpoayKTa;

OMnMCaHUsi HOBbIX BbISABIIEHHbIX acnekToB npodunsa 6e3onacHocTw, KOTOpble MOryT OKa3aTb BNWSHUE Ha
obecneyeHne 6e30MacCHOCTU CyOBHEKTOB MCCNEOOBAHNS;

0606LeHMSA AaHHBIX MO TEKyLLEen OLEHKe 1 yNpaBrieHnio NAEHTUMULNPOBAHHBIMU 1 NOTEHLMANbHBIMU pUCKaMu;

npeactaBneHns O6HOBNEHMS MO COCTOSTHUIO KITMHUYECKOrO M3y4YeHusi (MporpaMmmbl pa3paboTku) 1 pesynbTaToB
uccregoBaHus.

POOB pomkeH OblTb NaKOHUYHBIM W MPEACTaBMATb  YMNOMHOMOYEHHbIM OpraHaMm rocyAapcTB-USIEHOB
nHopMauumio, MO3BOMAIOLLYI0O MOATBEPAUTb obecneyeHWe CrOHCOPOM HaamneXallero MOHUTOPWHra W OLEHKU
AaHHbIX No npodnnto 6e3onacHocTy uccnegyemoro npenaparta. B POOB nognexaT oTpaXeHWo BCe HOBble acnekTbl
npoduna 6GesonacHoCT, BbISBNEHHblIE 3a OTYeTHbIN nepuod. POOB He pormkeH UCMOMNb30BaTbCA B LENsAX
NepBMYHOTO YBEAOMIIEHMSA O 3HAYMMBbIX HOBbIX AaHHbLIX MO GesonacHocTn nNnbBo B kayecTBe crnocoba BbISBNEHUS
HOBbIX acrnekToB npocunsa 6esonacHoCTU.

OcHosHowu Bkntovaemor B POOB nHgopmaumen SBnaTca AaHHbIE U pe3ynbTaTtbl KMMHUYECKMX UccregoBaHuin
neKapCTBEHHbIX MpenapaToB U BMONorMyecknx BeLecTB, BHE 3aBMCMMOCTM OT WX PEerucTpaumoHHOro crartyca. B
cryyae MPOAOIHKEHUS KIIMHUYECKOrO M3y4YeHns rnocrne perncTpaumm nekapcteeHHoro npenapata, POOB BkniovaeT
TawkKe [OaHHble MOCTPErncTpaumoHHbiXx —uccnegosaHui. POOB  HanpaBneH Ha OUEHKY — uccriegyeMoro
(paspabatbiBaemoro) npenapara, MHOpPMaLuus Nno npenaparam cpaBHeHWs 1 nnauebo BKMoYaeTCcs B HEro TOMbKO B
cny4yae, ecnv 9T0 MMeeT OTHOLLEeHNe K 6e30macHOCTM CyObEKTOB NcCneoBaHus.

B POOB Bkntovaetcsa uvHpopmauma no 6esonacHOCTM, nofyvyaemass B XO04e BCEX MpoJoIhKaroLmxcs
KMVHNYECKMX NCCNEAOBaHNA N UHbIX NCCNEAOBaHUA, BbIMOMHAEMbIX UMW 3aBEPLUEHHBLIX CMOHCOPOM Ha NPOTSXKEHUU
OTYETHOro Nepuoa, B TOM Yucre:

KIMHMYECKNe  nccnegoBanust  paspabartbiBaeMoro  (Mccnegyemoro) npenapata  (papmakonormdeckue
uccrnepoBaHnsa y YenoBeka, TepaneBTUYECKUE MOMCKOBbIE MCCIeOOBaHWA W TepaneBTUYeckue MnoATBepXaatolume
uccnegosanus (dasbl | - 111));

KMWHWUYeCKMe MCCnefoBaHus 3apermcTpypoBaHHONO NIEKapCTBEHHOIO npenaparta no 04o6peHHbIM NOoKasaHUaM
(nccnepoBaHue TepaneBTUYECKOro npumMmeHeHus (dasa V));



TepaneBTUYECKOE MPUMEHEHME MWCCMeayeMoro npenapaTa (Hanpumep, B pamkax paclUMpEeHHOro AocTyna,
WHAMBWAYaNbHOrO JOCTYNa U UHBIX);

KIMHUYECKME  WCCMefoBaHus, NpPOBOAMMbIE ONA  MNOOAEPXKKM M3MEHEHUMM Mpouecca Mpov3BOACTBA
rneKkapCTBEHHOrO cpeacTBa.

POOB Takke Bkno4aeT B cebs MHble AaHHble, KOTOpble SBMSIKOTCS 3HAYUMMbIMU B OTHOLLEHMM Ge3onacHocTu
pa3pabaTbiBaemoro (nccnegyemoro) npenapara, B TOM YMcne crneayolme AaHHble:

HabnaaTenbHbIX 1 3aNMAEMNONOrMYecknxX nccneaoBaHuin;

OOKMMHUYECKUX UCCrefoBaHNN (TOKCUKONOMMYECKMX MCCNeaoBaHUA U UCCNeaoBaHun in vitro);

apyrnx POOB, koTopble MMEIOT OTHOLLEHUE K uccrneayemMomy npenapary;

NPOU3BOACTBEHHBIX Y1 MUKPOBUONOrNMYECKNX N3MEHEHWN;

HefaBHO onybnMKoBaHHbIE B MEOULIMHCKON NUTepaType;

KIMHUYECKMX UCCNEAOBaHUA, NO pe3ynbTaTtam KOTOpbIX Obina BbisiBNieHa HegocTaTodHasa addeKTUBHOCTb, YTO
MOFT0 OKa3aTb HernocpeAcTBEHHOE BruAHME Ha 6e30nacHOCTb CyOBLEKTOB MccnenoBaHus (Hanpumep, yxyaleHue
OCHOBHOro 3aboneBaHuns B Cry4ae cepbesHOW UMW XNU3HeYrpoXxatoLlen natonorum);

WHbIX MLCTOYHUKOB AaHHbIX N0 6e30MacHOCTU aHanorM4yHoro TepaneBTUYECKOro Krnacca;

KIUHUYECKNX UCCreaoBaHUin, NPOBEAEHHbIX NapTHepamMu crnoHcopa no paspaboTtke, ecnu 310 NpegyCMOTPEHO
A0roBopamu.

3. O6wme NPUHLMNDbI
3.1. EavHbin POOB pns pencrBylowero sellecTsa

C uenbio obecneyveHns ucHepnbiBaloLLEro aHannsa u npeacraBneHns 4aHHbIX Mo 6e30nacHOCTM nccnegyemoro
npenaparta CMNoOHCOp AOMKeH npeactaBnsaTb eauHbii POOB, Bkniovalowmi fAaHHble MO BCEM JeKapCTBEHHbIM
dhopMam 1 JO3MPOBKaM, MOKa3aHNSAM K HadHauYeHuto, uccrieqyemMbimM NonynaumamM (korga BoO3MOoXHO). B cniyyae, ecnn
3TO He NpPeACcTaBnseTcss BO3MOXHbIM (Hanpumep, Korga AaHHble HedOCTYMHbl CMOHCOPY), criedyeT MpeacTaBuTb
COOTBEeTCTBYIOLEee OOBbACHEHE BO BBOAHON YacTu OTYeTa.

Ecnu B pa3paboTke nccnegyemoro npenaparta y4acTBYT HECKOSIbKO CIOHCOPOB, B YaCTHOCTY NPW BbINOMHEHNN
COBMECTHOI pa3paboTku UM Ha OCHOBaHMM MHbIX AOTOBOPOB, UMM MOXeT BbiTb NpeAcTasneH eguHbii POOB.

3.2. NepuoguuyHocTb NnpeacraBneHns POOB n gata okoH4YaHUs c6opa AaHHbIX

Havano rogoBoro nepuoga no nNpeacTaBneHuo oTyeTa OnpeaensieTcs B COOTBETCTBUM C MeXAyHapOAHON
partovi onobpeHusi paspabaTbiBaemMoro nekapcrtBeHHoro npenaparta (ganee - MOOPIMM). Mecsy n gata MOOPIIN
ABNSATCA AaTOW Havana otcyeTa rogoBoro nepuoga ans nogayn POOB.

B cnyyae npoBeaeHns NepBoOro KMMHWYECKOro MCCreaoBaHNs Ha TepPPUTOPUKN CTpaHbl, B KOTOPOW OTCYTCTBYET
othmumanbHas npoeaypa ogodpeHnst KIMHUYECKOro CCnefoBaHns, COOTBETCTBYIOLLANA AaTa, CBA3aHHasA C HavaroM
NepBoro KIMHMYECKOro WuccrnenoBaHusl, AofkHa OblTb Ha3HayeHa CcrnoHcopoM. [nsi BCex CTpaH, B KOTOPbIX
BbINOMHSATCA KIMMHUYECKME UCCNEAOBaHNS UCCNeQyeMOoro npenapara, NoAAepXKUBaeTCca U uUcnonb3yeTcs eavHas
MAOOPIIM npu noagrotoeke POOB.

[aton okoHuaHusa cbopa aaHHbix POOB aBnseTtca nmocnegHun aeHb OTYETHOrO mepuopa, coctaenstowero 1
rog. Ana yno6cTBa BbINOMHEHUA afMWHUCTPATMBHBIX NPOLedyp MO KenaHWK CMOoHCOopa AaToW OKOHYaHusi cbopa
[AaHHbIX MOXeT ObITb onpeaeneH nocnegHuin AeHb Mecsiua, npealwectsytowero MOOPIM.

B cnyyae npogomkeHus BbIMOMHEHUSA NPOrpaMMbl KIMUMHUYECKOW pa3paboTku nekapCcTBEHHOro npenapata Ha
TepputTopumn

rocyfapcTBa-ynieHa nocrne ero rocygapCTBEHHOW peructpauuMu, B COOTBETCTBUM C  TpeboBaHuAMMU
3aKoHOOATeNbCTBA rOCYyAapCTB-UNEHOB AOMKHbI nNpeacTtaenatbes kak POOB, Tak u nepuoguyeckue obHoBnsiemble
oT4eTbl No 6e3onacHocT nccnegyemoro npenapata (ganee - NMOOB). Mo xenaHuto cnoHcopa POOB moxeT ObiTh
NMOAroTOBMNEH UCXOAA U3 MEXAyHapoaHOW Aatbl peructpaumm (ganee - MAP), ncnonesyemoni B NOOB, yto no3sonmt
CUHXPOHM3MPOBAaTb AaThl Nogaynm oboux nepuoauyeckmx otdyetoB. B cnyyae cuHxpoHusaumm agat nogayum POOB u
MOOB, oT4eTHbIV Nepuoa Anst creayLero NepuoanMyeckoro ot4yeTa no 6e3onacHocTy uccrneagyemoro npenapaTa He
OOJIMKEH NpeBblWaTh OAUH rof.

POOB pomxeH npeAcTaBNATbCA BCEM  YMNOSIHOMOYEHHbIM OpraHaM roCyAapCTB-YfIEHOB, Ha TeppUTOpUU
KOTOpbIX MPOBOAATCA KMMHWYECKME MccreaoBaHus (UCMbITaHWs) uccrnegyemoro npenaparta, He nosgHee 60
KaneHgapHbIX AHeN ¢ gaTbl OKOHYaHUA cbopa AaHHbIX.

3.3. MpopomkutenbHocTb nopaym POOB

MpopomkutensHocTe nogdadv POOB onpepensieTca TpeGoBaHWsSIMK 3aKOHOAATENbCTBA rocyAapcTBa-yneHa.
Ecnn B rocymapctee-uneHe wnu B [pyrom rocygapctee nuGo B OTAENbHOM pEMVOHE B COOTBETCTBUU C
TpeGoBaHUAMM COOTBETCTBYIOLLENO 3aKoHOAATeNbCTBa npekpallaeTcs nogava POOB, cnoHcopy crefyeT caenatb
ykasaHue, 4To 3aknounTenbHelii POOB siBNsieTcs nocneaHUM exerofHbIM 0T4eTOM AMNsi UCccrnefyeMoro npenapara B
[aHHOM rocyfapcTBe-unieHe (OpYyroM rocyaapcTBe, OTAenbHOM pervoHe). CMoOHCOpy Takke cregyeT caenatb
yKasaHue 0 Hamm4mmn NpoOOSIHKAIOLLMXCSA KNMHUYECKUX UCCIIedoBaHui B APYrMx CTpaHax.

3.4. OTBeTCTBEHHOCTb 3a NOArOoTOBKY U npeactaBneHne POOB

3.4.1. OTBeTCTBEHHOCTb CMOHCOpa



CroHCop KIMUHMYECKOro MCCrneaoBaHus SBMSIETCS OTBETCTBEHHLIM 32 MOAFOTOBKY, cCOAepXXaHue W nogady
POOB. CnoHcop umeeT npaBoO AenernpoBaTtb BbIMONHeHWe paboT no noprotoBke POOB TpeTbell CTOpPOHe
(Hanpumep, KOHTPaKTHOM NCCNeaoBaTENbCKON OpraHn3aunm).

