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BBeneHue

WcnbiTaHus Ha gobposonbLax HeobxoaAnMo NPOBOANTL ANs n3ydeHns acpdekTUBHOCTN 1 6e3onacHoCTH
KOXHbIX aHTUCENTUKOB, Ae3UH(EKUMOHHBIX, NeAUKYMULUMAHBIX, NHCEKTOaKapuULMAHbIX, akapuungHbelXx, penen-
NEHTHbIX CPeACTB, Ae3nHMEKTaHTOB Ana 0b6e33apakMBaHusi MMTLEBOW BoAbl M BOAbI MiaBaTebHbIX baccei-
HOB, BbISIBMIEHUSI BO3MOXHbIX MOGOYHBIX peakuuii Mpu nx npuMeHeHumn, ocobeHHo B Tex cryyasix, korga MHbIMN
MeToAaMu NoNy4nTb 06 bEKTUBHBIE AaHHbIE HEBO3MOXHO. HacTosawmin ctaHgapT pa3paboTaH ¢ Lenbio npose-
AeHns HeobX0AMMbIX UCMbITAHNIA Ae3UHMDEKLUOHHBIX CpeacTB Ha 406pOoBOSbLAax B COOTBETCTBUM C CYLLECTBY-
IOWNM  3akoHodaTenbCcTBOM. [lpoBedeHa pernamMeHTauusi pasfUYHbIX 3TarnoB W YCNOBUA MpoBeAeHUst
NPaKkTUYECKUX UCMbITaHNA Ae3UHMEKLMOHHBIX CpeacTB ¢ ydacTveM Ao6poBonbLeB (CM. npunoxeHue A) B
COOTBETCTBUM C HALMOHAamMbHBIMU U MEXOYHapPOAHBIMU akTaMmu, onpeaensaowmmMmm nposeeHne akcnepumeH-
TOB Ha ntogsax [1] —[5].
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HAUUWOHANBbHBIN CTAHAAPT POCCMUCKOWNW OSGEAOEPALUUMU

AOE3UH®EKTONOMMA U AE3UH®EKLUWUOHHAA OEATENBbHOCTD

MpaBuna npoBeAeHNA UCNLITaHUI Ae3MH(EKLUUOHHLIX CPeACTB Ha A06POBONbLAX

Disinfectology and disinfection activities.
Rules for testing disinfectants on volunteers

Dara BBegenmna — 2018—01—01

1 O6nacTb NnpMMeHeHunA

HacToswuin ctaHaapT pacnpocTpaHAeTCa Ha YCNOoBUA NPOBeAEeHUs NPaKTUHECKUX UCTILITAaHUIN Ae3UH-
(hbeKUMOoHHLIX cpeacTs 1 obecrneumBaeT rapaHTUmn cobnrogeHus npae, 6esonacHocTu u Grnaronony4us gobpo-
BO/bLEB, NPUBNEKAEMBIX K UCTIBITaHWAM Ae3UH(EKLMOHHBIX CPEACTB.

Hacroawmii cTaHaapT NPUMEHSIIOT NPU NPOBEASHAN UCTIBITaHWA Ae3vMH(eKLMOHHBIX cpeacTs Ha Ao6po-
BOMbLAX.

2 HopmaTuBHbI€e CChINKK

B HacTosIlem cTanaapTe Ncnonb3oBaHa HopMaTUBHAS CChIfka Ha CrieayroLmi cTanaapT:
FOCT P 52379 Hagnexawas KnnHuyeckas npakTuka

MpwumedyaHune—pu Nonb3oBaHUM HACTOSILLMM CTAHZAPTOM LienecoobpasHo NpoBEepUTb EVCTBIE CCbINOY-
HbIX CTaHAAPTOB B MH(OPMAaLMOHHOW cucTeme OOLWEero nonb3oBaHuMss — Ha odwuumansHoM canTte PegepanbHOro
areHTCTBa Mo TEXHWYECKOMY PerynmpoBaHuUio 1 MeTponorum B cetm NHTepHeT unv no exerogHomy MHopmaumoHHOMY
ykasaTento «HaunoHanbHble cTaHaapTh», KOTOPbLIV ONYGNMKOBaH NO COCTOSIHMIO Ha 1 sTHBapsi TEKYLLLEro roaa, 1 no Bbinyc-
Kam exeMecs4YHOro MHHOpMaLUMOHHOIO yKkasaTtensa « HaunoHansHble cTaHgapThi» 3a TEKYLWUK rod. Ecnv 3ameHeH cebinov-
HbI CTaHAAPT, Ha KOTOPLIN AaHa HegaTMPOBaHHAsH CCbINka, TO PEKOMEHOYETCSl UCMONb30BaTh AENCTBYIOWYI0 BEPCUIO
3TOro cTaHgapTa € y4eTOM BCEX BHECEHHbIX B aHHY0 BEPCUI0 U3MeHeHUI. ECnu 3ameHeH CCbINoYHbIN CTaHaapT, Ha KOTo-
pbif JaHa JaTUPOBaHHASA CCbINKa, TO PEKOMEHAYETCS NCNONb30BaTh BEPCUIO 3TOMO CTaHAapTa C yKasaHHbIM Bbille rogom
yTBepxaeHust (NpuHsaTUs). Ecnu nocne yTBepxxaeHns HaCTOSALLEro CTaHAapTa B CCbINOYHbIA CTAHAAPT, HA KOTOPLIN AaHa
AaTnpoBaHHas CChinka, BHECEHO M3MEHEeHWe, 3aTparmBatLee NonoXeHne, Ha KOTOPOoe JaHa CChbINKa, TO 3TO NOMoXeHne
pekoMeHayeTcs NpuMeHsiTe 6e3 yveTa 4aHHOro MameHeHusi. Ecnv cebinouvHbIi cTaHgapT OTMeHeH 6e3 3aMeHbl, TO NOnoxe-
HWe, B KOTOPOM aHa CCbliflka Ha Hero, PeKOMeHAYeTCs NPUMEHSATh B YaCTW, He 3aTparmBatoLen 3Ty CCbISKY.

3 TepMmuHbI M onpeaeneHus

B HacTosiwem cTaHgapTe NpMMEeHeHb! creaytolmMe TePMUHBI C COOTBETCTBYHOLLMMI OnpedeneHUsaMI:

3.1 ayauT (HesaBMcuMas oLleHKa coOoTBeTCTBUA): MNpoBepka AeATENbHOCTU U OKYMEHTaLUK Ans
NoATBEPKAEHNS COOTBETCTBUSA NPOTOKOMY, CTAHAAPTHLIM OMNepaLMOHHBIM NpoLeaypam, Haanexatlen KnHu-
yeckoi npakTuke no FOCT P 52379 n HopmMaTuBHBIM TpeboBaHuAM. [1Nsi ee NpoBeAeHNs 3aKka3yunk HasHavaeT
He3aBNCUMBbIX NPOBEePALLMX (TPEeTbUX NUL), HEe 3aUHTepPeCcoBaHHLIX B pedyrbTaTtax MccrefoBaHus.

3.2 3aka3uuk (paspaboTuuk): NHMLMATOP nccneaoBaHus, opuandeckoe nuuo, obpaTtuslleecs Ans
npoBeAeHUs UCCNeaoBaHus U HecyLlee OTBETCTBEHHOCTb 3a erc douHaHcupoBaHue.

3.3 3aknryeHue: MNpUHATOE KOMUCCUEN MO 3TUKe 3aKnYeHue, NoATBepXaatolee NpoBeaeHNe aKe-
nepT13bl 3annaHUpoBaHHOro UCcnefoBaHNA U cnyXallee paspeLleHnemM Ha ero NpoBedeHne B opraHusaunn.

UzpaHne ocpmumanbHoe
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3.4 waeHTUdUKaLMOHHLIA Ko ucnbiTyemoro: Ko, npucBauBaeMbin uccnegoBatenem Kaxaomy
cybbekTy nccnegoBaHus ansa obecneyeHus KOHPUAEHUUANBHOCTU €ro SIMYHbIX AaHHBIX U UCNOMb3yeMbIn
BMECTO UMEHM UCTILITYEMOTO B OTYETaX, OTHOCSLLMXCS K UCCIIe40BaHUIo0.

3.5 uHpuBuayanbHaa perucTpaunoHHan kapta; NPK: [lokyMeHT Ha ByMaXKHOM, 3N1EKTPOHHOM UNn
OMTUYECKOM HOoCUTENe AN BHECEHWNS BCe NpeyCMOTPEHHON NPOTOKONOM HOPMAaLMK MO KaXKAOMY UCNBITY-
emMomy.

3.6 undopmupoBaHHoe cornacue: [1JobpoBonbHoe nogTBepXXAeHNe CyObEKTOM CBOEro Cornacusa Ha
yyacTue (CM. npunoxeHue A) B uccneoBaHuum nocne nosny4veHust uHgopmaumm 060 BCex 3HaYMMbIX acnekTax
ncenenosaHusl. OHo ocpopmnsieTca nognucaHmem Popmbl UHGHOPMUPOBAHHOIO cornacust (CM. npunoxexuve B).

3.7 ncnbiTyeMbi (Cy6beKT uccnefoBaHua): Iuuo, yyacTeyiollee B UCCNEAOBaHUU B COCTaBE ONbIT-
HOW NN KOHTPOMbHOM rpynnbl.

3.8 uccnegoBartennb: JluLo, Hecyllee OTBETCTBEHHOCTb 3a NpoBeAeHNe UccneaoBaHnsa B Uccnenosa-
TeNbCKOM LieHTpe.

3.9 uccnepoBaTtenbckum LeHTp (opraHusauus): Jlioboe yupexaeHue BHe 3aBUCUMOCTW OT ero opra-
HU3aLWUOHHO-NPaBoBoi hOPMBI, rae NPoBOAAT UccrefoBaHue, hakTuieckoe MecTo NpoBeaeHNa uccneaosa-
HUS.

3.10 uccnepyemoe cpeactBo: dopma cpeAcTBa, M3ydaeMas UNN UCNONb3yemas ANnA KOHTPOnsA B
nccnegoBaHum.

3.11 ucnbiTaHne/uccnegoBaHue: Jlioboe uccnegoBaHWe, NPOBOAUMOE C Yy4acTUEM vefoBeka B
KavecTBe cybbekTa.

3.12 komuccua no atuke; OK: HesaBucuMbIn opraH (3KCNepTHLIN CoBET, KOMUTET, AEUCTBYIOLINIA Ha
YPOBHe opraHusauum), KOTOpblA COCTOUT U3 creuManicToB U obecnevnBaeT 3awmTy npae, 6e3o0nacHOCTU U
6naronony4us cybbeKkToB UccrefoBaHus.

3.13 koHdumaeHUManbHOCTL: HepasrnaweHue nHgpopmauun, npuHagnexailen sakas4unky Ui nosso-
nawowen naeHTnhnLMpoBaTh Cy6beKT uccneaoBaHus.

3.14 MHoroueHTpoOBOe UccnepoBaHue: MiccnegosaHue, NPOBOAUMOE NO eAUHOMY nNpoTokony 6onee
YeM B OAHOM MUCCrie0BaTEeNbCKOM LLEHTPe U COOTBETCTBEHHO Bonee Yem ogHUM nccnegoBatenem.

3.15 moHuTopuHr (HabnogeHue): KoHTponb xoaa nccneaosaHua, obecnevyeHne ero nposeaeHuUs,
c6op AaHHbIX M NpeAcTaBNeHNe pe3ynbTaToB B COOTBETCTBUM C MPOTOKOMOM, CTaHAapTHBEIMU ONepaLuoHHbIMU
npoueaypamu, ctaHgaptamu GCP n HopMmaTuBHbEIMU TpeboBaHusaMU. MoxeT NpoBOAMTLCA Kak NpeAcTaBuTe-
NAMK 3aKasunka (BHeLHWA), Tak u UcnelraTenbHoro nabopaTopHOro LieHTpa opraHu3auun (BHyTPeHHWUIA).

