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PELLIEHUE COBETA EBPA3UNCKOIN SKOHOMUYECKO KOMHUCCUU
3 HOA6ps 2016 1. Ne 79
r. Acrana

006 yrBep:xknennu [IpaBui Haaekaned KINHAYECKON
NPaKTUKU EBpasuiicKOro 3K0HOMHUYECKOr0 COK03a

Bcemynuno 6 cuny 6 mas 2017 200a

W3MeHeHus 1 TOMOIHEHUS:
Pemenne Cosera EBpasuiickoil sxoHOMH4eckoi komuccuu ot 1 aBrycra 2025 r.
No 63 (odunmaneHbiii caiit EBpaswmiickoro skoHomuyeckoro corosza, 11.09.2025) —
BeTynui10 B cuiry 10 mapra 2026 r.

B cootBerctBuu co crarbeit 30 JloroBopa o EBpa3zniickoM 3KOHOMHUYECKOM COr03€ OT 29 Mas
2014 roga, crateeit 6 CornameHuss O €OWHBIX TMPUHIWANAX M TPaBWIAX OOpaIICHUS
JICKApCTBEHHBIX CPEJCTB B paMkax EBpa3uiiCKOro 3KOHOMHUYECKOTO coio3a OT 23 aexalps
2014 roga, myakrom 83 mpumnoxkenust Ne 1 k Pernmamenty pabotsl EBpazuiickoii 53KOHOMHYECKOM
KOMMCCHHM, YTBEpKIAeHHOMY PemenueM Bricuiero EBpa3zuiickOro 3KOHOMHUYECKOIO COBETAa OT
23 nexabpst 2014 r. Ne 98, u Pemennem Bwiciero EBpa3uiickoro S5KOHOMHYECKOTO COBETa OT
23 nexabps 2014 1. Ne 108 «O peanmuzauuu CornameHuss O €IMHBIX NPUHIMIIAX U IpaBHIIAX
oOpareHus1 JEKapCTBEHHBIX CPENICTB B pamKkax EBpasmiickoro skoHOMHYeCKoro coro3a» Coser
EBpa3suiickoit s3xoHoMu4eckoi komuccuu PEIIAJIL:

1. YTBepauTh npunaraemelie [IpaBuiia Hagexanien KIMHUYECKON pakTUku EBpazuiickoro
SKOHOMMYECKOT'O COI03a.

2. Hacrosimee Pemenue BcTymaeT B cuily mo ucredeHuu 10 KaneHAapHBIX JHEW C JaThl
BCTyIUIeHUss B cuiy IIporokona, moamucanHoro 2 aekabpst 2015 roma, o mnpHcoennHEHHH
PecniyOnuku Apmenuss k CoriameHui0 O €IMHBIX MNPUHIUNAX W MpaBuiIax oOpalleHus
JICKApCTBEHHBIX CPEJCTB B paMkax EBpa3uiiCKOro 3KOHOMHUYECKOTO cOio3a OT 23 aexalps
2014 roga, HO He paHee 4eM 1Mo ucTedeHWH 10 KajneHmapHBIX THEH C MaThl O(QHUIIMATBHOTO
oIy OJIMKOBaHUs HacTosero Pemenus.

Ynensl CoBeTa EBpa3uiickoii 3K0OHOMHYECKO KOMHCCUM:

Ot Pecny0stuku~ OT Pecny0siuku Ot Pecnyostuku Ot Kbipreizckoii Ot Poccuiickoii
ApMeHus Beaapych Kazaxcran Pecny0nuku Denepanun
B.I'aGpunensin B.MartomeBckuit A.Mamun O.I1ankpaToB HN.llysanos
YTBEPXJIEHbBI

Pemennem Cosera

EBpazuiickoii 5KOHOMHUYECKOW KOMUCCUH
oT 3 HOs16pst 2016 T. Ne 79

(B penakuun Pemenus Coeta
EBpasuiickoil 5KOHOMUYECKOH KOMUCCUU
ot 1 aBrycra 2025 1. Ne 63)

IMIPABUJIA
HajJIexaeil KIMHuYecKoil npakTuku EBpa3uniickoro 3k0HOMHYECKOro co3a

I. O01ue moJ10KeHus

Hacrosmue TlpaBuia mpenacTaBisitoT co0OM MEXKIyHApPOIHBIM STHYECKHMH W HAyYHBIN
CTaHAApT IUJIAHUPOBAHUA U IIPOBCACHUA HCCH@I[OBaHI/Iﬁ C Yy4YaCTHUCM UYCJIOBCKa B Ka4YCCTBC

STAJIOH Hngpopmayuonno-noucrosas cucmema "9TAJIOH"
Hayuonanenvuii yenmp npasosoii ungpopmayuu Pecnyonruxu benapyce



cyOBbeKTa UCCIIEIOBaHM, a TAaKkKe JOKYMEHTAJIbHOTO 0(OPMIICHHSI ¥ TPEJICTABICHUS PE3YIbTaTOB
TAKUX UCCIICTOBAHUM.

Cobnronenue nosiokeHuit HacTosmux [TpaBui ciry xuT a1 0011ecTBa rapaHTUER TOTO, UYTO
npaBa, 0€30MaCHOCTh U OJAromnoiIy4ne CyObEKTOB HCCIEIOBAHUS 3alUILEHBI, COTIACYIOTCS C
MPUHIIMIIAMH, 3QJI0’)KEHHBIMM XEJIbCUHCKON nAekiapanuei, npunasatoi Ha XVIII I'enepanbHOit
accambrnee BcemupHOW MeaUIIMHCKONW accoruarnmu B 1964 rony, u 4TO NaHHBIE MCCIEIOBAHUS
JIOCTOBEPHBI.

enbto Hacrosimux [lpaBun sBIsETCS yCTAHOBIEHHE E€AMHOIO TMOpPsAKA IPOBEICHUS
KIMHUYECKUX  MCCIEJOBaHUN  (UCHBITAaHUI)  JIEKAPCTBEHHBIX  CPEICTB, 4YTO  JOJIKHO
CIOCOOCTBOBATh 00ECTIEYCHUIO (PYHKIIMOHMPOBAHMS OOIIETO PhIHKA JIEKAPCTBEHHBIX CPEJICTB B
pamkax EBpasuiickoro s3KoHOMHUECKOTro coto3a (fnanee — Coro3), B3auMHOMY ITPU3HAHUIO TAHHBIX
UCCIICIOBAaHUI  YIOJIHOMOYEHHBIMU ~OpraHamu rocynapctB — wieHoB Coroza (nanee —
roCy/lapCcTBa-wieHbl), a TaKKe NPHU3HAHHUIO PE3yJNbTaTOB MCCIEJIOBAaHUM, IMPOBEIECHHBIX Ha
TaMOKeHHOH Teppuropun Coro3a 1 3a ee npeesiaMu.

Hywmepanus, ucnonb3zoBanHas B pasaene Il nactosmux [IpaBui, COOTBETCTBYET HyMEpaltH,
IIPUMEHSAEMON B MEKIyHAPOJHON pelaKkMy HAJIeKAIIECH KIIMHUYECKOM IPAKTUKHU, B YACTH BCEX
MO/Ipa3/IeNioB, 3a UCKIIOUEHUEM MoIpa3iena 1, B KOTOpOM MOHSATHS pacloIOKEHbI B al(aBUTHOM
MOPSJIKE.

Hacrosimue I[paBuna noarorosnensl Ha ocHoBe ICH GCP — PykoBoacTBa o Haajiexanei
KIMHUYECKON TPaKTUKE, KOTopoe siBisgeTcst JokyMeHToM E6 (R2) MexayHapoHOro coBeTa Io
rapMOHH3AIUU TEXHUYECKUX TpeOOBaHUM K (hapMalleBTUYECKUM MpernapaTram i MEAUIIMHCKOTO
IIPUMEHEHMUSL.

Pa3BuTHE TEXHOIOTHI U MPOIIECCOB YIIPaBICHUS PUCKAMHU OTKPBHIBAET HOBBIE BO3MOXXHOCTHU
NOBBIIEHUS 3(P(EKTUBHOCTH MPOBEACHUS HCCIECAOBAHUI  JIGKAPCTBEHHBIX IPENaparos,
MO3BOJIIET COKYCHpOBAaThCsl Ha Hamboiee 3HAUYMMBIX acmektax. [Iporpecc B oOnactu
JOKYMEHTUPOBAHUS W TPEICTABICHUS pE3YyJIbTaTOB HCCIECJOBaHUM B 4YacTH Iepexonia oOT
nHpopManuu Ha OyMaXHBIX HOCHTEIAX B (JOpMaT JIEKTPOHHBIX JAaHHBIX O00JIeT4aeT BHEAPECHUE
COBPEMEHHBIX M0AX0J0B. Hampumep, LeHTpalin30BaHHBI MOHMTOPUHI B HACTOSILEE BpeMs
MOKET JaBaTh OOJbIIEe MPEUMYIIECTB W B OOJbIIEM KOJIMYECTBE uccienoBaHuil. Hacrosmiue
[IpaBuia ObUTH JOTIOIHEHBI, YTOOBI CIOCOOCTBOBAThH BHEAPEHHIO YCOBEPIICHCTBOBAHHBIX U OoJiee
3G (}EeKTUBHBIX MOAXOJ0B K IUIAHWPOBAHMIO, MPOBEACHUIO, KOHTPOJIO, TOKYMEHTHPOBAHHUIO U
MIPEJCTABICHUIO PE3yJIbTATOB UCCIICAOBAHUM MPU COXpAaHEHUH 00eCIeUeHUs 3allUThl CyOhEKTOB
UCCJIEIOBaHMSI U JIOCTOBEPHOCTH Pe3yJibTaTOB HccienoBaHUM. UTOOBI yIydIIUTh KAayecTBO U
3G HEKTUBHOCTh HCCIIEAOBAHUM OBUIM OOHOBJEHBI TPEOOBAaHUS K ANIEKTPOHHBIM 3alHCAM H
OCHOBHBIM JJOKYMEHTaM.

Hacrosimue [IpaBuna cBsi3anbl ¢ aktamu opranoB Coro3a B cpepe mpoBeIeHHs KITMHUIECKUX
HUCCIIETOBaHUN.

VYuuTeiBas BaXHOCTh TOAJEpKaHHs akToB opraHoB Coro3a B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUHM C COBPEMEHHBIMU MEXIYHApOIHBIMU CTaHAApTaMH,
Hactosmue [IpaBuia ObUTH JOTOJIHEHB HAa OCHOBE TOCienHed pemakiuu PykoBojacTBa 1o
Hajyiexkamen knnandeckon npaktuke ICH E6 (R2).

Hacrosimue IlpaBuna Heo0XoauMo coOII0OAaTh MPU MPOBEIECHUH JIIOOBIX HCCIIEIOBAHHM
JIEKapCTBEHHBIX INPENaparoB, JaHHbIE KOTOPHIX MPEACTABISAIOTCS B YIOJHOMOYEHHBIE OPraHbl
(3KCnIepTHBIE OpPraHU3aIMH) TOCYAAPCTB-YWICHOB.

[Ipunumnel, ycTaHoBleHHbIe HacTosmuMu [IpaBuiamu, TpUMEHUMBI TaKKe€ M K HHBIM
KIMHUYECKUM HCCIIEIOBaHMUAM, KOTOpPBIE MOTYT OKa3aTh BIMSHHE Ha O€30HMacHOCTb H
OJ1arornoiryure 4eJ0BeKa, BhICTYMAIOIIET0 B KaueCTBE CyObheKTa UCCIe0BaHNUS.

Hacrosmue IIpaBuna noaiexar nepecMOTpy Ha PETyJIsIPHOM OCHOBE C YYETOM OIbITA UX
MPUMEHEHUsI B TOCYAapCTBaX-wieHax, a Tak)Ke B CIIy4ae M3MEHEHUS MEXIYHapOJIHBIX HOPM
MPOBE/ICHUS HCCIIEeI0OBAaHUN (C BHECEHUEM HEOOXOMMbIX U3MEHEHUH ).

II. OcHoBHAs YacTh



1. Onpenesienust

Jlns ueneit Hacrosmux [IpaBuil HCIIONB3YIOTCS OHATHS, KOTOPBIE 03HAYAIOT CIEAYIOLIEE:

1.1. «aymut» (audit) — cucTemaTHdeckas W HE3aBUCHUMAas IPOBEPKA OTHOCAIIUXCS K
HCCJICTOBAHHIO JICATETHPHOCTH U JOKYMEHTAIINH, TIPOBOIUMAS IJIsl TIOATBEPKIACHHSI COOTBETCTBUS
STOU NIEeATENbHOCTH, a TaKXe MpoleAyp cOopa, aHaau3a U MPEACTaBICHUS JAaHHBIX MPOTOKOIY
KIIMHUYECKOTO  MCCIENOBaHUs, CTAaHAAPTHBIM  OIMEPAIMOHHBIM  TPOIeAypaM  CIIOHCOPa,
HaJuIexaleld KIMHUYECKON IPAKTUKE U MPUMEHUMbBIM TPEOOBAHUSIM;

1.2. «bnarononyune cyOBEKTOB wuccienoBaHusi (manueHToB)» (well-being (of the trial
subjects (patients))) — ¢uznUeckoe M TICUXHYECKOE 30pOBbE CYOBEKTOB, YYacCTBYIOIIUX B
UCCIIeIOBaHUH;

1.3. «Opomropa  ucciemoBarens»  (investigator's  brochure) — cBogHOE HM3IOXKEHHE
KIMHUYECKUX H JOKIMHHYECKHX JaHHBIX OO0 UCCIeyeMOM JIEKapCTBEHHOM IIpermapare,
OTHOCSIIMUXCS K €r0 UCCIEIOBAHUIO C YUaCTUEM UEJIOBEKa B KauecTBe CyObeKTa UCCIIEOBAHMUS;

1.4. «Banumanus KOMIBIOTEPU3UPOBAHHBIX cucTem» (validation of computerized systems) —
MPOLIECC YCTAHOBJIICHHUS U JIOKYMEHTUPOBaHHS (aKTa, CBUAETEIbCTBYIOIIETO O TOM, 4YTO
TpeOOBaHUs, MPENBABISEMbIE K KOMIBIOTEPU3UPOBAHHON CUCTEME TOJb30BaTENIEM, TOCTOSHHO
COOIIOAAIOTCSI ¢ MOMEHTa MPOEKTHUPOBAHUS /10 BBIBOJA KOMITbIOTEPU3MPOBAHHONW CHUCTEMBI U3
JKCIUTyaTallid WU T[epexoJa Ha HOBYI KOMIBIOTEPU3MPOBAaHHYIO cuctemy. llogxom k
BaJIMIALIMH KOMIIBIOTEPU3UPOBAHHBIX CUCTEM JJOJIKEH OCHOBBIBATHCS HA OLIEHKE PUCKOB, KOTOPas
YYUTHIBAET HA3HAYCHNE KOMIBIOTEPU3UPOBAHHON CUCTEMBI U CTIOCOOHOCTH ATON CHUCTEMBI BITHSITh
Ha 3alIUTY CyOBEKTOB U JJOCTOBEPHOCTH PE3yIbTaTOB UCCIEIOBAHNUS;

1.5. «auzaitn uccnenoBanus» (study design) — oOmmii mimaH HMcciaeloBaHUSA, OMHCAHUE
croco0a TMPOBEJEHUS HCCICIOBAHMS B 3aBUCUMOCTH OT OTOOpa W (HOPMHUPOBAHHS TPYIII
CyOBEKTOB HCCIIEIOBAHMUS, MACKUPOBAHUS JaHHBIX;

1.6. «goroBop» (contract) — TaTUPOBAHHOE U MOJMUCAHHOE COTJIAIICHUE MEXKIY ABYMSI WU
0ojee CTOpOHAMH, KOTOPOE YCTaHABIMBAET JOTOBOPEHHOCTH, KAaCArOIIUECsS pacrpeiciieHus
o0beMa paboT U 00S3aHHOCTEH MPHU MPOBEIACHUU UCCIICIOBAHMS, a TAKXKE MPU HEOOXOAMMOCTH
(¢uHaHCOBBIX BOMpocoB. (OCHOBOW JOTOBOpa JOMKEH CIIYXKHUTh MPOTOKOJ KIMHHUYECKOTO
UCCIIEIOBaHMUS;

1.7. «noknmuaudeckue  uccuenoBanus»  (nonclinical — study)» —  OumoMmemuIMHCKHE
UCCIIeIOBaHMsI, IPOBOUMBIE O€3 yJacTHsl YyeloBeKa B KaueCcTBe CyObeKTa UCCIeIOBAHNUS;

1.8. «gokymMeHTanbHbIN crnemy (audit trail) — mokymeHTaIMs, TO3BOJISIONIAsS BOCCTAHOBUTH
XOJI COOBITH;

1.9. «gokymenTarus» (documentation) — Bce 3amucu B J1r000# (opme (BKITIOUas 3alUCH Ha
OyMaXXHBIX, OJJIGKTPOHHBIX, MArHUTHBIX WM ONTHYECKUX HOCHUTENSAX, CKaHOTPaMMBbl,
PEHTTEHOBCKHME CHUMKH, OJIIEKTPOKAPIUOTPAMMBI U T.II.), KOTOPBIE OIHKCHIBAIOT JIHOO
PETUCTPUPYIOT METObI, OPraHU3ALNIO U (UIJIN) PEe3yJIbTAaThl UCCIEOBAHMS, a TAK)KE BIUSIOLIHIE
Ha ucclefioBanne (haKTOPhI U MPUHSATHIE MEPHI;

1.10. «3aBepennas xomus» (certified copy) — kommsi (HE3aBUCHMO OT THIIA HOCHUTEJS)
OpPUTHHAIILHOU 3aITMCH, KOTOpasi, KaK OBLJIO OATBEPKICHO (HAIIpUMep, TaTUPOBAHHOU MOIMUCHIO
WM BaUAUPOBAHHBIM IIPOLECCOM CO3JAaHUS KOIMUU), COAEPKUT Ty ke MH(POpMaIHIO, BKIIOYAs
JaHHBIE, KOTOPHIE OMHMCHIBAIOT KOHTEKCT, COJIEPKaHUE U CTPYKTYPY, YTO U OPUTUHATIHHAS 3aITHCh;

1.11. «3akim0yeHre He3aBUCUMOTO 3TUYECKOTr0 KOMUTETA (COBETa MO 3TUKE, KOMUCCUH T10
BOIpocaM 3TUKH)» (opinion (in relation to Independent Ethics Committee (Ethical Council))) —
JOKYMEHT B MUChbMEHHOU (hopme, KOTOpBIM COAEPKUT 3aKiroueHue U (WiIM) peKoMeHIaluu
HE3aBHCHMOT'0 ATHYECKOTO KOMUTETa OTHOCUTENILHO YYacTHS YEIOBEKa B UCCIICIOBAaHUM;

1.12. «3axonusbIii npencraButenby (legally acceptable representative)» — dbuzuveckoe wim
IOPUANYECKOE JTUI0 TUO0 HHOM CyOBEKT MpaBa, UMEIOIINE B CUITY 3aKOHA MPaBO JIaBaTh COTJIACHE
Ha y4acTHe B KIIMHUYECKOM HCCIEeI0BAaHUU OT UMEHH MOTEHIIMAILHOTO CYObEKTa NCCIIeI0OBaHUS;

1.13. «unenTUGUKAIIMOHHBIN Koa cyObekTa» (subject identification code) — yHuUKaIbHBIHA
KOJI, MPUCBaNBaeMbIii HCCIIEZIOBATENIEM KaXIOMy CyOBEKTy HcCCieloBaHUsS A oOecredeHus



KOHQHIECHIIMAIBHOCTH €ro JIMYHBIX JaHHBIX W HCIHOJb3yEMbI BMECTO HMEHU CyOBEeKTa
MCCIICIOBAHMSI B OTYETAX IO HEXKEJIAaTeIbHBIM SBICHUSAM U (MIIU) IPYTUX JAHHBIX, OTHOCSIIUXCS
K UCCIIEZIOBAaHUIO;

1.14. «<unuBUyanbHas perucrpannonHas kapta», «MIPK» (Case Report Form, CRF)—
JOKYMEHT Ha OyMa)KHOM, 3JIEKTPOHHOM WM ONTHYECKOM HOCHUTENE, NMpeJHa3HAuYeHHBINH JUIs
BHECECHMS BCEU IPEAYCMOTPEHHOM IPOTOKOJIOM KIMHUYECKOIO HCCIEHOBAHUSA U IOJJIEXKAlleH
nepeaaye CroHcopy UH(OPMAIMU MO KaXI0My CyObEKTY UCCIIE0OBAaHUS;