Ecnu cnoHcop He umeeT gocTyna K nHpopmaumm, BKoYaemon B onpeaeneHHsle pasgensl POOB (Hanpumep,
CMOHCOp-MccregoBaTenb MOXET He pacnonaratb MHgopmaumer no acnektam MpovM3BOACTBEHHOrO npoLlecca,
AaHHbIM JOKIUHUYECKMX UccreoBaHuin, nHpopmaLmer No peructpaummn nekapcTBEHHOro npenapara), AOMKHO 6biTb
caenaHo cooTBeTcTBYylOLWEee yka3aHue B POOB.

3.4.2. OTBeTCTBEHHOCTb HECKONbKUX CTOPOH

B cnyyae BbINOMHEHNS KMMHWYECKOro UCCNefoBaHnNsa WM NporpaMmbl paspaboTkn HECKONbKMMWU CroHCOopamu
CTOPOHbI AOSKHbl OpraHu3oBaTe nogroToBky eguHoro POOB (ecnm  Bo3MOXHO). [laHHoe TpebGoBaHue
pacnpocTpaHsaeTcs Npyu HanM4umM y CnoHcopa A0roBOpOB MO COBMECTHOM pa3paboTke Ui MMLEH3MOHHBLIX JOrOBOPOB
C ofHou wnu Gonee cTopoHamu NGO B Crnyvae BbINOMHEHWUS OTAENbHbIX KIMHWUYECKUX WCCrefoBaHun wunu
nporpammbl pas3paboTkn nekapcTBEHHOro rnpenaparta C BOBMEYEeHWeM roCyAapCTBEHHbIX U YaCTHbIX OpraHv3auuin,
AenoBbIX MapTHEPOB WMM WHBLIX CTOPOH. B aTux cnyyasax cnoHcop A[OrkeH pacnonaraTb MNUCbMEHHbIMU
cornawleHusmMu, onpegensowmMmy nopagok obMeHa AaHHbIMM W AeTanbHoe pacnpegeneHve obssaHHOCTEW no
nogrotoBke u npeacrtasneHunio POOB.

Ecnn npepctaenenve egnHoro POOB HeBO3MOXHO, CMOHCOPbI MOFYT MPUATK K COMMalleHuo O Mnopaye
otaencHbix POOB Ha oguH 1 TOT e paspabaTtbiBaemblil npenapat. [aHHas cutyaums MOXeT BO3HWKHYTb, KOrAa
pasnuyHble CTOPOHbI MCCneayloT pa3pabaTeiBaeMblii NpenapaTt no pasHbiM MoKasaHuaM, unu cnocobam BBeaeHUs,
UNN C UCNOMb30BaHNEM pPa3nuyYHbIX NekapcTBeHHbIX opM. B kaxgom cnydyae B POOB gomkHO 6bITb npvBeaeHo
o6ocHOBaHWe nNpeacTaBneHns OTAeNbHbIX OTYETOB.

3.4.3. POOB ansa koMbuHMpoBaHHOM Tepanuu

MockonbKy KnuHWMYeckasi pa3paboTka KOMOWHMPOBAHHOW Tepanuu COoMpshKeHa C PSAOM  MOTEHUMAarbHbIX
CrnoXHOCTeN, HacTosiwme [lpaBuna He MOryT npefycMOTpeTb Bce BO3MOXHble acnekTbl. CrnoHcopy cnepyeT
onpegenutb Hanbonee npuemnemsblii BapuaHT nogrotoekn POOB Ha ocHoBaHUM OLEHKM psiaa hakTopoB, BKIOYas
nonynsiuMio NauneHToB, NnokasaHusl K Ha3Ha4YeHuo, NIekapCTBEHHY (GOPMY U T. 4., @ TakkKe YCNOoBUS NPOBeAEeHUs!
KIMMHUYECKMX UCCNefoBaHMIN U 3aKOHOAATENbCTBO rocyaapcTB - uneHoB Coto3a. B oTueTe fomkHO ObITb NpuBeaeHoO
obocHoBaHue BbIGpaHHOro noaxoaa.

Kak npaBuno, no KNUHM4YEeCKMM MccneqoBaHUaM UKCUPOBaHHLIX KOMBuHaumi npeactasnseTca eavHein POOB
(To ecTb Npu Ha3Ha4YeHUM Kak MUHUMYM 2 OEWACTBYHOLLMX BELLECTB B (DUKCMPOBAHHOM J03€ B OJHOW NEKapCTBEHHON
dopme). Ecnu cnoHcop NpoBOAUT KIIMHUYECKWE WUCCINEAOBaHUSI OTAEMbHbIX KOMMOHEHTOB, BXOASILIMX B COCTaB
duKkcnpoBaHHo KombuHaumm, otaenbHble POOB gomkHbl NpeacTaBnsaATbCA OIS KaXaoro KOMMoHeHTa. Mmerowme
OTHOLLEHWe AaHHble n3 kaxaoro POOB pomkHbl ObiTb 0606LLEeHBI B cCOOTBETCTBYIOLWEM pa3gene apyrux POOB (cm.
nogpaszgen 4.11.5 Hactosawmx TpebosaHun).

[ns wuccnepoBaHui, KOTOpble BKMOYalOT B CeOS MHOrOKOMMOHEHTHYK Tepanuio, TO €CTb KOMOMHauun
NeKapCTBEHHbIX CPEACTB He SBNSATCH (UKCMPOBAHHBIMU) CMOHCOP MOXET MOATrOTOBUTbL OAWMH M3 crieaytoLmux
OTYETOB:

a) POOB ansa koMmGUHMPOBaHHOW Tepanuu,

6) POOB(bl) ana ogHoro wnu Gonee VMHAMBUAOYanbHbIX KOMMOHEHTOB (B AAaHHOM crny4yae WHdopMauusi no
KIMUHUYECKMM UCCNeaoBaHNSM MHOFOKOMMOHEHTHON Tepanun MoxeT ObiTb BkrtodeHa B POOB Ha oguH unun Bce
KOMMOHEHTbI).

Mpumepsbl cTpaTterum nogrotoBku POOB ans kKOMOMHUMPOBaHHOM Tepanuun

KombunHupoBaHHas Tepanus, HadHavyaemas POOB
B KNNUHNYECKMUX UCCreaoBaHUsAX
uccregyemelin npenapat (A) eanHbin POOB
+ 3apemcTpupoBaHHbIN(bie) NekapcTBEHHBIN(bIE) NpenapaT(bl) (X, Y, Z) | Ha KoMOuHMpoBaHHyto Tepanuio (A + X + Y +
2)
unm

POOB Ha wuccnegyembii npenapat (A),
BKIMIOYAOLWMA AaHHbIE MO KOMBWHMPOBAHHOWA
Tepanuu

ABa uccnegyemsbix npenaparta (A) + (B) eavHbii POOB

Ha KOMOVHMPOBAHHYHO TEpanuo

(A+B)

unu

aBa otgenbHbix POOB Ha (A) n (B), B Kaxabin
M3  KOTOpbIX  BKMKYAKTCS  AaHHble Mo
KOMOWHMPOBAHHOW TEpanum

OBa (unv Gonee) 3aperncTpupoBaHHbIX NEKAPCTBEHHbIX Mpenaparta B | eguHbii POOB
KayecTBe nccrnegyemon kombuHaumm (X, Y, Z) Ha KOMOVHMPOBaHHYto Tepanuio (X + Y + Z)

3.5. CnpaBo4Has MHopMaumsa no 6e3onacHocTU




B uensix onpegeneHusi cOOTBETCTBUS MOMy4YaeMOW Ha MPOTSXEHWM OTYETHOro nepuoga WHdopmauuu no
6e3onacHOCT MMEKLWMMCS AaHHbIM Mo npodunto 6e30nacHoCTM UccneayeMoro npenaparta  MCnosb3yeTcs
AENCTBYIOLLAA Ha Havarno oT4eTHOro nepuoga Gpolutopa uccrnegosartens.

B cootBetcTBylowem pasgene POOB (cm. nogpasgen 4.10.1 HacTtoAwmx TpeboBaHuii) ykasbliBalOTCS HOMeEpP
Bepcun u aarta Gpowltopbl MccriegoBaTens, KOTopasi MCMONb3yeTcs B KayecTBe CnpaBOYHOW MHpopmMauumn no
OesonacHocTn. B cnyyaax ecnm cornacHo 3akoHodaTenbCTBY rocygapctB - uneHoB Coto3a Opolutopa
uccnegosartens He TpebyeTcs, B KayecTBe CnpaBOYHOM MHPOpMaLmmM No 6e30nacHOCTM MOXET BbiTb MCMONb30BaHa
COOTBETCTBYHOLLAS UHCTPYKLMSA MO MEANLNHCKOMY MPUMEHEHUIO.

Kak npaBuno, B kayecTBe crnpaBoYHOM MHpopMauum no 6e3onacHOCTM UCMONb3yeTca OAvH AOKyMeHT. [pwu
onpepneneHHbix obctoatenscteax B POOB mMoxeT ucnonb3oBaTbcs Gonee 1 AokymeHTa B KavecTBe CnpaBOYHOM
uHdopMauum no 6esonacHoctu (Hanpumep, B criydasx nogrotoBkm POOB ans nccnegyemoro npenapaTa, KOTopbiv
NPUMEHSAICH KaK B Ka4eCTBE MOHOTEpAnuu, Tak U B COCTaBe KOMOUHMPOBAaHHOW Tepanuu).

Ecnv Ha npoTsXeHuM OTYETHOro nepuoaa BbINOMHANCA nepecmoTp GpoLllopbl MccnedoBaTenss U OHa He
npeacTaBnsanacb paHee B COOTBETCTBYHOLUMA YNOMHOMOYEHHbIA OpraH, CMNOHCOP [AOMKEH MNpPeAcTaBUTb KOMUIo
Tekylleln Bepcun BpoLutopbl nccnegoBaTens B kadectse npunoxeHus kK POOB.

4. TpeGoBaHMA K cOCTaBY M CoAepPXKaHUIO
nepuopuyeckoro otyeta no 6esonacHocTy uccrnegyemoro npenaparta (POOB)

4.1. TuTynbHaa cTpaHuua

TuTynbHas cTpaHuMua [OOMxHa coaepxaTtb nopsgkoBein Homep POOB, HaumeHoBaHWe uccnegyemoro
npenaparta, OTYETHbIA Nepuod, [AaTy COCTaBMEeHUs OTyeTa, Has3BaHWMe W adpec CroHCopa, 3asdBreHne o
KOHMaeHUManbHOCTM uHdopmaumm, cogepxatlenca B POOB, n npegoctepexeHne, yto POOB moxeT cogepxatb
AaHHble C PacKpbITbIMX KOgamMn paHLOMMU3aUNN.

4.2. KpaTtkoe usnoxeHue ocHoBHoro POOB

KpaTkoe u3noxeHWe BMeCTe C TUTYNbHOW CTPaHULEN MOXET CRNYXWUTb CaMOCTOSITENbHLIM [AOKYMEHTOM,
nogxogawmm ans nogadn B 9CO (H3K) B rocypapctBax-uneHax (roe tpebyetcs). B kpaTkoe m3noxeHve OOmKHa
ObITb BKMOYEHa kpaTkasi MHbopMaLus Mo Hamboree BaXKHbIM AaHHbIM, BKITIOYEHHBIM B OTYET:

HOMep oTyeTa M OTYETHbIA NEPUOA, KpaTKas XapakTepucTika uccrneayemoro npenaparta (MexaHnsm OencTBus,
dapmakoTepaneBTUYECKUIN  KMacc, MoKaszaHus K MNPUMEHEHWMo, crnoco® BBEAEHUS, pPEeXUM [LO3UPOBaHMS,
nekapcTBeHHble hopMbl);

OLieHKa KonmMyecTBa CyOBbEKTOB MCCrefoBaHWs, NOABEPILLMXCSA BO3AENCTBUIO UCCreayemMoro npenapara;

perucTpaumoHHbI CTaTyC C yka3aHWeM Konu4yecTBa CTpaH (ecrnv NekapCcTBEHHbIN NpenapaT 3apercTpMpoBaH);

KpaTkoe n3noxeHne obo6LLEeHHON oLeHKn npoduns 6esonacHocTn (cM. pasgen 4.21 HacTtosAwmx TpeboBaHun);

KpaTKOe M3MNOXEeHNe BaXKHbIX PUCKOB (CM. pasgen 4.22 HacToAwmx TpebGosaHun);

Mepbl, MPUHSTbIE B CBA3M C AaHHbIMM MO 6e30macHOCTM, BKIHOYasi CYLLECTBEHHblE M3MEHeHUst B Gpolutope
nccnenoeaTtens;

3aKroYveHve (BbIBOAbI).