3.16 Hapnexalwan KNuHMYeckan npakTuka; (good clinical practice; GCP): CtaHgapT nnaHMpoBaHus,
opraHusauuu, npoBedeHusl, MOHUTOPUHra, ayauTa, JOKYMeHTUPOBaHUA nccneaoBaHui, aHanusa v npeacTas-
NeHns UX pesynbTaTos, CAYXaluii rapaHTUen JO0CTOBEPHOCTU U TOYHOCTU NOMYYEHHBIX AaHHbIX U NpeacTas-
NeHHbIX pe3ynbTatoB, obecneunBaloWniA 3aWUTy Npas, 300POBbA U KOHMUAEHUManNbLHOCTU Cy6bekToB
nccnegosaHus.

3.17 HexenaTenbHas peakuus; HP: Bce HeraTuBHble peakuuu, CBA3aHHbIe C NPUMEHEeHNEM cpecTBa B
nobon Ao3e UM KOHLEHTpaLUMn Npyu MAHUMAIILHOW BO3MOXKHOCTU HaNW4usA NPpUHNHHO-CNEeACTBEHHON CBA3N
Mexay NpUMeHeH1eM cpeficTBa U HexxenaTtenbHbIM SIBNeHUeM.

3.18 HexenaTtenbHoe sABneHue; HA: Mioboe BbisBNeHHOe y cyGbekTa uccneaoBaHus nocne npuMmeHe-
HWA cpeacTBa HebnaronpusTHOE C MeAULIMHCKON TOYKU 3peHUsl coBbITUe, KOTOPOE MOXET U HE UMETb NMPUYNH-
HO-CNeACTBEHHOW CBA3U ¢ ero npuMeHeHneM. HA moxeT npeactasnaTb No6oi He6naronpuUATHLIA CUMNITOM,
xanoby nnu sabonesaHue, BpeMsi BOSHUKHOBEHUSI KOTOPOTO He UCKNoYaeT NPUHMHHO-CNEACTBEHHOM CBA3K C
npuMeHeHnem nccrnegyemMoro NpodyKra BHe 3aBUCUMOCTU OT Hanu4uunsi U OTCYTCTBUA Takon CBA3N.

3.19 nepBuuHble AaHHble: Bca nHdbopmaumsn, cogepxallasncs B opurmHanbHbIX 3anncsx U X 3aBepeH-
HbIX KONWSIX, ONUCbIBaloLWas pesynbTaTbl HabnogeHWn, o6cnegoBaHUii U Apyron AeaTenbHOCTU, NO3BONSAIO-
Wwaa Bocco3faTtbh Xof UccnefoBaHWs U OUeHWTb ero. epBuuHbIe AaHHble codepXaTcs B NEepBUHHON
AOKyMeHTaLmMu (MoANMUHHUKAX I UX 3aBePEeHHbIX KOMUAX).

3.20 npenapart cpaBHeHUA: ViccneayeMblii STaNIOHHBIA UNW 3aperMcTPUPOBaHHBIN NPOAYKT (AaKTUBHBIN
KOHTpOnNb) unu nraue6o, Ucnonb3yemMbliA(oe) B kKayecTBe KOHTPONSA B UCCNEA0BAHUN.

3.21 npoTtokon (nporpamma) uccrnenoBaHus: [IokyMeHT, ONUCHLIBAIOLLWIA Lienn, CTPYKTYPY, METOA0MO-
o, CTaTUCTUYECKUE acneKTbl M OpraHn3aLumio uccrnegoBaHus; 06bIMHO CoAePXKUT NONyYEHHbIE paHee AaHHbIe
1 060CHOBaHMe UccrneaoBaHus (CM. npunoxeHue B).

3.22 npamon goctyn: PaspelueHue Ha u3yyeHue, aHanus, NPoBepKy U konnpoBaHue Nbbix 3anucen n
0T4eTOB, HeobXoANMBIX AJ151 OLIeHKM uccnenoBaHus. Jluua, umetoLme Npaeo Takoro AoCTyna, A0MKHbI cobrto-
AaTb ycnosue KoHbuaeHUManbHOCTU NoyYeHHON nHcopmMaumu.

2
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3.23 paHpomuzauua: PacnpegeneHne cybbekToB uccnegoBaHus Mo rpynnamM criydyaiHsiM o6pasom,
NO3BONSAOLLEE CBECTU K MUHUMYMY CYOBEKTUBHOCTD.

3.24 cepbe3Hoe HexenatenbHoe aABneHue; CHA u/unu cepbesHasa HexenaTenbHasa peakuus;
CHP: Tio6oe HeBnaronpusTHOe MeaULMHCKOe COBbITME, KOTOPOEe BHE 3aBUCUMOCTM OT 403bI:

- TpebyeT rocnuTanusauuu;

- NPMBENO K CTOMKOM UM 3HAYNTENBHOW HETPYAOCNOCOBHOCTM UM MHBANUOHOCTY,

- NpeAcTaBnseT yrposy ANs XKU3HN.

3.25 cnenon metoa/MackupoBka: MeToa NpoBedeHUs UCTBITAHUIA, KOrAa OAHOW UMW HEeCKOMNbKUM
y4acTBYOLLM B MCClegoBaHWUM CTOPOHaM HEU3BECTHO, Kakoe CpeACcTBO 4atoT UCTbITyeMbIM. [MpocToi cnenoii
MeToA npeaycmaTpmBaeT HeocBeAOMNEHHOCTb 06 NCNOMb3yeMOM CPeACTBE CyOLEKTOB UCCNEA0oBaHUS, ABOM-
HO cnenoi MeToA noapasymeBaeT HeOCBEAOMIIEHHOCTb UCMbITYEMbIX, UCCMEA0BATENEN U, B HEKOTOPbIX CIy-
Yyasix, NnL, BbINOMHSIOLLMX CTaTUCTUYECKY0 06paboTKy AaHHbIX.

3.26 yasBuMble cyObLeKTbl uccnenoBaHua: Jlvua, Ha Ybe XenaHue yyacTBoBaTb B UCCNegoBaHUM
MOXeT OKasaTb BIIMSIHUE OXMAAHUE TeX UMM UHBLIX MPeUMYLLECTB, CBA3aHHbLIX C y4acTUEM B HEM, UMK CaHKLUN
BbILUECTOSILLMX NIULL B Clydae oTkasa oT ydacTus. My MoryT 6bITb y4alLuMecs BbICLUNX U cpeaHUX y4ebHbIX 3aBe-
AeHWIA, MnagLwunin nepcoHan nabopaTopuii, BOeHHOCNYXallue 1 3akntodeHHbIe. K ysi3BUMbIM Takke 0THOCATCA
60/bHbIE C Hen3nevyMmMbiMK 3abonesaHnsaMU, NULLa, HaxoAsALWKNecs B AoMax Mo yxoay, Hulme n 6e3paboTHble,
npeacTaBuUTeNM HaunoHamnbHbIX MEHLLUUHCTB, 6e300MHbIe, KOYEBHUKM, BexeHLbl, HecoBepLIeHHoNeTHNE 1
n1ua, HaxoasLWmMecst Noa OneKor UM NoneYnTeNsCTBOM, a Takke HecnocoGHbIe AaTh cornacue.

4 Komuccus no 3aTuke opraHusaumm

HesaBucrnmas komuccus no atuke (AK) sBNseTCA NOCTOSIHHO OENCTBYIOLMM OpraHoM, oHa MpusBaHa
3awuwath npasa, 6esonacHocTb U bnaronony4vne Bcex cyGbekToB UcCneaoBaHNs (MCMbITYEMbIX).

4.1 CocTaB, (byHKLUU M NOPAJOK paboThl

4.1.1 B coctaBe OK gomxHbl 6bITb Nuua, obnagatowne Heo6xo4MMbIM ONbITOM W KBanudukalmMein ans
OLeHKU Hay4HbIX, CAHUTAPHO-TUTMEHNYECKUX U BTUYECKUX aCNEeKTOB MpeanaraeMoro uccneaosaxusl. Pekomen-
ayetcs, 4tobbl B OK BxoANIM He MeHee NsiTu 1 He Gonee ogMHHaaLaTL YNeHOoB; U3 HUX — He MeHee OAHOr 0, Yb
NHTepeckl Nexart BHe chepbl HayKn, MHE MeHee OAHOTO, HE 3aBUCSILLIEr0 OT OpraHusaLmM/uccneaoBaTenbCkoro
ueHTpa.

4.1.2 Kanguagatypsl B cocTas OK npegnaratoT npeactaButenu nogpasaeneHnii nuneHsbl YHeHoro copeTa
opraHusauun.

4.1.3 Coctas 3K, BKtovan npeacegartens, yTsepxaaeT NPUKa3om ANPeKTop opraHusaLumM CPOKOM Ha
3roaa.

4.1.4 3K camocToaTensbHO paspabaTtbiBaeT 1 cobniogaeTt pernameHT ceBoen paboTbl, onpeaensoLnia
nopsiaok HasHaveHsa 3acedaHuin, NopaA0K PacCMOTPEHUS AOKYMEHTaLUM NO NNaHUPyeMOMY UCCHEA0BaHMIO U
BHECEHWNS M3MeHEHWNH B paHee 0406peHHY0 AOKYMEHTaLUuo, MOPSAOK KOHTPONA COOTBETCTBUA NpoBeaeHUs!
nccrnegoBaHus CornacHo yTBePXKAeHHOMY MPOTOKOITY.

Mpwum™edaHue— HegonyctMmo BHECEHUE NOMPABOK UMW U3MEHEHWI B NPOTOKON UCTbITaHuii 6e3 npeasapu-
TenbHoOro yTBepxaeHusi/ogobpenus nx 9K, kpome crnyyaes, korga Heo6XoAMMO YCTPaHUTL HEMOCPEACTBEHHYIO YIpO3y
UCMbITYeMbIM NGO M3MEHEeHUs KacaloTCsl aAAMUHUCTPATUBHBIX UMM TEXHUYECKUX acNEeKTOB UCCIEAoBaHus (M3MeHeHne
agpeca, Homepa TenedoHa u ap. ).

4.1.5 3K gokyMeHTUpyeT cBOIO paboTy, BeAeT NpOTOKOMbI 3acefgaHuin. Bce AOKyMeHTbI (CMMCKA YNeHoB,
npeacraBreHHble Ha pacCMOTpeHWe maTtepuarel, NPOTOKOMbI 3acefaHni, nepenucky 1 ap.) K coxpaHsieT
He MeHee 3 neT nocne 3aBepLleHna uccrnegoBaHus U NpegocTaBnseT uxX No 3anpocy YNonHOMOYEHHbIX opra-
HOB.

4.1.6 SKnpuHUMaeT peLleHNa Npu Han4num KBopyma, yCcTaHOBMNEHHOro NPUHATLIM perfaMmeHToM. Pelue-
HUe NPUHUMaeTCsl OTKPLITBIM FONOCOBaHNEM NMPOCTLIM BOMLLUIMHCTBOM rofiocos uneHos IK, NUYHO npucyT-
CTBYIOLUMX Ha 3acegaHnn. B cnyyvae paBeHCTBa roflocoB MPUHATBIM cUWTaeTCsl pelleHue, 3a KOoTopoe
nporonocosan npeaceaaTensCTBYIOWMI Ha 3acefaHNN.

4.1.7 UccnepoBartenb MOXeT NpeaocTaBnsATb MHopmauuio 3K no nobbim acnekram uccneaoBaHus, HO
He UMeeT NpaBa y4yacTBOBaTb B NPEHUSAX UK FOfIocoBaHUN.