1.15. «uHCIekus  (TpoBepka)» (inspection) — aelCTBHE YIMOJIHOMOYEHHOTO OpraHa,
3aKJIIOYAoIeecss B IPOBENCHUM O(PHULMAIBHOM IPOBEPKH JIOKYMEHTOB, HH(PACTPYKTYpBHI,
3amucei, cornameHuid 00 obecreueHUH KadyecTBa M JIIOOBIX JAPYTHMX HCTOYHHUKOB, KOTOpBIE
pacLieHUBAIOTCSl YIIOJIHOMOYEHHBIM OPraHOM KaK OTHOCALIMECS K HCCIEI0BaHUIO U KOTOPbIE
MOTYT OBITh PACIIOJIOKEHBI B HUCCIICIOBATEILCKOM IICHTpE, Ha OOBEKTaX CIOHCOpa W (WJIH)
KOHTPAKTHOW MCCIIEeI0BATEIbCKOW OpraHu3alii WM B JPYTUX OPraHU3ALHUAX, KOTOpbIE, IO
MHEHHIO YIIOJTHOMOYEHHOTO OpraHa, TpeOyIoT HHCIEKTHPOBAHHUS;

1.16. «<uadopmupoBanHoe cornacue» (informed consent)— mporecc T0OPOBOIBHOTO
MOJITBEPKICHUS CyOBEKTOM CBOETO COTJIacHs Ha y4acTHe B KOHKPETHOM HCCJIEIOBAHUU MOCTE
NoJyyeHUs HHpopMalMu 000 BCEX B3HAYMMBIX Ui MPHUHATUS MM pEIIEHUs acleKTax
uccnenoBanus. MHGOpMUpOBaHHOE COTJIaCHE JTOKYMEHTHPYETCS MOCPEICTBOM IOANUCAHUS H
naTupoBaHus GopMbl HHOOPMUPOBAHHOTO COTJIACHS;

1.17. «mccnenoBatenby (investigator) — (u3MUECKOe JHUI0, OTBEYAOIIEe 3a MPOBEICHUE
UCCIIEIOBAaHMsI B HCCIENOBATEIbCKOM ILIEHTpe. B cilyuae mnpoBeneHUs HcclIelOBaHUSA B
MCCIIEIOBATEIbCKOM IIEHTPE TPYMNOM JuI, uccienoBareiaeM (TJIaBHBIM HCCIIEIOBATEIIEM )
ABIISICTCSA PYKOBOJIUTEIb IPYIIIIbI;

1.18. «uccnenoBarenb-koopauHaTop»  (coordinating — investigator) —  ucclen0OBaTeNb,
OTBEYAIOLIUI 3a KOOPAUHALMIO JEATEIIBHOCTH HCCIIE[oBaTeNell BceX HCCIeN0BaTeIbCKUX
[IEHTPOB, YYaCTBYIOIIMX B MHOTOLIEHTPOBOM KJIMHUYECKOM HCCIIEIOBAaHUH;

1.19. «uccnenoBarens (MeAMIIMHCKAss opraHu3amus)» (investigator (institution))» —
uccinenoBaTenb M (WIKM) oOpraHum3anus (B 3aBUCUMOCTH OT TNPUMEHUMBIX HOPMAaTHBHBIX
TpeboBaHU);

1.20. «uccnenoBarenbckuii 1eHTp» (trial site) — ¢akTUueckoe MecTO MPOBEICHUS
UCCIIEIOBaHMS;

1.21. «uccnenyemblii JekapcTBEHHBIH TpenapaT» (investigational medicinal product) —
JIEKapCTBEHHBIN MpemnapaTr, KOTOpPbIH B HCCICNOBAaHMM IOJBEPracTcs HUCHBITAHUIO WIIU
OpUMEHSIeTCA JJIsl CpaBHEHMs, BKJIIOYas I1anebo, B TOM 4YHCIE 3aperHCTPHUPOBAHHBIN
JEKapCTBEHHbIN mpemapaT (B cioy4yae, €CIM €ro Ccrnocod NIpPHUMEHEHHs OTIMYAeTCs OT
YTBEPIKJIEHHOTO, a TAK)KE MPH €ro MCIOJIb30BAaHUH 110 HOBOMY NMOKA3aHUIO WIN JJIS TTOJTyUEHHS
JOMOJHUTEIBHON HH(OPMALMK IO YTBEP)KICHHOMY IIOKA3aHHUIO);

1.22. «xnuanyeckoe uccnenoanue» (clinical trial) — mro6oe uccienoBanme, MPOBOANMOE C
y4acTHEM YeJIOBeKa B KayecTBE CyObeKTa ISl BBISABICHUS WM MOATBEPKACHUS KIMHUYECKUX U
(umm)  ¢papmakosnornyeckux 3((EKToB HcCCIeAyeMbIX MpenaparoB, U (WIM) BBIABICHUSA
HEe)KEJIATeNbHbIX pEakUUi Ha HCCIelyeMble Mpenaparbl, U (WIM) U3YyYEHHsS UX BCAChIBAHUS,
pacripenienieHusi, MeTaboaM3Ma M BBIBEACHUS W3 OpraHM3Ma YelIOBeKa C IIeNbI0 OICHKH HX
6e3onacHOCTH ¥ (1) 3P HEeKTUBHOCTH;

1.23. «koHTpaKTHasi MCCIEOBaTEeNIbCKasl OpraHu3anus» (contract research organization,
CRO) — ¢uznueckoe U0 UM OpraHu3anus (KOMMeEpUYecKasi, Hay4HO-UCCIIE0BaTENbCKasl WK
WHas), KOTopas B paMKax JOrOBOpa CO CIIOHCOPOM BBINOJHSET OAHY WM 0Oojee U3 ero
00s13aHHOCTEH U QYHKINH, CBA3aHHBIX C IPOBEACHNUEM KIIMHUYECKOTO UCCIIE0BAaHUS;

1.24. «xontpomns kauectBay» (quality control, QC)» — MeTOIbI U MEPBI, SBJISAIOMINECS YaCThIO
crcTeMbl 00ECIIEUeHHsI KaueCTBa U MCIIOJIb3yeMbIe /ISl IPOBEPKU COOTBETCTBUS BBIOJIHSIEMBIX
IIPU IPOBEICHUH UCCIIEIOBAHUS MPOLIEAYD MPEIbIBIAEMBIM TPEOOBAHHIM K UX KaueCTBY;



1.25. «<konduaennuanpHocTh»  (confidentiality) —  coxpanenue B TailHE  OT
HEYMOJTHOMOYCHHBIX JIMIl HMH(QOpPMAINK, TpUHAJIeKAIECH CIIOHCOpY, WIH HWHPOpMAIUH,
MO3BOJISIIONIEH UACHTU(PUIIMPOBATH CYObEKTA UCCIIEIOBAHUS;

1.26. «xoopauHAIMOHHBIN KoMUTET» (coordinating committee) — KOMUTET, KOTOPBIF MOKET
OBITH OPraHU30BAH CIIOHCOPOM JIJIsi KOOPAMHAIIMY MTPOBEICHUSI MHOTOLIEHTPOBOTO KJIIMHUYECKOTO
UCCIICIOBAHMS;

1.27. «MeaunuHCKas OpTraHU3aIs) (institution (medical)) — OopraHu3aIus
3[paBOOXpaHEHUs] (BHE 3aBHCHMOCTH OT €€ OpPraHH3alMOHHO-TPAaBOBOW (HOpMBI), B KOTOPOI
MPOBOAUTCS KIIMHUYECKOE HUCCIIEJOBAHMUE;

1.28. «MHOTOILIEHTPOBOE KIMHHYECKOE HccleaoBanue» (multicentre trial) — xiamHHYECKOe
UCCIIeIOBaHKe, IPOBOAMMOE M0 €IMHOMY ITPOTOKOIY OoJiee ueM B 1 uccie1oBaTeIbcKOM LEHTpe
u Oosiee ueM 1 mMccliemoBaTeiIeM;

1.29. «MoHUTOPHHT» (MONitoring) — AEATENHHOCTb, 3aKJIIOYAIONIASICS B KOHTPOJIE 32 XOJ0M
KIIMHUYECKOTO MCCIIeIOBaHMS, 00ECIIEYeHUH €ro MPOoBeeHus, cOOpa JaHHBIX U MPEICTaBICHUS
pEe3yJIbTaTOB B COOTBETCTBUU C IMPOTOKOJIOM KIMHUYECKOTO MCCIENOBAaHUS, CTaHIApTHBIMU
OTIEPAITMOHHBIMY TIPOLIEypaMH, HAJJICKANICH KIMHUYECKOW TMPAKTUKOH M MPUMEHUMBIMU
TpeOOBaHUSIMU,

1.30. «mamnexanias knuHudeckass mpaktukay (Good Clinical Practice; GCP)— cBon
ATUYECKHUX U HAYyYHBIX TPEOOBAaHUH K IJIAHUPOBAHUIO, IPOBEIACHUIO, peaTu3alii, MOHUTOPHUHTY,
ayIuTy, JAOKYMEHTHPOBAHHWIO, aHaJIM3y W TMPEACTABICHUIO PE3yJIbTaTOB KIMHUYECKHX
HCCIe0BaHM, 00ECIeUMBAIOIIMX 3aIlUTy IpaB, 0€30MacHOCTH W Onaromosydwsi CyOBEeKTOB
WCCJICTOBAHMS U MOJIyYeHHE B paMKaX KIIMHUYECKOTO UCCIICOBAHUS HAJICKHBIX U JOCTOBEPHBIX
JaHHBIX;

1.31. «HexenarenbHast peakuus» (adverse reaction) — OTHOCHUTEIIBHO
MPeIPErucTPALIMOHHOTO KJIMHIUYECKOT 0 MPUMEHEHHSI HOBOTO JIEKAPCTBEHHOTO Mpernapara Uili ero
NPUMEHEHHUSI TI0 HOBBIM IIOKa3aHHUSIM, OCOOCHHO, €CIHM TepareBTUYECKHE J03bl TOYHO He
YCTaHOBJICHBl — BCE HETaTUBHbIE pEaKlMM, CBS3aHHbIE C MPUMEHEHHEM JI000M 103bI
JIEKapCTBEHHOTO Tpemapara. [Ipu 3TOM TepMHH «CBsi3aHHAs C MPUMEHEHUEM JIEKapCTBEHHOTO
mpernapaTa)» O3HAauyaeT, 4YTO CYIIECTBYeT XOTs Obl MHUHUMAalbHasi BO3MOXXHOCTb HaJU4Us
MPUYUHHO-CIICICTBEHHON CBSI3M MEXIY JICKAPCTBEHHBIM TMpENaparoM H HEXKeIaTeIbHbIM
SIBIICHUEM, TO €CTh B3aMMOCBA3b HE HCKIIOYeHa. JlJis 3aperucTprpOBaHHBIX JIEKAPCTBEHHBIX
MpermapaToB MO HeXKENATeIbHOU peakiueil MOHUMAaeTCs Tto0asi HeraTUBHAS PEaKIvs, CBI3aHHAS
C TpPUMEHEHHEM JIEKapCTBEHHOIO IpernapaTta B OOBIYHBIX 103X, HCHOJIb3YEMBIX IS
npoUIaKTUKKU, AUATHOCTUKH WU Jie4eHHs 3a00JieBaHUMN, a Takxke Mg W3MEHEHUs
(dbuzmomornuecKkux PyHKIUH;

1.32. «aexenarenbHoe siBIeHUE» (adverse event) — mr000e HEOIArONPUATHOE U3MEHEHHE B
COCTOSIHUM 37J0POBbsI MAIIMEHTA WM CYObEKTa UCCIeI0BaHUS, KOTOPOMY BBECH JIEKapCTBEHHBIN
npernapar, He3aBUCUMO OT IPUYMHHO-CJICICTBEHHOM CBA3M € ero npuMeHeHueM. HexxenarenbHoe
SBJIGHUE MOXKET IPECTaBIATh co00i T1000€e HEOIAronpruaTHOE U HETIPEAHAMEPEHHOE U3MEHEHHE
(Hampumep, OTKIIOHEHHE J1a00paTOPHOTO MOKa3aTelss OT HOPMBI), CHMIITOM WM 3a00JieBaHHe,
BpeMsI BOBHUKHOBEHUSI KOTOPBIX HE UCKIII0YAET MPUUNHHO-CIIEICTBEHHOI CBSI3U C MPUMEHEHUEM
JIEKapCTBEHHOTO TIperapara (BHE 3aBUCHMOCTH OT HAJWYHsI WIH OTCYTCTBHS B3aUMOCBSI3U C
MIPUMEHEHHUEM JIeKapCTBEHHOTO Tpernapara);

1.33. «HE3aBUCHMBIII KOMUTET IO MOHUTOPUHTY AaHHBIX», «HKM/]» (Independent Data-
Monitoring Committee, IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data
Monitoring Committee)) — HE3aBHCUMBI KOMHUTET, KOTOPBI MOXET OBITh 00pazoBaH IO
MHUIMATUBE CIIOHCOPa JJIsl MEPUOANYECKOT0 PACCMOTPEHUS X0/1a KIMHUYECKOTO UCCIIEIOBaHMS,
JTAHHBIX IO OE€30MacHOCTH U (WJIM) OCHOBHBIX IMapaMeTpoB 3()(EKTHBHOCTH, a TaKKE JUIA
BBIPAa0OTKM PEKOMEHJAIMI JJIs CIOHCOpa O IEeNecOO00pa3sHOCTH MPOJOJKEHHUS, MpPEeKpalleHus
WCCJICTOBAHMS WJIM BHECEHUS B HETO H3MEHEHHIA,

1.34. «ne3aBucuMebIit aTHYeckuii komute», « HIK» (Independent Ethics Committee, [IEC) —
HE3aBHCHUMBII OpraH (3KCIIEPTHBINA COBET WJIM KOMUTET, AEHCTBYIOIUI HA YPOBHE OpraHU3aIUH,



pPErHOHAIIBHOM, HAI[MOHAJIBHOM WM MEXIYHAapOJHOM YPOBHE), COCTOSIIMM M3 METUIIUHCKUX
pabOTHUKOB, a TAaK)XKe JIMI[, HE WMEIONIUX OTHOIICHUS K MEIUIIMHE, KOTOPBIM obOecredynBact
3alUTy MpaB, 0€30MaCHOCTH W Olaromnoiay4yusi CyOBbEKTOB HCCIEIOBAaHHUS W BBICTYIAET Ui
o0IiecTBa TapaHTOM TaKOM 3allUThl, B YAaCTHOCTH IIyTeM pPACCMOTPEHUsS, YTBEPKICHUS
(omoOpeHus) TMPOTOKOJA KIMHWYECKOTO HCCIAEAOBAHUS, KaHIUIATYp HCCIEAOBaTEICH,
HCCIIEIOBATENILCKUX IICHTPOB, a TakKe MaTepuaioB U METOJIOB, KOTOPBIE MPEIIoiaraercs
MCIIOJIb30BaTh IS MOJYYE€HUS U JOKYMEHTHPOBAaHUSA MH(DOPMHUPOBAHHOIO COTJIacHs CyOBEKTOB
uccienoanus. [IpaBoBoii craryc, coctaB, GyHKIIUU U TIOPSIOK pabOThI HE3aBUCUMBIX ITUIECKUX
KOMUTETOB, a TakXe IMPUMEHHMblE K HUM TpeOOBaHUA MOTYT pa3IMyaTbCs B pPa3HBIX
rocyaapcrBax-aieHax, TeM He MeHee HOK momkHbl (QyHKIMOHUPOBATH B COOTBETCTBUHU C
Hactosiimumu [IpaBunamu;

1.35. «He3amHTEepEeCOBaHHBIN CBUACTENhY (impartial witness) — puznueckoe JIUI0, KOTOPOe
HEMPUYACTHO K MPOBEICHHUIO KIMHUYECKOIO HCCIEeOBaHUS, HA KOTOPOE HE MOTYT OKasaThb
JABJICHUE YYaCTHUKM KIMHUYECKOTO WCCIEJOBaHHMS M KOTOPOE B CIy4ae, €ClIH CyOBeKT
UCCIIEIOBAaHUSI WM €ro 3aKOHHBIM NpeACcTaBUTeNb HE YMEIOT WM HE CIHOCOOHBI YHUTaTh,
MPUCYTCTBYET BO BPEMs IMOJYYCHHUS] UH(OOPMHPOBAHHOTO COTJIACHS, & TAKXKE 3aUUTHIBAET TEKCT
MH()OPMHUPOBAHHOTO COTJIacHs U Jt0Oble Opyrue MpelocTaBliieMble CyObEKTY HCCIEIOBAHUS
MUCbMEHHBIC MaTEPUAJIBL;

1.36. «HenpeBUaeHHAs HEXenaTenbHas peaknus» (unexpected adverse drug reaction) —
HEeXKeNaTeNbHAs PEeaKlus, CYIIHOCTh WJIM TSDKECTh KOTOPOM HE COTJIaCyeTCs C HM3BECTHOM
nHpopManuelr o JEKApCTBEHHOM Ipemnapare (Hampumep, ¢ OpOIIIOpo HCcCaeAoBaTeNs it
HE3apETUCTPUPOBAHHOTO HCCIEAYEMOTo IMpermapaTa Wi C WHCTPYKIHEH MO0 METUIIUTHCKOMY
MPUMEHEHUIO  (JIMCTKOM-BKJIAJBINIEM) JHUOO OOIIel XapakTEePUCTHUKOW JIEKApCTBEHHOTO
mpermapara Jiisl 3apeTUCTPUPOBAHHOTO TIpeTapara);

1.37. «obecnieuenne kauecTBay (quality assurance, QA) — COBOKYITHOCTh CHCTEMAaTHYECKUX
Y TUTAHOMEPHBIX JCHCTBHM, 1IEIhI0 KOTOPBIX SIBISIETCS 00€CIIeYeHIE COOTBETCTBUS ITPOBOAMMOTO
UCCIeoBaHusl, cOopa, PEerucTpallid M TPEACTaBICHUS JaHHBIX HaJJIeXalled KIMHUYEeCKOM
MIPAKTUKE ¥ TIPUMEHUMBIM TPEOOBaAHUSIM;

1.38. «omoOpeHue SKCIepTHOTO coBeTa opranu3anum» (approval (in relation to Institutional
Review Boards))» — 3akimioueHue, TPHUHATOE OKCIEPTHHIM  COBETOM  OpTaHH3AIUH,
noATBepkaatolee GpakT MPoBeIEeHUs IKCIEPTU3bl KIMHHUUECKOTO HCCIEA0BaHUs U SIBIISIONIEECs
pa3pelieHrueM Ha ero MPOBEICHUE B JAHHON OpraHU3aIii B COOTBETCTBUU ¢ HHCTPYKIUsmu DCO,
HOPMAaTUBHBIMH JIOKYMEHTaMU MEIUIIMHCKOM OpraHu3alny, a TakKe HaJuiexalled KIMHUYeCKOou
MPAKTUKOHN U MPUMEHUMBIMHU TPEOOBAHUSIMU;

1.39. «ocHOBHBIE JOKYMEHTBD» (essential documents)» — JTOKYMEHTBI, KOTOpHIC B
COBOKYITHOCTH WJIM IO OTJEIHHOCTH IMO3BOJISIFOT OIIEHUTh XOJ KIMHUYECKOTO WCCIICIOBAHUS U
KaueCTBO IMOJIYYeHHBIX JaHHbIX;

1.40. «oTtyer MoHHTOpa» (mMOnitoring report) — MUCEMEHHBI OTYET MOHUTOpPA CIIOHCOPY
MocJie KakJI0ro BU3UTa B HCCIEAOBATENbCKUN LIEHTP U (WJIM) KOHTAaKTa C MCCIEI0BATEISIMU B
COOTBETCTBHUH CO CTAHJIAPTHBIMU OINEPAIIMOHHBIMHU MTPOLIEypaMH CIIOHCOPA;

1.41. «otuer 00 ayaute» (audit report) — 3akiIfOYeHHE B MHCHbMEHHOH (opme ayauTopa
CIIOHCOpA O pe3yJIbTaTax ay/anuTa;

1.42. «oTuer o KIIMHUYECKOM HccienoBanum» (clinical trial (study) report) — opopmiennoe
B MHCHMEHHOM BHJIC OMHCAHUE KIMHUYECKOTO WCCIICJOBAHMS KaKOro-THOO TEpareBTUYECKOro,
MpoUIAKTUYECKOTO WM JAMATHOCTUYECKOTO CpPEJCTBA C Y4YaCTHEM YeJIOBEKa B KauecTBe
CyOBbEKTa UCCIICIOBAHMS, OOBCIUHAIONIEE KIMHUYECKOE U CTATUCTHYECKOE OIHMCAHUSA,
Mpe/ICTaBJICHNE IaHHBIX U UX aHAJIU3, COCTABICHHOE B COOTBETCTBUU C TPEOOBAHUSAMHU COTJIACHO
npwiokeHnto Ne 1 k Hactoamum [IpaBunam u noapasnenoM 5 pasnena I mpunosxkenus Ne 1 k
[IpaBuiaM perucTpalvd W OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB M MEAUIHMHCKOIO
IIpUMEHEHHUs], YTBepkIeHHbIM Pemenunem Coera EBpasniickoii 3KOHOMHUYECKONH KOMHCCHM OT
3 Hos0pst 2016 1. Ne 78, 1ipu COMPOBOXKACHUM 3asBICHUS O PETUCTPAIUH;