4.3. OrnaBneHue

Pasnen pnomkeH cogepxatb ornaeneHne POOB.
4.4. BBegeHue

Bo BBegeHun ykasbiBaeTcsa cneayrolias nHopmaums:

MAOOPIN nnn MAP (ecnn npymeHnMo);

OTYETHbIV Nepuoa 1 nopsakosbii Homep POOB;

XapakTepucTuka uccrnegyemoro npenapata (MexaHu3m AeNcTBusi, hapmakoTepaneBTUYECKUIA Kracc, crnocob
BBEEHUSI, PEXUM [03UPOBaHUSI, NNEKAPCTBEHHbIE (HOPMBbI);

KpaTKoe OnuncaHune nokasaHui K NPUMEHEHWIO U Uccrneayemblx Nonynsauui;

KpaTkoe OnuCaHvWe XapakTepa M BPEMEHHOW HanpaBnEeHHOCTU KIMHUYECKUX MCCMNEeAOBaHWMN, BKMOYEHHbIX B
oTyeT (Hanpumep, BCe KINMHNYECKMe NCCNefoBaHNs NCCNeayemMoro npenapara;

KINMHUYECKMEe NCCNEeAoBaHNs Mo OnpeaeneHHoOMy NoKa3aHuio; ccneaoBaHns KOMOUHMPOBAHHOW Tepanuu);

KpaTKoe OnvcaHve U MOACHEHWS B OTHOLLUEHUM Kakon-nmbo nHdopmaumm, kotopas He Obina BKMYeHa B OTYET
(Hanpumep, HenpeacTaBneHne Yactn MHdopmauum no Ges3onacHoCTM napTHepamu no paspaboTke uccrnegyemoro
npenapara);

obocHoBaHue npeacTaBneHus Heckonbknx POOB ans ogHoro uccnegyemoro npenapata (ecrnv NpUMEHVMO).

4.5. PernctpauuoHHbIA cTaTyCc B Mupe
B paHHOM pasgene [JOmMKHO ObITb MpeacTaBneHO KpaTKoe W3MNOXEHWEe COCTOSHWA MO permcTpauvoHHOMY
cratycy (ecnu npumeHuMMO), Bkrtodas MOP, 3aperncTpMpoBaHHble MOKas3aHWs (3aperMcTpupoBaHHOE MOKasaHue) K

NPpUMEHEeHUto, O,D,O6peHHble 003bl, COOTBETCTBYHOLNE CTPAHbI.

4.6. Mepbl, NpuHATbLIE 32 OTYETHbIW Nepuoa
B CBSI3M C AaHHbIMU NO 6Ge3onacHocTU



[aHHbIN pa3gen AOMmKeH BKIOYATb OMUCaHWE NMPUHATBIX 3@ OTYETHbIN NepMog CNOHCOPOM, YMOMHOMOYEHHbLIMMN
opraHamu, He3aBUCMMbIM KOMUTETOM MO MOHUTOPUHTY AaHHbIX, QCO (HOK) B uensx 6esonacHocTM Mep, KOTopble
oKasanu BnusiHMe Ha NpoBeAeHNE ONpeaeNneHHOro KIMMHUYECKOro NCCneaoBaHns (MccrneoBaHuin) unm Ha nporpaMmmy
KnHn4yeckon paspaboTku B Uenom. B pasgene formkHbl ObiTb ykazaHbl OCHOBaHWUSI ONSA NPUHATUSA Mep, a Takke
BO3MOXHbIE M3MEHEHUsI MO paHee MPUHATBIM Mepam (HanpuMmep, BO30OHOBMEHWE KMMHWYECKOro WMcCneaoBaHus
rnocne ero NpuocTaHoBkK). B Lensax 6esonacHOCTN MOryT BbITb NPUHATLI MEPBbI:

OTKa3 CO CTOPOHbI YMOMHOMOYEHHbIX opraHoB unn 3CO (H3K) B paspelueHun npoBefeHUs KNMHUYECKOro
nccregoBaHus No 3TUYECKMM OCHOBaHWSM unu acnektam 6esonacHocTy;

yacTmyHas (norHasi) NpUMOCTaHOBKa WU NPEXOEeBPEMEHHOE NPeKpalleHNe KITMHWYECKOro MccreaoBaHus Mo
NpuUYMHE MOMyYEeHMA HOBbIX AaHHbIX MO 6e3omacHOCTM WM HegocTaTovHOW 3EKTUBHOCTU WUCCNEAYEMOro
npenapara;

OT3bIB UCCreyeMOro npenaparta unm npenapaTa CpaBHEHUS;

OTKa3 B TrOCYAapCTBEHHOW peructpaumMm Mo uccrnegyembiM MNOKasaHWsaM K NPUMEHEHWo,  BKNoYast
A06POBOSbHBIN OT3bIB 3asiBMEHNS Ha NpoBeAeHMe rocyAapCTBEHHON perncrTpaumy,

BBEJEHNEe Mep No ynpaBneHuo puckamu (BHeCEHWe NonpaBok B MPOTOKOM B CBA3U C acnektamu 6esonacHocTu
unn acPEeKTUBHOCTM UCCreayemMoro npenapara, BKrovas n3ameHeHe pexmma Jo3MpoBaHns, KpUTEPUEB BKIOYEHNS
(HeBKNOYEHUs1), BBeAEHVWE [OOMOSHWUTENbHOTO  MOHWTOPWHIA, OrpaHWyYeHue ANUTENbHOCTU  BO3AENCTBUS,
orpaHnyeHue uccnegyemon nonynsaummn Unu NokasaHu K MPUMEHEHUIO;

N3MeHeHne MHHPOPMMPOBAHHOIO COrnacusi;

N3MeHeHne cocTaBa npenapaTa;

BBEJEHNE YNONHOMOYEHHbLIMW OpraHamu AOMNONHUTENbHbIX TpeboBaHu No NpeacTaBneHuto MHopmaummn no
6e3onacHocTy;

NoAroToBKa AOMONTHUTENBbHOM MHCpOpMaummn onsa ncenegosaTtenen U MeAULUMHCKUX paboTHUKOB;

nnaHnpoBaHNe HOBbIX NCCNEAO0BaHUA NO M3y4eHWto acnekTos npodunga 6esonacHocTw).

Mpu Hanuuum rocyaapCTBEHHOW perncTpauuu B AaHHbI pasfen Takke BKHYalTCA credylolimve Mepbl B
OTHOLLEHMMN 3apErMCTPMPOBAHHOIO NIEKAPCTBEHHOIO Npenapara:

0TKa3 CO CTOPOHbI YMOMHOMOYEHHbIX OPraHoB B NOATBEPXKAEHUN pErUcTpaLmuy;

NPUOCTaHOBKa permcTpauum Unm oT3biB C PbIHKA;

MPUHATAE YNONHOMOYEHHBIMWU OpraHamMuM Mep MO YMpaBneHWI0 puUcKamy (CYLLECTBEHHbIE OrpaHUYeHus B
obpalleHuy;

CYLLECTBEHHbIE W3MEHEHUS B WHCTPYKUMU NO MEAWMLMHCKOMY MPUMEHEHUIO, KOTOpblE MOryT MOBMUATL Ha
nporpammy KrvHn4eckon paspaboTku;

MOAroTOBKa AOMOMHUTENBHOM MHOPMaLUMW 1 Apyrne Mepbl MMHUMU3aLUKN PUCKa;

Ha3HayeHne YNorIHOMOYEHHBIMU OpraHamMun AOMNOSHUTENbHbIX NOCTPErMCTPALMOHHBIX MCCNefoBaHUn UMK UHBIX
uccreoBaHui No OLEHKe acnekToB Npoduns 6e3onacHoCTU, BKMYas AOKIMHUYECKME NCCNefoBaHus).

B paHHbIM pasgen Takke BKIHYAKTCA 3anpockl YNOMHOMOYEHHbBIX OpPraHoB, KOTOPblE BBOASIT onpedereHHble
OrpaHMYEHNs B OTHOLLUEHMW TeKylled wnv nnaHupyemon nporpaMmmbl pa3paboTku uccriegyemoro npenapata
(Hanpumep, TpeboBaHWe NpPOBEAEHUS ANUTENbHbIX AOKIMHUYECKMX WCCNEeAoBaHWN A0 Hayana [AOnroCpOYHbIX
KMVHNYECKMX UCCreaoBaHU, 3anpoc O MPeACTaBneHuM cneumguyecknx AaHHbIX no 6e3onacHocTM A0 Havana
neavaTpuYecKoro nccregoBaHus).

[aHHaa mnHpopmauns npeactaBnsaeTcs B opme 000OLEHHOrO MepeyvHs C yKasaHWeM OOHOBMeHun (ecnv
NPUMEHNMO).

4.7. U3ameHeHUs1, BHECEHHbIE B CNpaBoOYHYy0 MHhopMauuto
no 6e3onacHoOCTW Uccrneayemoro npenapara

[aHHbIn pasgen BkovaeT B cebA nepeyeHb M3MEHEHWIN, KOTOpble ObiNMvM BHECEHbl 3a OTYETHBbIN Mepuop B
Opolutopy nccnegoBaTens UM MHYK CNpaBoOYHYHO MHAOpMaLuuio no 6e3onacHOCTN B CBSI3W C HOBLIMW acneKkTtamu
npoduna 6esonacHOCTU mccnegyemoro npenapara. [aHHble M3MEHEeHVUs MOryT KacaTbCH, Hanpumep, U3MeHeHWn
KpUTEpPMEB HEBKITIOYEHWNS, NPOTMBOMOKa3aHW, Mep NPeaoCTOPOXHOCTU U OCOBbIX yKa3aHWIi, NepeyHsi CepbesHbIX
HexxenaTenbHbIX peakuuii W HexenaTenbHbIX SBMNeHUW, MNPeAcTaBnsloMX OCobbli MHTEpec, feKapCTBEHHbIX
B3aMMOZENCTBMIN, a Takke BaXHble AaHHble, MOflyYeHHble B XOA4e AOKIMHUYECKUX uccrnepoBaHui. NogpobHas
nHdopMaLmsa No AaHHbIM U3MEHEHUAM AOSKHA OblTb NPeACcTaBneHa B COOTBETCTBYOLWMX pa3genax POOB.

4.8. MepeyvyeHb NPOAOIMKAILWMUXCH U 3aBEPLUEHHbIX
B OTYETHOM Nnepuoae KNMHUYEeCKUX UccrnenoBaHum

[aHHbIn pasgen BkoyaeT B cebs kpaTkyto MHOpMaumio No NPoAOKaLWUMCS U 3aBEPLUEHHBIM B OTYETHOM
nepuoae KNMHUYECKMM UCCreaoBaHUSM C NpeACcTaBeHNEM B NPUIOXKEHUN K NEPUOAMNYECKOMY OTYETY (B TabGNNYHON
dopme) geTanbHOM MHOPMaLMKU MO creayoLwmM pasgenam:

naeHTMdUKaLUNOHHbIN HoMep 1 dasa nccneaoBaHus;

CTaTyC BbINOJIHEHMSA (NPOAOIHKaOLLEECS UCCNEAOBaAHME - KNMHUYECKOE NCCIeaoBaHNe Havyanoch);

KITMHMYECKOE UCCMNefoBaHMe Ha4vanock, HO B HAcCTosILEEe BPEMS NMPUOCTAHOBIEHO;

KITMHUYECKOE UCCnefoBaHMe 3aBepPLUEHO, HO OTYET MO KMMHUYECKOMY UCCIEA0BAHMIO eLLE HE 3aKOHYEH;

3aBepLUEHHOE NCCrefoBaHUe - OTYET MO KITMHUYECKOMY UCCIEAOBAHMIO 3aKOHYEH);

rocyfapcTBa-yfeHbl, B KOTOPbIX PACTNONOXEH KaK MMHUMYM OfUH UCCMeaoBaTeNbCKUA LIEHTP;

KpaTKoe Ha3BaHWe nccnenoBaHuns;

On3aiiH uccregoBaHusl (HEKOHTPONMPYEMOE, KOHTPONMPYEMOE, OTKPLITOE, MPOCTOE crienoe, ABOWHOE Crernoe, B
napannenbHbIX rpynnax, C NepekpecTHbIM AN3aHOM U T. A., BKINOYasi pasgeneHne Ha rpynnbl neveHus);



[03bl Y PeXUM [03UPOBaHUS UCCcreQyeMoro npenapara 1 npenapaTa (npenapaToB) CpaBHEHWS;

XapakTepucTtuka wuccnegyemon nonynaumMm (Bo3pacTt, Mo, MOKasaHus K MNPUMEHEeHUo, ocobble rpynnbl
CyOBbEeKTOB (NauneHToB) (HanpuMep, NauMeHTbl C HapyLleHnem yHKLUMM NoYeK NN NaunMeHTbl C PE3NCTEHTHOCTLIO K
neyeHuo));

AaTa Havana KIMMHWYEeCcKoro uccriegoBaHnsa (no onpedeneHnto crnoHcopa) (Hanpumep, NepBblil BU3UT NepBOro
BKIIOYEHHOro cybbekTa (nauneHTa) nccnefoBaHus);

nnaHnpyemsii 06bem BKOYEHNS;

oueHKa KyMYNSTMBHOMO 4ucna nauueHToB (CyObekToB) WUCCNefoBaHWs, MOMYYMBLUMX NEYeHue B Kaxaoun
neyebHou rpynne (ecnv NPUMEHUMO).