4.1.8 3K moxeT obpallaTbca 3a NOMOLLbIO K 3KCepTam, He BXOAALWMUM B €€ COCTaB.

4.2 O6a3aHHOCTHU

4.2.1 3Knony4aeT OT UccneaoBarerns u paccMaTpuBaeT crieqyoLlme AOKYMEHTHI:
- NPOTOKOM UccneaoBaHUA U NOMNpPaBKK K HEeMY, BKNOYAa MHANBUAYanNbHbIE perucTpauMoHHbIe KapThl;



rOoCT P 57473—2017

- MHopMaLMIo AN UCTILITYEMbIX M hopMY MHEDOPMUPOBAHHOMC Cornacus;

- onvcaHve AeACTBUIA ANs NPUBIIEYEHWs UCTIBITYEMBIX K Y4aCcTUO B MCCIieA0BaHWM (HanpuMep, peknam-
Hble 06 bABMNEHUS);

- MHdOpMaLMIo 0 BbINMaTax v KOMMeHcaLUsaX UCTbITYEMbIM, eCIIN TaKoBbIE NpeayCMOTPEHbI.

[MpwumeyaHne—Pasvep BbiNnaT onpeaensioT 3apaHee B 4OrOBOPE CUCMbITYEMbIMY MO0 B APYrov NMCbMeH-
HO npepocTaBnsaemMon hopme, OH He 3aBUCUT OT TOr0, 3aBepLIN CYBbeKT uccrnegoBaHme NoSIHOCTLIO UIU HET;

- no6ble gononHUTENbHBIE MaTepuarnsl, KOTOPbIE MOryT noTpeboeaTbea DK ANs NPUHATUS pelleHus.

4.2.2 3K oueHuBaeT kBanudmkaumio uccreosaTens Ha OCHOBaHUM ero Hay4YHon Guorpadumn nnu apy-
ro 3anpoLUeHHOM AOKYMEHTaLm K.

4.2.3 DKmoxeT noTpeboBaTh BHECEHWS U3MEHEHWA/A0NONHEH WA B NpeAcTaBNeHHbIe 4OKYMEHTEI, eCnn
OHW HeobXoAVMbI AN OLeHKN NITaHMPYEeMOro UCCredoBaHNsS UM NOBLICAT 3alwuTy npas, 6€30MacHOCTb U/Unu
6naronony4ve UcnbITyembiX.

4.2.4 3K BLIHOCUT 1 AOKYMEHTalnbHO 0POpMIsieT CBOE peLleHue B BUae:

- YyTBEPXOEHNS;

- BHECEHWsI USMEHEHWU ANA NONYyYeHNs YTBEPXKAEHUS;

- oTpuuaTeNlbHOro 3akmoYeHus;

- OTMeHbI/MPUOCTAaHOBIEHWS AaHHOTO paHee YTBEMKAEHUS.

4.2.5 3K He3ameannTensHo NMCbMEHHO coobLlaeT uccneaoBaTento:

a) O CBOMX peLUeHUsX/3aKNioUeHUsIX, KacatoLmMXcs ccreaoBaHus;

6) 0 NpUYNHAX NPUHATUS PELIEHNIA;

B) o nopsiake o6xanoBaHns ero peLleHniA/3aknoHeHnia.

5 MNpaBa 1 06513aHHOCTM 3aKa3umKa (pa3paboTumnka) UCnbITaHUN

5.1 3akasuuk BbibUpaeT nccrneaoBaTens U opraHM3aLnio, Np MHOTOLEHTPOBLIX UCTILITAHUSAX MOXeT
€034aTb KOOPANHALUOHHBIN LIEHTP MO0 Ha3Ha4vnTb KOopANHaTOPa, OTBEYAOLLIEro 3a CorflacoBaHne AeATe b-
HOCTW BCeX nccnegoBaTenei.

5.2 [lo nognucaHusa gorosopa (CM. NpunoxeHue A) sakasynk JormkeH 3apaHee nNpeacTaBUTb NPOTOKON
nccnefoBaHusa B TeKyLLen pegakuum (M. npunoxexue B).

5.3 3akas4yuK MoXeT Nopy4unTh pazpaboTKy NpoToKOMNa U APYroi ConyTCTBYOLLEN AOKYMeHTaLu1 uccne-
JoBaTento /unun nccnegoBaTensCcKoMy LIEHTPY C NocneayoLmMM ero yTeepxkaeHueM. Takoe nopyyeHune odop-
MIISieTCs OTAENbHBIM MYHKTOM B paMKax Aorosopa nmbo otaenbHbLIM cornalleHUeM ¢ OpraHusaumnen.

5.4 3akasuuk npedcTaBnsieT 4OKYMeHTaLMIo Ha uccnegyeMmoe cpeicTBO, BKITloUYas npenapaTthbl cpaBHe-
HWs 1 nnauebo, ¢ nogpobHbIM ykazaHMeM ero cocTaBa, UHCTPYKLMA MO NpaBunamM NonyyYeHus], ydeta u xpaHe-
HUsA. Mpn HeobXoAMMOCTU NMPUMEHEHUsI «CMEenoro» MeTofda NPOBOAUT KOAUPOBaHWE UM MapKUpPOBKY B
COOTBETCTBUW C ASUCTBYIOLLIMMUN HOPMATUBHBIMU TpeGoBaHUsMU.

5.5 B pamkax «cnenoro» MetoZa KogupoBaHUe AOMKHO BKII0UYATb U MEXaHU3M, NO3BOSOWNA WAEHTU-
duumnposath CpeacTBO B cnyyae HEOTIIOXKHBLIX COCTOSIHUNA, HO HE AOMYCKaLWMIA BO3MOXHOCTUA HE3aMEeTHOro
pacKpbITUs koga.

5.6 3akas4uk npyu HeobXxoAUMMOCTU MOXKET NPUBIEYb HE3aBUCUMbIX KOHCYIIbTAHTOB, MPOBOAUTL HE3aBU-
CMMYI0 OLIEHKY UccrnefoBaHus (ayauT), B TOM YACTe Mo BONPocam NpoaosiKeHUs, UBMeHeHUs UIu npekpatye-
HAS UccneaoBaHusl, O KOHTPONS Xoda WUCMbITaHWA M AaHHbIX no 6e3onacHocTM U adpeKTUBHOCTU
uccrnegyemMoro cpefcrBea.

5.7 3akasuuk (Mnm no ero NOpy4eHuo uccnegoBartenb) obecneymBaeT NoNyYeHUe NUCbMEHHOro corna-
Cu1s1 BCeX CTOPOH Ha npefocTasneHne NPsSIMOro AoCTyna BO BCe yyacTBYOLME B UCMbITAHUU UccneaoBaTerb-
CKWe LIeHTPbl U KO BCEM MEepPBUYHBIM AaHHLIM/AOKYMEHTaM 1 oTyeTam A1 UX MOHUTOPUHIa U He3aBUCUMON
OLLeHKN COOTBETCTBUS, @ Takke rocyaapCTBEHHOMo KOHTPOSS.

5.8 [lo Hayana ucnbiTaHW B OpraHvW3auuy nNpu HeobXxoAMMOCTU NPOBOANTCS OLEHKa COOTBETCTBUA
cpeAcTBa HOPMaTUBHBIM AOKYMEHTaM C AOKYMEHTaNbHbIM 0bopMIIeHeM pe3ynbTaToB aHarnM3oB.

5.9 [loroBopbl Mexay 3aka3duukom U opraHusaumeit unu nioboi Apyroi y4acTByloLLein B UCCrefoBaHUm
CTOPOHOM, rae oroBapusaoTca (hUHAHCOBLIE acNeKTbl UccneaoBaHnsl, AOMMKHbI BbiTb 0hopMITEHbI B MMCbMEH-
HoW chopme.

5.10 3aka3unk (UK No ero NOpyveHUo UccnegosaTternb) obecnevmBaeT cTpaxoBaHWe UCTLITYEMBIX.
Mopspok Bo3aMelleHNs Bpeaa, NPUHUHEHHOTO XU3HW 1 300POBbIO UCMBITYEMOTO, OnpeaenseTcs B COOTBeT-
CTBWM C 3aKOHOAATENLCTBOM.
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5.11 TNpwu npexxaeBpeMeHHOM NpekpaLLeHNN UCCIeAOBaHNA 3aKa34yMK CTaBUT B U3BECTHOCTb NUCCeao-
BaTenen v opraHusaumio. MNpu aToM 3acpukcpoBaHHbIe B A0roBope 06a3aTebCTBa BLIMOHATCA 3aKa34ukom
B NMONTHOM o0Obeme.

6 MoaroToBka u opraHM3aLms uccrnegoBaHus, c60op AaHHbIX U BeeH e 3anucen.
O6ecneyeHune KauecTBa UCCNneaoOBaHUA

6.1 HeobxoaMMbIM AOKYMEHTOM ANS MPUHATUSA pelleHUs O BO3MOXHOCTU NPOBEAEHWUS UCTILITAHWUIA Ha
[obpoBonbLax ABMAseTCs IPOTOKON UccneaoBaHuns Ae3nHMEeKUNMOHHOTo cpeacTBa (CM. npunoxeHue B).

6.2 UHdopmaums B Hem nsnaraeTcst B TAKOHUYHOW, AOCTYNHOW, 06bekTUBHOM hopme, No3sonsioLLei
noTeHUnansHoMy uccnegosarento chopMmnpoBaTb COBCTBEHHOE HenpeaB3AToe MHEHME O LienecoobpasHoc-
TU MNaHUpPyeMoro uccrieoBaHus. Xapakrep 1 o6bem nHopMauumn 3aBUcAT OT CTaanuu paspaboTkn usyyaemMo-
ro cpectBa. Ecnu ero cBoiicTea XopoLwuo U3BecTHbI, MHhopMaLunsa MoxeT BblTb MeHee NoapobHONA.

6.3 Kaxabln u3 uccnegosatenen AoskeH ObITb 03HAKOMIMEH C pe3ynbTaTaMu SKCNepUMeHTarbHbIX
uccnefoBaHUiA M UMeeT MPaeo Ha nofy4YeHue noboi AoNONHUTENLHOW MHpOPMaLMK, OTHOCALLMIACS K cpea-
CTBY.

6.4 lMocne 3akno4eHNA AOroBopa C 3aKas4yMKoM (CM. NpunoxeHue A) AMpeKTop opraHusaummn yTeepxaa-
eT NporpaMmmMy uccneioBaHus U HasHavaeT OTBETCTBEHHOIO UccrnegosaTens.

6.5 OTBeTCTBEHHHbIN UccneaoBaTe b AOMKEH 03HAKOMUTL NepCcoHarn, NPUHUMAIOLLIUIA yYacTue B Uccre-
A0BaHUA, CO CBOUMM (DYHKUNSAIMU U 00SA3aHHOCTAMMI, C NPOTOKOSOM U MHopmauuen o cpeacTee.

6.6 OTBeTCTBEHHBIN UccnegoBaTesb A0/MKEH UMETb A0CTaTOYHOE YMCIIO KBannguupoBaHHbIX COTPYA-
HUKOB 1 COOTBETCTBYIOLLYIO MaTepuanbHO-TEXHUYECKyto 6a3y Ans KaueCcTBEHHOro NPoBeAeHUs uccreaoBa-
HUS.

6.7 OTBeTCTBEHHEIN UcCneaoBaTeNb FOTOBUT OCHOBHLIE AOKYMeHTHI (CM. 4.2.1) ans nepeaayun B K. OHn
NO3BONAOT OLEHUTE NNAHUPYyeMoe NccreaoBaHUe U KauecTBO NOMYYEHHbIX AAaHHbIX U CryXaT AokasaTerlb-
CTBOM cobnoaeHus nccnegosaTeneM 1 3akasdunkom ctaHgapToB GCP 1 HopmaTueHBIX TpeboBaHUIA.