1.43. «miepBUYHasl JTOKYMEHTAIlUs», «OPUTHHAJIBHBIC MEIUIIMHCKHE 3amucu» (original
medical record (source documents)) — UCXOAHBIE JOKYMEHTHI, aHHbIC W 3alucu (HampuMmep,
rucTopuu 00JIe3HU, aMOyIaTOPHBIE KapThl, TAOOPATOPHBIE 3aITUCH, 3aMETKH, THEBHUKU CyOBEKTOB
WCCIICTIOBAHMS, BONPOCHUKHU, JXypHAajbl BBIJAYM MEAMKAMEHTOB, 3allUCH aBTOMATHYECKHX
YCTPOWCTB, BepU(DUIMPOBAHHBIE W 3aBEPCHHBIC KOMWW WM  BBIUCKHA, MHUKPOQUIIH,
(OoTOHEraTuBbl, MUKPOIUICHKH WM MAarHUTHBIE HOCHUTENH, PEHTTEHOBCKHWE CHHMKH, IIOOBIC
3aIlUCH, OTHOCSIIMECS K TMAalMeHTy, B TOM YHCJE XpPAaHSIIMECs B anTeKe, JIadOpaTopusix H
OTJICNICHUSIX MHCTPYMEHTATbHON JUATHOCTHKH, UCIIOJIb3YEMbIX B KIIMHUYECKOM HCCIICIOBAHHH );

1.44. «iepBuuHbIe JaHHBIE» (source data) — mHMOpMAITHS, COAEPIKAIIASACS B OPUTUHAIBHBIX
MEIUIIMHCKUX 3alUCAX U MX 3aBEPCHHBIX KOMHUSIX, O Pe3yibTaTax KIMHUYECKUX HaOIIOIEHUM,
oOClleZIOBaHNI ¥ JPYrod MAEATENbHOCTH, MO3BOJIIONMIAS BOCCO3JAaTh XOJ KIMHHYECKOTO
WCCJICTIOBAHMS U OLEHUTH ero. [lepBUYHBIC JaHHBIE CONIEP)KATCS B MEPBUYHON JTOKYMEHTAIIMH
(MOITMHHUKAX WJIU X 3aBEPCHHBIX KOIHUSX);

1.45. «xman  MOHHUTOpUHTa» (monitoring plan) — JOKYMEHT, KOTOpBI OIHKCHIBAET
CTpaTerHIo, METO/IbI, paclpeieieHue 00s3aHHOCTEH 1 TPeOOBaHMS K MOHUTOPHUHTY KITMHHYECKOTO
UCCIIE/IOBaHMS;

1.46. «mmompaBka K mpoTOKOIy» (protocol amendment) — opopmieHHOE B TUCEMEHHOM BHUJIE
OIMCaHUe U3MEHEHUH WK 0(pULIMANTBbHOE Pa3bsICHEHHE MPOTOKOJIA KIMHIMUECKOTO UCCIIeI0OBAHNUS;

1.47. «ipenapar ~ cpaBHeHHs»  (comparator  (product)) —  uccaeAyeMbld WM
3apETUCTPUPOBAHHBIN JICKApPCTBEHHBIN mpemapar (akTHUBHBIA KOHTpOJb) JMOO Tuianedo,
UCTIOJIb3yEMBbIE /ISl KOHTPOJIS B KIIMHUYECKOM HCCIICIOBAHUN;

1.48. «xnpumenumble  TpeboBaHus» (applicable regulatory requirement(s)) — aKTsbl,
coctaBisitonie npaBo Coro3a M 3aKOHOAATENBCTBO TOCYIApCTB-WICHOB B cepe oOpamieHus
JIEKapCTBEHHBIX CPECTB, PErYIHPYIONIUE IPOBEACHNE KIMHUYECKUX HCCIEIOBAHUM;

1.49. «IpoMeXXyTOUHBIN OTUET O KIMHUYECKOM HccienoBanumy (interim clinical trial (study
report)) — OT4eT O MPOMEKYTOUHBIX PE3yIbTaTaX U MX OIEHKE, OCHOBAHHBIN Ha MPOBEICHHOM B
X07I€ KITMHHYECKOTO UCCIICIOBAHMSI aHAIN3E JaHHBIX;

1.50. «mpOoTOKON KIMHUYECKOTO HCCIeOBaHMs (protocol) — JOKYMEHT, ONMUCHIBAIOIINN
IeJIN, TU3aliH, METOIOJIOTHIO, CTATHCTUYECKHE METO/BI i OpTraHU3alnIo uccieaoBanus. [Tomumo
3TOT0, MPOTOKOJ KIMHUYECKOTO UCCIICAOBAHUS OOBIYHO COACPIKUT MOIyYEHHBIEC paHee TaHHbBIE U
00OCHOBaHME HMCCIICIOBAHUS, OJJHAKO ATa WHPOPMALIUS MOXKET OBITh MPEJICTABICHA U B APYTHUX
JOKYMEHTaX, Ha KOTOPbIE CChIIAETCS IPOTOKOI KIIMHHMYECKOTO HccaenoBanus. [[puMeHUTeNnbHO K
HactosmuM [IpaBuinaM MOHATHE «ITPOTOKOJ» BKJIFOYACT B C€0Sl KaK BCE MOCIEIYIONIUE BEPCHH
MIPOTOKOJIA, TAK U MOMPABKHU K HEMY;

1.51. «mpsimoit moctym» (direct access) — pa3pelieHre Ha MPOBEPKY, aHATIN3, BEpUDUKAITUTO
U KONHPOBAaHUE JIOOBIX 3alUCe W OTYETOB, HEOOXOAMMBIX JJIsI OILEHKH KIMHHUYECKOTO
uccinenoBanus. Jluia, WMeEOIIME TMPaBO MPSIMOTO JOCTyma (HampuMep, MPeICTaBUTEIH
YIOJHOMOYECHHBIX OPTaHOB T'OCYAapCTB-UWICHOB HIIA YIIOJIHOMOYEHHBIX OPraHOB TPETHHUX CTPaH,
MOHHUTOPHBI M ayJJUTOPHI CIIOHCOPA), TOJDKHBI IPUHUMATh BCE Pa3yMHBIC MEPBI ISl COOITIOICHHUSI
MPUMEHUMBIX HOPMATUBHBIX TpeOOBaHUU MO 3amuTe KOH(MOUICHIMAILHOCTH HWH(POpPMAIIH,
MO3BOJISTIONIEH MICHTH(PHUIINPOBATh CYyOBEKTOB, U HH(OPMAITHH, IPUHA/IJISKAIIEH CIIOHCOPY;

1.52. «pangomuzamus»  (randomization) —  mpomecc — pacmpenesiieHuss  CyOBbeKTOB
WCCIICIOBAHMSI 110 TPYIIIaM JICYCHUS WIIM KOHTPOJIS CITyYaifHBIM 00pa3oM, IMO3BOJISIONIHA CBECTH
K MUHUMYMY CyOBEeKTUBHOCTH;

1.53. «pyTuHHas KJIMHHYECKas TpakTuka» (routine clinical practice) — 1abmoHHBIC
(OIHOTUIIHBIC) MEAMIIMHCKHE TUATHOCTHUYECKHE W JIeUYeOHBIE MPOIEAypbl, TEXHOJOTHUU WU
MEPOTIPUSTHSI, KOTOPBIC BHIMOIHSAIOTCS JUIS JAHHOM TPYIIIBI MAIMEeHTOB WM JAHHOTO CTaHAapTa
OKa3aHUs MEAUIIMHCKON TTOMOIIIH;

1.54. «ceptudukar aymurta» (audit certificate) — TOKyYMEHT, COCTABJICHHBIA ayJAMTOPOM B
MOATBEpKIeHHE (aKTa MIPOBEACHUS ayAUTA;

1.55. «cepbe3Hoe HeXeNaTeIbHOE SIBICHUE», «CEPhe3Has HeXKeaTebHas peakius» (serious
adverse event; SAE or serious adverse drug reaction; serious ADR)— HeGmaromnpusitHoe



MEAUIIMHCKOE COOBITHE, KOTOPOE BHE 3aBUCHMOCTH OT J103bI JIEKAPCTBEHHOT'O Mpernapara npuBesio
K CMEpTH, IPEJCTABISIET COOON Yrpo3y ISl )KU3HHU, TpeOyeT TOCIUTANIN3ALNY WITH €€ TIPOJJICHUS,
MPUBEJIO K CTOMKOM WM 3HAYUTEIBHOW HETPYAOCHOCOOHOCTH WM HWHBAIUIHOCTH WM
NPEJCTaBIsET COOOW BPOXKIECHHYIO aHOMANIUIO (BPOKICHHBIM MOPOK Pa3BUTHS) U CBEIACHUS O
KOTOPOM MPECTABISIOTCA B COOTBETCTBUM C MyHKTOM 1.2.1 mpunoxkenust Ne 11 k Hactosimmm
[IpaBunawm;

1.56. «cnenoit meron (mackupoBka)» (blinding (masking)) — meTon, mpu NpUMEHEHHH
KOTOPOTO OJHOM WJIM HECKOJBKHM YYacTBYIOIIMM B KJIMHHUYECKOM HCCIEIOBAaHMM CTOPOHAM
HEU3BECTHO, KaKoe JICYCHHE Ha3HaueHO CyOBeKkTy ucciaemoBaHus. IIpocroit ciemoli mMeron
IpeayCMaTpUBaeT HEOCBEJAOMIICHHOCTh CyOBEKTOB HCCIECIOBAHUS O HA3HAYEHHOM UM BUJIC
JICYEHHUs, B TO BpeMs KaK JABOWHOI Cllenoil MeToA MoApa3yMeBaeT HEOCBEIOMIEHHOCTh B 3TOM
CyOBEKTOB HCCIIEJJOBaHUS, MCCIEOBaTEeNIel, MOHMTOPOB M B HEKOTOPBIX CIIydasx JIMII,
BBITIOJTHSIOLIUX CTATUCTUYECKYIO0 00paOOTKY TaHHBIX;

1.57. «cobmonenne TpeOoBaHUN (TIPUMEHUTENBHO K KIMHHUYECKUM HWCCIICTOBAHUIM ))»
(compliance (in relation to trials))— cooTBeTCTBHE BCEM CBS3aHHBIM C KJIMHUYCCKUM
UCCIIeIOBaHNEM TpeOOBaHUSAM, HAJUJICKAIICH KIMHUYECKOW MPAKTUKE M WHBIM MPUMEHUMBIM
TpeOOBAHUSM;

1.58. «couccnenoBarens  (subinvestigator)» —  JTI000W  YIEH  HCCIIEIOBATEIHCKOTO
KOJUUIEKTHBA, Ha3HAUYEHHBIM HUccliefoBareraeM U (WIM) OCYIIECTBISIONINI MOJX €ro KOHTPOJIEM
3HaYMMble MPOLENyphl KIMHUYECKOTO HMCCIECIOBAHUS B MCCIIEOBATENBCKOM LIEHTpE H (HJIN)
MIPUHUMAIOIINN BasKHbIE PELISHMs], CBSI3aHHBIE C HCCIIeJ0BAHUEM (HallpUMep, UHTEPH, OpAUHATOD,
HAy4YHBIH COTPYIHUK);

1.59. «crioncop» (sponsor) — (HU3WYECKOE WIH HOPHAAYECKOE JIUII0, OTBEUAIOIIee 3a
MHUIMALUIO, OPraHU3alKIo U oOecrieyeHne PMHaHCUPOBAHUS KIIMHUYECKOTO UCCIIeIOBAHNUS;

1.60. «crioHCOp-HCcaeaoBaTenby (sponsor-investigator) — (GU3UYECKOE JHI0, KOTOpPOE
CaMOCTOSITENTFHO HJIM COBMECTHO C JAPYTMMH JIMIIAMH WHHUIHUUPYET U MPOBOJUT KIMHUYECKOE
UCCIIETOBaHKE U MO/ HEMOCPEICTBEHHBIM PYKOBOICTBOM KOTOPOTO UCCIIEeIyeMbIi penapar J1udo
Ha3zHayvaeTcs, JIMOO BBIJACTCS CYOBEKTY HCCIElOBaHMs, JUO0 mpuHUMaeTcss uM. OO0s3aHHOCTH
CIIOHCOpa-UCCIIEI0BATENs BKIIIOYAIOT B ce0s 00s13aHHOCTH KaK CIIOHCOPA, TaK U UCCIEN0BATENs;

1.61. «cTanmapTHBIE onepanuonHble mponenyps», «COID» (standard operating procedures;
SOPs) — mnoapoOHble NHCbMEHHBIE HMHCTPYKIMH, MpEeAHAa3HAUYEHHBbIE JUISl JTOCTHXKEHUS
eInHO00pa3us MPHU OCYLIECTBICHUH OINPEICIICHHOMN 1A TEIbHOCTH;

1.62. «cyObekT (cyOBekT mccaemoBaHusi)» (subject (trial subject)) — duzmueckoe nuio,
y4acTBYyIOIlee B KIMHHYECKOM MCCIIEJOBAHUU B COCTABE T'PYIIIBI, NOTYYAIOMIEH HCCIeLyeMblii
npemnapar, 1100 B COCTaBe KOHTPOJIbHON TPYTIIbI;

1.63. «ynonHoMoueHHbIe opranbl» (regulatory authorities) — opraasl ToCyAapCTB-4wICHOB
TPETbUX CTpaH, O0JIaJaloNIe MPAaBOM OCYLIECTBISTh PErynupyromue (GyHKIUU, B TOM UYHCIE
YIOJHOMOYCHHBIE HAa PACCMOTPEHUE NPEICTABICHHBIX UM KIMHHYECKUX JAHHBIX, a TaKkKe
MPOBEICHUE UHCTIEKIINH;

1.64. «ysi3BUMBIE CyOBEKTHI HcchenoBaHus» (vulnerable subjects) — nwima, Ha KemaHue
KOTOpBIX Y4YacTBOBAaTh B KIMHUYECKOM HCCIIEJOBAHUM MOKET OKa3aTh 4YpPEe3MEpHOE BIIMSHUE
oxuianue (000CHOBaHHOE MJIM HEOOOCHOBAaHHOE) TE€X WJIM MHBIX MPEUMYIIECTB, CBA3aHHBIX C
y4acTUEM B HCCIIEOBAHMM, WJIM CAHKLIMU BBIIIECTOSIIMX JIUI[ B cllydyae OTKasza oT yuactus. K
VS3BUMBIM CYOBEKTaM HCCIIEAOBAHUS OTHOCSTCS YYalllUeCs BBICIIMX U CPEAHUX METUIIUTHCKUX
(ctomaronoruyeckux) v (papManeBTHIECKUX YICOHBIX 3aBEICHNUM, MIIaAIINNA TEPCOHAI KIIMHUK U
naboparopuii, ciyxamue GpapMaleBTHUECKUX KOMITAHWNA, BOCHHOCTYXAIMe, 3aKII0YCHHbBIC, a
Takxe 00JIbHBIE, CTPAJAlOIIe HEU3JICUMMbIMU 3a00JIEBaHUSAMY, JIMIIA, HAXOAIINECS B JOMax IO
yxony, Majgoo0ecrieueHHbIE U 6e3paboTHBIE, TAIUEHTHI, HAXOISAIINECS B HEOTIIOKHOM COCTOSIHUY,
MPE/ICTaBUTENIM HAIlMOHAJIBHBIX MEHBIIWHCTB, JIMLAa 0€3 OMpPEIeJIeHHOTO MeECTa >KUTEIbCTBA,
OeXeHIIbI, HECOBEPILEHHOJICTHUE U JIMIA, HAXOAAIIMeCs MO/ OMEKON WM MONEYUTEIbCTBOM, a
TaK’Ke JINIA, HECIIOCOOHBIE TaTh COTJIACHE;



1.65. «dkcniepTHBIN coBeT opranuzaruny, «9CO» (Institutional Review Board, IRB)—
HE3aBHCHMBII OpraH, COCTOSIINHN U3 JTUII, pa00OTAOIIKUX B 00JACTH MEIUIIMHBI, HAYKH, a TAKXKE HE
UMEIOIINX OTHOIICHHWS K HayKe, KOTOPBIH OO0eCleYrBaeT 3allUTy IpaB, OE30MacHOCTH H
Onaromnoinyunsi CyObEeKTOB HCCIIEOBAaHUSA, B TOM YHCIE MYyTEM PAaCCMOTPEHUS, YTBEP)KICHHS
(omoOpeHwst) MPOTOKOJIA KIIMHUYECKOTO MCCIIEIOBAHUS | MONPABOK K HEMY, a TAK)KE MaTEpUAIOB
U MCTOAOB, KOTOPLIC IMPCANOJAracTtCsa HCIOJb30BaATh IJId TMOJYUYCHHUSA W JOKYMCHTHUPOBAHHA
WH(POPMUPOBAHHOTO COTIIACHS CyOBEKTOB MCCIICTOBAHMUS.

2. lIpuHIMOBI HAJJIeKALIEeH KIHHUYECKOH NPAKTHKH

2.1. Knuauueckue uccieqoBaHus JOJDKHBI MPOBOJUTHCS B COOTBETCTBUHU C ITUYECKUMU
MIPUHLUIIAMH, 3aJI0KCHHBIMU XeJNbCUHCKON naeknapaunuen, npuHsatod Ha XVIII I'enepanbHOiM
accambiiee BcemupHoii MmeauimHckon acconnanu B 1964 roay, u oTpaKeHHBIMH B HACTOSIIIINX
[TpaBmiax v MPUMEHUMBIX TPEOOBAHUSX.

2.2. Jlo Hauajma WCCIEIOBaHUS JODKHA OBITh TIPOBEICHA OIEHKAa COOTHOIICHHS
MpeIBUINMOTO (TIPECKa3yeMOro) pucka M HEyIOOCTB C OKMIAeMOW IMONB30H A CyObeKTa
uccienoBanus u oOuiectBa. MccnenoBanue MokeT ObITh HAYaTO U MPOJOJIKEHO TOJBKO B TOM
clly4ae, €Clid OKuJaeMasi ToJib3a OMPAaBIbIBACT PHCK.

2.3.IlpaBa, Oe3omacHOCT, © Oyiaromojiyune CyOBEKTOB  HCCIICIOBAaHHUS  HMEIOT
MEPBOCTENIEHHOE 3HAUCHUE U JIOJKHBI TPEBAIMPOBATH HAJ MHTEPECaMU HAyKH U OOIIeCTBa.

2.4. Undopmanus (DOKIMHUYECKAs W KIMHAYECKAs ) 00 MCCIIeyeMOM IperapaTe JA0hKHa
OBITH JTOCTATOYHOU i1 0OOCHOBAHHUS MPEATNOIAraeMOTr0 KIMHUYECKOTO UCCIICIOBAHUS.

2.5. Knuauueckue wuccienoBaHUsl JOHKHBI COOTBETCTBOBATh HAyYHBIM TPeOOBaHUSAM U
JOJKHBI OBITH YE€TKO M MOAPOOHO OMMCAHBI B TPOTOKOJIE KITMHUYECKOTO UCCIICIOBAHMUS.

2.6. KnuHnueckoe MCCIeqOBaHUE MOJKHO MPOBOAUTHCS B COOTBETCTBHUU C MPOTOKOJIOM,
YTBEPKICHHBIM (0J0OPEHHBIM) IKCIIEPTHBIM COBETOM OpPTaHHU3AIUH (HE3aBUCHUMBIM dTUYECKHM
komutetoM (HOK)).

2.7. OTBETCTBEHHOCTh 32 OKa3bIBAEMYIO CYOBEKTY UCCIIEIOBAHUS MEAUIIMHCKYIO TOMOIIb U
MPUHSATHE PEIIeHNH MEAUIIMHCKOTO XapaKkTepa HeceT Bpay.

2.8. Bce mpoBoasmpie UCCIENOBaHWE JHIA JODKHBI HMETh COOTBETCTBYIOIINE
o0Opa3oBaHUe, TOATOTOBKY U OIBIT JIsl BHITOJHEHUS BO3JIOKEHHBIX Ha HUX 3a/1a4.

2.9. JlobpoBonpHOE MH(POPMHUPOBAHHOE COTIACHE JOKHO OBITH MOJYYCHO y Ka)kIOTO
CcyOBeKTa /10 €ero BKIIOUYEHHUS B UCCIIEIOBaHHE.