B naHHOM pasgene JomKHbl ObITe NpuMBeAeHb! AaHHble N0 (AaKTUHECKOMY KONMYECTBY BKIIOYEHHbIX CyOBbeKToB
MCCNeaoBaHNa B OTKPbITBIX UMM 3aBEPLUEHHbIX KIMHUYECKUX WCCIeAoBaHUAX WM (Mnun) oueHka, OCHOBaHHas Ha
cnocobe paHgommsaumn Ans cnenbix nccnegoBaHnin.

4.9. OueHKa Konu4yecTBa CyobEKTOB, NOoABEPriUnNXcs
BO3eMCTBUIO UCCneayeMoro npenaparta

OanHbin pazgen POOB pgormkeH copgepxaTb MHopMaLmio 06 obLem konuyectse CyOBLEKTOB, MNOABEPILUMXCS
BO34ENCTBUIO (KYMYNATMBHOMY BO3LEWCTBMIO) B KIMHUYECKUX MCcnedoBaHusix (cMm. nogpasgen 4.9.1 HacToswmx
TpeboBaHuWin) 1 Npu TepaneBTUYECKOM MPUMEHEHUN

(cm. nogpasgen 4.9.2 Hactoawmx TpebosaHui). TpeGoBaHus NO NpeacTaBneHwio MHGOpMauMM B AaHHOM
pasgene BKro4atoT B cebd cneayoLee:

a) AaHHble 4OMKHbI ObITb NpeacTaBneHbl B TabnmMyHom hopme;

0) Npy HanM4uMe CyLEeCTBEHHbIX Pa3NMuni Mexay KINUHUYECKMMU NCCNef0BaHUAMN B OTHOLLEHUM UCCeayemMomn
003bl, cnocoba BBeAeHUs, nccrieqyeMon nonynaumm gaHHble B Tabnuue JomkHbl 6biTb COOTBETCTBYHOLUM 0Opa3om
onucaHbl NMGo NpeacTaBneHbl B BUAE OTAENbHbIX Tabnuu;

B) ecnu CBOAHble Tabnuubl Cepbe3HbIX HexenaTenbHblIX SIBNEHUA npeacTaBlieHbl OTAENbHO MO KaXOoMy
uccregyeMoMy MnokasaHuio, AaHHble MO OLeHKe BO3OencTBUSA (KYMYNSTUBHOMO BO34EWCTBUS) OOMKHbI ObiTh Takke
CrpynnupoBaHbl No uccrneayemMbiM NoKa3aHUsIM;

r) NPV HanmM4MKn CyLLECTBEHHBLIX PACXOXAEHWUI MO BPEMEHW KYMYMATUBHOIO BO3AENCTBUSA MEXAY KIMMHUYECKUMMN
nuccrnegoBaHMAMM UKW MccrieqyeMbiM npenapaTtoM M npenapaTtoM (npenapatamu) CpaBHEHUSA AaHHble MO OueHKe
BO3[ENCTBUSI pEKOMEHOYETCA NpeacTaBnsiTb B YCMNOBHbIX €AUHMLAX «CYObEKT - MPOMEXYTOK BpeMeHn» (4enoBeKo-
OEHb, YEeNOBEKO-MECAL, UNn YenoBeko-rogax);

0) OaHHble No BO3OEWCTBUIO Ha 300POBbIX A0OpPOBOMbLEB (B OCOOBEHHOCTW MPU U3YHEHUN OLHOKPATHOro
HasHayeHust) MOryT npeacTaBnATbCS OTAENbHO BBWAY WX MEHbLUeW 3Ha4YMMOCTW AN OUEHKM npodwunsi
6e3onacHoCcTy;

€) ONnSA 3aperMcTpyMpoBaHHbIX JIEKAPCTBEHHbLIX MpenapaToB, KOTOpble HAXOA4ATCs B NMPOrpaMMe KIMHUYECKON
pa3paboTkn, MOXeT ObiTb MCMONb30BaH MEHEE TOYHbIA MOAXOL B OLEHKE KyMYNSTUBHOIO BO3OEWCTBUS B XOA4e
KNMMHUYECKMX WUCCNEeaoBaHU B Criydae MHOrONeTHEro TepaneBTUYECKOro NPUMEHEHUs U (UNKn) NpUMEHEHWUst Mo
MHOMOYUCIIEHHBIM NOKa3aHWsM (CMOHCOP OOJMKEH KOMMEHTUPOBATL Takme crny4vam).

4.9.1. O606LeHHas OLeHKa KoNinyecTBa CyObLEKTOB,
noAaBeprwmnxcs Bo3gencTBUIO UCCieAyeMOoro npenapara
B XoA€e BbINOJIHEeHUs1 MPOrpaMmMbl KITMHUYECKOWN pa3paboTku

HaHHbIn nogpasaen AoMKeH BKMoYaTh B cebs (B TabnuyHon dpopme) cneaytoLyto nHdopmaumio:

obLee 4Yncno cybbekToB B MPOAOIMKAOWMXCA U 3aBEPLUEHHbIX KITMHUYECKUX UCCNEeaoBaHusX;

KOMMYECTBO CYOBLEKTOB KMMHWYECKUX MCCNEeAoBaHUM, NOMyumBLUMX Uccreyembln npenapart, nnauebo n (unwm)
npenaparbl cpaBHeHus, HaumHas ¢ MOOPIIN (B crniyyae crnenbix NPOAOMKaLWUXCA MCCNeaoBaHNN YMCIo CyObeKToB
OLEHMBAaETCs UCXOAS U3 UCMONb3yeMOro MmetToga paHaomMusauun);

KyMYyNATUBHOE  KONMMYECTBO CYOBLEKTOB  KIMHWMYECKMX  WUCCNedoBaHWW, MOABEPrUIMXCH  BO3OEWCTBUIO
uccrnepyemMoro npenaparta no BO3pacTHbIM rpynmnam, oy, pacoBon NPUHAANEXHOCTH (MPY HAaNUYMn JaHHbIX);

Aemorpaduryeckme xapakTepUCcTUKN MO OTAENbHLIM UCCIIEeA0BaHNAM O0COBON BaXKHOCTM (Hanpumep, KrtoveBble
uccneposanus Il dasbl).

B paHHOM nmoppasgene npuBoAauTCA ykasaHue n 0b6OCHOBaHWE MCMONb30BaHHOrO Metoda (MeTOAOoB) OLEHKM
06006LLEHHOrO (KyMynATUBHOIO) BO3OENCTBUS, @ TaKkKe OrpaHUYeHUss AaHHOro MeToaa.

4.9.2. OueHKa BO34eMCTBUA NMPU NOCTPErMcTpaLuMoOHHOM
NPUMEHeHUN NneKapcTBEHHOro npenapara

B cnyyae ecnu wnccnegyembli npenapaT 3aperucTpyMpoBaH Ha TeppUTOPUMM KaKoM-nMbo cTpaHbl (CTpaH),
CMOHCOPOM [AOMKHbl ObiTb BKMOYEHbI B OTHET AaHHbIE MO OLEeHKe 0606LEHHOro (KyMynsTUBHOMO) BO3AENCTBUSI Ha
naumeHToB MO pe3ynbTataM NoCTPEerncTpaLmoHHOro NPUMEHEHUs, OCHOBaHHbIe Ha AaHHbIX nocnegHero NMNOOE unu
MHbIX UCTOYHMKAx [aHHbIX C YyKasaHuem U 0OOCHOBaHMEM WCMOMb30BaHHOTO MeToda (MeTOAOB) OUEHKM
BO3OENCTBUS.

4.10. JlaHHble B BMAE CTPYKTYPUPOBaHHbIX NepeyHen
1 0606LeHHbIX (KYMYNATUBHbIX) Tabnuy

OanHbin pasgen POOB pomxeH cogepxaTb CTPYKTYPUPOBaHHbIE MNEPEYHUM Cepbe3HbIX HexenaTenbHbIX
peakuui, 3aperMcTpMpoBaHHbIX CMOHCOPOM 3a OTYEeTHbI nepuod, M 0600LEeHHble TabnuuHble OaHHble Mo
CEpbEe3HbIM HeXenaTernbHbIM SBNEHUSIM, KOTopble Obinu 3apernctpupoBaHbl crnoHcopom ¢ MOOPIIM, 1o ecTb



Tabnuubl JOMKHbI BKINtoYaTb B cebs Bce cepbesHble HexenaTenbHble sBrenus (ganee - CHA), a He Tonbko CHP ans
nccrnegyemoro npenapara u npenapaTtoB CpaBHEHUs. VICTOYHMKOM OaHHbIX B NMEPEYHsIX U Tabnmuax ¢ packpbiTbIMU
PaHAOMM3ALMOHHLIMU KOA4AaMW MOTYT ObiTb 3aBEpLUEHHbIE KITMHUYECKME UCCINeaoBaHUs, a Takke UHAUBMAYamNbHbIEe
crnyyaun, B KOTOpbIX ObIMO BbIMOMIHEHO packpbiTe koda paHooMM3aumyM No  MpuydnHam, OOYyCrNOBMEHHbIM
6e3onacHocTblo cybbekTa uccnegoaHus. CnoHCOPbl HEe OOMKHbI pacKpbiBaTb paHAOMU3ALUMOHHBIE KOAbI C LEenbio
nogrotoekn POOB.

Mo ycmoTpeHuto crnoHcopa Ans obneryeHus BOCNPUSITUA WM MOHMMaHWSA WHopMauun B pasgene MoXeT
ncnonb3oBaThCH rpacuyeckoe otobpakeHne onpeaeneHHbIX acnekToB AaHHbIX N0 HeXenaTenbHbIM peakunsiM.

B uenom Tabnuubl CHA gomxkHbl BKNOYaTb B €e0A TONbKO T€ TEPMUHbI, KOTOpble ObinM UCNOMNb30BaHbl ANs
Knaccuukaumm Cepbe3HOCTU HeXenaTemnbHbIX SBMEeHU; Tabnuubl He [AOMKHbl BKtoYaTb HecepbesHble
HeXxenaTernbHble SIBNEHUs.

OnpepneneHHble HexenaTtenbHble SABMEHUA MOTyT ObiTb MCKMIOYEHbl U3 CTPYKTYPUPOBAHHBIX MEpeyHen wu
006006LLEHHbIX TabMMYHBLIX AaHHbIX, OAHAKO MO BCEM CAENaHHbIM MCKITYEHUAM OOJMKHbI ObiTb AaHbl 06GBSACHEHUS B
otueTe. K uncny takux HexxenaTenbHbIX ABMEHUA OTHOCATCS, HAaNpUMep, HeXxenarternbHble ABMNEeHUs, onpeaensemMbie
NPOTOKOMOM KIMMHMYECKOrO UccrnefoBaHMsA Kak He Tpebywouwme cbopa n BBoAa OaHHbIX B 6a3dy AaHHbIX MO
6e3onacHoOCT, a Takke ABMAIOWMECS COCTaBMNSIOWMMM KOHEYHbIX TOYEK OLEHKM 3eKTUBHOCTM (Hanpumep,
netanbHble ncxopbl, 00YCNOBeHHbIE NPOrpeccupoBaHNEM OCHOBHOIO 3aboneBaHus, B KNMHUYECKMX UCCeaoBaHNAX
C y4YacTMeM NMaumneHToB CO 3110Ka4eCTBEHHbIMU HOBOOBPa3oBaHUSAMM).

4.10.1. CnpaBo4Hasa uHcgpopmauma

B paHHOM nogpasgene  ykasbiBalwTCsi  Bepcusi  (BEPCMM)  MCMOMb30BAHHOTO AN KOAMPOBAaHMWS
TEPMUHOMNOMMYECKOro CnoBaps U Ha3BaHue JOKYMEHTa C HOMEPOM €ro BEpPCUM, KOTOPbIA UCMOb30BasCst B Ka4ecTBe
CNpaBoOYHON MHOPMauuM no GesonacHocTU Ans onpeaeneHvs NpeaBUAEeHHOCTU MpU COCTaBnEHUM TabnYHbIX
AaHHbIX, rae aTo TpebyeTcs B COOTBETCTBMU C 3aKOHOAATENIbCTBOM rOCY4apCTB-UIEHOB.