6.8 lMocne nony4eHus cornacusa K npoxoguT Habop UCMBITYEMBIX, KOTOPbIE MOTYT BbITb NPUBMEYEHbI K
y4acTuio B CCefoBaHusAX.

6.9 OTBeTCTBEHHEIN NccnegoBaTeb 0ObACHAET NpaBuia NPUMEHeHUs1 UCcneayemoro Ae3nHMEeKLMOH-
HOro cpeAcTBa BCEM UCMbITYeMbIM U MPOBEPSIET UX cobnioaeHue.

6.10 Ons naeHTUdUKaLUmM KOHKPETHOTO UCNLITYEMOro AOIDKEH UCMONb30BaTLCS UHAUBUAYalbHbIA KOA.

6.11 OTBETCTBEHHbIN UccneaoBaTens cobniogaeT npoueaypy paHOoOMU3aLuK, ecniv TakoBas npeay-
CMOTpEHa, M cNneauT, YToObl packpbiTie Koga NPOUCXOANIIO TOMNBKO B COOTBETCTBUM C MPOTOKOSIOM.

6.12 [daHHble B KapTax UCMbITYeMbIX AOSKHbI COOTBETCTBOBATbL NMEPBUYHON AOKyMeHTauuu. Jliobblie
[OMNOMHEHUS UMM UCMIPaBNeHnst (B 6YMakHOM UINN SNEeKTPOHHOM KapTe) A0IMKHbI MO3BONATL NPOYECTb NepBoHa-
YyanbHyto 3annck, BbITb NognvcaHbl, AaTUpPoBaHbl U, NPU HeOHBXO0AUMOCTU, OB BACHEHBI.

6.13 YuyeTcpeacTsa, ero pacxof, BO3BpaT 3akasuuKy, yTUnm3aLmsa HeMcnonb30BaHHOro npenapara npo-
BOAATCA MCCNeaoBaTebCKUM LieHTpoM. B XypHarne ydeTa ykasbiBaloT gaTthl, KOMMMYECTBO, HOMepa napTui
(cepwuin), CPOKU XpaHeHUs U koAbl UCCrefyeMoro cpeAcTBa 1 ucneitryemMoro. MiccrnegoBaTtenu BeayT 3anvcu o
Mony4eHnn ero UCMbITYEMbIMU B NPeAYCMOTPEHHBIX MPOTOKOSIOM KONMYeCcTBax.

6.14 OTBeTCTBEHHbLIN UccneaoBaTesb NPOBOANUT UCTIbITAHUS B COOTBETCTBUMN C NPOTOKOOM, 0106peH-
HbiM OK, cornacoBaHHbIM € 3aKas4YMKOM U paspeluMTesibHbIMU OpraHaMu, U He JOMKEH OTKITOHATLCS OT Hero
WIMM BHOCUTb U3MeHeHUs1 bes cornacusa sakas4dumka n K.

6.15 UcnbiTaHUs NpoBOAAT B cnelmarnbHo 060pyAoBaHHbIX MOMELLEHUSIX, rAe AOMKHBI ObiTb Heobxoau-
MbIiA Habop MeanKamMeHTOB U NPUBOPOB ANsl OKasaHUsi NEPBO MOMOLLIN.

6.16 WUccnegosartenuy gormkHbl 06ecneunTs NoNHOTY M JOCTOBEPHOCTL cbopa AaHHbIX, UMETb CTaHAapT-
Hble MpoLeaypbl UX UCMOMb30BaHUA, UMETb CUCTEMY UX 3aLUUThl OT HECaHKLIMOHUPOBAHHOIO A0CTYNa, CoXpa-
HAITb KOAUPOBaHWEe Npu BBoAe U 06paboTke AaHHBIX.

6.17 UHdopmaumsa o AonyweHHbIX OTKIOHEHUSIX UMM M3MEHEHUsIX, UX MPUYMHBl U npeanaraemMas
nonpaska K IPOTOKONY AOIPKHBI ObITh HE3amMeaAnuUTenbHO NpeacTasneHsbl K Ans paccMoTpeHus U yTBepxae-
HUS1, 3aKa34MKy, paspeLunTensHbIM opraHamM — Arsl COrnacoBaHus.

6.18 OTBeTCTBEHHbLIN UCCNeaoBaTenb MOXET NPUHSTL peLleHne O NpekpaLlleHUn uccneaoBaHua Ae3nH-
deKUMOoHHOro cpeacTBa, ecin o6Hapy)KeHa ornacHOCTb A1 300POBbS UCTIBITYEMbIX.

6.19 lMpwu NnpexxaeBpeMeHHOM NpeKpalleHm (MPUOCTaHOBKE) UCCIeA0BaHUsl OTBETCTBEHHbIA Uccneao-
BaTeNnb Wunu opraHMsauust OMKHbI CoOBWNTL 06 3TOM UCTLITYeMbIM, MMCbMEHHO UHopmnpoBaTtb K u
3aKasuuKka o peleHUm ¢ 06 bICHEHNEM NPUYUH.
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6.20 UccnenosaTtenu He A0MKHEI NPENATCTBOBATL NPOBEAEHUIO KOHTPONSA UcCredoBaHNs (MOHUTOPUH-
ry), a Takxe He3aBUCMMOI OLieHKe COOTBETCTBUA UCcCneaoBaHus Tpe6oBaHMsaM 3akoHo4aTENLCTRA, TPOBOAM-
MOl C Lienbio NoATBepXKaeHWsl camoro chakTa uccrneaoBaHus, Mubo rocyAapCTBEHHOTO KOHTPOTIS.

6.21 Mocne oKoHYaHUA UCTIBITAHNIA OTBETCTBEHHBI MCCMeoBaTENb COBMECTHO C COTPYAHUKAMU MPOBO-
ZUT aHanus nonyyYeHHbIX pesynbTaToB U COCTaBMAET OTYET (CM. pasden 12).

6.22 OCHOBHble AOKYMeHTbl AOMKHbI XpaHUTLCA B UCCriedoBaTeNbckoM LieHTpe He MeHee 3 neT nocne
oth1umMansHoro npekpatleHns uccnegoBarHns. OHWM MOTYT XpaHUTLCA U Gonee ANUTENbHBIA CPoK, eCnu 3To
npedycMoTpeHo AeNCTBYHOLLMMI HOPMaTUBHBLIMU TpeBGoBaHNAMM UMM JOTOBOPOM C 3aKa3UUKOM.

7 O6ecneveHue npaB, 5€30NaCHOCTU U OXPaHbl 340POBbA UCTLITYEMbIX

7.1 Jlnuo, Ha KOTOPOM UCCNEAYIOT CPEACTBO UNW NpenapaTt cpaBHEeHUs (UCNLITYEMBIRN), AaeT NMUCbMeH-
HOE corfiacue Ha yyactue B UccrnegoBaHun. Y4acTue UCTbITYeMbIX IBMSeTCst 406POBOMbHbIM.

7.2 Uccneposarenb AOMKEH AaTb UCNbITYEMOMY OCTATOYHO BPEMEHN AN NpUHATUSA peLleHns ob yyac-
TUW B UCCNegoBaHUM U NpefocTaBnTb NOAPO6HY0 MHdOopMaLMio 06 UCTbITaHNUW.

7.3 UcnbiTyemblii AOMmKeH bbITb MHDOPMUPOBAH:

- 0 CamMOM CpeAcTBe M CYLLHOCTN ero UCCriefoBaHus;

- 0 ero oxugaemown achekTMBHOCTH, 6e3onacHoCTH, CTeNeHN pucka;

- 0 COBCTBEHHbIX AENCTBUSIX B CllyYae BAUSIHAS CpeACTBa Ha COCTOsSIHWE ero 340POBbS;

- 00 yCrnoBu1sX CTPaxoBaHNs CBOEro 340POBbS.

7.4 NHdopmaumnio 06 nccriegoBaHum usnararoT AOCTYMHO W MOHSATHO, € MUHUMarbHbIM KONMYECTBOM
cneunanbHbIX TEPMUHOB. B Hell He 4OmMKHO BbITb (hOPMYIMPOBOK, BEIHYXAAOLMX UCTILITYEMOr0 0TKa3aTbCsa OT
CBOWX 3aKOHHBIX NpaB; 3asBNeHUIA, OrpaHNHnBaoLLIMX OTBETCTBEHHOCTL UCCNEAOBaTENS, OpraHu3aLnn, sakas-
ynka (paspaboTunka).

7.5 OTBETCTBEHHEIN UccreAoBaTeNb N ero COTPYAHUKA He AOIMKHbI OKasbiBaTb AaBeHUe Ha UCTIbITYe-
MOrO UMK BbI3bIBaTb Y HEr0 HEOBOCHOBAHHYIO 3aMHTEPECOBaHHOCTb B y4acTUW Ui NpoJOIHKeHUM yyacTusl B
nccnefoBaHun.

7.6 WcnbiTyembll MeeT NpaBo 0TKa3aTbCsl OT y4acTusa B UccnefoBaHUM cpeacTBa Ha noboi ctagum ero
nposeaeHns.

7.7 He ponyckatoTcs nccrnenoBaHus Ha HECOBEPLUEHHOMNETHUX, BepeMeHHbIX XeHLMHAaX, BOEHHOCNY-
Xallyux, nuuax, oTébIBaoLLMX HakasaHe B MecTax nuweHUs csobobl, a Takke HaxoAaWmMXCs Nog CTpaxen B
cneacTBeHHLIX NsonaTopax.

UcknroueHunst 3 3Toro npasuna AoMnycKarTes Nib B TOM cnyyae, ecnu Heobxoaumaa uHdopmauus
MOXeT BbITb NnoryvyeHa ToMbKO Npu UCCreaoBaHNAX Ha onpeaeneHHbIX rpynnax fuy U HEBO3MOXHO co3aaTb
HeobxoAnMble A1 UCTIbITaHWUA Ae3NHMDEKLMOHHBIX CPeACTB CXOAHBIE YCNOoBUS.

7.8 dopmMa MHDPOPMUPOBAHHOIO COrNacusa U UHbIE MaTepuarbl MOryT nepecMaTpuBaTbCs No Xxoay uccne-
[0BaHWs, eCr OHY CNOCcoBHbI NOBMATL Ha cornacue UcnebiTyeMmoro. VX Hosas peaakuuns o6asatensHo Npoxo-
anT ogobpeHune 3K, a coobLeHne NCnbITyeMoMy AOMKHO ObITb NOATBEPXKAEHO AOKYMEHTANbHO.

8 OueHka 3chpheKTUBHOCTU Ae3NH(PEKLUUOHHbIX CPeaACcTB

UaydeHne ahdeKTMBHOCTU NMPOBOAAT B COOTBETCTBMN C pykoBoAcTBOM [6] u [7]. Takke MoryT 6biTb
MCNoNb30BaHbl BHOBb pa3paboTaHHble MeTOAUKM, YTBEPXKAEHHbIe B YCTaHOBIEHHOM Nopsiake.