2.10. Bcro moiy4eHHYI0 NpU HPOBEIECHUM KIMHUYECKOTO HCCIEIO0BAHUSA HH(OPMAIIHIO
HEOOXOIMMO PETHCTPUPOBATh, IMEpeaaBaTh W XPaHUTh TaKUM OOpa3oM, YTOOBI 0OECIICUUTH
TOYHOCTH U MIPABWJIBHOCTH €€ MPEICTABICHIS, HHTEPIPETAIINN U BepUDUKALIUH.

OTOT NPUHLIKII MPUMEHUM KO BCEM 3aIUCAM, IPEAYCMOTPEHHBIM HacTosumu [Ipasuiamuy,
BHE 3aBHCHMOCTH OT THIIa UCIIOJIE3YEMOTO HOCUTEIIS.

2.11. KonpuaeHnaapHOCTh 3amucel, TMO3BOJSAIONINX HACHTHPUIIMPOBATh CyOBEKTOB
UCCIIEIOBAHMS, JOJKHA OBITh oOecredeHa B IIeNIX COOJIIOJICHUs MpaBa HA YaCTHYIO KU3Hb U
3alUTy KOH(OUIEHIIMATbHOCTH B COOTBETCTBUU C IPUMEHUMBIMU TPEOOBAaHUSIMHU.

2.12. IIpon3BOJACTBO M XpAaHEHUE HCCIEAYEMBIX JIEKAPCTBEHHBIX IIPENapaToB, a TaKKe
oOpallleHue ¢ HUMHU HEOOXOJUMO OCYIIECTBIISITH B COOTBETCTBUU C IMpaBHJIaMU Hajuiexalen
MIPOU3BOJICTBEHHOM MPAKTUKU. Vccnemyembie mpemapaTsl JOKHBI IPUMEHSITHCS B COOTBETCTBUN
C YTBEPKJIECHHBIM ITPOTOKOJIOM.

2.13. Heo6x01uMO BHEAPUTH CUCTEMBI C MPOLIEAYPAMHU, KOTOPbIe 00eCIeunBalOT Ka4yeCTBO
Ka)KJI0T0 acreKTa KIMHUYECKOTrO UCCIIEOBAHMUS.

Takue cuctemsl JOMKHBI (DOKYCHPOBATHCS HA TEX aCMEKTaX KIMHUYECKOTO UCCIICIOBAHUS,
KOTOpbIe 00€CIeYnBalOT 3alIUTY CyOBEKTOB HCCIEI0BAaHUS U TOCTOBEPHOCTD €r0 PE3yJIbTaTOB.

3. DKCHepTHBII coBeT opranu3annu (HezapucuMmblii yTnueckuii komurer) (ICO (HIK))

3.1. O0s13aHHOCTH.
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3.1.1. DKcriepTHBIM COBET OpraHW3anuu (HE3aBUCHUMBINH AITHYECKUNA KOMHTET) TPHU3BaH
3alUOIaTh TpaBa, O€30MacHOCTh ¥ OJIaromoJiydne BCeX CYOBEKTOB  HCCIICOBAHMSL.
HccnenoBaHusaM ¢ ydacTueM YsSI3BUMBIX CYOBEKTOB JIOJKHO OBITH yAEIEHO 0c000€ BHUMAaHUE.

3.1.2. 3CO (HOK) nomxeH mojiy4uTh Ha paCCMOTPEHUE CIAEAYIOLIUE TOKYMEHTHI:

MPOTOKOJI (TIONPABKHU K MPOTOKOJTY );

MUCBMEHHYIO (QopMy HWH(GOPMUPOBAHHOTO COTJIACHS W €€ TMOCIEAYIOIINe PEIaKIuu,
npesiaraeMble NCciieIoBaTeNIeM AJIsl UCIIOJIb30BaHuUs B UCCIIEJOBAHNH;

OMHMCaHWE JCWCTBUIA, HANpPABICHHBIX HAa TMPHUBICUCHUE CYOBEKTOB K YYAaCTHIO B
WCCIeI0BaHUH (HApUMep, PEKIaMHbIC OOBSIBICHUSA);

MMMCbMEHHBIC MaTEPUaJIbl, KOTOPBIC OYIYT MPEICTaBICHBI CYObEKTaM HCCIIEIOBAHUS;

OpoIIIOpy HCCIETOBATENS;

M3BECTHYIO0 HH(POPMALINIO, KaCAIOIyIOCs 0€3011acCHOCTH;

MH(OPMALIHIO O BBIIJIATaX U KOMIIEHCALUAX CYObEKTaM HCCIIeI0BaHUS;

TEKYIIYIO peJaKIiio pe3toMe rccieaoBarens (curriculum vitae) u (vim) Apyrue MaTepHabl,
MOATBEPKIAIOIIUE €T0 KBATH(PHUKAIHUIO;

Ipyrue JOKYMEHTHI, KoTopele MOTyT moTpeboBarbest DCO (HOK) ans BeImOTHEHHS €ro
00s13aHHOCTEH.

9CO (HOK) nomkeH paccMOTpeTh BOIPOC O MPOBEIEHUH IPEIaraéMoro KIMHUYECKOTO
HCCJIEIOBaHMSI B COOTBETCTBYIOIIME CPOKM M JaTh 3aKJIIOYEHHWE B MUCBMEHHOM BHUJE, YETKO
UICHTHDUIHIPYS UCCIIeIOBAaHUE, PACCMOTPEHHBIE JOKYMEHTBI U IAThl IPY IPUHATHH CIIETYIOLTUX
BO3MOXHBIX PEIICHUN:

onoOpeHue (BbIIaua 3aKII0UEHNS) Ha TPOBEICHUE HCCIICIOBAHUS;

TpeOoBaHUE O BHECEHUU M3MEHEHHH B IMPEACTaBICHHYIO JOKYMEHTAIUIO J0 MOJyYeHUs
onoOpeHus (BbhIAauM 3aKIIIOUEHUS) Ha IPOBEICHUE HUCCIICIOBAHUS;

OTKa3 B 0J100peHnu (BbIaue 3aKII0UEHUs) Ha IPOBEICHUE UCCIICOBAHUS;

OTMEHa (TMPUOCTAHOBKA) CIEIAHHOTO paHee Oa00peHwHs (BBIIAHHOTO 3aKIIOYCHHS) Ha
MIPOBEJICHUE HCCIIEA0BAHNUS.

3.1.3.3CO (HDK) pnomkeH OIEHUTH COOTBETCTBHE KBAIU(DHUKAIMN WCCIEAOBATENS
mpeajaraéMoMy HMCCIEIOBaHHI0O HAa OCHOBAHWU TEKYLIEH peNaklUU pe3loMe HCCIeNoBaTens
(curriculum vitae) u (WaM) Ipyroil COOTBETCTBYIOWIEH JOKyMEHTAaIuH, 3ampoiieHHoit 3CO
(HOK).

3.1.4. 3CO (H2K) nomxeH meprHoAMYECKH paccMaTpUBaTh JOKYMEHTAIUIO 10 KaKAOMY
TEKyIIeMy MCCIIE0OBaHUIO C YAaCTOTOM, 3aBUCAIICH OT CTENIEHU PUCKA, KOTOPOMY MOJIBEPIatOTCs
CyOBEKTBI MCCIIEIOBaHUS, HO HE pexke | pasa B rof.

3.1.5.2CO (HOK) moxer mnorpeboBaTh, 4TOOBI CyOBEKTaM HCCICIOBAHUS, MTOMHMO
uHpopmanuu, ykazaHHoH B mnyHkTe 4.8.10 nHacrosmux IlpaBui, OBUIM TpeACTaBICHBI
JOTIOJTHUTEIBHBIE CBEACHUS 00 uccienoBanuu, eciu, mo MueHnto ICO (HOK), ato Heobxoaumo
JUTSL 3aIIUTHI TIPAB ¥ 3[I0POBBS CyOBEKTOB UCCIIEIOBAHUS, @ TAKXKE JJII TAPAHTUN UX OE30MTACHOCTH.

3.1.6. B cnydae ecnu coriiacue Ha ydacTue CyObeKTa B MCCICAOBAHHH, HE CBS3aHHOM C
JIeYeHUEM, JAeT €ro 3aKOHHBIM MpeACTaBUTENb B COOTBEeTCTBMM ¢ nyHKTamu 4.8.12 u 4.8.14
Hacrosiux [IpaBuin, 3CO (HOK) gomxken yoeauThes, YTO MPEACTABICHHBIA MTPOTOKOI M (MJIH)
Ipyras JOKYMEHTAaIlUsi COOTBETCTBYIOT ITHYECKUM M JIPYTUM MPUMEHUMBIM TPEOOBAHUSIM K
MOI00HBIM KJIMHUYECKUM HCCIIEIOBAaHUSM.

3.1.7. B cmydae ecnu B MPOTOKOJIC YKAa3bIBACTCS HA HEBO3MOXHOCTh TOJTYUYCHHS COTTIACHS
Ha y4yacTHe B UCCIIEJOBAHUM OT CyOBbEKTa MCCIEAOBAHUS UM €r0 3aKOHHOTO MPEICTABUTENS B
COOTBETCTBUHM ¢ MyHKTOM 4.8.15 nHacrosimux IIpaBun 10 MOMeHTa BKIIIOYEHHUS CyObEeKTa B
rccaeaoBanue (Hampumep, Ipu HeoTJI0KHOM cocTosiHum ), DCO (HOK) nomken yoenutbcs B TOM,
YTO TPEJCTABICHHBIM MPOTOKON M (WJIH) Apyras HOKYMEHTAIHsI COOTBETCTBYIOT ITUYECKUM H
JIPYTUM MPUMEHUMbBIM TPEOOBAHUSIM K MOJOOHBIM KIIMHUYECKUM HCCIIE0BAHHUSM.

3.1.8. 9CO (HDK) paccmaTtpuBaer pa3Mep U MOPAJOK BBIIAT CYOBEKTY HCCIICAOBAHMUS,
9TOOBl YOEIUThCS B OTCYTCTBHM HEOOOCHOBAHHOM 3aMHTEPECOBAHHOCTU WU MPHUHYXIACHUS
CyOBEKTOB HCclefoBaHus. Pa3mep BbIIUIAT CyOBEKTaM HCCIEIOBAaHUS JOJKEH ONPEIeNiTh
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MPOIMOPLHOHAIIBHO UX YYacTHIO B MCCIIEIOBAaHUM, HO HE JOJKEH 3aBUCETh HMCKIIOYUTEIBHO OT
TOTO, 3aBEPIINIT CYyOBEKT UCCIICIOBAHKE MOJTHOCTHIO WIIH HET.

3.1.9. 9CO (HOK) momkeHn yOemuTbcs B TOM, 4TO HHGOpPMAIIHs, Kacalomascs BBITIIAT
CyOBeKTaM WCCIEAOBaHUS, BKIIOUasi CIOCOOBI, pa3Mep M TMOPSIOK BBHIIUIAT, OTpakeHa B
MUCBbMEHHOW (popMe MHGOPMUPOBAHHOIO COTJIACHsl U B JIPYTHX IMPEACTaBISEMBbIX CyOBeKTaM
uccleloBaHusl MaTepuanax. J{omkHO OBITH YyKa3aHO, KakMM o0Opa3oM OyneT OompeaeisThCs
MPOMOPLHUOHATIBHOCTD BBITLIAT.

3.2. CoctaB, GyHKIUU U TOPSAOK PAOOTHL.

3.2.1. B cocrar DCO (HOK) nomxHO BXOAWUTH AOCTATOYHOE YMCIIO JIMI], 00JagaronIuX B
COBOKYITHOCTH HEOOXOIUMOW KBATH(PHUKAIIMEH M OMBITOM ISl PACCMOTPEHHS W IMPOBEICHUS
OKCIIEPTHOM OLIEHKM HAy4YHbIX, MEAMIMHCKMX UM JTHYECKHUX AacleKTOB I[JIAHHUPYEMOIO
UCCIIeTIOBaHUSI.

Crnenyer npexycmotpeTh BkirodeHue B cocra DCO (HOK):

a) HE MEHEE 5 YeJIOBEK;

0) mo kpaiiHeld Mepe | uYejoBeka, HE CHENUATU3UPYIOMIETocss B OOJACTH HAyYHBIX
UCCIICTIOBAHUH (IS TETLHOCTH);

B) MO KpaiiHe wmepe | demoBeka, HE SBISIIONIETOCS COTPYJAHHKOM MEIUIIMHCKON
opranu3anuu (MCCIeI0BATENLCKOTO IIEHTPA), B KOTOPOI MPOBOIUTCS UCCIIEAOBAaHNUE.

['onocoBath (BbIpaxkaTb MHEHHWE OTHOCHUTEIBHO HCCIEAOBAaHUSA) UMEIOT MPaBO TOJBKO TE
yiensl DCO (HOK), koTopbie He 3aBUCST OT MCCIIEIOBATENS U CIIOHCOPA IAHHOT'O UCCIIE0BAHMUS.
OCO (HOK) momkeH BeCTH CIMCOK WICHOB C YKa3aHHEM MX KBATH(UKAIIH.

3.2.2. 9CO (H3K) nomxeH oCymecTBIATh ASSTEIHHOCTh B COOTBETCTBUH C IOKYMEHTAIbHO
o opMIIEHHBIMH paboYrMHU IPOLEAYPaMH, JOKYMEHTHPOBATh pPe3yIbTaThl CBOEH paboThl 1 BECTH
MPOTOKOIIBI 3acefanuii. Ero nesTenbHOCTh JOMKHA COOTBETCTBOBATH HAacTosAmMM [IpaBuiam u
MPUMEHUMBIM TPEOOBAHUSM 3aKOHOJATENLCTBA TOCYJaPCTB-UJICHOB.

3.2.3.93CO (HOK) npuHMMaeT peuieHds Ha OOBSBICHHBIX 3aCEHaHUAX NPU HATUYHH
KBOpYMa, OTIpeIeNIEHHOr0 paboyrMHU MpoLeTypaMu.

3.2.4. Tonpko wunensl OCO (HOK), npuHMMaBmIME HENOCPEACTBEHHOE Yy4acTue B
PacCMOTPEHMH JIOKYMEHTAllUd [0 MCCIEAOBAHUIO M OOCYXAEHMHU, MOTYT Y4acTBOBAaTh B
rOJIOCOBAaHUM (BBIPAXKaTh CBOC MHEHUE) U (MJIM) 1aBaTh PEKOMEHIAIUH.

3.2.5. UccnenoBaTennb MOXET MPEIACTABIATh HMH(POPMAIMIO IO JIIOOBIM  acrleKTaM
WCCIICIOBAHMS, HO HE MOXKET Y4acTBOBATh B MPEHUSX WJIM B TOJIOCOBAaHWH (BBIPAOOTKE MHEHHS)
3CO (H2K).

3.2.6.3CO (HDK), wmoxer mnpuberarb K TIOMOIIM HE3aBUCUMBIX JKCIEPTOB IO
CHelHaIbHBIM BOIIPOCAM.

3.3. Ilpouenypsl.

DCO (HOK) nomxkeHn pa3padboTarh, TOKYMEHTAILHO OOPMHUTH M COOJIIOIaTh CTaHIapTHHIE
paboure mpoueaypsl, PerIaMeHTUPYIOIIUE:

3.3.1. CocraB ((hamwimm, UMeHa, OT4eCcTBa (MTPU HATMYKHN) U KBauukaiyto wieHo) 9CO
(HOK) u yupenupiiuii ero opras.

3.3.2. [lopsaok Ha3HaueHus 3aceaanuii, onosemnieHus wieHoB DCO (HOK) o mpencrosmx
3aceaHusX, a TAK)KE OpPraHU3alNIo 3acelaHuH.

3.3.3. [lopsgoK TNEpBUYHOTO U TMOCIEAYIOIIETO PACCMOTPEHUS TOKYMEHTAllUH IO
HCCJICIOBAHHUIO.

3.3.4. IlepnoagnYHOCTD MOCIEAYIOIETO PACCMOTPEHHUS TOKYMEHTALIMM 10 UCCIIETOBAHUIO.

3.3.5. [lopsAoKk  yCKOPEHHOT0 pacCMOTPEHHUsI JOKYMEHTAllud B COOTBETCTBHUU C
MPUMEHUMBIMUA TPEOOBAHHMAMHU I OJOOPEHHS (BBIIAYM 3aKIIOUYCHUsI) TP HE3HAYUTEIHLHOM
M3MEHEHHH B TEKYIIMX MCCICIOBAHUAX, YK€ IMONYyYMBIIMX ono0penue (3aximouenue) ICO
(HOK).

3.3.6. HenonmycTuMOoCTh BKITIOYCHHS CYOBEKTOB B HCClieZoBaHuE 110 Toro, kak ICO (HOK)
BBIJIACT MUCbMEHHOE 0JI00peHHE (3aKTI0UEHNE) Ha TIPOBEICHUE NCCIICI0OBAHUS.
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3.3.7. HenonyCTUMOCTh B COOTBETCTBUU € MyHKTOM 4.5.2 HacTosmux [IpaBun oTKIOHEHUS
OT TPOTOKOJIa WM €ro W3MeHEeHuid O0e3 MpeaBapuUTEIbHOIO0 MUCBMEHHOTO OJ00peHus
(3axsrrouenwus) cooTBeTcTBYyrONMX nonpaBok DCO (HOK), 3a uckimtoueHneM Tex cirydaes, KOTa
W3MEHEHHUS HAIPaBJICHBI HA YCTPAHCHHE HETOCPEJCTBEHHOW YIpO3bl CYObEKTaM HCCIIEIOBaHUS
WIM KOTJa W3MEHEHHs KacaloTCS TOJIbKO aJIMUHUCTPATUBHBIX M MaTepUalbHO-TEXHUYECKUX
aCTICKTOB MCCIIEIOBaHUs (HampuMep, CMeHa MOHUTOpA, M3MEHEHHE HoMepa TenedoHa).

3.3.8. O0s13aHHOCTH HICCIIeIOBATENS He3aMeTuTenbHO coobmars DCO (HOK):

a) 00 OTKIIOHEHHSIX OT MPOTOKOJIA WM HM3MEHEHHSX IMPOTOKOJA, MPOU3BEACHHBIX IS
YCTpaHEHUsI HETIOCPEICTBEHHONW YIpo3bl CyObEeKTaM HCCIE0BaHUs B COOTBETCTBUU C MMyHKTaMH
3.3.7,4.5.2 u 4.5.4 nacrosiuux IIpasuin;

0) 00 W3MEHEHHUsX, YBEIMYHMBAIOIIUX PHUCK JUIsi CYOBEKTOB WCCICIOBAaHUA U (WJIH)
CYILIECTBEHHO BJIMSIOIIUX HAa MPOBEICHHE HUCCIIEIOBAHMS, B COOTBETCTBUU C MyHKTOM 4.10.2
Hactosmux [IpaBui;

B) 000 BCEX CEPbE3HBIX HEMPEABHUICHHBIX HEXENATSIbHBIX PEaKIUsX;

I) 0 HOBBIX JAaHHBIX, KOTOpPbIE MOTYT CBMJIETEIHCTBOBATH O BO3pPACTaHMM pPHUCKa IS
CyOBEKTOB MCCIIETOBAHMUS WM HEOJIArOMPHUSTHO MOBIIUATH HA X0/ UCCIICIOBAHUS.

3.3.9. O6s3annocts OCO (HOK) He3amemmmTenbHO B NMHUCHBMEHHOM BHAE COOOIIATH
HccaeaoBaTeNo (MEIUIIMHCKON OpraHU3allim ):

a) O CBOMX peNIeHUAX (3aKIIFOUCHHSX ), KACAIOIINXCS UCCIICOBAHUS;

0) 0 MPUYMHAX BBIHECEHUS PEIICHUH (3aKITF0UCHUN );

B) 0 mopsiake (mporeaypax) o0KaaoBaHUs PEIICHUH (3aKITIOUCHUN ).

3.4. JlokymeHTa1us.

OCO (HOK) nomxkeH XpaHUTh OTHOCSIIYIOCS K HCCICIOBAHUIO JOKYMEHTAIUIo (B
YaCTHOCTH, TUCbMEHHBIC TIPOIIEAYPHI, IEPEUHN CBOUX WICHOB C YKa3aHHEM POJia JeSTEIILHOCTH U
MecTa paboThl, MPEACTABICHHbIE HAa PACCMOTPEHHE JOKYMEHTBI, MPOTOKOJBI 3acelaHuil u
KOPPECIOH/ICHITUIO) B TEUEHHE HE MEHEe 3 JIET MOCIIe 3aBEPIICHUS HCCIISIOBAHUS U TIPEJICTABIIATh
ee Mo TpeOOBaHHIO YMOJIHOMOYEHHBIX OpraHoB. MccienoBaTenu, CIIOHCOP, YIOJIHOMOYEHHBIE
oprausl MoryT 3anpammBars y 9CO (HOK) undopmanmio o ero mporenypax u nepeyHu YieHOB.