4.10.2. CTpyKTYpUpPOBaHHbIN NepevyeHb cepbe3HbIX
HexxenaTernbHbIX peakuui 3a OTYETHbIV nepuoa

B paHHOM nogpasgene npuMBOOMUTCS KpaTkoe OnucaHue NpUHLUMNA BKIIOYEHUS CEepbe3HbIX HeXernaTerbHbIX
peakuuin B NepeyeHb, cCamyn NepeyvHn CepbesHbIX HeXenaTenbHbIX peakumin, 3aperncTpupoBaHHbIX NpY NpoBeAeHNU
KMWHNYECKMX MCCNeAoBaHMI 3a OTYETHbIN nepuod, npuBogdatcsa B npunoxerHun k POOB. He cneagyet ncnonb3oBaTb
3TOT pasgen Ans aHanmusa CepbesHblX HeXenaTernbHbIX peakuuin unu BbiBO4OB. CTPYKTYpMpOBaHHbIE NEpeyvHn
AOIKHBI MPeACTaBnATb MHAOPMaLMIO N0 BCEM CEPbe3HbIM HeXenaTtenbHbIM peakumsaM (Mo OCrenneHHbIM CryyYasm
M Cnyyasim C pacKkpbITbiM KOAOM fleYEHUSsT) U3 KITMHUYECKUX UCCReAoBaHNIn CMOHCOPa B OTYETHbIV NnepuoA. [aHHble B
nepeyYyHsX [OMKHblI ObiTb CrpynnMpoBaHbl CHayana Mo KIWHWYECKMM WCCMedoBaHWsM W 3aTemM Mo OpraHo-
YHKLUMOHAMbHBIM Kraccam.

Cnyyan no Kaxgomy OTAENbHOMY CyObeKTy wuccrnedoBaHus (ecrnv BO3MOXHO) [AOSKHbI  BKMOYaTbCS B
CTPYKTYPUPOBaHHbIE MEPEeYHN eQnHOXAbl BHE 3aBUCUMOCTU OT KONMYECTBA TEPMMHOB CEPbE3HbIX HeXernaTernbHbIX
peakuui, BKIIOYEHHbIX B onucaHue criydas. Ecnn y cybbekta uccnegosaHus passunocb 6onee ogHon cepbesHoun
HexenaTtenbHOW peakummn, OHW OOIMKHbI ObiTb NepeyvncrneHsl B ONncaHnyM OgHOro Criyyas nof Ha3saHvuem Haubonee
Cepbe3HON HexenaTenbHOW peakuun (xanobbl, cMMnNTOMa WNM AuarHosa) COorfacHoO OueHKe cnoHcopa. Ecnu y
cybbekTa wnccrnefoBaHVs PpasBUMCh pasfuyHble Cepbe3Hble HexenaTenbHble peakuuM B pasHoe BpeMs Ha
NPOTSXKEHUN KIIMHUYECKOTO WCCredoBaHua (Hanpumep, € uHTepBanom 6ornee Hedenu), AaHHble Cepbes3Hble
HexxenaTenbHble peakuMn [OOMKHbl OblTb NepeyucrieHbl OTAENbHO W CyObekT MOXeT ObiTb BKMOYEH B
CTPYKTYpPUPOBaHHbIV NnepeyeHb bonee ogHOro pasa.

WHdopmaumsa no cepbesHbiM HeXenaTernbHbIM peakunsM B CTPYKTYPUPOBAHHbBIX NEPEYHSIX AOIPKHA BKIHOYaTb
cnepylowme aaHHble:

NAEHTUMUKALMOHHBIA HOMEP KITMHWYECKOro NCCEef0BaHns;

NMOEHTMUKALNOHHBIA HOMEP CyObeKTa nccrnegoBaHus;

NOeHTUDUKALMOHHBIA HOMep COOBLLEHNS O Cepbe3HON HeXenaTenbHOW peakumm no 6ase AaHHbIX CMOHCOPa;

rocyAapcTBo, B KOTOPOM BbISIBIIEHA Cepbe3Has HexenaTenbHas peakums;

BO3pacT v non cybbekTa nccrnefoBaHns;

yKasaHue rpynnbl NeYeHUs MNu ykasaHue, YTO AaHHble OCMensfieHHble, €CNN He BbIMOMHANOChL pacKpbiTVe
paHAOMMU3aLMOHHOIO KoAa;

[03a 1 ANMTENbHOCTb Has3HayYeHus uccregyemoro npenapata, a Takke (npu HeobxoamMmMocTn) nekapcTBeHHas
dopma 1 cnocob BBeOEHNS;

Aarta Havyana v (unu) Bpems OT Havana npuvema [0 pa3BUTUS CEepbe3HOW HexenaTenbHOW peakuuu; AaTbl
Havana n OKOH4YaHWsa Ha3Ha4YeHWs nccnegyemoro npenaparta u (Mnu) oueHka NPOJOIMKUTENBHOCTU NEYeHUs;

HasBaHue (onncaHue) cepbe3Hon HexenaTenoHown peakuun (npu ucnons3osaHun MedDRA cneayeT ykasbiBaTb
nNpeanoYTUTENbHLIV TEPMUH);

ncxon CepbesHOM HexenaTenbHOM peakuuy (Hanpumep, paspelunnoch, neTanbHbli UCxod, YnyylleHue,
paspewmnnocb C OCTaTOYHbIMU SIBMIEHUSIMU, HEW3BECTHO), criegyeT ykasbiBaTb ucxop HP y nmauuweHTa, B cnydae
HECKOINbKMX HeXenaTenbHbIX Peakuni yKa3biBaeTCH HauXyALUMM NCXOA);

KOMMEHTapuu (Hanpumep, oueHKa NMPUYUHHO-CNEeACTBEHHOW B3aMMOCBA3M B CryYae pacxoXAEHUss BO MHEHMUAX
CMoHCcOopa v nccrnegoBaTens, CONyTCTBYHOLLME NEKAPCTBEHHbIE Npenaparbl, eCnv NoA03peBaeTcs UX NpsiMas CBsA3b C
HexxenaTenbHOW peakuMen WNM fekapcTBEHHOe B3aMMOAeNCTBMEe, MoKasaHusi, MO KOTOPbIM HasHavancs
noAo3peBaeMblii  NekapCTBEHHbIM npenapaTt (npenapaT bl), pe3ynbTaTbl OTMEHbl U MOBTOPHOMO Ha3HaYeHus
uccrnepyemoro npenapara npv HanuymMm Takux CBeAeHUin) (ecnv NpYMEHUMO).



0606LeHHas VIHd)OpMaLl,Mﬂ O BbIABJIEHHbIX CepPbEe3HbIX HeXeNaTellbHbIX peakunax AOJDKHa BKIMKOYaTb JaHHble
crnenbIX N OTKPbITbIX KNMMHUYECKMX UCCrneaoBaHuim.

4.10.3. O606LeHHble (KYMYNATMBHbIE) TaGNMYHbIe AaHHbIE O BbIIBIIEHHbIX CepPbe3HbIX HeXenaTernbHbIX
SIBNEeHUsAX

B paHHOM noppasgene fenaetcs OTCbINKa K NPUIOXeHUo ¢ 0606LEeHHbIMU (KYMYNATUBHBIMK) TabnunyHbIMK
OaHHBIMU MO BbISIBMIEHHbIM CEPbE3HbIM HEeXenaTernbHbIM  SIBEHUSM, MOMNyYEHHbIMU CMOHCOPOM  KIMUHUYECKUX
uccnepnosaHui 3a nepuog ot MOOPJIN go gaTtel okoH4YaHusa cbopa AaHHbIX Tekyuero POOB. B cnyyae otcyTcTBUMSA
Kakor-nnbo 4YacTu OaHHbIX YKasbiBaeTCs NpuyMHa Takoro otcytcTBus. O6o6LeHHbIe (KyMynATUBHbIE) TabnuyHbIe
OaHHble O BbISIBNEHHbIX CEPbe3HbIX HeXenaTenbHbIX ABMEHUAX MPUBOAATCS B MPUITOXKEHUUM U DOPMUPYIOTCS C
pasgeneHueM Mo opraHo-yHKUMOHanNbHbIM Kraccam, uccrnegyembiM npenapataMm, a Takke no npenapaTam
cpaBHeHus. [aHHble MOryT ObiTb CrpynnupoBaHbl MO OTAENbHbIM MPOTOKONaM WCCNEeAOBaHWA, MoKasaHusAM,
crnocobam BBeAeHVS MNU UHbIM KaTeropuaMm(ecnu uenecoobpasHo). O6o6LleHHas MHpopMaumsa O BbiSIBIIEHHbIX
CepbesHbIX HeXenaTenbHbIX ABNEHNSX AOMKHA BKMOYaTh AaHHbIE CNEMbIX U OTKPbITLIX KITMHUYECKUX MCCNea0BaHWN.

4.11. BaxHble faHHble, NOJly4YeHHbIe B Xoae
KITMHUYECKUX nccneaoBaHuii 3a oT4ETHbLIN nNepuoa

4.11.1. 3aBeplLUeHHble KIIMHUYEeCKue uccrieaoBaHus

B gaHHom nogpasgene POOB B 0606LeHHOM Buae CroHCOPOM MPUMBOAUTCS KpaTkasi MHGOpMaLumsi No HOBbIM
KMMHUYECKN BaXKHbIM JaHHbIM, NMOSyYeHHbIM MO pe3yribTaTaM 3aBEPLUMBLUMXCS 3@ OTYETHbIA Nepuos KIMHUYECKMX
uccnepgoBaHuin. VHpopmaumsa MOXeT BkNtoyaTh B cebs AaHHble, KOTopble NoaTBEpPAUNU nNubo onpoBeprivn paHee
BbISIBNIEHHbIE BaXHble acnekTbl Npoduns 6e3onacHOCTU, a Takke AaHHble MO BbISIBIIEHHLIM HOBbLIM CUrHanam no
©6e3onacHocCTK.

4.11.2. MNpoponxarowmecs KnmHU4YecKkne uccrenaoBaHus

B panHom nopgpasgene POOB B 0606wWeHHOM Buae CMOHCOPOM MPUMBOAUTCS KpaTtkas MHdopmauus no
KMMHUYECKM BaXHbIM [aHHbIM, BbISIBIIEHHBIM B XO4€ MNPOBEAEHWS €elle He 3aBepLUMBLUMXCS  KIMHUYECKMX
uccrieoBaHuii (Hanpumep, Npy NpoBeAEHUU MPOMEXYTOYHOTO aHanu3a AaHHbIX UMK B pesynbTaTe packpbiTUsi
paHOOMU3aUMOHHBLIX KOOOB MPU PasBUTUKU HexenaTerbHbIX peakuui). MiHdopmauuss MoXeT BKhoYaTb OaHHble,
KOTOpble NOATBEPAMIM NGO ONPOBEPINN paHee BbisIBNEHHbIE BaXHble acrnekTbl npoduns 6e3onacHoCTH, a Takke
JAaHHble MO BbISIBNIEHHBIM HOBbLIM CUMrHanam no 6e3onacHoCTy.

4.11.3. QnuTenbHOe nocneaylouee HabnogeHne

B paHHbIV nogpasgen gomkHa ObiTe BKNOYEHa MHopmaumsa (ecnu NpUMMEHMMO) O pedynbTatax AnvMTenbHOro
nocrnegywouwlero HabnwogeHuss 3a CcyObeKkTamMuM UCCNedoBaHMS MOCMe 3aBepLleHMst yvacTuss B KITMHUYECKOM
uccnepoBaHuun. ocne 3aBeplueHUs nporpamMmbl pas3paboTku OANUTENbHOE nocneaykollee HabnwogeHue MoxeT
0CTaBaTbCA €OUHCTBEHHbIM MPOAOIDKALMMCS BUAOM OEATENbHOCTU, B XOA4E KOTOPOro nosydaetcs nHdopmaums
anst POOB. B atom cnyyae Tonbko B 4aHHOM noapasgene POOB 6yneT npeacTaBnsiTbCs HOBasi MHpopmaums.

4.11.4. UHoe TepaneBTUYECKOE NPUMEHEeHne
uccrnegyemMoro npenapara

B paHHbIV nogpasgen BKNIOYAKTCHA KNMHUYECKM BaXKHble AaHHble N0 6e30MacHOCTU, KOTopble Bbinn nonyyeHsbl
npu nNpOBEeAEHWN CMOHCOPOM  CreuuanbHbIX MPOTOKOMOB MCCMenoBaHui, B XO4e KOTOPbIX BbIMNOMHAETCS
OpraHn3oBaHHbLI cOop W npeAcTaBneHne wnHOpPMauMM O HexenaTenbHbIX peakumsax (Hanpumep, B pamkax
pacLuMpeHHoro gocTyna, MHANBMAYanbHOro JOCTyNa U UHbIX).