8.1 OnpegeneHune ahpeKTUBHOCTU KOXKHbIX aHTUCENTUKOB

8.1.1 UsyyeHne BO3MOXHOCTU UCMONb3OBaHUA Ae3MHMULMPYIOLWEro cpeacTBa B KayecTBe KOXHOIo
aHTUCeNnTUKa NpoBoAAT Ha AoBPOBOMbLAX C LieNbto:

- pa3paboTkn aheKTUBHBIX PEXMMOB 0De33apaxnBaHna B 3aBUCUMOCTU OT KOHLIEHTpaLMA aKTUBHO
OelCTBYIOLLMX BeLLeCTB, BpeMeHW BO3AENCTBUS, a Takke cnocoba U KpaTHOCTM 06paboTkM corfacHo HasHave-
HUIO CPEACTBA (PYK XMPYProB, onepaLMoHHOro N MHbEKLMOHHOTO NOSEN, NOKTEBLIX CrMBOB JOHOPOB, TUrMeHN-
yeckoln 0bpaboTkin) 1 hPopM ero NpUMeHeHUs (FoTOBbIM PpacTBOp, renun, candeTku);

- BbISIBMI@HUA ANUTENBHOCTUN AEACTBUS,

- OLeHKMN YCTaHOBIEHHbBIX PEXMMOB 0be33apaXnBaHns CpeAcTBaMu C paspelleHHbIMA K MpUMEHEeHUIo
AelicTeytollero BewecTsa (OB);

- MOAroTOBKW peKoMeHAauni 1 NPeanoXeHniA B NPOEKTbl MHCTPYKLUM MO NPUMEHEHUIO cpeacTsa 1 9Tu-
KeTku (TapHOW, BbITOBOW).

6
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8.1.2 KoxHble aHTUCENTUKA UCCIeayoT Ha Ao6poBOobLAX B PEXNUME MPUMEHEHUS:

- Ans 06paboTku pyk Nn1u, NPpoBOAALLMX onepaTuBHbIE BMeLaTeNbCTBa B JledebHo-npodunakTnyieckux
opraHusaumsx (B TOM 4YMCrie CTOMaTONMOrM4eckux, B poannbHbIX AoMax v ap.);

- Ans 06paboTku NOKTEBLIX CrMOOB Yy AOHOPOB; ONEepauUoOHHOro Nons Npy onepaTuBHbLIX BMellaTesib-
CTBaXx; KOXU NaLMeHTOB nepe UHbEKLUSIMU;

- Ons rurueHuydeckon ob6paboTku pyk.

8.1.3 WcnbiTaHnsi NpOBOAAT HA NPaKTUYECKN 300POBLIX MoAAX He Mmonoxe 18 neT (He meHee 10 yenosek)
CO 3A0POBOMN KOXel pyk 6e3 Nope3oB UM NOTEPTOCTEN, C KOPOTKUMU N YACTBIMU HOTTAMU. He MeHee yem
3a 2 Hegenu 4o Havyana uccrneaoBaHua UCNbITyeMble A0MKHBI NPeKPaTUTb UCMoNb30BaHWE BELLECTB C NPOTU-
BOMUKPOGHBLIMUK cBOCTBaMU. OBLLEE COCTOSAHNE UCTIBITYEMBIX HA MOMEHT UCMbITAaHWUA 4OMKHO BbITb YAOBNET-
BOPUTENbHBIM, MPU OTCYTCTBUM NPEAPacnoNOXeHHOCTU K 3a60n1eBaHNAM KOXWN.

8.1.4 UccneposaHune acbbeKTUBHOCTN AaHTUCENTUKA ANS TMTMEeHNYeckon obpaboTkM pyk NpoBoAAT ¢ Npu-
BNEYEHNeM rpynnbl UCNLITYEMbIX C yH4eTOM TpeboBaHWA, N3NOXeHHbIX B 8.1.3.

8.2 UccnepoBaHue 3¢phpeKTUBHOCTU UHCEKTULMAHBLIX, aKapULUAHbIX, peneNNeHTHbIX,

neguKynULMAHLIX CpeacTB

8.2.1 OueHKy 3alWMTHOrO AENCTBUA penesfieHTHbIX CPeACTB, NpeAHasHa4YeHHbIX ANA HaHeCeHUA Ha
KOXY Unu ogexay, NPOBOAAT UcnblTaTenm B Nnabopatopuy unu B NpupoaHbiX buotonax.

8.2.2 NcnblTaHne Kaxxgoro penenneHTHOro cpeactea NnposoAAT He MeHee 9 pas Npu pasfinyHbIX yCNoBu-
AX (3 UCMbITYEeMbIX B 3 MOBTOPHOCTAX).

8.2.3 OueHkKy 3aLlnTHOro AeNCTBUSA MHCEKTOaKapuuMAaHbIX CPeacTs, NpeAHasHaYeHHbIX AN HaHeCeHUs!
Ha oaexay, NPOBOAAT TOMLKO B NpUpoaHbIX GroTonax. McnbitaHua NpoBoasT He MeHee 9 pa3 NpuU pasnuYHbIX
YCMNOBUAX (3 UCMbITYeMbIX B 3 NOBTOPHOCTSX).

8.2.4 UsyuyeHne gnuTensHOCTY NeanKynnLUaHOro 4eNCcTBUA NPU HOWEHUW UMNPErHUpoBaHHoOro 6enba,
npefHasHavYeHHOro Ans npounakTukn NNaTaHoro negukynesa (MMNperHaums TkaHen, HaTenbHOro U NocTenb-
Horo 6enbs), NpoBoAAT He MeHee YeM Ha 10 gobposornbLax.

9 OueHka 6e30NacCHOCTU U NEePEHOCUMOCTH Ae3UH(PEKLIMOHHbIX CPeACTB

9.1 UcnbiTaHns 6e30MacHOCTN U NEPEHOCMMOCTI MPOBOAAT ANSA Ae3UH(EKUMOHHbIX CPeaACcTB, HEMNo-
CpeACTBEHHO KOHTaKTUPYIOLMX C YENTOBEKOM.

9.2 OcHoBHasi uenb UcnbITaHWi Ha Ao6poBoNbLAaX — BbISIBNIEHWE MECTHO-pasapaXxarowux U ceHeubu-
NM3NPYHOLNX CBONCTB, @ TakkKe 0BLLEeTOKCMYECKOro AeNCTBUS.

9.3 [lo Havana nccnegosaHuii NpoBoaAT OBLWNIA MeANLMHCKUA OCMOTP U OLIEHUBAKOT COCTOsIHUE 300~
POBbS MO 3apaHee YCTAHOBMNEHHbIM KpUTEpUSIM BKITIOYEHUS/HEBKITIOUYEHUS NpeanonaraeMbiX UCMbITYEMbIX C
06a3aTenbHEIM y4eTOM Hanu4nsa B aHaMHe3€e KOXHBIX U anneprinyeckmnx saGonesaHuit.

9.4 Bcex UCMbITYyeMbIX, BKITFOYEHHBIX B UCCNeA0BaHNE, UHCTPYKTMPYIOT O PEXUME NMPpUMEHEHUS usyyae-
MOro npenapara, BOSMOXHbIX CYGbeKTUBHbIX OLLYLLEHUAX, HE0BX0AUMOCT M NPU NOSIBIIEHUU NOBOYHBIX peak-
LuiA HeMeaneHHoro obpalleHus K MeamLMHCKOMyY NepcoHany.

9.5 McnbiTaHusa NpoBOASAT Ha paHAOMU3UPOBaHHBIX MO Moy, BO3pacTy, 06pasy XU3HW 1 NpUBbLIYKaM, a
Takke cTeneHn husnM4ecKoin Harpysku rpynnax 3gopoBbiX 406pOBONbLER.

9.6 YncneHHOCTb OMBITHOM U KOHTPOMBHOM rPYNM UCTBITYEMbIX 3aBUCUT OT Lienei UCnbITaHuS.

9.7 MNpoJonmknTensHOCTL UCCneaoBaHUs onpedenseTca uensavu, 3agavyaMmyd UCNbITaHWA, a Takke
HasHa4YeHneM 1 pexxMMomM npumeHeHus cpeacTaa. MNpu nccnegoBaHUAX ANUTENLHOCTLIO Bonee ogHOro AHs
yCTaHaBNMBAKT NEPUOANYHOCTb, YacToTy N 06bem o6crnegoBaHns UCNbITYEMBIX.

9.8 KoXHble aHTUCENTUKM NCCeadyroT B peXxume NpUMeHeHNst: npu HaHeceHun cpeactsa ot 200 10 pass
CYTKW B TeYeHne 2—4 Heenb.

9.9 UccnepoeaHue 6€30MacHOCTU M NEPEHOCUMOCTU NHCEKTOaKapULMAHBIX, akapULMAHLIX M penenneH-
THBIX CPeACTB, UCMOMb3YeMbIX OIS HaHECEHUSA Ha KOXY Unu oaexay, NPOoBOAST cornacHo paspaboTaHHOK
WNHCTPYKLUN B MaKCUManbHO BOSMOXHbIX A03aX.

9.10 CpoKM UCNbITaHWA NeAUKYULUAHBIX CPEACTB (B T. Y. UMNPErHMpoBaHHOro 6enbst) onpeaensioTcs
YCNOBUAMMW NX MPaKTUYECKOro NCMOoMb30BaHUS.

9.11 UcnbiTaHna o6e3sapakeHHON MUTbeBOW BoAbI M BOAbI NfaBaTenbHbIX 6acceinHOB B pexxume npuve-
HEeHWs MPOBOAAT B COOTBETCTBUMU C pyKOBOACTBOM [6], nyHKTLI 8.5.4, 8.6.3.

9.12 Mo xoay NcnbiTaHU NPOBOAAT aHKETHBIN ONPOC UCNBITYEMBbIX A4S y4eTa CyObeKTUBHBIX OLLYLLIEHWUIA
1 BO3MOXHbIX anob. K nposeaeHnio ncnbITaHuin, cBA3aHHbIX C U3y4EHUEM COCTOSIHUS KOXKHBIX MOKPOBOB, NPU-
BnekaeTcs AepmMaTonor, BAPYrMxX Crydasx npu Heo6xoanuMocT — Bpayun COOTBETCTBYIOLLMX CNeLnarnibHOCTei.

7



rOoCT P 57473—2017

9.13 Mpwu oueHKe NEPEHOCUMOCTIN U 6e30MacHOCTU CpeacTBa PerynspHoO N3MepstoT YacToTy cepaeYHbIX
cokpaleHuin (MCC), yacToTy apixaHus (YA) 1 yposeHb apTepnansHoro gasneHus (Afl). Takke NpoBodsaT aHa-
nn3 Mopdonornyeckoro coctasa nepudeprnieckoi KpoBu, BUOXMMUYECKNIA aHanmna KposK, obLwniA KNuHUYec-
K1IA aHanmM3 MoYu.

9.14 Mpwn BbIGOPE KNNHUYECKUX N NabopaTopHbIX MOKa3aTenen 4ns oLeHK pe3yrbTaToB UcCneoBaHus
Heo6XxoAMMO YYUTbIBaTh pasnuyHble cnocobbl MpUMeHeHUs npenapaTos, NyTU WX MOCTYMNNeHWs, NaToreHeTu-
YecKy'o HarnpaBeHHOCTb AeACTBUS Ha OpraHn3M YeroBeka.

9.15 MpnUcnbITaHNAX CPEACTB, UCTIONb3YEMbIX 418 HAHeCEHUS Ha KOXY UNnu ogexay, ocoboe BHUMaHWe
YAENAT COCTOSIHMNIO KOXKHBIX NMOKPOBOB A5 OLLEHKN MECTHO-pa3apaKatoLuX 1 CEHCUBUNUINPYIOLLMX CBOMCTB.
Mpn HeobXoAMMOCTM NPOBOAAT HA UCMBLITYEMbIX «NPOBOKALNOHHBIE» NPOBbI ANs BbISIBNEHUS BO3MOXHbIX
annepreHHbIX CBONCTB.

9.16 MonoXnTenbHbIM pe3ynbTaToM UCTbITaHUA Be30NacHOCTU U MepPeHOCUMOCTH Moboro aAesnHepek-
LIMOHHOTO CPeACTBa CHUMTAETCA OTCYTCTBUE HexenaTenbHbIX SIBMIEHUA Y UCNBITYEeMbIX B TEYEHWE BCEro cpoka
nccneaoBaHMsa 1 nocne ero okoH4aHus. Jlonyckaetces konebaHne KNMHUYeCcKMX 1 nabopaTopHbIX NokasaTenei
B rpaHuuax onusnonornieckomn Hopmel.