4. UccaenoBarenb

4.1. KBanudukanus u 0053aTeabCTBa HCCISIOBATEINS.

4.1.1. UccnenoBaTenb MOJDKEH MMETh COOTBETCTBYIOIINE KBAIM(HUKAIMIO, 00pa3oBaHUE,
npodeccHoHAbHYIO TIOJTOTOBKY U OTIBIT, TO3BOJISIFOIINE €My MPUHSATH Ha ce0s1 OTBETCTBEHHOCTh
3a HaJIeXallee MPOBEICHUE KIMHUYECKOro wuccienoBanus. KBamuduxaius wucciemoBaTels
JOJKHA COOTBETCTBOBATHh MPUMEHHUMBIM TPEOOBAHUSM U TIOJATBEPKIATHCS AKTYAIBHBIM PE3IOME
(curriculum vitae) u (WyIM) IPYrUMH TOKYMEHTaMH, KOTOPBIE MOTYT OBITh 3aIPOIICHBI CIOHCOPOM,
3CO (HOK) u (nnn) yrnmorHOMOUYEHHBIMHA OpTaHaMH.

4.1.2. UccnenoBarenb AOJKEH BHUMATEIBHO O3HAKOMHUTHCS C MPABWIIAMHU HAJJIECKAIIETO
MPUMEHEHUSI HCCIEAYyEeMOro Ipenapara, H3JI0KEHHBIMH B MPOTOKOJIE, TEKYLIEH peaakiuu
OpoIIIOpBI  MCCIIENOBATENsA, OOIIEH XapaKTePUCTHUKE JICKAPCTBEHHOTO TMpernapata W JAPYyrux
MCTOYHUKAX HHPOPMAIIH, TPEICTABICHHBIX CIIOHCOPOM.

4.1.3. VccnenoBatenb MOJDKEH 3HATH M coOironarh Hacrosimue [IpaBuna u mpuMeHUMBIE
TpeOOBaHUS.

4.1.4. ViccnenoBatenb (MEAUITMHCKAsT OpraHU3AIMs) TOJDKEH COJIEHCTBOBATh IIPOBEICHUIO
CIIOHCOPOM MOHHUTOpPMHIA M ayJWuTa, a TaKKe MPOBEJICHUIO YMOIHOMOYEHHBIMU OpraHaMu
WHCHEKIINH.

4.1.5. UccnenoBatens  JOJDKEH  BECTH  IlepedyeHb  oONajaroImux  HeoOXOAMMOM
KBaTM(UKAIUEH JINII, KOTOPHIE IO €T0 OPYICHHUIO OCYIIECTBIISIOT ONPEICTICHHYIO ACATEIHHOCTD
B paMKax MCCIIeA0BaHUsI.

4.2. CoOTBETCTBYIOLINE PECYPCHI.

4.2.1. UccnenoBatenp OMKEH OBITH CIOCOOCH MPOJEMOHCTPUPOBATH (HAampuMmep, Ha
OCHOBAHMHM PETPOCTICKTUBHBIX JaHHBIX) BO3MOXHOCTh HaOOpa B TEUEHHE OIPEACICHHOTO
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nepuoga TpeOdyeMoro KOJIM4ecTBa MOAXOISIINX CYOBEKTOB HCCIIEIOBaHUS, COOTBETCTBYIOIIMX
KpUTEpHUsIM 0TOOpA.

4.2.2. UccnenoBatenb JODKEH HWMETh JOCTAaTOYHOE KOJWYECTBO BPEMEHH, YTOOBI
HaJJIeXKaIKUM 00pa3oM MPOBECTH W 3aBEPIIUTh HCCIEIOBAaHWE B TEUCHHE YCTAHOBIECHHOTO
nepuoa.

4.2.3. UccnenoBarenb JOJKEH pacmnonarartb JOCTaTOYHBIM KOJMYECTBOM
KBATM(UIIUPOBAHHBIX COTPYIHUKOB H MaTEPHAIBHBIX PECYpPCOB (MIOMEIIEHUsI, 000PYyI0BaHUE) B
MEePHOJ] HWCCIECIOBAaHUS JUIsl TOTO, YTOOBI IMPOBECTH JTO WCCIEAOBAHUWE HAJICKAIINM U
0e30macHbIM 00pa3oMm.

4.2.4. HccienoBareilb OTBEYAET 3a TO, YTOOBI BCE 3aHATHIE B KIMHHUYECKOM HCCIIENOBAHUU
COTPYJIHUKHU ObLTM 3HAKOMBI C TPOTOKOJIOM U HH(popMalneit 00 ucciaeayeMoM Mpernapare, a Takke
CO CBOMMH (PYHKITHSIMHU 1 00SI3aHHOCTSIMHU.

4.2.5. UccnenoBarenb NOMKEH KOHTPOJIUPOBATH NEATEIBHOCTH COTPYIHUKOB WJIM HHBIX
JUI, KOTOPBIM OH Mepelnanl T€ WM HHbIE OOS3aHHOCTH M (YHKIHH B paMKax MPOBEACHHUS
UCCIIEIOBaHUS B HCCIIE0BATEIBCKOM LIEHTPE.

4.2.6. Eciiu uccnenoBarens (MEAMLMHCKAs OpraHU3alys) NpuOeraer K yciayraMm Kakoro-
aub0 NWua 7S BBIOJHEHUS TeX WM HMHBIX CBA3aHHBIX C TPOBEACHHEM HCCIIEIOBAHUS
o0s13aHHOCTEH U (PYHKLUH, OH TOJDKEH:

yoenuThesl (MONy4YUTh JOKYMEHTAIbHOE MOATBEPXkACHUE) B TOM, YTO JAaHHOE JIHIIO
o0aaeT 10CTaTOYHON KBaTU(UKAIMEH TS BRIIOTHEHUS 3TUX 005S3aHHOCTEH U (DyHKITUH;

BHEJPUTH MPOIIEAYpPhI, HApaBJIEeHHbIE HA 0OECTIeYeHNE MOTHOTHI BBIIOJHEHUS CBSI3aHHBIX
C MPOBEICHUEM UCCIICIOBAHUS 0053aHHOCTEN U (DYHKIUI U [IEJIOCTHOCTY MOMyYEHHBIX JTaHHBIX.

4.3. Oka3aHue MEIUIIMHCKON ITOMOIIHM CYOBEKTaM UCCIIEOBaAHUSI.

4.3.1. SBnsromuiics UccIeI0BaTENIEM WA COUCCIIEI0BATENIEM Bpay HECET OTBETCTBEHHOCTh
3a Bce MPUHUMAEMbIe B paMKax HCCIEA0BAHUS PEIIEHUs MEAUIIMHCKOTO XapaKTepa.

4.3.2. Bo BpemMs M MO 3aBEpLICHUM YYaCTHsl CyObEKTa B MCCIIEOBAHUHU HCCIEIOBATENb
(MenWIIMHCKAsE OpraHu3amus) JOJDKEH OO0eCredynTh OKa3aHWe CYOBEKTy HCCIeOBaHUS
HEOOXOIUMOM MEIUIMHCKONH TIOMOIIM B CiIy4ae BO3HUKHOBEHUS JIOOBIX CBSI3aHHBIX C
UCCIIEIOBAaHHEM HEKeNaTeNbHbIX SBJICHUM, BKIIOYas KIMHUYECKH 3HAUMMblE HW3MEHEHUs
nabopaTopHbIX — mokazateneil. MccrmemoBatenb — (MEOUIIMHCKAas — OpraHM3anusi)  00si3aH
uHpOpMHUpOBaTh CyObEKTa HCCIEAOBAHHA O CTaBIIMX H3BECTHBIMH  HCCIIEIOBATEIIO
WHTEPKYPPEHTHBIX 3a00JIEBaHUSAXK, TPEOYIOIINX MEAUIIMHCKON TTOMOIIIH.

4.3.3. VccnenoBaTenio ClIeIyeT COOOIUTD JieUaleMy Bpady, €ClIu TaKOBOM MMeeTcs, 00
y4acTUU CyOBEKTa B UCCICJOBAHMHM MPH YCIOBHH, YTO CYOBEKT HE BO3pa)KaeT MPOTHB
MH(OPMHUPOBAHHUS JICHALETO Bpaya.

4.3.4. CyObekT wuccienoBaHusi He o00s3aH cOOOWIATh O MPHUYMHAX, MOOYIUBIIHUX €ro
JOCPOYHO MPEKPATUTh y4acTHE B HCCIEAOBAHUU, OJHAKO HCCIEA0BATENb JOKEH MOIbITAThCA
YCTaHOBUTH ATH MPUYHHBI, COOII0Iasi TIPU ATOM TpaBa CyOBEKTa UCCIICIOBAHUS.

4.4. Konraktsl ¢ 9CO (HOK).

4.4.1. Ilepen TeM Kak HayaTh UCCIICOBAHHE, UCCIIEAOBATENb (MEIUIIMHCKAS OPTaHM3AIIHS)
JOJDKEH TIONYYHTh TMHCHhbMEHHOE M JaTUpoBaHHOe oa00peHue (3akmtoueHue) DCO (HDOK)
MIPOTOKOJIA, MUCbMEHHOHN (POpMBI HHPOPMUPOBAHHOTO COTIACHS U €€ MOCICAYIOIMNUX PEAAKITUH,
Mep, HalpaBiICHHBIX Ha MpHUBJICUYEHUE CYOBEKTOB K YYaCTHIO B HCCIIEIOBAaHUHU (Hampumep,
pEKIaMHBIX OOBSBICHUI), U JIFOOBIX IPYTUX MUCHMEHHBIX MAaTEPUAIOB, KOTOPHIE MTPEIOIAracTCs
MPEICTaBUTh CyOBhEKTaM HCCIEA0BaHNUS.

4.4.2. BMecTe ¢ OpyruMu JOKYMEHTaMU HCCIeAoBaTellb (MEIULMHCKAs OpraHu3aius)
nomwkeHn npencraButh JCO (HOK) mocnmegHioro pemakmuio OpomIopsl ucciemoBarens. Ecim
Opoltopy HccienoBaTeNs IOMONHSIOT B XOJIe HWCCIEAOBAaHUS, MCCIEAOBAaTeNb (MEIUIIMHCKAS
opranu3zanus) o0s3an npeactaButb JCO (HOK) HOByIO penakiiuio Opomtophbl HCCIIeI0BATE.

4.4.3. B TeueHue HCCIENOBAHUS HCCIENOBATENb (MEIUIIMHCKAs OPTaHMU3AIMs) JOKEH
npeactasTe ICO (HOK) Bce mogexamine pacCMOTPEHHUIO TOKYMEHTHI.

4.5. CobmofieHre NpoToKoIa.
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4.5.1. UccnenoBatens (MEIUIIMHCKAs OpraHU3alMs) AOJKEH MPOBOAUTH HCCIEIOBAaHUE B
COOTBETCTBHUHM C IPOTOKOJIOM, COTJIACOBAaHHBIM CO CIIOHCOPOM M TPH HEOOXOJAUMOCTH C
YIIOJITHOMOYEHHBIMH OpraHaMu U yTBepxkaeHHBIM (0m00perHsiM) DCO (HOK). B moaTeepxaeHmne
JIOTOBOPEHHOCTH HCCIIeAOBaTeNh (MEAMIIMHCKAS OpraHu3alus) W CIIOHCOP TOJMUCHIBAIOT
MIPOTOKOJI WJIM 3aKJII0YAI0T OTAEIbHBINA JOTOBOP.

4.5.2. UccrnenoBarens HE JOHKEH OTKIOHITHCS OT IMPOTOKOJIA WM BHOCHTH B HETO
u3MeHeHus Oe3 coryiacusi CroHcopa M 0e3 IpeaBapUTEIbHOTO PAaCCMOTPEHUS U IMOJIy4YEHHUS
JTOKYMEHTanbHO oopmiieHHOTOo 0100penHus (3akmoueHus) 2CO (HOK) otHocuTensHO onpaBKu
K MPOTOKOJTy, KpOME TeX CllydaeB, KOTJa HEOOXOIUMO YCTPaHUTh HEMOCPEICTBEHHYIO yTpO3y
CyOBEKTaM HCCIICIOBAaHUS WM KOTJa M3MEHEHUS KacaloTCS TOJIBKO aJIMUHUCTPATHUBHBIX WU
TEXHUYECKUX acCHEeKTOB HCCIIEeNOBaHUS (Hampumep, 3aMeHa MOHUTOpPA, HU3MEHEHHEe HOoMepa
TenedoHa).

4.5.3. UccnenoBarenb WM HA3HAYEHHOE UM JIMIO JOJKHBI MOSICHITH U JOKYMEHTAJIbHO
o(opMIIATH TF0OBIE OTKIIOHEHUS OT YTBEPKASHHOTO IPOTOKOJIA.

4.5.4. VccnenoBaTenb MOXKET OTKIIOHATHCA OT IPOTOKOJA UM BHOCUTHh B HETO M3MEHEHHUS
JUISL YCTPAHEHUs HETIOCPEICTBEHHONW YIpO3bl CYObEKTaM HCCIEIOBaHUs 0€3 MpeaBapUTEIHHOTO
onoopenus (momyuenus 3axmodeHus) CO (HOK). B kparyaiimme cpoku onucanue OTKIOHCHUHA
WIM MU3MEHEHHMH C yKa3aHUEeM WX MPUYHH U TPU HEOOXOIUMOCTH TpejiaracMble TMOMPaBKU K
MIPOTOKOJTY JIOJKHBI OBITH HAIIPABIICHBI:

a) DCO (HOK) nnst paccMoTpenus U oo0peHusl (BbIIaYM 3aKITI0YCHIS);

0) CIIOHCOPY JJISI COTJIACOBAHMSI C HHM;

B) YIIOJITHOMOUYEHHBIM OpraHaM Mpu HEOOXOAMMOCTH.

4.6. Vccnenyemble nmpenaparsl.

4.6.1. OTBETCTBEHHOCTD 3a Y4ET MCCIEAYEMBIX IPENapaToB B UCCIEN0BATEIBCKOM LIEHTPE
BO3JIOKEHA Ha MCCIIeIoBaTEeNs (MEIUIIMHCKYIO OPTaHU3aITHIo).

4.6.2. Ecnu aT0 paszpemieHo (TpeOyeTcs), McciaeaoBaTeNnb (MEIUIIUHCKA OpPTaHU3aIIHs)
MOXET (JIO/DKEeH) TepeaaTh HEKOTOPhbIe HIIM BCE OOS3aHHOCTH HCCienoBaTess (MEIUIIMHCKON
OpraHM3aIyK) MO y4YeTy HCCIIEeIyeMbIX MPEnapaToB B HUCCIEIOBATEIILCKOM IIEHTPE almTeuyHOMY
paboTHHKY (ITPOBU30PY) WJIM MHOMY JIHMITY, TIOJKOHTPOJBEHOMY HMCCIICIOBATENIO (MEIUIIMHCKON
OpraHu3aIum).

4.6.3. VccnenoBartenb (MEIUIIMHCKAsT OPTaHU3AIINs), allTEYHbIN PaOOTHHUK (TTPOBU30P) WU
WHOE YMOJHOMOYEHHOE HCCliefioBaTeleM (METUIIMHCKON OpraHu3anueil) JIMIO JOJDKHBI BECTU
y4eT IMOCTaBOK IPENapaToB B UCCIIEA0BATEIbCKUN LIEHTP, UX (PAKTHUECKOT0 KOJIMYECTBA B LIEHTPE,
UCIONIb30BAHUS KaXIbIM CyOBEKTOM, a TaKXe YydYeT BO3BpaTa CIOHCOPY JIMOO WHOTO
pacrnopsKeHHsI HEUCIIOJIb30BAaHHBIMU TIperapaTaMy. 3alucH Mo YUYeTy AOJKHBI BKIII0YaTh B ceOs
JaThl, KOJIMYECTBO, HOMEPA NapTUi (cepuil), CPOKH FOJHOCTH (T[€ MPUMEHUMO) U YHUKAJIbHBIE
KOJIbl HCCJEeNyeMbIX TpernaparoB U CyObeKTOB uccienoBaHus. lccienoBarens JOMKEH BECTH
3alMCH, JOJDKHBIM 00pa3oM MOATBEPKIAOIINE, YTO CYOBEKThI HCCIEAOBAHUS TOTYYaH
UCClelyeMble Tpernaparbl B J03aX, MPEIYCMOTPEHHBIX MPOTOKOJIOM, B KOJMYECTBax,
COTJIACYIOIIUXCS C OOIIMM KOJTMYECTBOM HCCIEAYEMbIX IIPENapaToB, MOMyUYEHHBIX OT CIIOHCOPA.

4.6.4. Viccnenyembie mpemapaTbl HEOOXOAMMO XPAaHUTh B COOTBETCTBUU C MHCTPYKIHSIMHU
CrioHcopa coryacHo myHkTtam 5.13.2 wu 5.14.3 Hacrosimux IlpaBun u npumeHMMBIMU
TpeOOBAHUSIMU.

4.6.5. UccrnenoBatenb AODKEH 0OECHEUUTh HCIIOIB30BAaHHE MCCIEAYEMBIX MPENapaTroB B
COOTBETCTBHUH C YTBEP>KIACHHBIM IIPOTOKOJIOM.

4.6.6. ccrnenoBarens WM YHOJHOMOYEHHOE WM JIMLO JOJDKHBI Pa3bsACHATH KaKIOMY
CyOBEeKTY MCCIIeI0BaHuUs MTPaBUiia MPUMEHEHHS UCCIeAyEMBIX IPENapaToB U uepe3 nIpueMieMbie
WHTEpBAIBI BpeMEHU (B 3aBHUCHMOCTH OT WCCIEAOBaHUs) IMPOBEPATH COOIOJCHUE OTHX
MHCTPYKUUN KaXKIbIM CyOBEKTOM HUCCIIEI0OBAHUS.

4.7. Pannomu3zanus U pacKpbITHE KOAa.

HccnenoBatens IOMKEH NPUMEHSTh NPEIYCMOTPEHHYIO B MCCIEIOBAaHWU METOJIUKY
paHIOMU3AIINHY, €CTTU TAKOBAasi IMEETCs, U 00ECIIEUNBATh PACKPHITHE KOIa TOJIBKO B COOTBETCTBUH
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¢ npotokosnoM. Ecnu uccrienoBaHue MPOBOAMTCS CIEMBIM METOJIOM, HCCIIENOBaTeNb JO0JKEH
HE3aMeUIUTEIHHO TOKYMEHTATHHO OOPMUTH U OOBSICHUTH CIIOHCOPY JIF000€ MPEXKIEBPEMEHHOE
pacKpbITHE KOJIa UCCIIEAYEMbIX IIPernapaToB (HanpuMep, CirydailHoe pacKpbhITHE KOJa, PACKPBITHE
KOJIa B CBSI3U C CEPHE3HBIM HEXKEIATCITbHBIM SIBIICHUEM ).

4.8. UnopmupoBaHHOE coTiIacue CyObEKTOB UCCIICIOBAHMUS.

4.8.1. Ilpu mony4eHUN W TOKYMEHTAIBHOM O(QOPMICHHH HH(OPMHUPOBAHHOTO COTJIACHS
UCCIIeIOBAaTeNb JOJKEH cO0JII01aTh MPUMEHUMbIE TpeOoBaHus, TpeboBanus HacTosmux [IpaBun
U OTUYECKUX IPUHLHUIIOB, 3aJ0KECHHBIX B XEJIBCHUHCKOM nekiapauuu, npuHstod Ha XVIII
I'enepanbHoOli accambiiee BcemupHOl MemuumHCKOM accoruanuu B 1964 romy. Jlo Hauama
WCCIICIOBAHMS UCCIIEIOBATENh JOJHKCH MOJIYYUTh MUChbMEHHOE of00peHue (3akmoueHue) ICO
(HOK) nuceMenno# GpopmMbl ”HOOPMUPOBAHHOTO COTJIACHS U IPYTUX MHCHMEHHBIX MaTEpPUAJIOB,
MPEJICTABISEMBIX CYOBEKTaM.