4.11.5. HoBble gaHHbIe No 6e3onacHOCTMU
KOMOMHUPOBaHHOM Tepanuun

Ecnu uccnegyembii npenapat pa3pabaTbiBaeTcsl Tak e, Kak KOMMOHEHT (PUKCUPOBAHHOW KOMOMHauun mnu
MHOIOKOMIMOHEHTHBLIX PEXMMOB Tepanuu, B AaHHOM nogpasgene POOB no otgenbHOMYy KOMMOHEHTY NPUBOLATCA
OaHHble MO BaXXHOWN MHAOPMaLMK No 6€30MacHOCTU, NOYYEHHON NPU OLEHKE HasHa4YeHUs1 uccneayemoro npenapara
B COCTaBe KOMOMHaLMU nekapcTBeHHbIX npenapatoB. Ecnv POOB cocTtaBnsieTcs Anst KOMOUMHMPOBAHHOW Tepanuu
unn UKCUPOBaHHOM KOMOWMHauMK, B 3TOT nogpasgen cnepyeT BkhYaTh MHgopmauuio no 6GesonacHocTw,
NOMNy4YeHHY0 N3 UccreaoBaHWi OTAENbHbIX KOMMNOHEHTOB.

4.12. faHHble No 6e30MacHOCTH,
nony4yeHHble B XoA4e HEUHTEePBEHUNOHHbIX Mccne,qOBaHMﬁ

B paHHbI pasgen pomkHa ObiTh BkoveHa obobuwatowas mHdopmaums no 6e3onacHoCTW, NosydYeHHast
CMOHCOPOM 3a OTYETHBLIN Nepuos B pesynbTaTe MPOBEAEHWS HEUHTEPBEHLUMOHHBLIX MCCrefoBaHWi (Hanpumep,
HabntogaTenbHbIX MCCneagoBaHUA, 3NUOEMUONIONMYECKUX UCCNeAoBaHUA, PerMcTpoB M MNporpaMM akTUBHOMO
MOHWUTOPUHra).



4.13. [laHHble no 6e30MacHOCTU, NONYy4YeHHblIe
B X0A4e APYrMx KIMMHUYeCKUX uccrnegoBaHum

B naHHbIi pasgen gomkHa ObiTh BKIOYeHa obGobliarwowas MHopMaums no 6e3onacHOCTM, MonyvyeHHast
CMOHCOPOM 3a OTYETHbIV NMepuod B pesysibTaTe NpPOBeAeHUs! MHbIX UCCINeAoBaHuin (HanpuMep, aHanmsa CBOAHbIX
JaHHbIX WX MeTa-aHanusa paHOOMU3MPOBAHHBIX KIMHWYECKUX WCCedoBaHUiA, AaHHbIX Mo  6e3onacHocTy,
npeaocTaBneHHbIX napTHepamu no paspaboTke uccrnegyeMoro npenaparta nnubo nccnegosaTensamu, ABSIOLWMMUCS
MHULMaTOPaMM NPOBEAEHUS KIMHUYECKOrO UCCeaoBaHus).

4.14. laHHble no 6e30MacHOCTU, NONyYeHHbIe
B X0Ae NOCTPEerucTpauMoHHOro NpuMeHeHus

B cnyyae ecnu wnccnegyembli npenapaTt 3aperucTpupoBaH Ha TeppuTopuy Kakoro-nubo rocygapcTea, B
pasgene npeacraBnaeTca kpatkad ob6obuieHHas nHdopmaums no OCHOBHbIM AaHHbIM MO 6e30nacHOCTU, KOTopble
OblNn nony4yeHbl B XoA4e MOCTPErMcTpauMOHHOrO NMPUMEHEHUS U CTanu OOCTYMNHbI CMIOHCOPY B OTYETHOM nepuoae.
Ocoboe BHUMaHWe crnegyeT yaenuTb TeM AaHHbIM, KOTOPble SIBUMCb OCHOBaHMEM ANl BHECEHUS U3MEHEHW B
WHCTPYKLMIO MO MeAMLUHCKOMY NpumeHeHuto, Bpolutopy uccnegoBaTtensi, MHPOPMUPOBAHHOE cornacve Unu nnax
yrnpaBrneHvs puckamu. [JaHHble no 6e30nacHOCTM B HACTOSLLEM pasfene AOSKHbI BKM4vaTh B cebsi pesynbrathbl
NPUMEHEHNS KaK B COOTBETCTBUM C MHCTPYKLMEN NO MEOVNLMHCKOMY NPUMEHEHWIO, TaK U MO HE3apEerncT pUpOBaHHbIM
nokasaHusM (NMpYMEHEHNE «BHE MHCTPYKLMWY ), pe3yrnbTaThbl OLUIMOOK Ha3HavYeHus, cryvyan nepefo3vpoBKY, PpasBuTHs
3aBUCUMOCTU, MPUMEHEHUS Yy 0CODbIX rpynn naumMeHToB (Hanpumep, y 6epeMeHHbIX XEHLLIMH).

4.15. laHHble AOKNMHNYECKNX UccrneaoBaHumn

B paHHOM pasgene OomkHbl ObiTb NMpuBeAeHbl 0006LIEHHbIE AaHHble MO Haubonee BaXHbIM CBEAEHMAM MO
6e3onacHOCTW, MOMyYEeHHbIM 32 OTYETHbI MNepuoA Mo pesynbTataM MPOBEAEHHBIX WM  MPOAOIHKaLWUXCH
OOKIMMHUYECKMX MCCMNefoBaHWMi in vivo 1 in vitro (Hanpymep, uccnefoBaHUsi KaHLEepPOreHHOCTW, penpoayKTUBHOW
TOKCUYHOCTWU, UMMYHOTOKCUYHOCTU). OLEeHKa BNUSHUSE OOKNMHUYECKMX [OaHHbIX Ha KIMHMYeckyto 6e3onacHocTb
JOMmkHa ObITb OTpaxeHa, BbIMONHEHa B pa3gene o60OLEeHHON oueHkuM npodunsa Ge3onacHOCTU Mccrnesyemoro
npenapara nepvogu4eckoro otyeTa (cM. pasgen 4.21 Hactoawwmx TpeboBaHui).

4.16. IlutepaTypHble AaHHbIE

B paHHom pasgene B 0606LEHHOM BuAe AOMKHbI OblTb NPUBEAEHbI HOBblE, @ TaKkKe BaXHble AaHHble Mo
6e3onacHOCTU, MMeloLLMe OTHOLLEHME K uccrneayemMomy npenapaTty, KoTopble onybrnmMkoBaHbl B Hay4HOW nutepartype,
BKMIOYEHbI B HeonybnukoBaHHble MoOHorpadvu, Obiny NpPeacTaBreHbl Ha HayyHbIX  KOHdepeHuusix, nnéo
onybnukoBaHbl B Buae abCTpakToB W CTanu OOCTYMHbI CMOHCOPY B OTYETHbIN nepuod. [aHHbli pa3gen AOoMmKeH
BKMOYaTb B ce6S1 AaHHbIE KIIMHUYECKMX U AOKIIMHUYECKMX WCCNEAOBaHMWiA, a Takke (eCnu NPUMEHUMO) AaHHbIe Mo
COeAMHEHNsAM aHanorM4Horo knacca. CnoHCOp OOMKeH NpeAcTaBnsATb KOMUKM abCcTpakToB MO AaHHOMY pasgeny
(ecnv BO3MOXHO).

4.17. Opyrne POOB

CnoHcop pofmkeH npeactaenaTe eanHbin POOB. Ecnn cnoHcop rotoBuT Heckonbko POOB gns ogHoro
uccriedyemoro npenaparta (Hanpumep, no pasfnuMyHbIM MoKa3aHusM, nporpaMmamM paspaboTkv, neKkapCTBEHHbIM
dopmam), B JaHHOM pasgene npusoautcs B 06061 eHHOM Buae BaxkHas uHdopMaums no 6e3onacHocT U3 opyrux
POOB, ecnn oHa ewe He npeacTaBneHa B Apyrux pasgenax Hactosiwero POOB. B pasgene npencraBnsaooTcs
00006LLEeHHbIE OaHHbIE 3a OTYETHBIN Nepuog No 3HauYMmown uHdopmauum no GesonacHocTy, BkrtoveHHo B POOB,
NpeaoCTaBNEHHON OPYrMMU CMOHCOPaMM, BbIMONHSOWNMA KITMHUYECKME WCCNEeOOoBaHUSA TOr0 Xe MCCrneayemoro
npenapara (npv ux Hanu4nm).

4.18. [JaHHble No HeaAOCTaTO4YHOM TepaneBTU4YecKon acpcheKTMBHOCTHU

B paHHOM pasgene cyMMUpYHTCH LaHHble, KOTOpble CBUAETENbCTBYT O HeJoCTaTOYHOW 3hdeKTUBHOCTH
uccnegyemoro npenapata nMbo ero meHblien 3EEKTUBHOCTU MO CPaBHEHUID C MCMONb3yeMOW Ans NevYeHus
Cepbe3HbIX U >XU3HEYrpoXawLimMx 3abonesaHun Tepanven (Hanpumep, Oonbluee KOMMYECTBO HeXenaTeribHbIX
CepAeYHO-COCYAMCTLIX SIBMEHUN B MWCCMEeAOBaHWM HOBOMO aHTMarperaHTHOro CpeacTtBa NpuU JNEYEHUM OCTpPOro
KOPOHAPHOro CUHAPOMA) M MOTYT OTpaXaTb MOBLILLIEHHBIN PUCK ANst CyObEeKTOB NCCrea0BaHUS.

4.19. UHble paHHble No 6e3onacHOCTY,
BbISIBIIEHHbIe B X04e KITMHUYeCKUX nccrnenoBaHum

B naHHoM pasgene MoXeT NpuBOANUTLCA AONONTHUTENbHaA VIH¢)OpMaU,I/IF| no 6G3OI'IaCHOCTVI, Hanpumep:

4.19.1. O606LeHHbIe (KYMYNATUBHbIE) TAONNYHbIE AaHHbIE
No cepbe3HbIM HeXenaTelNbHbIM peakuusim

B paHHOM nopgpasgene npuBOoAUTCA WMHAOpMaUuUs MO BCEM CEPbE3HbIM HeXenaTerbHbIM peakumnsim nytem
YKasaHua obuiero konnyecTsa CepbEe3HbIX HeXenaTerbHbIX peakuni:
no OpFaHO-beHKLI,VIOHaﬂbHOMy Knaccy;



Mo TEPMMHOIOIMYECKAM HAaUMEHOBaHUAM HexenaTenbHbIX peakuui;
Mo rpynne nevyeHust (€Crnv NPUMEHUMO).
CnepnyeT BblAeNUTb HENpPeaBUAEHHbIE HeXenaTeslbHble peakUmi.

4.19.2. NepeyeHb Cy6GHLEKTOB KINMHMYECKUX UccnenoBaHum,
KOTOpble yMepnu B Te4eHUe oTYeTHOro nepuoaa

B paHHOM nogpasgene npyvBOAMTCHA MHA@OPMauMsa No cybbektam uccriefoBaHWi, KOTOpble YMepnu B Xoae
NpoBEeAEHUSA KIMHUYECKMX UCCNEeaoBaHUA, BKNoYaLwasa B cebsa cnegylowme AaHHbIe: MAEHTUMNKALNOHHBIN HOMeEpP
cryyass netanbHOrO MCXoda, HasHavyeHHoe neveHue (MOXeT COXPaHATbCS OChenrnieHne), npuyMHa cmepTu Mo
KakgoMy cybbekTy nccnegosanus. Bece acnektbl npodunsa 6e3onacHocTu, onpedensemble no pesynbtaty obsopa
AaHHbIX NO neTanbHbIM UCxo4aM, AOMKHbl ObiTb HaanexawymMm o6pa3om oTpaxeHsbl B pasgerne 0606LLeHHON OLEHKN
npodunsa 6esonacHocTn nccnegyemoro npenapata POOB

(cm. pasgen 4.21 HacToswmx TpebosaHuii).

4.19.3. NepeyeHb CyOBLEKTOB KITMHMYECKMX UCCnenoBaHum,
KOTOpble ObINN UCKIIYEHbI U3 KITMHMYECKUX UccrenoBaHum
B CBAI3U C pa3BUTMEM HexenaTesibHbIX ABMEHUN
B TeYeHUe OTYETHOro nepuoaa

B paHHoM nogpaspgene npuBoaMTCH MHopMaums Mo cybbekTam uccrnefoBaHuin, KOTopble Obinv UCKMYEHb! U3
nccrejoBaHU B CBSA3M C pa3BUTUEM HeXenaTenbHbIX SIBMEHUI B TeYeHNe OTYETHOIO Nepuoaa BHe 3aBUCUMOCTU OT
YCTaHOBMNEHNS B3aMMOCBS3M C Ha3Ha4YeHUEM wuccrieqyemoro npenapata. Bce acnektbl npocuna 6e3onacHocTwy,
onpegensieMmble No pe3ynbtaTy o630pa AaHHbIX MO BbIOBITUIO W3 KIMMHUYECKMX WCCNeLOBaHWMMN, AOMKHbI OblTb
Hagnexawmm obpa3oM OTpaxeHbl B pasgene o0606LeHHON oueHku npoduns Be3onacHoOCTU uccregyemMoro
npenapata POOb

(cm. pasgen 4.21 HacToswmx TpeboBaHuiA).