9.17 Hanuune cy6beKkTUBHbIX 1 06 beKTUBHBIX peakL i Ha BO3AencTBIE CpeacTBa, U3MeHeHus B (huano-
NOTNYECKNX U BUOXUMUYECKUX NOKa3ATEAX Y OMbITHOW rPYMMbl MO CPaBHEHUIO C KOHTPONBHOW CNYXXUT OCHOBa-
HMeM ANs oTpuLAaTeNnbHOro 3aknoyeHns o 6e30nacHOCTM U NepeHoCUMOCTU cpeacTBa.

9.18 Mo pesynbTatamM NpPOBEAEHHLIX UCCNeaoBaHWUA paspabaTbiBaloT pekomMeHaauuu no Hanbonee
6e30MacHOMy UCMOMb30BaHMIO CpeacTBa, MepaM NpeJoCTOPOXKHOCTMU Npu paboTe ¢ HAM, KOTOPLIE BKAOYatoT B
TEKCT 3TUKETKM (TapHOR, BEITOBO) 1 UHCTPYKLIMIO MO €r0 MPUMEHEHMUIO.

10 MeguMuMHCKaa NOMOLLb UCTNbLITYEMbIM

10.1 Jo Havana ucnelTaHnin nccrefoBaTenb COBMECTHO C MEAULIMHCKUM NepcoHaroM AomkeH NpoBec-
TV NpeaBapuTenbHbIA OCMOTP: U3MEPUTL YacTOTY CepAeYHbIX COKpPaLLIEHUA U AblXaHuWsl, YPOBEHb apTepuarb-
HOTO [aBMneHusi, OLUEHUTb BHELHWA BUO WU COCTOSIHAE KOXHbLIX MOKPOBOB WCMLITYEMOro, a Takke npu
HeobXxoaMMOCTN MPOBECTU AONONHUTEeNbHbIe NabopaTopHble ccneaoBaHUs.

10.2 Bo BpeMs ncnbiTaHWin nccnegosaTtesib (COBMECTHO C MeNLMHCKAM NepcoHarnom) TaTenbHo cne-
OWUT 32 COCTOSIHUEM 340POBbSA UCNbITYeMBIX. Mpu passUTUU NPU3HAKOB YXYALWEHUS CAMOYYBCTBUS, NOSIBIIEHUN
Xanob ncnbITyemoro BbIBOAST U3 UCCIIEA0BaHUS.

10.3 B xoae vccneaosaHus U nocne ero OKOHYaHUs opraHusauns, NposoaaLwas ucnoitaHus, obecneyu-
BaeT UCMbITYeMOMY HEOOXOAMMYH0 MEAULMHCKYIO NOMOLLL NPK No6bIX BEIABNEHHBIX HEraTUBHBIX COCTOSIHURAX,
BKItOYana n3aMeHeHns nabopaTopHbIX NokasaTenei.

10.4 WccnegoBsaTtenb W/nnv opraHusaums 0b6s3aHbl coobWmUTb UCNBITYEMOMY O HeOBX0aMMOCTU Neye-
HWA 3a60neBaHNiA, BbIIBNEHHBIX B Xoe UCMbITaHUA.

10.5 Bcny4ae pelueHUs UCNbITYeMOoro OCPOYHO NpeKpaTUTb y4acTue B UccrieJoBaHUM uccriegoBaTens
OOIMKEH NONbITaTbCA YCTAaHOBUTL MPUYMHY OTKa3a, NPy 3TOM Y4MThIBas, YTO UCTIBITYEMbIA He 06513aH coobwaTb
06 aTom.

11 MOHUTOPMHI N HeE3aBUCHMasA OLIEHKa COOTBETCTBUS (ayamT)

11.1 MoHUTOPWHI NpoBOAAT Ansa obecneyeHns npas, 6€30NacHOCTU 1 OXpaHbl 300POBbS UCNBLITYEMBIX;
noATBePXKASHUS TOYHOCTU U NOMHOTEI MOMYYEHHBIX AaHHBIX; NOATBEPXAEHUS COOTBETCTBUSI NPOBOANMOTO
ncecnefoBaHns HacToALLEeMY CTaHAapTY, AeNCTBYIOLWMM HOPpMaTUBHBLIM TpeboBaHWAM 1 yTBEPXKAEHHOMY Npo-
TOKONY UccrnegoBaHns.

11.2 Jlnuuo, ocywecTehsAolee MOHUTOPUHT (HabnogaTenb), UMeeT COOTBETCTBYIOLLYHO MOATOTOBKY,
obnagaeT 3HaHWUAMU, HEOBXOAUMBIMU AN BLINOMHEHNS CBOMX (DYHKLMIA. Heo6x0aMMO AOKYMEHTanbHoe noa-
TBepXAEeHNe KBannduKkauum Habnogarens.

11.3 HabntopgaTtenb gomxeH 6biTb XOPOLLO 3HAKOM CO CBOWCTBAMM UCCNEeAyeMOoro cpeacTea, NpoToKo-
nom uccregosaHus, opMOoN MMCbMEHHOro Cornacus 1 npegoctaBnseMblMn UCMLITYEMOMY MaTepuanamu,
HacToSLMM CTaHAapTOM U AeNCTBYOLMMA HOPMaTUBHBIMW TPeboBaHMAMM.

11.4 O0bemM M 0coBeHHOCTN MOHUTOPUHIa 3aBUCAT OT Lenei, 3agadv, MeTofdoB, CMOXHOCTU U BUAa
ncecnefoBaHus, KonnYecTBa UCTbITYEMbIX U XapakTepa u3MepsieMblX nokasaTenen.

11.5 HabntoaaTenb KOHTPONUPYET COOTBETCTRYIOLLYIO KBanudukaLuio, onbIT UCCriegoBaTens 1 nepco-
Hana, y4acTBYIOLLEro B UCTLITAHUAX, Hanu4Me yCrnoBui ANsi NpoBeAeH s CCrneaoBaHus, B TOM YMCTe noMelle-
HWiA, nabopaTopun 1 o6opyaoBaHus.
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11.6 Habniopatens cobniogaeT ycTaHOBINEHHbIE NPoLieypbl, ykasbiBaeT UccnegosaTento Ha Hapyule-
HUA NPOTOKOMA, CTaHAaPTHLIX NPoLeAyp, HacTosILWEero cTaHaapTa, AeUCTBYIOLMX HOPMATUBHBIX TpeBGoBaHuUN,
a Takke obecneunsaeT NPUHATUE HageXaluMx Mep BO U3bexaHue NoBTOPeHUst 0OBHapY>KeHHbIX HapyLUEHUNA.

11.7 HesaBncumasn oueHka COOTBETCTBUS (ayAWUT) — caMocTosATenbHasa npoueaypa, He CBA3aHHasA ¢
MOHWUTOPUHIOM N KOHTPONEM KadecTBa. Ee 3agaya — npoBegeHMe 3aka3uymMKoM BCECTOPOHHEN NPOBEPKN COOT-
BETCTBWA UCCNefoBaHUA HacTosLLeMy CcTaHaapTy, AEUCTBYOLLEMY 3aKoHoAaTeNbCTBY, CTaHAApPTHBEIM Npoue-
Aypam 1 MPOTOKOoNYy UccnegoBaHuns.

11.8 AyanT npoBoasiT No BeIbOpy 3aKkasuuka He3aBMCMMBIE NMPOBepsolne, He 3auHTepecoBaHHbIe B
pesynbTartax uccregosaHus, 0bnagaroLl e cooTBETCTBYOLEN NOArOTOBKON, KBanudukaumnen n onbITom ans
nposedeHusi oLeHkU. VX ksanndukaumsa AomkHa 6biTb AOKYMEHTanbHO NoATBepxXaeHa.

11.9 TnaH npoBeAeHNs MOHUTOPUHIa U NpoLieaypa oueHkn — B cooTseTcTBUM € 11.3—11.6.

11.10 Pe3ynbTaTbl MOHUTOPUHTA N HE3ABUCUMOW OLLEHKM COOTBETCTBUSI OChOPMIISIOT OTYETOM C yKasa-
HUeM faTbl, Ha3BaHUA UccneaoBaTenbCKoro LeHTpa, dhamunuin HabnogaTens, ncenegoBaTensi Unn apyroro
nuua, ydacTByoLero B rneperosopax/nepenuncke, ¢ KpaTkMM onMcaHueM o00beKTOB NPOBEPKU, MOSTyYEeHHbIX
pesynbTaToB, BbIsIBNIEHHBIX HE4OCTATKOB U HapyLUEHWIA, C BbIBOAAMW, NPEANPUHATEIMA AW NAaHUPyeMbIMU
mMepamm N/nnm pekoMmeHaaUUAMN Mo YCTpaHEHUIO HapyLUEHWIA.

12 OTyeT 06 UCNbITAHNU

12.1 OtyeT o pesynbTaTax MCCNEAOBaHWA COCTaBMISIET PYKOBOAWUTENb MNpOrpammbl UCCEAOBaHWN
(oTBETCTBEHHbIN MccregoBaTenb).

12.2 OkoH4yaTenbHbIA 0TYET 06 nccnegoBaHUM Ae3nHGEKUMOHHOTO CpeaCcTBa AOIMKEH BKOYATb:

1) ocHoBaHusA ANs NpoBeaeHUs UCCnefoBaHWi;

2) faTy Hayana v 3aBeplueHus nccnegoBaHui;

) Lenb, 3aga4v 1 BUA UccrneaoBaHus;

) KpUTEPUM BKITKOYEHWUS U UCKITHOYEHUS UCTIBITYEMBIX;

) XapakTepucTnKy 0TOBpaHHONM rpynnbl UCNbITYEMBbIX;

) CXeMmy nNpoBeAeHUs UCTIbITaHWIA;
7) onucaHue KpuTepues oLeHKU 3D EKTUBHOCTI, NEPEHOCUMOCTU, 6e3onacHOCTU M MeTOA0B CTaTUCTU-
yeckol 06paboTKN pe3ynbTaToB.

12.3 OTueT domnkeH codepxaTb pasfen, NOCBALEHHbIN 0BCYXAEHUIO NOMyYeHHbIX Pe3ynbTaToB, U
3akaH4MBaTbCA BbIBOAAMU C peKOMEHAALMAMU O LieNnecoobpasHOCTU NPUMEHEHUS U perucTpaumnn aesuHgpek-
LWUOHHOTO cpeacTaa.

12.4 UccneposaTenb ykasbiBaeT Bce hakTopbl, OKasbliBaoLme BUsiHAE Ha NPOBeaAeHNe nccnegoBaHus
nunu ysenuumsatoLLme puck Ana UCNbITYeMblX, BCe HeXenaTenbHble ABNeHUs.

12.5 CepbesHoe HexenaTenbHoe ABNeHWe NoapobHO ONUCHIBAETCA B OTYETE, FAe UCNBITYEMbIE UAEHTH-
d1umpyoTca No MHANBMAYanbHLIM KogaMm, a He No AaHHbLIM, NO3BONAIOLLMM YCTaHOBUTL €70 MMUYHOCTb.

12.6 KoTtyeTy npunaraeTtca AoKyMeHTaLuA No yueTy u pacxoqy uccnegyemoro cpeactea. Otyet nognu-
CbIBaeTCA pykoBoAUTENEM opraHu3aLum, CkpennaeTcsl NeYaTbio U HanpaBnseTCs 3aKas4vunKy.

3
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Mpunoxenne A
(pexomeHayemoe)

AOroBoOP Ob YYACTUU B UCTILITAHUAX AESUH®EKUMOHHOIO CPEACTBA

r. Mockea « » 20 r.