4.8.2. Ilucemennyio ¢opmy HWHPOPMUPOBAHHOTO COIJIACHS W JPYTH€ MHChbMEHHBIE
MaTepUabl, MPEACTaBIIEMbIe CyObEeKTaM, CIIEYeT AOMOIHATh (MCIIPABIISITH) IO MEPE TOSIBICHUS
HOBOM WH(OpPMaIMU, KOTOpas MOXET OKa3aTbCsid CYLIECTBEHHOW JJisi COrJlacusi CyObeKTa.
JlomoyiHeHHbIE (MCTIpaBIICeHHBIE) MUChMEHHas (opMa MHOOPMHPOBAHHOTO COTIACUS U JApPYyTHE
MMUCbMEHHBIE MaTepHabl, TPEJICTABIsIeMbIe CYOBEKTY, HOKHBI OBITH pa3perieHbl (0100peHbI)
O3CO (HOK) nmo Hauama ux WCMONb30BaHHUS B HccleaoBaHud. CyObeKT WM €ro 3aKOHHBIN
MIPE/ICTaBUTENb JIOJKHBI ObITh CBOEBPEMEHHO O3HAKOMJIEHBI C HOBOM MH(OpMaILMe, CiocoOHOM
MOBJIMSITH HA JKEeTaHWe CyOBhEeKTa MPOJOKATh ydacTue B ucciieqoBanuu. DakT mepeaadn dToi
nH(pOpMauu JOJDKEH OBITh TOKYMEHTAIBLHO 0(hOpPMIIEH.

4.8.3. Hu wuccnenoBareiab, HU JPYrHe 3aHITbIE B MCCIECIOBAHUU JIMIA HE JOJIKHBI
MPUHYXAaTh CyOBEKTa WM HUCIOJIb30BATh MHBIE HEKOPPEKTHBIE METObI BO3JCHCTBUS C LIETBIO
CKJIOHHUTH €T0 K yYaCTHIO JIMOO MPOIOJDKEHUIO YUaCTHsI B HCCIICIOBAHUH.

4.8.4. Hu yctHasi, HU THChbMEHHas WHMOpMAIUs, Kacarouascs HCCIECIOBaHMs, BKIIFOYAs
MUCbMEHHYIO (QopMy HWHGOPMUPOBAHHOTO COTJIACUsl TAIMEHTa, HE JOJDKHA COJEpKaTh
(bOopMyIIHPOBOK, MPSMO MJIM KOCBEHHO CKIIOHSIOIINX CYOBEKTa UIIH €r0 3aKOHHOTO MPECTaBUTENs
OTKa3aThCS OT CBOMX 3aKOHHBIX IIpaB, a Takxke (QOPMYITUPOBOK, MPSIMO WM KOCBEHHO
OCBOOOKIAIOMIMX  MCCIEeNOBaTeNsd, MEIUWLUUHCKYI0 OpraHM3alMiio, CIOHCOpa WM HX
MPEJICTAaBUTENCH OT OTBETCTBEHHOCTH 3a XaJIaTHOCTb.

4.8.5. UccnenoBarenb WIM YNOJHOMOYEHHOE WM JIMIO JIOJDKHBI B TIOJHOM Mepe
NpOMH(POPMUPOBATh CyOBEKTa WM, €CIU CYOBEKT He CIIOCOOeH JaaTh WH(POPMHPOBAHHOE
coryacue, ero 3aKOHHOIO INpeAcTaBUTeNs 000 BCEX 3HAYMMBIX aCMeKTaxX HMCCIEI0BaHUs, B TOM
quclie 03HAKOMUTH C WH(OpMaIue 00 HCCleOBaHWU B MHUCBMEHHOW gopMme M 0qo0peHHreM
(monmoxkutenbHbIM 3aKkmodeHueM) ICO (HOK).

4.8.6. Unpopmanst 00 uCcrIeoOBaHWM B YCTHOM W NHUCBMEHHOW (opme, BKIIOYAs
MUCBMEHHYI0 (opMy MH(GOPMUPOBAHHOIO COTJIACHS, AOJDKHA COJEP)KaTh KaK MOXHO MEHBIIIE
CHEIHAbHBIX TEPMUHOB M OBITh TIOHATHA CYOBEKTY WJIM B COOTBETCTBYIOIIMX CIydasX €ro
3aKOHHOMY IPEICTaBUTENIO U HE3aMHTEPECOBAHHOMY CBUJIETEIIO.

4.8.7. llepen  monmyueHWeM HHPOPMUPOBAHHOTO  COTIACHS  HCCIEAOBaTelIbh WU
YHOJHOMOYEHHOE UM JIUIIO JOJIKHBI TPETOCTaBUTh CYOBEKTY HIIH €r0 3aKOHHOMY IIPEICTaBUTEIIO
JOCTaTOYHOE KOJMYECTBO BPEMEHH M BO3MOXKHOCTH MOJIYYUTh OoJiee MoApoOHYI0 HH(OpMAIIHIO
00 HccaeoBaHUM JJi MPUHATHS pelieHus: 00 y4acTUH B HEM WM OTKa3e OT TaKOro y4acTus.
CyOBbeKT Uiy ero 3aKOHHBIN MPECTaBUTEINb JOHKHBI TIOTYYUTh HCUEPIIHIBAIOININE OTBETHI HA BCE
BOIIPOCHI 00 UCCIIEOBAHUH.

4.8.8. Jlo Hayana y4acTusi B MCCIEIOBAaHUN CYOBEKT WJIM €ro 3aKOHHBIN MpE/ICTaBUTENb, a
TaKKe JIMIIO0, TPOBOMBIIIEE Pa3bICHUTEIbHYIO Oecey, JOKHbI OANUCaTh 1 COOCTBEHHOPYUYHO
JaTHPOBATh MUCHMEHHYIO (hOpMYy HHPOPMUPOBAHHOTO COTIIACHS.

4.8.9. Ecnmu cyOBEKT WM €ro 3aKOHHBIN MPEACTaBUTEIh HE CIIOCOOHBI YUTAaTh, BO BPEMs
MPOBEJICHUSI PA3bACHUTENILHON Oecenbl JOMMKEH NPHUCYTCTBOBATH HE3aWHTEPECOBAHHBIN
ceugerens. [locie Toro kak cyOBeKTy WM €ro 3aKOHHOMY IPEACTABUTENIO MPOYUTAIH U
pPa3bACHWIM MUCBMEHHYIO (GopMy HWH(GOPMUPOBAHHOTO COTJIACHS U JIPYTHE TMPEACTABISEMBIC
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CyOBEKTy MUChbMEHHBIC MaTepUaNbl U CyOBEKT WIJIM €r0 3aKOHHBIA MPEICTAaBUTEIh Jajl YCTHOE
coryiacve Ha y4acTre CyObeKTa B UCCIIeIOBAaHUH |, €CJIH CITIOCOOEH, MOAIMKCAN C YKa3aHUEM JaThl
MUCHbMEHHYIO (hOpMY HH()OPMUPOBAHHOTO COTJIACH S, HE3aMHTEPECOBAHHBINM CBUIETEIh JODKEH €¢
MOANUCATh M COOCTBEHHOPYYHO TIIOCTaBUThH naTy. [loamuceiBas THUCBMEHHYIO —(Qopmy
WHOOPMHUPOBAHHOTO  COTJIACHS, HE3aWHTEPECOBAHHBI  CBHUJETENh  IMOATBEPXKAAET, UTO
uHpoOpMalKs, COoAepIKaIlasics B yKazaHHOM (opMe M APYruxX MUCbMEHHBIX MaTepuaiax, OblLia
pa3bsiCHEHA U MTOHATA CyOBEKTOM MJIH €T0 3aKOHHBIM MPEICTABUTEIIEM H YTO COTJIACHE HA YYaCTHE
B UCCJICTOBAaHHUH JIAHO CYObEKTOM WJIH €r0 3aKOHHBIM MPEICTaBUTEIEM JOOPOBOIBHHO.

4.8.10.B xome pa3psacHUTENBHON Oecempl, a TakkKe B MHCbMEHHOH (dopme
MH()OPMHUPOBAHHOTO COTJIACHS U IPYTHX MUCbMEHHBIX MaTepHaliax, MPeCTaBIIeMbIX CYObEeKTaM,
JOJDKHO OBITh Pa3bsICHEHO CIEAYIONIee:

a) UCCIIeIOBAHUE HOCUT IKCTICPUMEHTAIBHBIN XapaKkTep;

0) 11eTb UCCIIE0OBAHUS;

B) BAPMAHTHI JICYCHHUS B TPOILECCE HCCIEAOBAHUS W BEPOSTHOCTH CIYYaHOTO
pacripesieieHust B OHY U3 TPYIII JICUSHHS,

T') IPOLIEAYPBI UCCIIEIOBAHUS, BKIIOYAst BCe MHBA3UBHBIC TIPOIEAYPHI;

1) 00513aHHOCTH CYOBEKTA;

€) acCreKThl HCCIIeI0OBaHMsI, KOTOPBIC HOCAT SKCIIEPUMEHTAIBHBINA XapaKkTep;

K) OKUJAEMBbIE PUCK WM HEymoOCTBa sl CyOBeKTa, a TaKkKe B COOTBETCTBYIOIIUX
CIyqasix — It SMOpHOHA, TIJI0/1a WIIK MIIaJICHIIa;

3) OXHIaeMble BbIroja W (WiIn) moiib3a. ECIU moib3bl ¢ METUIIMHCKONW TOYKU 3PEHUS HE
mpernoaraercs, CyObeKT JOKEeH OBITh IOCTABIEH 00 3TOM B H3BECTHOCTB;

1) WHBIC, TOMUMO TPETYCMOTPEHHBIX B UCCIICIOBAHNUH, IPOIICTYPBI HIIH METOJIBI JICUCHUS,
KOTOpbIE MOTYT OBITH JOCTYIHBI CYOBEKTY, UX 3HAYMMbIC MOTCHIUATbHBIC BBITOJAA W (WIJIH)
TI0JTh3a, & TAK)KE PUCKH;

K) KOMIIEHCalus 1 (WIK) JISYeHHE, TIOCTYITHBIC CYOBEKTYy B ClIydyae MPUUMHEHUS Bpea ero
3I0OPOBBIO B PE3yJIbTAaTE YYaCTHUs B HCCIICJOBAHNUY;

) JIaHUPYEMbIE BBITIATHI CYyOBEKTY 3a €ro y4yacTHE B HCCICIOBAaHUU, €CIU TaKOBBIC
MPEyCMOTPCHBI,

M) IUIAHUPYEMBIE PacXObl CYObEKTa, CBSI3aHHBIE C €r0 YYaCTHEM B HCCIICIOBAHUH, €CIIU
TaKOBBIC OXKHJIAIOTCS,

H) y4acThe cyObeKTa B HCCICIOBAHUU SBIISCTCS TOOPOBOIBHBIM, OH MOXKET OTKa3aThCs OT
y4acTHs WU BBINTH U3 UCCIICIOBAHUS B JIFOOOH MOMEHT 0€3 KaKuX-JIMOO CAaHKITUM 11t ceOs MiTn
MOTEPH BBITOJIBI;

0) MoHUTODHI, ayauTopsl, ICO (HOK) n yrmomHOMOYeHHBIE OpraHbl B TOH Mepe, B KAKOH 3TO
JIOMTYCKAeTCsl 3aKOHOJATENLCTBOM TOCYAapCTB-WICHOB, OyAyT HMETh MPSAMON JOCTymn K
OpPUTHHAILHBIM MEAMIIMHCKUAM 3aIllUCSM CyObeKTa Il MPOBEPKH TPOLEAYp M (WMJIH) JaHHBIX
KIIMHUYECKOTO UCCIICJIOBAHMSI, HE HapyIIas MPU 3TOM KOH(MUICHIINATLHOCTU JaHHBIX CYOBEKTa,
U CyOBEKT WM €ro 3aKOHHBIA TPEACTaBUTENb, MOIKCHIBAs MUCHBMEHHYIO (opMy
MH()OPMHUPOBAHHOTO COTJIACHS, AA€T Pa3pelieHNe Ha TaKOH JTOCTYIL;

1) 3aMKUCH, UACHTU(HUIHpYIomUe CyObekTa, OyAyT COXpaHEHbI B TallHE M MOTYT OBITh
PaCKpPBITHI TOJIHKO B TOM Mepe, B KAKOU 3TO JOIMYCKAETCs 3aKOHOaTeIHCTBOM rOCYAapCTB-WICHOB.
[Ipn myOGnukanum pe3ynbTaTOB MCCIAEAOBAHUS KOH(MUICHIIUAIBLHOCTh JTaHHBIX CYOBEKTa OyIeT
COXpPaHEHa;

P) CYOBEKT WIIM €T0 3aKOHHBII MPEJCTaBUTEINb OyIyT CBOEBPEMEHHO 03HAKOMJICHBI C HOBOM
uHpopManuer, CrocoOHON TOBIMATH HAa JKEIaHWE CyObeKTa NpOJ0JDKATh YydYacTHE B
UCCIIC/IOBAHH;

C) U1, K KOTOPBIM MOYKHO OOPaTUTHCS JJIs TIOTYUYCHHUS TOTIOTHUTEIBHOU HH(OpMALIUU 00
WCCIIC/IOBAaHUH M TIpaBaX CyOBEKTOB HCCIICJOBAHUS, a TaKXKe B Cllydyae NPUYMHEHUS Bpeaa
3I0pPOBBIO CYOBEKTa B Pe3yJIbTATE €0 YIACTHS B UCCIICIOBAHNH,

T) BOBMOXHBIE OOCTOATENHCTBA W (WMJIM) MPUYUHBL, TIO KOTOPHIM yYacTHE CYOBEKTa B
MCCJIETOBAaHUH MOXKET OBITh MPEKPAIEHO;
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y) npearnonaraeMasi JJIMTeNIbHOCTh y4acTus CyObeKTa B UCCIIEJOBAHNH;

¢) npubIM3UTENbHOE KOJUYECTBO CYOBEKTOB, KOTOPBIX MpPEAINOJaraeTcs BKIIOYUTH B
UCCIIeIOBaHHUE.

4.8.11. Ilepen BKIIIOUCHHEM B UCCIICIOBAaHUE CYOBEKT WM €ro 3aKOHHBIM MpeICTaBUTENb
JOJKEH TIOJTYYUTh MOAMMCAHHBIN AK3eMIUIAP MUCbMEHHOM (hOpMbI HH(OOPMUPOBAHHOTO COTJIACHUS
C yKa3aHHWEM JIaThl ¥ JPYTHE MPeJoCTaBIsieMble CyObeKTaM MUChMEHHBIC MaTepuasibl. Bo Bpems
ydacTusi cyObeKTa B MCCIEAOBAaHWU OH WM €ro 3aKOHHBIM NMpeACTaBUTENb JTOJDKEH MOIydarh
MOMAMUCAHHBIC  JK3EMIUISPBl  BCEX  MOCIEAYIOIIHUX  PEAAKIMi  MUCBMEHHOW  (OPMBI
MH(OPMHUPOBAHHOTO COTIIACHS C YKa3aHUEM JaThl U KOIIMHU BCEX MOMPABOK K APYTUM MUCbMEHHBIM
MaTepuasam, MpeICTaBIsIeMbIM CyOBEKTaM.

4.8.12. Ecnu B KIIMHUYECKOM HCCIIEAOBAHUHU YUaCTBYIOT CYOBEKTHI, KOTOPHIE MOTYT OBITh
BKIJIFOUEHBI B WCCIICJIOBAHHE TOJHKO HA OCHOBAaHUHU COTJIACHS MX 3aKOHHBIX IPEICTAaBUTENICH
(HanmpuMep, HECOBEPIICHHOJIETHHE, TAIIMEHTHI C BBIPAKEHHBIM CIa00yMUEM), CyOBEKT JOJKEH
ObITh IPOMH(OPMUPOBAH 00 MCCIIEAOBAHUH B COOTBETCTBHUHU C €r0 CHOCOOHOCTBIO MOHSTH 3TY
nH(OPMALIUIO U, €ClIM CYOBEKT B COCTOSIHUM, OH JOJDKEH IOAMHCATh C YKa3aHHEM J1aThl
MUCHMEHHYIO (popMy HH(DOPMUPOBAHHOTO COTIIACHS.

4.8.13. KpoMme cnydaeB, onucanHbIX B MyHKTE 4.8.14 HacTosimux [IpaBui, B uccinenoBanue,
HE CBS3aHHOE C JIEYEeHHEM (TO €CTh MHCCIEOBaHUE, B KOTOPOM HE MPEAINoJaraeTcs
HEMOCPEACTBEHHOMN ¢ MEAUIIMHCKOM TOUKHU 3pEHUS MOJIb3bI IS CYOBEKTa), MOTYT OBITh BKIIFOUEHBI
TOJIKO CYOBEKTBI, KOTOPBIE JIMYHO JAIOT CBOE COTJIACHE M COOCTBEHHOPYYHO IMOJIHUCHIBAIOT U
IaTUPYIOT MUCbMEHHYIO (hOpMy HHPOPMUPOBAHHOTO COTJIACHSI.

4.8.14. B uccnenoBanue, He CBSI3aHHOE C JICUCHHEM, CYOBEKTbI MOTYT OBITh BKJIFOUECHBI C
corJIacus UX 3aKOHHBIX MPEJICTaBUTENEH MPU COOJIIOIEHUH CIETYIOIINX YCIOBUMA:

a) IeJIM HMCCJEOBaHUS HE MOTYT OBITh JOCTHTHYTHI HOCPEICTBOM HMCCIECIOBAHUS C
y4acTueM cyObeKTOB, KOTOPbIE MOTYT J1aTh CBOE COTJIacHe JIMYHO;

0) 0XH1aeMbIil PUCK 17151 CyOBEKTOB HE3HAUUTEIICH;

B) HETaTUBHOE BO3JEHCTBHE Ha 370pPOBbE CYOBEKTa CBEAEHO K MHHHUMYMY U
HE3HAYUTEIBHO;

I') HCCIIEIOBaHKE HE 3alpelleH0 3aKOHOIaTeIbCTBOM T'OCY1apCTBA-UJICHA;

1) AJ1s1 BKJIFOUEHUS TaKUX CyOBEKTOB B HCCIIEIOBAHUE 3AMPOIICHO CIIEHUAIbHOE 0J00peHNE
(3axmmrouenne) DCO (HOK), yunThiBaromiee 3TOT acIleKT.

[TomoOuble wWccnenoBaHus (32 HCKIIOUYEHHEM OOOCHOBAaHHBIX CIY4YaeB) JOJIKHBI
MPOBOAMUTHCS C Y4YacTHEM CYOBEKTOB, HMEIOIIUX 3a00JjeBaHUs, s JI€UEHUS KOTOPBIX
npenHa3HaueH uccienyemblii mpenapar. CyObeKTh B TAKMX UCCIEAOBAHUSIX TOMKHBI HAXOIUTHCS
OJ1 TIIATEJIbHBIM HAa0IIOIEHUEM, U UX Y4aCTUE JTOJIKHO ObITh MPEKPAIEHO, €CIIN €CTh OCHOBAHUS
MoJIaraTh, YTO OHU UCIBITHIBAIOT YPE3MEPHBINA AUCKOM)OPT.

4.8.15. I1pu HEOTI0XKHBIX COCTOSIHUSAX, KOT/Ia 10 BKJIIOUYEHHS B UCCIIEIOBAHUE HEBO3MOXKHO
MOJYYUTh COTJIACHE CaMOro CyObEKTa, OHO JOJDKHO OBITh 3allpOIIEHO Y €ro 3aKOHHOTO
MIpeICTaBUTES, €CIIU TaKOBOM NpucyTcTBYyeT. Ecniu npeaBapuTenbHOE corjacue camoro cyobekra
HEBO3MOXXHO U OTCYTCTBYET €ro 3aKOHHBIA MPEICTAaBUTENb, S BKIIOYCHUS CYOBEKTa B
UCCIIEIOBAaHUE JOJKHBI OBITh MPHUHSATHl MPETyCMOTPEHHBIE MPOTOKOJIOM M (WJIH) APYrUMH
JOKyMEHTaMu U paspenieHHble (ogoopenHbie) DCO (HOK) mephl, HampaBlieHHBIE Ha 3aIlUTY
mpaB, 0€30MacHOCTH M Onaromoyiydusi CyObeKTa, a TakKe O00eCIeuHBaroIINe COOTBETCTBHE
npuMeHUMBIM TpeOoBaHusIM. CyOBEKT WM €ro 3aKOHHBIM TMPEACTaBUTEIh JOKHBI OBITH B
KpaT4allllie CPOKM IOCTaBJIEHbl B W3BECTHOCTh OO0 HCCIEAOBAHUU, U Y HUX JIOJDKHO OBITH
3aMpoIIeHO COTJIACHE Ha MPOJOIKEHHE yJacTUsl B UCCICNOBAHUU, a TaKKe HHPOPMHUPOBAHHOE
corJjiacue B COOTBETCTBUU ¢ MyHKTOM 4.8.10 HacTosmux [IpaBut.