4.19.4. CywecTBeHHble NonpaBK/ B NPOTOKObI
KNMUHUYeCKnX uccnegosaHui cassi |

B paHHOM nopgpasaene OOJMKHbI ObITb ONMcaHbI CylleCTBEeHHble U3MEeHEeHMA B MNPOTOKoMax KIMHUYEeCKnNX
nccnegoBaHun (*)aSbI |, coenaHHble Ha NPOTAXEeHUNU OTY4EeTHOro nepuoga, ecrnnm OoHM paHee He npeacTaBnANnUCb Kak
nonpaBKkM K NPOTOKOIY.

4.19.5. CywecTBeHHble U3MEHEeHUs npoulecca Npou3BoAcTBa

[aHHbI nogpasgen OOMKeH BKNYaTb B cebs KpaTkoe onucaHue CyLeCTBEHHbIX WM3MEHEeHUIM npouecca
Npou3BOACTBA UM MUKPOBMOMNOrMYECKNX N3MEHEHNI (ECNN Takne UMENUChb), NPOM3OLUEALLIMX 38 OTYETHLIA NEepUoa,
C OTpaKEHMEM OLEHKM MX MOTEHUManbLHOro BNMSHMSA Ha acnekTbl npoduns 6esonacHocTn B pasgene o606LeHHON
oueHku npodunsa 6esonacHoctn uccnegyemoro npenapata POOB (cm. pasgen 4.21 HacToswmx TpeboBaHuit).

4.19.6. OnucaHue ob6Llero nccnenoBaTenbCKOro nnaHa
Ha npeacToSALWMMA rof, (ecnyu NPUMeHUMO)

B pmaHHOM nogpasgene MPUBOAMTCA KPaTKOE OMMCaHWe WCCIedoBaTeNbCKOro MraHa, 3aMeHsItoLLero mnnaH
NCCreaoBaHys 3a NpenwecTBYOLWNA rog,.

4.20. [aHHbIe, NoNy4YeHHbIe Nocre AaTbl OKOHYaHUA cbopa aaHHbIX POOB

[aHHbln pa3gen [ormkeH BKYaTb 0606LLEHHYO WHGOPMaLuo MO NOTeHUMAanbHO BaXHbIM OaHHbIM MO
6e3onacHoCTH, KoTopble Gbinu BbIBNEHbI MOCIEe AaTbl OKOHYaHUst cbopa AaHHbIX, HO B NepUoa NOArOTOBKW AaHHOMO
POOB. MNoTeHuManbHO BaHble AaHHblE BKMOYalOT B ce6SA (HO He OrpaHMYMBaloTCH) KIMHUYECKU 3HAYMMbIMU
HOBbLIMU COOGLLI,eHI/IﬂMI/I, BaXHble [OaHHble NO nocrneayuiemy HGGJ‘IPO,EI,GHVIPO, BaXHble AaHHble AOOKIMNHUYEeCKUX
MCCne,EI,OBaHMVI, nobble Mepbl, MPUHATbIE CNOHCOPOM, YNOJIHOMOYEHHbIMU opraHaMmuy nnm He3aBUCUMbIM KOMUTETOM
N0 MOHUTOPWUHIY AaHHbIX B CBA3WU C U3MEHEHUAMU I'IpO(*)I/IJ'IFl ©e3onacHocTH. CBeneva, BKMOYEHHbIE B ,ElaHHbIVI
pasgen, OOIMKHbI ObITb yYTeHbl B pa3gene 0006LweHHON oueHkM npodunsa 6e3onacHOCTU Uccrneayemoro npenapara
POOEB (cm. pasgen 4.21 HacToswmx TpebosaHui).

4.21. O606LWeHHasn oueHKa npocpuna 6esonacHOCTU
uccnegyemoro npenaparta

B paHHOM paspgene pgomkHa ObiTb npuBedeHa o606LeHHas oueHka npodunsa 6e30nacHOCTM McCregyeMoro
npenapata Cc 06'be,ElVIHeHHbIM aHannm3om BCceX MMerLWnX K HeMY OTHOLUEHWE HOBbIX KIMMHUYECKUX, OOKITUMHUYECKUX,
annaeMmnonorMvyecknx OaHHbIX, NMONy4YeHHbIX Ha NPOTAXEeHUM OTYEeTHOro nepuoga, C conocrtaBneHneM C NPexHnMun
cBegeHusiMu no npodcunto 6e3onacHoOCTVM uccrnegyemoro npenapata. Ons 3aperMcTpuMpoBaHHbIX NEKapCTBEHHbIX
npenaparToB OLieHKa BKIOYaeT B ce6s KNMHUYECKM 3HaYMMble AaHHble MOCTPEerncTpaumMoHHOro MOHUTOPUHTA.

B naHHOM pasgene He gomkHa AybnvpoBaTbcs MHGOPMaLUs, BKMIOYEHHAs B Npeablayline pasgenbl oT4eTa,
HO pOomkHa ObiTb [aHa WHTeprpeTauuss HOBOM MHdopMauun no Ge3onacHOCTM U OLEHKA ee BUSAHUSA Ha



uccnegyemyio Monynsiuvio M nporpamMmy paspaboTku uccrnefsyemoro npenapata. [omkHa 6biTb daHa (ecnu
NMPYMEHUMO) OTAenbHasi OUEHKa MO HamnpaBfeHWsIM  TepaneBTUYECKOTO MPUMEHEHUs, MyTsM BBeOEHMs,
nekapcTBeHHbIM hOpMam 1 (M1n) NoKasaHWsIM K NPYMEHEHUIO.

4.21.1. OueHKa puckoB

Mpn oueHke pucka ocoboe BHUMaAHWE [OMKHO ObiTb yaeneHo WHTepnpeTauum p[aHHbIX MO  HOBbIM
MaeHTMdUUMPOBaHHLIM NpobrnemaMm no 6e3onacHOCTU WM 3HA4YMMOM HOBOM WH(popmauum no ©Be3onacHoOCTU.
HomxHa ObITb NpeAcTaBneHa oLUeHka cregyloLwmnx acnekToB npocuns 6esonacHocT (ecnv NpYUMeEHUMO):

a) HOBbIE BbISABINIEHHbIE acneKTbl Npodunsa 6e3onacHoOCTU:

JeTanbHoe onucaHne HexenaTenbHbIX ABMEHUA UNWN peakuni;

CBSi3aHHbIE C MPUMEHEHVEM UCCIIeQYyEeMOro npenaparta n3aMmeHeHus nabopaTopHbIX NMapaMeTpoB;

dakTopbl pUCKa;

B3aUMOCBS3b C 03aMV U NPOAOIDKUTENBHOCTBIO NeYEHUs;

0BpaTUMOCTb OCIOXHEHUN;

akTopbl, KOTOpble MOryT ObiTb MOMeE3Hbl AN NPOrHO3WPOBaHWUS WM NPegoTBpaLLEHNst HexenaTenbHbIX
peakumm;

6) 3HauYMMble N3MEHEHNSA B XapaKTEPUCTUKE paHee 3aperMcTpUpoOBaHHbIX HeXXenaTenbHblX peakuui (Hanpumep,
NOBbILLIEHNE OXWAAEMOW 4YacTOTbl UMM CTEMEHU TSXKECTW, YTSHKENEHWe WUCXOAOB, YCTaHOBIEHWE Tpynn pucka
pasBUTUSI OCIIOXKHEHWUN);

B) CVMMNTOMbI, >anobbl, nabopaTopHble W3MEHEHWS, XapaKTepHble [ONA TakUxX HOBbIX WNW paHee
NOEHTUMULMPOBAHHBIX KIMMHUYECKM 3HAYUMbIX BMAOB TOKCUMYHOCTW, KaK renaTtoTOKCUYHOCTb, KapAMOTOKCUYHOCTb
(Bkmovasa yanuHeHvne wHTepBana QT um pesynbTaTthl cneumanbHbix uccnegosaHuin QT/QTC), MMENOTOKCUYHOCTb,
HE(POTOKCUYHOCTb, nero4yHas TOKCUYHOCTb, HEMPOTOKCUYHOCTb, UMMYHOTEHHOCTb " peakumm
rMnepyyBCTBUTENBHOCTY;

r) neTanbHble NCXOAbl HEXenaTenbHbIX SBNEHNUN;

) OCTaHOBKa KITMHWYECKOrO MWCCMNefoBaHWs MO NPUYMHE pPa3BUTUS HEXenaTerbHbIX SBIMEHWNA, BKIHOYas
n3MeHeHus nabopaTopHbIX MapaMeTPOB UIN pe3ynbTaToB obcneaoBaHni;

€) B3aMMOZENCTBMUSA C NTeKapCTBEHHBbIMM NpenapaTamMmmn U UHble B3aUMOLENCTBUS;

X) BaXkHble AaHHble No 6e30NacHOCTH, NOMNyYeHHbIe B AOKITMHUYECKUX MCCNEOOBAHUSIX;

3) acnekTbl NPOM3BOACTBEHHOIO NpoLecca, KOTOpble MOTYT OKa3aTb BMMsHWE Ha nNpodub 6e3onacHoCcTy;

W) HegocTaToyHas TepaneBTuyeckas 3(PPEKTMBHOCTb, €CNU OHA MPeACTaBnsAeT AOMOSHUTENbHBLIN PUCK ANS
CyOBEKTOB KNMHUYECKOrO NCCNeoBaHUS;

K) Hanuyne AOMNOMHUTENBHOIO pUcKa ANs TakuxX 0CoObIX MONYNALUMOHHbBIX FPYNM, KaK MNOXWUIble NauneHThl, OETH,
nauneHTbl C HapylleHneM PyHKUMK MeyvYeHn unm noyek, nNubo WHble Trpynnbl pucka (Hanpumep, cyObekTbl C
MeAJIEHHbIM UK BbICTPEIM MeTabonNnamMom);

n) BO3gencTBME B nepunos 6epeMeHHOCTM U NakTaumum 1 ero ucxoael;

M) acnekTbl 6e30nacHOCTU NpY ANUTENBHOM MPUMEHEHWU;

H) AaHHbIE MO KMMHUYECKN 3HAYMMbIM OLIMBKaM NpUMEHeHNs NekapCTBEHHOIO NpenapaTa;

0) AaHHbIE MO OTCYTCTBMIO NMPUBEPKEHHOCTU NALNEHTOB NEYEHWIO;

n) cny4yan nepeno3vpoBKU N ee KOPPEeKUnK;

p) criydaun HenpasuIbHOrO ynoTpebnexns u anoynotpebnenus;

C) acnekTbl 6€30MacHOCTM, CBsi3aHHble C Mpoueaypamu, NPeayCMOTPEHHBIMU MPOTOKOMOM  KITMHWUYECKOro
uccriegosaHus (Hanpumep, GpoHxockonusi, Guoncusi, ycTaHOBKa LEHTPanbHOrO BEHO3HOro Kartetepa), nubo c
NpoBeAeHNEM WINU OM3aAHOM KIMHWYECKOTO WCCMELOBaHWA (Hanpumep, HeLOCTaTOYHbI MOHWUTOPUHI CYyOBHEKTOB
uccrneaoBaHus, CrULLKOM AnUTenbHbIN nepuog, 6e3 akTMBHON Tepanun);

T) NOTEHUManbHbIA PUCK 3HAYMMbIX HOBbIX AaHHbLIX N0 6E30MacHOCTM, BbISBNEHHbLIX ASS APYrOro COeauHEHUs!
aHanorn4yHoro kKnacca.

4.21.2. OueHKa COOTHOLIEHUA NOJib3a-pPUCK

B nogpaspgene QomkHO ObITb NPeACTaBrieHo KpaTkoe 3akioyeHMe Mo OLeHKe COOTHOLLEHMS! COBOKYMHOIO pucKa,
YCTaHOBIIEHHOIO MO pe3ynbTaTam aHanm3a 0606LLEHHbIX (KYMYNATUMBHBIX) AaHHbIX N0 6e30MacHOCTU, U OXuaaemon
adpdpekTUBHOCTY (Monbabl). CnenyeT caenaTb ykasaHue, HACKOMbKO M3MEHWUAch OLieHKa COOTHOLLEHUS NOSb3a-prcK
uccnegyemoro npenapata no CpaBHEHWUIO C NPEALIECTBYIOLMM OTYeTOM No 6esonacHocTu. [aHHblil nogpasaen He
npegHasHayeH AN AeTanbHOM OLEeHKM COOTHOLLIEHUS MoMb3a-pPUcK nccriedyemoro npenapara.