MccnepoBatenbCkuid LEHTP OopraHM3auum, UMeHyeMblli B ganbHenwem MccnepoBartens, B nuue aupekropa
, [OENCTBYIOLWLEr0 Ha OCHOBaHMM YcTaBa, C OAHON CTOPOHbI, W
, UMeHyembIl B gansHenwem Uenobitye-

(damunus, uma, 0TUECTBO, roA pOXKAEHUS U afpec)
MbIW, C APYIOM CTOPOHbI, 3aKITIOUUIIN HACTOSILLMIA [OTOBOP O HKECNeayoWeMm:

1 MpeameT goroBopa

[MpoBeaeHne ncnbiTaHMM cpeacTea:

(HaumeHoBaHue cpeacTea)
Cpok npoBeaeHns NCMbITAHUS: C no 20
MeneiTaHnsa npoBoasTes B nopsigke, onpeaensiemom Mcecnegosatenem.
PesynbTartbl, MONy4YeHHbIE B XOA4E MCNbITAHMA Ae3nHEKLUMOHHOIO CpeacTBa, npuHaanexar Mceneposartenio un
MOryT ObITb B AanbHeNLWEM MCNONb30BaHbI NMI0ObLIM BO3MOXHbIM CNocoboMm.

2 O6sa3aHHOCTM M NpaBa CTOPOH

MccnepgoBaTtenb 06A3aH:

2.1 O3HaKOMUTL VICNbITYEMOro C CyLHOCTBIO NPOBOANMBIX MCNBbITAHWUN 4€3UHMDEKLUNMOHHOIO CPeaCcTBan OTBETUTL HA
BCE BO3HUKLUME BOMPOCHI.

2.2 O6Gecne4unTtb HabnogeHne 3a COCTOAHUEM 300POBbS McnbITyeMoro Bpavom B nepuog nogroToBku n chaktuyec-
KOro NpoBeAeHVsI UCTbITaHUs, a Takke B TeveHune 30 (TpuauaTtin) kanengaapHbIX AHeN Nocne NpoBeAeHNA UCMNbITaHUS, KOTO-
pbil 00si3aH oOKasaTb NEpBYID MeAWUMHCKYI0 nomowb nubo pgaTe pekomeHgauum no obpaleHnio K WHBIM
BpavaM-creumanucram.

2.3 VccnepoBaternb MOXeT KOMNEHCMpoBaTth Nno TpeboBaHnio UcnbiTyemMoro AOKYMeHTansHO NoATBEPXAEHHbIE
pacxofibl, BO3HUKLLME B pe3yrnbTaTe NPOBEAEHUS UCTIbITAHNSA B CBA3MW CNPUHUHEHNEM BPeAa XXM3HW Unu 330poBbio MenbiTy-
€MOro npuv HanNuuum 3akrniueHUs BPa4a 0 BO3HUKHOBEHUMN NPUHUHHO-CNEACTBEHHON CBA3W MeXAy NPOBOAUMbBIM UCTbITa-
HUEM U BO3HUKLLUMMMK MOCINEACTBUAMU, NOBMEKWMUMU HAHECEHME BPEAa XW3HU UMK 300pPOBbI0 McnbiTyeMoro, a Takke
Ha3HaY4YeHUM NeYEHNs!, COOTBETCTBYIOWENO pacxoaam, B cymme He 6onee ( )pybnen P®. Pacxoabl, yobiTku,
KOMMEHcaLMu1 U Np., NpelyCMOTpeHHble 3akOHOM B Bonbluem pasmepe, KoMneHeupyeT 3aka3vnk NPoBeAEHUs NCTbITaHWs
(HaumeHoBaHwue, daktuueckuin n opungnyecknin agpec, MHH) Ha ocHoBanum [oroeopa Ne ot 20 r,
3aknoyeHHoro ¢ MiccnepoBarteneM. YKa3aHHble B HACTOSILLEM NYHKTE pacxogbl, yObITKW, KOMNeHcauum U np. He Bbinnavmea-
I0Tc McnbiTyemMoMy B crniydae HapyweHust UM OfIHOTO M3 YCnoBumn Hactoswero [oroBopa, nMpunoXeHum K Hemy,
pekomeHgauum Bpava n Miccnepoeatens.

McnbiTyembinn 06s13aH:

2.4 CTporo BbINOMHATL YCNOBUS NPOBEAEHNSI UCTbITAHWUSA, OTOBOPEHHbIE [I0roBOpomMm, a Takke pekomeHaaumm Bpaya
n Uccneposarensi.

2.5 Moanucanue HacToswero [loroBopa u Popmbl MHPOPMUPOBAHHOIO COrNacus ABMNsieTCs cornacmem Mcnoitye-
MO0 Ha yYacTue B UCCINE[0BaHMNSIX HAa YCMOBUSIX, YKa3aHHbIX B «Hdopmaunmn Ansa UCNbITyeMoroy», a Takke Cornacuem ¢
HacTynneHnem kakux-nmbo, B TOM uncne HebnaronpusitHbIX, NnocneAcTBui. Puckn HacTynneHus HebnaronpusTHbIX
nocneacTBui VcnbiTyembli HECET CaAMOCTOSATENBHO U He Bripaee TpebosaTte 06 Mccneposartens kaknx-nnbo komneHca-
UM, pacxoaoB, YObITKOB U Np., CBA3aHHbIX C NPOBEAESHUEM UCTBITAHUIA U NOCNEACTBUSAMI, BO3HUKLLMMUW NOCINE ero npoee-
AeHus.

2.6 B pgeHb noanucaHus HacTosAwero [loroeopa 3anonHuTe aHkeTy Miccnegosarerns NONHO U 4OCTOBEPHO.

McnbiTyeMbii nMeeT nNpaso:

2.7 Ha o3HakoMrieHue ¢ pe3ynbTatamu UCCNe0BaHUM COCTOSHUA ero 30poBbsl 10 Havana, BO Bpemsl U nocne
3aBepLIeHUS UCTIbITAHUS.

2.8 Ha otka3s oT yuactus B uccnegoBaHum B noboe Bpems.

10
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3 MarepunanbHasa KOMNeHcauus

3.1 B teuenwue 10 (gecatun) pabounx gHen ¢ AaTbl OKOHYAHWUS UCNLITAHUS NYTEM NEPEUNCIIEHNS AEHEXHBIX CPEACTE
Ha c4eT McnbiTyemMoro BbiNAa4YMBAaeTCA MaTepuanbHasi KoMneHcauust B OOWen cymme
( ) pybnen. MatepranbHasa komneHcauus BKItoYaeT B ce651 Bce pUCKM M KOMNEHCALIMK, CBSI3aHHbIE C NPpoBe-
AeHWeM UCNbITaHUS U ero NOCNEACTBUAMM, pacxoabl IcnbiTyemMoro Ha CTpaxoBaHWUe XWU3HU U 340POBLS, a TAKKe UHbIE pac-
XOAbl, CBSI3aHHbIE C UCNONHEHNeM HacTosiwero florosopa.

3.2 Uccneposartens yaepxuBaeT na matepuansHom komneHcauum Ucnbityemoro cymmy Hanora Ha goxogpl puau-
yeckux nuu, (HA®I) B pasmepe n B nopsigke, npeaycMmotpeHHbimu HK PO, u nepeuncrisieT cyMmmy Hanora B COOTBETCTBYIO-
wuii 6rogxeT. MiccnepgoBartent Takke BbIYMCISIET U YNNaumBaeT UHble NPEAYCMOTPEHHbIE 3akoHo4aTeNsCTBOM PO Hanorm
n cBopel, CBA3aHHbIE C BbiNNaTol McnbiTyeMoMy maTepranbHON KOMNEHCaUWK.

3.3 B cny4yae gocpoyHoOro okoH4aHusa UCNbITaHWs No uHMunaTtuee Miccneposartersi MaTepuarbHasi KOMNeHcauns
WcnelTyeMomy BbiNnavnBaeTcsi B MONTHOM pa3Mepe, 3a UCKIIoHEHUeM cryyaes HapyweHusi icnbiTyeMblM yCnoBUIM HACTOS-
Lero 4orosopa, NpunoXeHuii K Hemy, pekoMmeHgauui spava-gepmartornora u Uccnegosartens.

3.4 B cnydae poCcpoYHOro OKOH4YaHWUs UCMbITAHWSA B CBA3K C NornyyeHnem UcnbiryemeiM 3aknioveHns Bpada-gepma-
Tonora o HaHeceHuw ylepba 300poBbI0 VicnbITyeMOro B Xo4e ucnbiTaHusa MmaTepuanbHan komneHcauus Mcneityemomy
BbIMNa4nBaeTcs B NONIHOM pasmMepe.

3.5 B cny4vae npepbiBaHUst UCMbITAHUS MO MHULMaTUBE cnbiTyeMoro matepuanbHas KOMNeHcaums emMy He Bbinna-
ynBaeTcs.

4 PacTtopxeHue gorosopa

4.1 [oroBop moxeT ObITb pacToprHyT Miccnepgoearenem B 04HOCTOPOHHEM NOPSAKE B CnyYae HeBbinonHeHusi Ucnbi-
TyeMbIM YCIIOBUI MPOBEAEHNS UCMbITAHWUN.

4.2 [oroBop mMoxeT BblTb pacToOprHyT MIcnbITyeMbIM B OAHOCTOPOHHEM MOPSAKE B Cry4ae yXyaWweHNA COCTOAHUS
CcamMO4YyBCTBUS HA OCHOBaHMM 3aKITIOYEHUSA Bpaya, OCyWeCcTBNSAI0Wero HabnogeHue cocToaHus 3opoBes icneityemoro, a
Tarke 6e3 06bACHEHNA NPUUYNHBI.

[oroBop cocTaBreH B ABYX 3K3EMNISpax, KaxAbli N3 KOTOPbLIX UMEeT 0ANHaKOBYIO I0PUANYECKYIO CUITY.

5 PeKBM3MTLI M NOANWUCU CTOPOH:

WcnbiTyembin: WccneposaTtens:

dUNO, para poxgeHus HavmeHoBaHue, dakTnyeckun u lpuanyeckumn agpec,
MacnopT cepusi HOMeEp WHH

BblgaH

3aperucTpmposaH NvpexTop opraHuaumm

baHkoBckne pekBn3nTbI

1"
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MpunoxeHne b
(pekomeHayemoe)

®OPMA UH®OPMUPOBAHHOIO COIrMMACHus
no Teme NccnenoBaHuUA:

A, (PN O ucnbiTyemoro) nony4nn BCo MHpOpMaLmio o npeacTosAwem ucene-
JoBaHuun. A Takke Nony4unn yaoBneTBOPUTENbHbIE OTBETHI HA BCe BONPOCkl. MHe BbiAaH 3k3emMnnsip uHdopmMaumm ans
UCMbITYEMOro C UHPOPMMPOBAHHBIM COrnacuem Ha nncTax, YTo U NoaTBepXaato CBOel Noanmchio.

Moannck ncneITyemoro Harta: « » 201 _r.
(onekyHa unu LpPUANYECKN YNorIHOMOYEHHOIO NnLa)

A, (®NO uccneposaTenst) NnoaTBEPXKAAD, YTO MOMYYEHHbIE UCMBITYEMbIM NMUCEMEHHbIE
marepuarnbsl COOTBETCTBYIOT NPedoCTaBeHHbIM 3aKa34yMKoOM NCCea0BaHUsI.
(nognuce nccnegoeatenst Nnbo Apyroro nvua, 3akmoyarowero

€ UCMbITYEMbIM JOrOBOP 06 y4acTuu B UCTbITaHWK)
« » 201_r. (para)

A, (ncnbiTyemblii), fato 406pOBONbHOE CornacKe y4acTBOBaTh B JaHHOM UCCINeA0BaHUM.
«__» 201__ r.(paTta)
(nognuck UCNbITYeMOoro, poACTBEHHWKA, ONEeKyHa NI I0puaNYeCcKy yNoNMHOMOYEHHOO Nnua).