4.9. JlokyMeHTaIusl U OTYETHOCTb.

4.9.0. UccnenoBatensb (MEIUIIMHCKAss OpTraHMU3aIvs) JOHKEH BECTH COOTBETCTBYIOIIMM
00pa3oM COCTaBJIEHHbIE W TOYHBIC NEPBUYHBIC JOKYMEHTHl M 3alUCH 00 HCCIEIOBaHWUHU, B
KOTOpBIX OTpa)karoTCsl BCE 3HAYMMbIEe JUIsl HMCCIEAOBAaHUS JaHHBIE MO KaXJAOMy CYOBEKTY
UCCIICIOBAaHMUS B  HUCCIIENOBATENIbCKOM IeHTpe. [lepBUYHBIE JaHHBICE JODKHBI  OBITH
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pa3z0opUMBBIMU, OPUTHHAIBHBIMH, TOYHBIMHU, MTOJIHBIMH, JTOJKHBI PETUCTPUPOBATHCS B MpOIECCe
OCYILIECTBIICHHUSI HAOMIONEHUI TakuM 00pa3oM, uYTOOBl MX MOXHO OBLJIO aTpuOyTHPOBATh.
V3MeHeHHs NepBUYHBIX JAaHHBIX JOJKHBI OBITH MPOCIEKHBAEMBIMHU, HE JOJKHBI CKPBIBAThH
MIepPBOHAYAIILHO BBEJICHHBIC JAHHBIC U MPU HEOOXOIUMOCTH TOJIekKAT O0BSICHEHUIO (HampuMmep,
MOCPEACTBOM JOKYMEHTAIBHOIO CIIE/A).

4.9.1. UccnenoBatenp TOMKEH 00ecredrnBaTh MPAaBUIBLHOCTh, MOJTHOTY, Pa300pYMBOCTh U
CBOEBPEMEHHOCTb MPEIOCTABICHUSI CIIOHCOPY [aHHBIX, COJAEPKAIIMXCS B HHIUBUAYaTbHOU
PETUCTPAIIMOHHON KapTe M BO BCEX TPEOYEMBIX OTUYETAX.

4.9.2. lanHble, conaepsKamiuecss B WHIWBUAYAIbHOM PETUCTPALIMOHHOW KapTe, IOJKHBI
COOTBETCTBOBATh MEPBUYHON JOKYMEHTAIlMH, U3 KOTOPOW OHHM TEPEHECEHBI, HMMEIOIINEecs
PACXOXKIEHUS JOJKHBI OBITH OOBSICHEHBI.

4.9.3. JIroOble M3MEHEHHsI WM UCTIPABJICHUS B WHAMBUIYaIbHON PETUCTPAIIMOHHON KapTe
JOJDKHBI OBITh TOJIMCAHbI, JaTHPOBaHbI, OOBICHEHBI (IIPU HEOOXOAMMOCTH) W HE JOJIKHBI
CKpBIBAaTh IEPBOHAUATBHYIO 3aMUCh (JODKEH OBITh COXpaHEH JOKYMEHTAIBHBIN cien). DTo
OTHOCHUTCSI K WU3MEHEHHUSM WM MCIPABICHUSIM KaK Ha OyMa)KHBIX, TaK M Ha 3JEKTPOHHBIX
HOCUTENSX (B COOTBETCTBHM C MOJAMYHKTOM «0» MyHKTa 5.18.4 Hactosmux [Ipaswmi). CioHcop
JOJDKEH TMPEeACTaBUTh HCCIEAoBaTeNi0 M (WJIM) €ro yNOJHOMOYEHHBIM MPEICTaBUTENISAM
WHCTPYKIIHIO O MOpsiiKe 0pOpMIICHHUS TaKUX HcTipaBieHnid. CIIOHCOpP TOJIKEH UMETh MTUChbMEHHBIC
MpOLEAYphl, MpelyCMaTpUBAIOLINE, YTO H3MEHEHHUS WJIM HCIPAaBJICHUS B WHIUBUIYaTbHOU
PETUCTPAIIMOHHON KapTe, BHOCUMBIE €r0 YIIOJTHOMOUYEHHBIMH TIPECTABUTEIISIMU, TOKYMEHTAILHO
oopMIIAIOTCS, SBISIOTCS HEOOXOAMMBIMU M 0ON00OpsitoTcs uccienoBareneM. lccrnenoBarens
JOJKEH XPaHUTh 3alMCH 00 3TUX U3MEHEHUSIX U UCTIPABICHUSIX.

4.9.4. ViccnenoBatenb (MEOWIIMHCKAs OpraHU3amusa) JOJKEH BECTH JTOKYMEHTAIIMIO
WCCJICIOBAHMS COTJIACHO TOJpa3feNly 8 HACTOSAIIETO pasfena U MPUMEHUMBIM TPEOOBAHHSIM.
HccnenoBarens (MeAUIMHCKAs OpraHU3alus) AODKEH NMPUHUMATh MEpbI, MPeJoTBpallaioline
CIIy4aifHOE WU TPEKICBPEMEHHOE YHUUTOKECHHE ITUX JOKYMEHTOB.

4.9.5. OCHOBHBIE JOKYMEHTHI JOJKHBI XPAaHUTHCS HE MEHee 2 JIET MOCJE yTBEPKIACHUS
MOCIIEAHEH 3asBKU Ha PErHCTPAIUIO JIEKAPCTBEHHOTO Mpernapara B rocyAapcTBe-4eHe U JI0 TeX
1op, MOKa HU OJIHA U3 3asBOK He Oy/IeT HaXOIUTHCS Ha PACCMOTPEHUH U HEe OyIeT MIIaHUPOBATHCS
HOBBIX 3asBOK, WM HE MEHee 2 JIeT Mocie O(HUIMAaTbHOTO MPEKPAIICHUS KIMHUYSCKOM
pa3paboTKu HUcciaelyeMoro npenapara. ITu JOKYMEHTHI JOKHBI XpaHUThCS 00J1ee ATUTENbHbII
CPOK B cllydae, €Clid 3TO MPEAYCMOTPEHO MPUMEHUMBIMUA TPEOOBAHUSMHU WIIH JIOTOBOPOM CO
crioHcopoM. OTBETCTBEHHOCTBIO CIIOHCOpa SIBIsieTCS HH(OPMHpPOBAHHE HCCIENOBATENs
(MEIUIIMHCKON OpraHu3aIui) 00 UCTEUSHUU CPOKA XPAHECHUS TOKyMEHTAIUU (B COOTBETCTBUH C
myHKTOM 5.5.12 Hacrosmux [IpaBm).

4.9.6. DuHaHCOBBIC ACTIEKTHI UCCIIEAOBAHMS JOJDKHBI OBITh OTPAXKEHBI B JIOTOBOPE MEXTY
CIIOHCOPOM M HCCIIeToBaTeeM (MEAUITMHCKON OpraHu3aIieil).

4.9.7. Ilo 3ampocy MonuTOpa, ayauropa, DCO (HOK) unm ymomHOMOYEeHHOTO opraHa
uccienoBarens (MeIULMHCKAs OpraHu3alus) JOJHKeH 00ecTeyuTh MpSIMOM JOCTYN KO BCEM
3aMmucsM, OTHOCSIIIIUMCS K HCCIIEIOBAHUIO.

4.10. OtyeTsI 0 X04€ UCCIIEIOBAHUS.

4.10.1. UccnepoBatens gomxeH npenacrasisate DCO (HOK) kpaTkue nucbMeHHbIE OTUETHI
0 X0JI€ UCCIIEOBAHUS €XKETOTHO WK Yarile, eciu 3Toro Tpedyer 9CO (HOK).

4.10.2. MccnenoBatenb OMKEH HE3aMEUIUTEIHLHO MPEICTaBISTh MUCHMEHHBIC OTYETHI
cnorcopy, DCO (HDK) (B coorBerctBuu ¢ myHkToM 3.3.8 Hactosmmx IIpaBun) u, B
COOTBETCTBYIOIIUX CIydasix, OpraHU3aIiu O JIOOBIX U3MEHEHHUSX, CYIIECTBEHHO BIUSIOIMINX Ha
MPOBEJICHUE UCCIIEA0BAaHNUS U (UJTN) YBEIMYMBAIOIINX CTEIIEHb PUCKa JIJIsl CyObEKTOB.

4.11. IlpencraBnenue nHGOPMAIUH 110 OE30MTACHOCTH.

4.11.1. 060 Bcex Cepbe3HBIX HEXKEIATEIBHBIX SBJICHHUSIX HEOOXOJIUMO HEMEIJIECHHO
COOOIIaTh CIOHCOPY, 332 UCKIIOYCHHEM TE€X M3 HUX, KOTOpPhIE B MPOTOKOJE WU B JIPYroM
JTOKyMeHTe (Harpumep, B OpOIIope UCCIIeIoBaTeNs1) ONMpeaeiieHbl Kak He TPeOyIore CpOYHOTO
penoptupoBanus. [lociie mepBUYHOTO CPOYHOTO COOOIIEHUSI HEOOXOAUMO B KpaT4allIne CPOKH
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MPEACTaBUTh MOJAPOOHOE MHChbMEHHOE coobmieHue. [lepBuyHOE M TOCIEAYIONIME COOOIIEHUS
JOJDKHBI MJICHTU(PUIIUPOBATh CYOBEKTOB HCCIEIOBAHHUS IO MPHCBOSHHBIM UM YHUKaJIbHBIM
KOJlaM, a He [0 HMMEHaM, MEepPCOHAJIbHBIM HICHTHU(PHUKAIMOHHBIM HOMEpaM U (WUJIH) ajpecam
cyOnbekToB. lccrmenmoBarens JOMKEH TakXke COONIONATh TMPUMEHHMbIE TpeOOBaHUS U
MPENOCTaBIATh HMH(OPMALIMIO O CEPhE3HOM HEKEIAaTeIbHOM SIBJICHUH B COOTBETCTBUM C
MOPSAIKOM COIVIaCHO MpuioxkeHuto Ne 11.

4.11.2. 060 Bcex HEXKENATCNbHBIX SBJICHUAX W (WJIM) OTKIOHEHHUSAX JIaDOpaTOPHBIX
MOKasarejae OT HOPMBI, OMPENEICHHBIX MPOTOKOJIOM B KA4eCTBE KPUTHYHBIX HJISi OIEHKU
0e30macHOCTH, HEOOXOAMMO COOOIATh CIOHCOPY B COOTBETCTBHHM C TPEOOBAHUSIMU K
MIPEJICTABICHUIO COOOIIEHUN O HEXKENATEIbHBIX SBICHUSAX B CPOKHU, OMPEACIICHHBIE CIIOHCOPOM B
MIPOTOKOJIE.

4.11.3.Ilpu cooOmeHussx O CMEpTH HCCIenoBaTelab 00s3aH IO 3ampocy CIOHCOpa,
ynostHoMo4YeHHoro opraHa u DOCO (HOK) mnpencraButh JOMOJHUTENBHYIO HMH(POPMAIIHIO
(Hanmpumep, TPOTOKOJI BCKPBITUS U TIOCMEPTHBIN 3MUKPU3).

4.12. IlpexxaeBpeMeHHOE MPEKpaIieHUEe WK MPUOCTAHOBJICHUE UCCIIETOBAHUS.

Ecmu mo xakoi-muOo TpHUMHE WCCIEIOBAaHUE MPEXKICBPEMEHHO TIPEKPAIICHO WU
MIPUOCTAaHOBIIEHO, HCCeA0BaTeNb (MEIULIUHCKAas OpraHu3alus) O0JDKEH He3aMeIUTEIbHO
nH)OPMHUPOBATh CYOBEKTOB HCCICIOBAaHUS, OOECHEYUTh MM COOTBETCTBYIOIIUE JIEUCHHE H
HaONIOJICHUe U, €ClIM MPEeAyCMOTPEHO MPUMEHHUMBIMU TpeOOBaHUSMHU, HH(GOPMUPOBATH
YIOJHOMOYEHHBIE opranbl. Kpome Toro:

4.12.1. Ecniu uccnenoBarelb MNPEXKICBPEMEHHO TMPEKPAIIACT WM TPUOCTAHABIMBAET
ucclieloBaHle 0e3 MpeABapUTEIBHOIO COIJIACHsS CIIOHCOPA, OH JOJDKEH COOOIIUTH 00 3TOM
MEIUIIMHCKOW OpraHu3aIuu (ecii MPUMEHUMO) U UCCIeA0BaTeNlb (MEIUIIMHCKAsT OpTraHU3aIIHs)
JOJKEH He3aMeUTUTEIhHO ponHpopMupoBath 00 3ToM crioHcopa 1 ICO (HOK) u npencraButh
UM MOApOOHOE OOBSICHEHHWE MPUYMH IMPHOCTAHOBJICHUS WM TMPEKpalleHUs HCCIeI0OBaHUS B
MUCEMEHHOU (hopme.

4.12.2. Ecnu crioHCOp TIpeKpaliaeT Wik MpuoCcTaHaBINBAET UCCIIeIOBaHNE (B COOTBETCTBUH
¢ myHKTOM 5.21 Hactosumx [IpaBui), uccinemoBaTens TOMKEH He3aMeUIMTEIBHO COOOIUTH 00
3TOM MEIUIMHCKOM oOpraHu3anuu (eciu TNPUMEHHMO), M HCcleAoBaTenb (METUIIMHCKas
OpraHuzainysi) JOJDKEH He3aMeaauTeabHo mnpoundopmupoBath 00 strom DCO (HOK) u
MPEICTaBUTh €My MOoApOOHOE MHCbMEHHOE OOBSICHEHHE MPUYUH MPUOCTAHOBICHUS WIH
MPEeKpAIEHUS UCCIIEIOBAHNS.

4.12.3. Ecrm DCO (HOK) okoHYaTenbHO WM BPEMEHHO OT3BIBACT OJ00pEHHE
(3aKiTIOYeHNE) Ha TMPOBEACHUE HCCIeNOBaHUS (B COOTBETCTBUMM ¢ myHKTamu 3.1.2 u 3.3.9
Hactoamux [IpaBui), uccnenoBarenb JOMHKEH COOOLIUTH 00 3TOM MEIUIIMHCKOM OpraHu3aluu
(ecniu mMpUMEHUMO) U UccaeAoBarelb (MEAUIMHCKAs OpraHu3alus) JOJKEH He3aMeIUTEIIbHO
porHGOPMHUPOBATH 00 ATOM CIIOHCOpa M MPEACTaBUTh €My MOAPOOHOE OOBSICHEHNE MPUUNHBI
MPEKPAIEHUS WM TPUOCTAHOBIICHUS HCCIEAOBAaHUS B MUCbMEHHOU (hopme.

4.13. ITOroBbIi OTUET UCCIIETOBATEII.

[Tpu HEOOXOIUMOCTH MOCIIE 3aBEPILICHNUS UCCIIEIOBAaHHS UCCIIEI0BATENb JJOJKEH COOOIIUTh
00 3TOM MEIWIIMHCKON OpraHu3aluy; HcciaeaoBaTeNb (MEIUIMHCKAs OpraHu3alus) J0JKEH
npencraBute OCO (HOK) kpatkuii oTd4eT 00 HMTOrax HCCIEAOBAaHMS, a YHOJIHOMOYEHHBIM
opraHam — Bce TpeOyeMbIe OTUYETHI (B TOM YHCIIE B BHJIE COOOIIEHNS).

5. Cnoncop

5.0. YnpaBieHue KaueCTBOM.

CrnioHCOp TOMKEH oOecrednTh (PYHKIIMOHUPOBAHME CHCTEMBI YIPABJICHUS KAaueCTBOM Ha
BCEX dTanax KIMHUYECKOTO HCCIIET0BaHUS.

B pamkax uccinenoBaHusi CIOHCOP JIOJDKEH CAeIaTh MPHOPUTETHBIMHU BUbI AEATEIBHOCTH,
oOecrieunBaronye 6€30NMaCHOCTh CyOBEKTOB MCCIICIOBAHUS M IOCTOBEPHOCTh €T0 PE3yJIbTaTOB.
VYnpaBieHne KadecTBOM BKIIOYACT B ce0si pa3pabOTKy palMOHAIBHBIX MPOTOKOJIOB, a TaKXkKe
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WHCTPYMEHTOB W TpoIeayp mo coopy u oOpaboTKe JaHHBIX W HHGOPMAIMH, SBIISIOIICHCS
KJIFOYEBOW ISl IPUHATHUS PEILICHUMN.

Metoapl, mpuMeHsemble A oOecredeHHsi M KOHTPOJS KayecTBa, JOJIKHBI OBITh
COpa3MepHBl CBS3aHHOMY C MCCJIEJOBAHHMEM PUCKY M BaXKHOCTH cOOHMpaeMoil MH(OpMaIuu.
CrnioHcop 1oJKeH 00ecTeuyuTh MPAaKTUYECKYIO BHITOJHUMOCTD UCCIIEIOBaHUS U JOJDKEH N30erarhb
YPE3MEPHOT0 YCIOKHEHUS TPOLECCOB, M3IHUIIHUX IMPOLEAyp M cOopa M3OBITOYHBIX JaHHBIX.
[Iporokoin, MHAUBUAYaATbHBIE PETUCTPALIMOHHBIE KapThl M APYTUe NOKYMEHTHI JOJKHBI OBITH
SICHBIMU, TAKOHUYHBIMHU W BHYTPEHHE HEMIPOTHBOPEUHBBIMHU.

Cucrema ympaBjieHHs] KaueCTBOM JOJKHA OBITh OCHOBaHAa Ha PUCK-OPHUEHTHUPOBAHHOM
MIO/IX0JIE, B cOOTBETCTBUHU ¢ IyHKTaMH 5.0.1-5.0.7 nactosuux [Ipasui.

5.0.1. BoIsiBiI€HHME KPUTUYHBIX MPOLIECCOB U JaHHBIX.

Bo Bpemsi pa3paboTKu NPOTOKOJA CIIOHCOP AODKEH BBIABUTH TPOLIECCHl M JIaHHBIE,
SBIIAIOIINECS KPUTHUHBIMH C TOUKH 3PEHHS 3aIUTHI CYyObEKTOB HCCIIEI0BAHUS U JOCTOBEPHOCTH
MOJTyYaeMbIX Pe3yJIbTaTOB.

5.0.2. BbIiBiI€HUE PUCKOB.

CrioHCOp JOIKEH BBISIBUTH PUCKH JJISi KPUTUYHBIX MPOLIECCOB U JAHHBIX HCCIICAOBAHUS.
Pucku crnemyer paccMarpuBaTh Kak Ha CHUCTEMHOM YpOBHE (Hampumep, CTaHAapTHHIE
OTEPALMOHHBIE TPOLEAYPbl, KOMIBIOTEPU30BAaHHbIE CHUCTEMBbI, MEPCOHAN), TaK U Ha YpPOBHE
KOHKPETHOTO KJIMHUYECKOI0 HMCCIEe0BaHus (HalpuMmep, IU3ailH uccienoBaHus, cOOp JaHHbIX,
nporiecc Noay4YeHnuss UHPOPMHUPOBAHHOTO COTIIACHS).

5.0.3. OueHka puckoB.

CroHCOp MOJKEH OLIGHUTHh BBISBICHHBIE PUCKH, COMOCTABMB HX C CYIIECTBYIOLIIUMHU
MHCTPYMEHTaMH KOHTPOJISl pUCKOB, IPUHUMAasl BO BHUMaHUeE:

a) BEPOSITHOCTh BOSHUKHOBEHHUS OLTNOKH;

0) B KakoW Mepe Takue OMIMOKH MOTYT OBITh BBISIBJICHBI;

B) BIIMSIHUE TAaKUX OIIMOOK Ha 3aIIUTy CyOBEKTOB HCCIEIOBAaHHMS M JTOCTOBEPHOCTH €ro
pE3yJIbTATOB.

5.0.4. KoHTpOJIb PUCKOB.

CrioHCOp OJKEH pelInTh, KaKUe PUCKU CIIeyeT MUHUMU3ZUPOBATh U (WJIN) KaKUe PUCKU
MOXXHO CYHUTaTh JOMYyCTUMBIMH. Mepbl, NpUMEHAEMbIE JUIsI MHHMMH3ALUU PHCKOB JIO
MPUEMJIEMOTO YPOBHSI, JOJKHBI OBITH MPOMOPLUUOHAIBHBI 3HAYUMOCTH pucKa. Mepbl 1o
MUHHMM3ALKAN PUCKOB MOTYT OBITH BKJIIOYEHBI B IPOTOKOJI MPH IJIAHUPOBAHUU UCCIIEIOBAaHUS U
€ro MpoOBEJEHUH, B IUIAHBI MOHHMTOPHHIA, COIJIALICHHUS MEXIy CTOPOHAMH, OMNPEIEIISIoIIne
pacripenienieHue  OO0S3aHHOCTEH, CHUCTEMHBIE MEXaHU3MBbI, obecneunBarone CcoOIroaeHne
CTaHJIaPTHBIX ONEPALMOHHBIX MPOLEAYP, a TAK)KE B TPEHUHT I10 MPOIEAypaM U IPOIECCcaM.