4.22. O606L1eHHas MH(opMaLUA O BaXXHbIX pUcKax

B paHHOoM pasgene gomxkHa ObiTb npeacTaBneHa  kpatkas o606GLWeEeHHas WHGopMauust O  BaXHbIX
NOEHTUOULMPOBAHHBIX M MNOTEHUManbHbIX pUckax B opMe nepeyHst. K 4yucny BaHbIX PUCKOB OTHOCATCH,
Hanpumep, PWUCKM, KOTOpble MOryT MPMBECTU K AOMOSHWUTESIbHOMY BHECEHWI0 Mep MNpeaoCTOPOXHOCTU, 0COBbIX
yKasaHuii Ny NpOTUBOMNOKA3aHUA B UHCTPYKLIMIO MO MEAMLMHCKOMY NPUMEHEHUIo. [aHHble pUCKM MOTYT BKIoYaThb,
Hanpumep, XapaKkTepHble AN onpeaeneHHo MOMEKYNsSpHON CTPYKTYpbl TOKCUYeckme addekTbl unmu npobnemsl no
6€30MacHOCTH, BbISIBNIEHHbIE MO pe3ynbTaTam HAKOMMEHUS AaHHbIX OOKIMHUYECKUX U KITMHUYECKUX UccrneaoBaHui.
Kaxabl puUck JOIMKeH NoaBepraTbCs €XerofgHol NnepeoLieHKe C aHanM3oM BCEeX UMEHLLUXCA Ha TEeKyLUA MOMEHT
06beanHeHHbIX JaHHbIX 1 3HaHWiA, Npy 3ToM ocoboe BHUMaHWe crieqyeT yaensaTb HOBbIM AaHHbIM Mo 6e30nacHoCTH,
NoflyYeHHbIM 3a OTYeTHbIi nepuog. CTeneHb OeTanu3auMn ONMUCaHUS MOXET 3aBMCeTb OT CTaauu paspaboTku
NeKkapcTBEHHOro npenaparta: Ha paHHUX cTagusax paspaboTkM B 06O6LLEHHYI MHGOPMAaLMIO MO BaXHbIM pUCKam



MOXeET BKIHOYaTbCSA onucaHvne MHAMBMAYanbHbIX CydYaeB, Ha 6ornee NO3AHMX aTanax, Mo Mepe HaKoMMeHUst 3HaHWN,
MHOPMaLMsa MO PUCKaM MOXET HOCUTb MeHee AeTanv3npoBaHHbLIN XapakTep.

Puckun, koTopble BblnM MOMHOCTLIO ONUCaHbl UMW OTBEPrHYTbI, A4OSKHbI OCTaBaTbCA B 0630pe B BUAE KPaTKOro
onucaHus (HanpuMep, HaxoOKNW U3 TOKCUKOMOTMMYECKUX MCCNEedOBaHUA UMW PaHHUX KIMHWYECKUX WCCreaoBaHun,
KOTOpble He BbinNu NOATBEPXKAEHbI 6oee NO3AHMMN KIMHUYECKUMU AaHHBIMMN).

WHdopmaumsa no gaHHOMy pasgeny MoxeT ObiTb NpeacTaBneHa B hopMe onucaHus unm tabnuu,.

4.23. 3akntoveHue (BbIBOAbI)

3aknioyeHne JOMKHO codepxaTb KpaTKoe OnucaHWe BCeX W3MEHEHUW B WUMEIOWMXCA 3HaHWAX no
adppekTBHOCTM 1 Be3onacHOCTM nccrnegyeMoro npenaparta, KOoTopble MPOU30LLN 38 OTYETHBI NEPUOA U NOBNNANN
Ha OLEHKY, CAeNaHHylo B MpeALuecTBylolemM oTt4yeTe no 6esonacHocTu. 3akmoyveHne JOMKHO BKIYaTb yKkasaHwe
AENCTBUN, KOTOpble ObiNn NPeANnPUHATLI UMK NIaHWMPYIOTCA C LieNblo Hagnexallero OTPaXKeHNs BbISBEHHbIX HOBbIX
acnekToB npoduns 6e3onacHOCTU B NporpaMmme KIMHUYEeCKon pa3paboTkun nccnegyemoro npenapara.

4.24. TpunoxeHus K oT4yeTy

POOB pomxeH cogepxaTb criedytoLume NPUNOXeHUs:

HpoLutopa nccrnegosaTens;

KyMynaTMBHas Tabnuua CyLeCcTBEHHbIX 3anpoCcoB CO CTOPOHbI YNOSIHOMOYEHHOIO OpraHa;

CTaTyC BbINOMHEHNS NPOAOIHKAIOWMNXCA U 3aBEPLUEHHbIX KITMHUYECKNX NCCreaoBaHNi;

KyMyNaTUBHbIE Tabnuubl N0 AeMorpadmyecknm AaHHbIM;

CTPYKTYPVMPOBAaHHbIE NEPEYHN NO CePbe3HbIM HexenaTernbHbIM peakunsM, BbiIABNEHHbIM 3a OTYETHBIN NEPUOS;

KyMYNATUBHbIE TabnNUyHble AaHHbIE O BbISIBNIEHHbIX CEPbE3HbIX HeXenaTenbHbIX ABMEHUAX;

CMHOMNCUC (€CNN NPUMEHNMO).

POOB MoxeT coaepxaTb CrieaytoLme NPUNoXeHNs:

KYMYMATUBHbIE TabnunyHble AaHHbIE MO BCEM CEPbe3HbIM HeXenaTternbHbIM peakumaMm;

nepeyveHb CyOBbEKTOB KNMHUYECKMX NCCMe0BaHNIN, KOTOpble YMEPnM B Te4YEHMe OTYETHOIO Neproaa;

nepeyveHb CyObEKTOB KITMHUYECKUX UCCIIEA0BaHNI, KOTOpble BbINN UCKMIOYEHb! N3 KIMHUYECKUX MCCNeaoBaHui
B TEYEHMEe OTHETHOro Nneproaa;

CYLLECTBEHHbIE N3MEHEHWNSI MPOTOKOMOB KIMHUYECKMX UCCrea0BaHUin

| daswbl;

CyLLECTBEHHbIE N3MEHEHWS npoLecca NPOn3BOACTBa;

onvcaHue obLuero nnaHa nccneaoBaHWin Ha NPeACTOSALWMIA rof (ecn NPUMEHNMO).

Mpumepsbl Tabnuy nepequVl AaHHbIX MO KNMMHN4YeCKMUM UccrieqoBaHnNAaAM

Tabnuua 1
CraTyc npoaonmKaloWmMXcs U 3aBepLUeHHbIX KITMHUYECKUX UCCreaoBaHUMn
O0630p NPOAOIMKALLMXCH KITMHUYECKNX UCCIIea0BaHUN
uccreayemelin npenaparT)
MaoeHtudmkauymnoHHsii | ®asa | Ctpana HasBaHue OnzaiH Pexum Uccnepyemasa | lMepebin | MNnaHupyemoe | Bo3sg
HOMEp KITMHNYECKOro uccnegoBaHus | nccnepoBannst | 4O3MpoOBaHUSA nonynsyms BU3UT BKINOYEHME Ha cy
nccneaoBaHus nepBoro ncene,
nauneHTa
* Ha ocHoBaHuu obLiero konnyectsa cyObeKTOB MCCEeLoBaHMSA MO COCTOSIHWIO Ha N NpUMeHsieMon
CcXeMbl paHgoMu3aumu (gaTa)
Tabnuua 2
0O0630p 3aBepLUEHHbIX 32 OTYETHbIN NEPUOA UCCIeAO0BaHUI
(vccnepyemblin npenapar)
WaeHTudpmkaumoHHeii | ®asa | CtpaHa HassaHue [OunsanH Pexnm Wccnengyemas | Bosgencteue
HOMEp KITMHUYECKOro nccnefoBaHus | nccregoBaHusa | 4O3MpOBaHMSA nonynsums Ha
ncenengoBaHus cybbekToB
(naumeHTOoB)
no rpynnam
nevexHus
(MPK)
Tabnuua 3

OueHka obLero konmyecTBa Cy6LEKTOB, NOABEPriIMXCcA BO3AEUCTBUIO UCCrieAyeMoro npenapaTa (oueHka
KyMYNsITUBHOrO BO3AeWCTBUA),



Ha OCHOBaHUM (paKTUYECKMX AaHHbIX U3 3aBepLUEHHbIX KIIMHUYECKUX UCCNefoBaHMMN U OLLEHKUN NOo mMmeTony
paHAoMusauun n3 npoaonKarwmnxca KnMmHN4YeCcKux nccnepoBaHum

Jleyenne

Yuncno cybbekToB

JlekapcTBeHHbIV Npenapar

Mpenapat cpaBHEHUS

Mnauyebo

Tabnuua 4

OueHka obujero KonmyecTBa Cy6 eKTOB, NoABEPrINXCS BO3AEUCTBUIO UCCNedyeMOoro npenapara (oLeHka
KYMYNSITUBHOTO BO34eUCTBUS),
Ha OCHOBaHWM AaHHbIX 3aBepPLUEHHbIX KIIMHMYECKUX uccnegoBaHUi
no Bo3pacTy 1 nony*

Yuncno cybbekToB

BospacTHas rpynna

My>KYUHBI

| YKEHLMHBI [

NToro

* [laHHble 3aBepLUEHHbIX KIMHUYECKUX UCCNeaoBaHNA NO COCTOSIHUIO Ha

. (nata)

Tabnuua 5

OueHka o6lero KonnyecTsa Cy6LeKToOB, NoABEPriUMXCA BO3AEWACTBUIO UCClieayeMoro npenapara, (oLueHka
KYMYTNSITUBHOTO BO34eNCTBUSA)
Ha OCHOBaHUM AaHHbIX 3aBepPLUEHHbIX KITMHUYEeCKUX uccneaoBaHu
Nno pacoBOM NPUHaANEXHOCTH

Paca

Yucno Cy6'b9KTOB ncenenqoBaHna

Asunarckas

AdprkaHckas

EBponewckas

VHas

HeunssecTHO

Ntoro

Tabnuua 6

Mpumepbl TabnnL 0606LLEHHBbIX AaHHbIX O Cepbe3HbIX HexenaTenbHbIX peakuusax (CHP)

CTpyKTYypUPOBaHHbLIN NepeYeHb CEPbe3HbIX HeXernaTemnbHbIX peakLuumn

NH* MH* coobweHunsa | CtpaHa | Onuca- | Ucxog HaTa Mopo3peBaemebinn | CyToyHas posa [aTbl Hayana u Komme
KNUHW4Ye- o CHP** (UH* BospacTt HVe Havyana NeKkapCTBEHHbIN Cnocob OKOHYaHUs neveHunst
CKOro cybbekTa Mon CHP peakumn*** | (nccnegyemein BBEJeHUA MpogomKknMTensHOCTb
uccneno- | uccrnegosaHust) Mepuvopg ot npenapar) JlekapcTBeHHas nevexus
BaHMWS Havyana dopma
npvema o
Havana
peakuuunt
1 2 3 4 5 6 7 8 9 1
*WH - npeHTudrKauMoHHbIN HOMEpP
** YiccnegoBaHue (LEHTP, NauneHT)
*** TonbKko Ang nepBuYHbIX coobieHun o CHP
Tabnuua 7

Mpumepsbl 0606LWeHHbIX (KyMynﬂTMBHbIX) TabNUYHbIX OaHHbIX NO Cepbe3HbIM HeXXenaTtenbHbIM ABJIeHUAM

0606LWweHHas (KyMynAaTUBHaA) Tabnvua No cepbe3HbIM HeXenaTesibHbIM SIBIEHUSIM

OpraHo-gyHKUMOHambHbIV KNacc

O6uee konu4yecTBo no coctosiHuio Ao 31 gekabpsa 2015 roga

MpegnoytuTenbHbI TEPMUH (HasBaHue OcnenneHHbIn Mpenapat Mnaue6o
uccnegyemoro npenapar CpaBHeHus
npenapara)
ViccnepoBaHus 18 4 7 2
[NoBbILEHNE aKTUBHOCTU 9 2 4 1
anaHuHaMmmHoTpaHcdepasbl
[MoBbILEHVE AKTVBHOCTU 9 2 3 1




acnapTatammHoTpaHcdepasbl

HapyLueHunsa co CTOpOHbI HEPBHOM 2 2 4
CUCTEMBI

CuHKoNanbHoOe COCTOsIHNE 2 2 4

[ll [poyne nameHeHus K pasgenam KIMHUYECKOro UCCrnefoBaHns cHMTaloTCa HeCyLleCTBEHHbIMU.