MoAMMCb MCMNBITYEMOTO {€r0 3aKOHHOTO NPeACTABUTENS ) NTOATBEPXKAAl0.

(PO uccneposatens)
(noagnuce uccriepoBaTensi) «_ » 201__ r.(pata)
{(nmbo gpyroro nuua, 3akmoYaoLLETO C UCMBITYEMbIM AOrOBOpP 06 y4acTun B UCCNegOBaHmMM).

12
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MpwunoxeHne B
(pexomeHpgyemoe)

NPOTOKON NCCNEAOBAHUA OE3UH®EKLUMOHHOIO CPEACTBA U NMOMPABKHU K MPOTOKOJTY

O6was nHdopmaumsa. HaumeHoBaHue NpoTokona, aeHTUUKALNOHHBIN HOMep U AaTa. HaumeHoBaHue/vms
agpec 3akas4umka. VimeHa v oMKHOCTU MWL, YNONHOMOYEHHbIX OT UMEHW 3aka3suqyka NoANMCbIBaTb NPOTOKOM M NONPaBKu K
HeMmy. ViMeHa n JOMmKHOCTU nccregoBaTeneli, 0TBeYaloLLMX 3a NpoBeaeHMe UCNbITaHWIA, a Takke agpeca u HoMmepa Tene-
(hOHOB MCCrefoBaTenbCKUX LEeHTPOB. HaumeHoBaHusi u agpeca nabopaTopuit 1 Apyrux cryx6 u/wnv opraHvmsauwn,
BOBJIEYEHHbIX B UCCIeJ0BaHueE.

ObocHoBaHWe uccnegoBaHusA. HavMeHoBaHve n onucaHve mccnegyemblX NpoaykToB. CBOAHOE W3NOXEHne
NOTEHLUManbHO UMEIOLLMX 3HAYMMOCTb PE3yNbTaToB IKCNEPMMEHTAaMNbHbIX M MPaKTUYECKMX UCCIIeA0BaHUI, a Takke 3HauW-
MbIX A4Ms1 4aHHOTO UCMbITaHws, KpaTkoe onncaHne N3BeCTHbIX M NOTeHLManbHbIX PUCKOB M NoIb3bl 4N CyGbeKToB nccneo-
BaHWs, eCnu TakoBble uMetoTes. Onncanne n o6ocHoBaHue cnocoba Ncnonb3oBaHus, AO3UPOBKYU, PEXUMa AO3NPOBaAHNSA 1
ANUTENBHOCTW NPUMeHeHUs1. YKasaHue, YTo uccnegoBaHue bygeT npoBoAnTLCS B COOTBETCTBUM C MNpoTokonom, GCP n
HopMaTuBHbeIMU TpeboBaHusamu. Onucanue wccnegyemon nonynsauun. CcCbiNKM Ha NUTepaTypHble WCTOYHUKW U
CyLeCTBEHHbIE laHHble, NpeacTaBnsowmne 060CHOBaHWe AAHHOTO UCCegoBaHus.

Llenw n3apaum nccnepnosanus. Mopagok uccnenoBaHma. YkasaHme OCHOBHbIX M AONONHUTENBHBIX NApamMeTpoB,
OLEHMBaeMbIX B X0o4e uccregosanns. Onucadve Tmna npoBoauMoro nccnegoBaHus (4BonHoe cnenoe, nnaueb6o-koHTpo-
nvpyemoe, napannenbHoe) u rpacdudeckas cxema UCCneaoBaHus, ero npoueayp v atanoB. Mepbl, HanpaBneHHble Ha
MWHUMW3aLMIO/MCKIIOHEeHVEe CyGbEKTUBHOCTH, B TOM YMCE: paHAOMU3auus; cnenomn meToa/mackuposka u ap. icnoneaye-
Mble JO3MPOBKM U CXEMbI MPUMEHEHUS UCCNeayeMbIX CPeAcTB, UX HopMbl, YNakoBKa U Mapkupoeka. MNpoaonxmTenbHOCTb
yyacTusi cybbeKkToB B MCCNeA0BaHUM, NOCNeA0BaTENbHOCTL U NPOAOMKUTENBHOCTL BCEX NEPUOAOB UCCNEA0BAHNSA, BKITIO-
Yas nocnegylowee HabnogeHne, ecny TakoBoe NpeaycMoTpeHo. OnucaHne Npaenn 0CTaHOBKU UMW KPUTEPUEB UCKITIOYE-
HUA ANs OTAenbHbIX CYOBEKTOB, YacTel uccnegoBaHa unu uccnegoBanna B uenom. Mpoueaypbl ydeta uccnegyembix
NpoayKTOB, BKIOYas, Npy Hanu4uum, nnaue6o v npenapatbl cpaBHeHWs. XpaHeHne naeHTUKaLMOHHbIX KOAOB Y NpoLeay-
pbl UX packpbiTus. [NepedeHs gaHHbIX, perncTpupyemeix HenocpeacteeHHo B MIPK (1. e. 6e3 npeasapuTensHoli 3anucu B
NMUCbMEHHOM UITN SNEKTPOHHOM BUZE) M pacCMaTPMBAEMbIX B KAYECTBE NEPBUYHbBIX AHHBIX.

OT60p M ncknoYeHmne cydbbekToB. Kputepun BkoveHus cybbekToB. Kputepum HeBknioveHns cybbekToe. Kpute-
PVIN UCKIIOYEeHWS CyOBEKTOB (T. €. OCHOBaHUsI AMNs NPeKpaLLeHusi IPUMEHEHWSA nccrneayemoro NpoaykTa), a Takke npoueay-
pbl, OMpedensiowme:; a) Korga v kak CyGbekTbl UCKIoYaTb U3 UccrieoBaHust; 0) kKakue JaHHble U B Kakne CPOKN JOMKHbI
6bITb COBPaHbI NO UCKIIOYEHHBIM NaLMEHTaM; B) 3aMeHeHbl N 1 KakuM 06pa3oM BeiObIBLLIME CYObeKThI; ) nocneayowee
HabnogeHne 3a cy6bekTamu, NCKMIOYEHHBIMU M3 UCCIeg0BaHUs.

OueHka acdbdhekTMBHOCTH. [lepeyueHb napameTpoB 3pheKTUBHOCTU. MeToabl U CPOKU OLIEHKU, permcTpauum 1 aHa-
nw3a napameTpos addekTneHoCcTN. MeToabl KOHTpONs cobnioaeHns npoueayp UCMbITYEMbIMU.

OueHka 6e3onacHocTu. [epeyeHb napameTpoB 6e3onacHocT. MeTogbl M CPOKM OLEHKW, permcTpauun 1 aHanusa
napameTpoB 6e3onacHocTn. TpeGoBaHWA KoTHETaM, NPoLeaypbl NO PperncTpaLum U COOBLLEHNAM O HEXenaTenbHbIX ABMNe-
HVAX 1 3a6oneBaHnsax. MeToa 1 NPogoMKUTENBHOCTE HABMIOASHUS 38 UCTBITYEMbIMY MOCTE BOSHUKHOBEHUS HEXEnaTerlb-
HbIX ABMEHUN.

Cratnctmka. OnucaHme ncnonb3yemblX CTaTUCTUYECKNX METOA0B. [naHmpyeMoe Yncno cyGbekToB. Mpu MHOro-
LeHTPOBbIX UCCIeQ0BaHNSX — KONMYECTBO MCMbITYEMbIX B KaXA0M LeHTpe. O60ocHOBaHKe pa3mepa Bblbopku. Kputepun
npekpawieHuns nccnegosanusi. Mpoueaypel ydeta OTCYTCTBYIOLLMX, HE NOANEXAWMUX aHanM3y 1 COMHUTENbHLIX AaHHbIX.
Mpoueanypbl coobLueHusi 0 NOBbIX OTKIIOHEHWSIX OT NEPBOHAYANbHOIO CTAaTUCTUYECKOTO NaHa (BCe OTKIIOHEHNS 4OIKHbI
6bITb ONMcaHbl 1 060cHOBaHbI B NpoTOKone u/mnu hmHansHom ot4eTe 06 nccrnegosanum). Ot6op cybLEKTOB Ans aHanmaa
(ranpumep, BCe paHAOMU3MPOBaHHbIe CyObeKThl, BCe MONy4MBLLUME XOTA Obl 04HY 403y CPEACTBA, BCe COOTBETCTBYOWLME
KpuTepusam otbopa cybbekTbl, AaHHbIe KOTOPbIX NPUIOAHb! 4151 OUEHKK).

Mpamon gocTyn K NnepBUYHbLIM JaHHbIM/AOKYMEeHTauunm.

KoHTponb kayecTBa n o6ecneyeHne KayecTBa.

JTHkKa (onncaHue aTMYECKNX acrnekToB UCCIEA0BaHNS).

Pa6oTa c AgaHHbLIMM U BeeHne 3anvucen.

®urHaHcupoBaHMe 1 cTpaxoBaHMe (ECNU He ONUCaHbl B OTAENBLHOM J4OTOBOpE).

Ny6nukaumm (MoNMTMKa B OTHOLLEHWM MyOrMKaLmiA, eCNY HE ONMCaHa B OTAEMNBHOM OrOBOPE).

MpunoxeHus.
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01-12/75—97

BbuGnuorpadusn

06 ocHoBax oxpaHbl 330poBbs rpaxaaH B Pocceuiickon Pegepaunn
O caHuTapHO-3NUAEMUONOrMYECKOM Bnaronony4mm HaceneHusl

O dheaepanbHOM opraHe UCNONHUTENbHON BNAcTH, yNONMHOMOYEHHOM OCYLWECTBNATD
rocyfapcTBEHHYO perncTpaumio ToBapoe, U NPUM3HaHWUKM YTPaTUBLLUMMU CUMY HEKOTO-
pbix akToB MpaeuTtenscTBa Poccuiickolr ®eaepaunm no BONpocam rocygapcTBEHHON
percTpaumm oTaenbHbIX BUAOB NPOAYKUMK

06 yteepxaeHwm NonoxeHus 0 MocygapcTBEHHON CaHUTaPHO-3NMAEMUONOTMYECKON
cnyxbe Poccuiickon ®epepauum v MNonoxeHus o rocyaapCTBEHHOM CaHUTaPHO-3MK-
AEeMUONOrMYeckoM HOPMUPOBaHWU

06 opraHusaumm oTaeneHnn KIMHWYECKUX UCTbITAHWIA NeKapCTBEHHbIX NpenapaTos
Ha 340poBbIX 4o6poBonbLax

MeToabl nabopaTopHbIX MCCNEeAOBaHUN U UCTIbITAHWUIY Ae3MHMEKLMNOHHBLIX CPpeacTs
ONsi OLeHKU UX ahheKTMBHOCTU 1 6e30nacHoCTH

HopmaTtveHble nokasatenu GesonacHOCTU U 3PDEKTUBHOCTU AE3UHEKLUNOHHbLIX
cpeacTB, NoAnexalumMx KOHTPOIo NpW NpoBeaeHUK 06s3aTenbHON cepTuduKaummn
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YK 637.132.4:715.478:658.513:006.354 OKC 11.080

KnioueBble criosa: aesnHgpexTonorus, AesuHdekUMoHHan AeATeNbHOCTb, Ae3uH(EeKUMOHHbIE cpeacTBa, npa-
BUTa NPOBEAEHUA UCTILITaHMIA Ha Ao6pPOoBorbLax, 406POBOIbLbI, KOMMCCUS MO 3TUKe, obecneveHne KavecTsa

“ccnenosaHus, Npasa, 6e30MacHOCTbL UCTILITYeMBIX, 3G (eKTUBHOCTb, 6E30MacHOCTb, NePeHOCUMOCTb Ae31H-
heKLMOHHBIX cpeacTs
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