JInsi BBISBIGHUS CHUCTEMHBIX IpOOJieM, KOTOpble MOTYT MOBIHUATH Ha O€30MacCHOCTD
CyOBEKTOB HCCIEIOBAaHUS M JIOCTOBEPHOCTh €r0 pe3yibTaToB, CIEAyeT 3apaHee ONpeAeNUTh
npenensl  JOMYyCKOB IO KadecTBY IapaMeTpOB HCCICAOBAHUS, NPUHHMAas BO BHHUMAaHHE
MEAUIIMHCKUE U CTaTHUCTUYECKHE XapaKTePUCTHKU MEPEeMEHHBIX, a TakKe CTaTUCTHYECKHE
acTeKTbl HCCIICOBaHMs. BBIABICHHE OTKIOHEHHH OT TMpPeNesNoB JOMYyCKOB IO KauecTBY
MapaMeTpoB HCCIEIOBAaHUS JIOJDKHO TOBJIEYb 3a COOON OIEHKY HEOOXOIMMOCTH HPUHSTHUS
COOTBETCTBYIOLIMX Mep.

5.0.5. CoobrieHne o0 pucKax.

CrioHCOp TOIHKEH JOKYMEHTHPOBATH MEpPHI IO YIPABICHUIO KauecTBOM. CIIOHCOD JOJIKEH
JOBOJUTH MEPHI 110 YIIPABIECHUIO KaYECTBOM JI0 CBEJICHUS T€X, KTO BOBJIEUEH B COOTBETCTBYIOIIHE
MIPOIIECCHI UJIH 3aTPOHYT UMH, YTOOBI OOJIETYUTh MPOBEACHUE OLEHKH PUCKOB U €€ HETIPEPHIBHOE
COBEpIICHCTBOBAHUE B XOJI€ MPOBEACHUS KIIMHUYECKOTO UCCIIEIOBAHUS.

5.0.6. OueHKa pUCKOB.

CrioHCOp, HCIONIb3YS HAKOIUICHHbIE 3HAHHS U OMbIT, TOJDKEH MEPUOIUYECKH OLEHUBATh
MEpbI TI0 KOHTPOJIIO PUCKOB, YTOObI YOEAUTHCS B TOM, YTO MEphI MO YIPABICHUIO Ka4eCTBOM
COXPaHSIOT CBOIO 3P (HEKTUBHOCTh U aKTYaTbHOCTb.

5.0.7. CooO1ienue o puckax.
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B oruere 0 KIIMHUYECKOM HCCIEA0BAaHUU CIIOHCOP JOJKEH ONMUCATH IPUMEHSIEMBIN MTOIXO0
K YOPaBJICHUIO KAayeCTBOM M OOOOIINTH Ba)KHBIC OTKIOHEHHS OT 3apaHee OIpeesCHHBIX
MPEACNIbHBIX JIOMYCKOB MO KAaueCTBY MapaMeTpOB KIWHUYECKOTO HCCIEAOBaHUSA, a TaKKe
MIPUHATHIE MEPHI, HAIIPABJICHHBIC HA MX YCTPAaHEHHE (B COOTBETCTBHH C ITYHKTOM 9.6 MPHUIIOKEHHS
No 1 k mactosium [IpaBunam).

5.1. Obecneuenune kauyecTBa U KOHTPOJIb KauyeCTBA.

5.1.1. CnioHCOp OTBEUAET 3a BHEJPEHUE U MOJACPKaHUE CUCTEM 00CCTICUCHHS U KOHTPOJIS
KauecTBa CO CTaHJAPTHBIMM ONEPALlMOHHBIMU IMPOLEAYpPAMHU, KOTOPbIE MMEIOT CBOEH LIEJBIO
o0ecneunTh MPOBEIEHUE HCCIIENOBaHUs, CcOOp, PETUCTPALMI0O U MpPEACTaBICHHE [aHHBIX B
COOTBETCTBHH C POTOKOJIOM, HacTosimuMu [IpaBuiamu 1 IpUMEHUMBIMH TPEOOBAHUSIMH.

5.1.2. CnoHcop oTBedaeT 3a oOOecnedYeHHe Corjacusi BCEX BOBJICUCHHBIX CTOPOH Ha
IpEeJCTaBICHHUE MPSIMOTO AOCTyNA (B COOTBETCTBHHM ¢ MyHKTOM 1.51 Hactosmux IIpaBui) Bo Bce
Y4acTBYIOLINE B HCCIEAOBAHUN LIEHTPHI, KO BCEM MEPBUYHBIM JAHHBIM (IOKyMEHTaM) U OTYETaM
B LIEJIIX X MOHUTOPUHIA U ayAUTA CIIOHCOPOM, a TAK)KE B LIEJIAX UHCIIEKIIMH YTIOJTHOMOUYEHHBIMU
OpraHaMu rocyJapCTB-4JE€HOB U TPETbUX CTPaH.

5.1.3. KonTponps KadecTBa CleAyeT OCYILECTBIISATH HAa BCEX dTamax pabdOThl ¢ JaHHBIMH
9TOOBI 00ECIIEYUTh UX IOCTOBEPHOCTh U MPABUILHOCTH 0OPaOOTKH.

5.1.4. JloroBopbI MeX/1y CIIOHCOPOM U HUCCIIeoBaTeNIeM (MEIUIIMHCKON OpraHu3alIiei ) min
mo00l Apyroi ydYacTBYIOIIEH B HWCCICAOBAHHUM CTOPOHOW JIOJDKHBI OBITH COCTaBJIEHBI B
MUCHbMEHHON (hOpMe KaK 4acTh MPOTOKOJIA WIIM B KAUECTBE CAMOCTOATEIbHBIX JOKYMEHTOB.

5.2. KonTpakTHas uccinenoBarenbCckas OpraHu3anus.

5.2.1. CnoHCOp MOXeET TMOJHOCTBIO WJIM YaCTUYHO IepenaTh O0sS3aHHOCTH U (PYyHKIUH,
CBA3aHHBIE C MPOBEJICHHUEM HCCIENOBAHMS, KOHTPAKTHOW MCCIIEIOBATEIbCKOW OpraHU3alNH,
OJIHAKO OTBETCTBEHHOCTH 3 KAYECTBO U ITOJIHOTY MOJIYYEHHBIX B XO/I€ UCCIIEOBAHMSI JAHHBIX U
3TOM HeceT crnoHcop. KoHTpakTHas HcciienoBaTeNnbCKas OpraHU3alMs JOJDKHA OCYIECTBIATH
MEpBI 110 00eCIIEUEHUI0 U KOHTPOJIIO KayecTBa.

5.2.2. [lepegaya KOHTpPAKTHOM HCCIICIOBATEIHCKONH OPraHU3alluHd JIFOOBIX CBSI3aHHBIX C
MPOBEJCHUEM HCCIEIOBaHUA O00s3aHHOCTE W (YHKIMHA JOHKHA OBITh JOKYMEHTAJIBHO
odopmIieHa.

CrioHCOp JOJKEH KOHTPOJIMPOBATH BCE BBINOJHSEMbIE OT €ro MMEHH OOS3aHHOCTH H
(GyHKIUH, CBSI3aHHBIE C MPOBEIECHUEM HCCIEAOBAHUSA, B TOM 4YMCIE OOS3aHHOCTU M (PYHKIIHMH,
KOTOpblE OBUIM TEpeJaHbl NPUBJICUYCHHOHM CIOHCOPOM KOHTPAKTHOW HCCIIEIOBATENIBCKOM
OpraHusalyei TpeTbUM CTOpPOHAM B MOPSIAKE CyOnoapsia.

5.2.3. Bce cBs3aHHbIE C HCCIEIOBaHHEM OOS3aHHOCTH M (YHKIMH, HE TMepelaHHbIe
KOHTPAKTHOW MCCIIEA0BATEIBCKON OpraHu3aliy, OCTAKOTCS 3a CIIOHCOPOM.

5.2.4. Bce, uto B Hacrosmux IIpaBuiax KacaeTcs CIOHCOpa, Takke MNPUMEHMMO K
KOHTPAKTHOM HCCJIEIOBATENIbCKOW OpraHu3allid B TOM Mepe, B KOTOPOW KOHTPAKTHAS
HCCIIeI0OBATEIbCKAs OPraHn3aIus IPUHUMAET Ha ce0s 00s13aHHOCTH U (DYHKIIH CTIOHCOPA B YAaCTH
MIPOBEACHUS UCCIIEIOBAHHUS.

5.3. MeaunuHckas 3KCIepTu3a.

CrnoHcOp  AOMKEH  HA3HAUYUTh  OOJAJArONIMil  COOTBETCTBYIOIIEH  MEIUIIMHCKOM
KBaJIM(HUKAIMEH EPCOHAN, KOTOPBIN JO0JKEH OBITh BCETa TOCTYIIEH JJIsl PELICHHUS CBA3aHHBIX C
UCCIIEIOBAaHHEM BOIIPOCOB METUIIMHCKOT0 Xapaktepa. [Ipr HeoOXoIMMOCTH MOTYT IPUBIIEKATHCS
BHEIIHUE KOHCYJIBTAHTHI.

5.4. JIuzaiiH ucciaeaoBaHusl.

5.4.1. CoHcOp  [OMKEH  NpPUBICKaTh  KBAIM(UIMPOBAHHBIX JMI  (HampuMep,
OMOCTaTUCTUKOB, KIMHMYECKUX (hapMaKoJIOrOB, Bpadeil) Ha BCeX 3Tamax HCCIEeIOBaHUSI — OT
pa3paboTKU MPOTOKOJIA, MHIAMBUAYAIBHOW PETUCTPAIIMOHHON KapThl U IJIaHAa CTATHUCTUYECKOTO
aHaJln3a 10 MOATOTOBKH IMPOMEKYTOYHOTO U (PMHAIIBHOTO OTYETOB.

5.4.2. CioHcop moiKeH cobmofarh TpeboBaHMs moApaszena 6 HACTOSIIEro pasjiena H
npusioxkenus Ne 11 x Hactosium [IpaBunam.

5.5. MeHeKMEHT HccileJoBaHus, paboTa ¢ TaHHBIMHU U BEACHUE JTOKYMEHTAIIHH.
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5.5.1. CnoHcop 00s13aH IPUBJIEKATh 00IaIa0IINX COOTBETCTBYIONIEH KBATH(UKAIINEH JIHIT
JUIE  OOIIEro pPyKOBOJACTBA HCCIEIOBAaHWEM, paldOTHl C JaHHBIMH, BEepU(MUKANUUA JTaHHBIX,
MPOBEJICHUS CTATUCTUYECKOTO aHAIM3a U MOATOTOBKH OTYETOB 00 MCCIIE0BAHUU.

5.5.2. CioHCOp MOXKET MPHUHATH pelieHne o0 o0pa3oBaHWM HE3aBUCHMOTO KOMHUTETA I10
MOHHUTOPHUHTY JaHHBIX JJI1 PacCMOTPEHHUS XoJla KIMHUYECKOTO WCCIIEeIOBaHMUs, BKIIOYas
paccMOTpeHHe JaHHbIX M0 0€30MacHOCTH U 00 OCHOBHBIX MapaMmeTpax 3(PQPEeKTUBHOCTH, a TAaKKe
U BBIDAOOTKM PEKOMEHJAIUIl CIIOHCOpPY O LENecoo0pa3HOCTH MPOJIOJKEHHS, MpPeKpalleHus
uccreoBaHUsl WM BHeceHUus B Hero wusMeHeHuid. HKMJ[ nomkeH uMeTh NHCbMEHHBIE
OTepalOHHbIE MPOLIETYPHI U BECTH 3aITUCH BCEX CBOMX 3aCEIaHMM.

5.5.3. Ilpu uCnonb30BaHUU DIIEKTPOHHBIX CUCTEM /ISl pabOTHI C TaHHBIMH UCCIIEIOBAHUS U
(M5K) 3IEKTPOHHBIX CUCTEM yIaJI€HHOIO JOCTYMa K JaHHBIM CIIOHCOP JTOJIXKEH:

a) obecrieyuTh U JOKYMEHTAIbHO O(GOPMHUTH COOTBETCTBUE CHCTEM JIIEKTPOHHOMN
00paOOTKM JaHHBIX YCTAaHOBJIEHHBIM CIIOHCOPOM TpeOOBaHUSAM K IMOJHOTE, TOYHOCTH U
HAJCKHOCTH JAaHHBIX, a TaKXKe K CTa0WIBHOCTH JOCTHXKEHHUS TpeOyeMoro pesyibrara
(Banmmmanmio);

[Toxxom k BamuAaluy TaKUX CHUCTEM JIOJDKEH OBITh OCHOBAH Ha OIICHKE PHUCKOB C YYETOM
L[EJIeBOI0 HAa3HAUEHHUs CHUCTEMbl M €€ TMOTEHIMAJIBbHOIO BIUSHUS Ha 3alIUTy CYObEKTOB
MCCJICIOBAHUS M JOCTOBEPHOCTH PE3YyIbTATOB KIIMHUYECKOTO UCCIICIOBAHUS;

0) UMeTh CTaHJapTHbIE ONEPALMOHHBIE TPOLEAYPbl UCIOIb30BAHUS ITUX CHCTEM.

CrangapTHbIE ONepaIlOHHbIE TPOIEAYPHI TOJDKHBI BKIFOUATh B CE0SI OMMMCAHNUE YCTAaHOBKH,
HACTPOMKM M UCHOJb30BaHUS cucteM. CTaHIapTHBIE OINEpalOHHBIE MPOLEAYPHl TOJIKHBI
OIHCHIBATH BAHUIAIIMIO H TECTUPOBaHUE (DYHKIIMOHUPOBAHUS CUCTEM, COOp TAaHHBIX U OOpalieHue
C HUMH, TOAJAepkaHUE PAOOTHI CHCTEM, MEpbl IO OO0eCIeYeHUI0 O€30MacHOCTH CHCTEM,
yIpaBlieHUE U3MEHEHUSIMU, PE3€PBHOE KOIMUPOBAHKUE U BOCCTAHOBJICHHUE JAHHBIX, IJITAHUPOBAHUE
JNEWCTBUU B Cllydae 4YpE3BbIYAMHBIX CHUTYyallUii, a TaKXe BBIBOJ, CHUCTEM M3 JKCIUTyaTalluu.
OO0s13aHHOCTH CIIOHCOpa, MCCIEAOBATeNs] W JPYTHMX CTOPOH B OTHOIIEHUH HWCIOIB30BaHUS
KOMITBIOTEPU3UPOBAHHBIX CHUCTEM JOJKHBI OBITh TMOHSATHBIMH JJIS HUX, [OJb30BATENIsIM
HE00X0UMO MPoBeCcTU 00yUEHHE IO UCIOJIL30BAHUIO ITUX CHUCTEM;

B) 00ecreunTh paboTy CUCTEM TaKHUM O0pa3oM, YTOOBI MOXKHO OBLIO M3MEHSTH JaHHBIE U
IIPY TOM BHECEHHBIC H3MEHEHHS ObLITU OBbI 33/I0KYMEHTHPOBAHBI, 4 paHEe BBEJACHHBIE TaHHBIC HE
ObLTH OBI yIalIeHbI (OCTAJICS «JIOKYMEHTAIBHBIN CIIe);

r) MMETh CHCTEMYy 3alllWThl, MPEAOTBPAIIAIONIYI0 HECAHKIIMOHUPOBAHHBIN JIOCTYI K
JAaHHBIM;

1) ONIPEIEIUTh TIEPEeUYCHb JIUI], HAJCIECHHBIX MPABOM BHOCUTH W3MCHEHHS B JaHHBIC (B
CcOoOTBETCTBUU C MyHKTamMu 4.1.5 u 4.9.3 nacrosmux [Ipasun);

€) obecrieunBaTh aJIEKBAaTHOE PE3EPBHOE KOMMMPOBAHKE JAHHBIX;

) COXpaHITh MAaCKMPOBKY B HUCCIIEJOBAHUSIX, IPOBOJIUMBIX CIEIBIM METOJOM (COXpPaHATh
MacCKHPOBKY IPH BBOZE U 00pabOTKE TaHHBIX);

3) o0ecrieunBaTh LEJIOCTHOCTh JaHHBIX, BKJIIOYasl JaHHbIE, OMMCHIBAIOIIME KOHTEKCT,
CoJIep>KaHue U CTPYKTypy MHPOpMAIIUU. ITO OCOOEHHO BXKHO NPU BHECEHUH TaKUX W3MEHEHUHN
B KOMITbIOTEPU3UPOBAHHbBIE CUCTEMBI, KaK OOHOBJIEHHE TPOTPAMMHOTI0 00€CTIeYeH I MITH TTIEPEHOC
TAHHBIX.

5.5.4.Ecim B mpomecce oO0pabOTKM JaHHBIE TPaHCPOPMUPYIOTCS, BCETIa JIODKHA
CYIIIECTBOBATh BO3MOXHOCTh CPABHEHHSI UCXOHBIX TaHHBIX C 00pa0OTaHHBIMH.

5.5.5. CioHCOp JOJIKEH UCIOJIH30BaTh YHUKAIBHBIA UICHTU(DHUKAIIMOHHBIN KO/ CyOBheKTa
(B cootBercTBUU ¢ MyHKTOM 1.11 Hacrosimux IpaBuit), mo3BoSIONINA HASHTH(PHUINPOBATH BCE
JaHHBIE TI0 KAYKIOMY CYyOBEKTY.

5.5.6. CioHCOp WJIM Jpyrue BIAACNbIbI JTaHHBIX JTOJKHBI XPaHUTh BCE OTHOCSIIHECS K
CIIOHCOPY OCHOBHBIE JOKYMEHTHI HCCIIEI0BaHuUs (B COOTBETCTBUHU C MOJPA3AEIOM 8 HACTOSILIETO
pasnena).

5.5.7. CnoHCOp MOMKEH XPAaHUTh BCE OTHOCSIIMECS K HEMY OCHOBHBIE JOKYMEHTHI
HCCJICIOBAHMS B COOTBETCTBUU C MPUMEHUMBIMU TPEOOBAaHUSMHU 3aKOHOIATEIHCTBA TOCY1APCTB-
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YJICHOB, B KOTOPBIX IpemnapaT oJo0peH U (Wiu) B KOTOPBIE CIIOHCOpP coOupaeTcs oOpaTUThCS 3a
o100peHneM.

5.5.8. Ecm crioHCcOp npekpaniaeT KIIMHUIECKYI0 pa3paboTKy UccieayeMoro npemnapara (mo
OJTHOMY HJI BCEM MTOKA3aHUSIM, ITyTSM BBEJCHHUS, T€KaPCTBEHHBIM (DOpMaMm), OH JTOJDKEH XPaHUTh
BCE OTHOCSIIHECS K CIOHCOPY OCHOBHBIE JOKYMEHTHI HCCIIEIOBaHMS B T€UEHHE 110 KpaifHel mepe
2 et ¢ MOMEeHTa OUITHAIEHOTO MTPEKpaIleHus pa3paboTKH WU B COOTBETCTBUU C IPUMEHUMBIMH
TpeOOBAHUSIMU.

5.5.9. Ecniu crioHCOp mpeKpalaeT KIMHIYECKYI0 pa3padoTKy HCCIIeyeMoro npenapara, OH
JIOJKEH COOOIIUTh 00 ATOM BCEM YYAaCTBYIOIIUM B HCCIEJOBAHUHM HCCIIEIOBATENISIM
(MEIUIIMHCKUM OPTaHU3aIUsIM) H YIIOJTHOMOYEHHBIM OpraHaMm.

5.5.10. Ilepenaua nmpaB cOOCTBEHHOCTH Ha JaHHBIC JOJDKHA OBITH JTOBEJEHA /IO CBEICHUS
COOTBETCTBYIOIIUX YIIOJTHOMOYECHHBIX OPTaHOB TOCYIaPCTB-WICHOB M YIIOJTHOMOYEHHBIX OPraHOB
TPEThUX CTPaH B COOTBETCTBUU C MPUMEHUMBIMU TPEOOBAHUSIMH.

5.5.11. OTHoCsmKECs K CIIOHCOPY OCHOBHBIE TOKYMEHTHI TOJKHBI XpPaHUTHCSI HE MEHee 2
JIET C AaThl YTBEPKIEHUS MOCieIHEN 3asBKU Ha PETUCTPALIMIO MTpenapaTta B rocyaapcTBe-ujieHe U
710 TeX TMOp, TIOKa HH OJIHA U3 3asBOK HE Oy/IeT HaXOAUThCS Ha PACCMOTPEHUU U HOBBIE 3asBKH HE
OyIoyT MJaHUPOBAThCS, WJIM HE MeHee 2 JIeT ¢ MOMEHTa OQUUIHUAIBbHOIO MpeKpalleHus
KIMHUYEeCKOU (ha3wl pa3pabOTKU UCCIEAYyEeMOTo mpernapara. ITU JOKYMEHTHI TOJDKHBI XPaHUTHCS
0oJsiee UIUTEIbHBINA CPOK B CIIydae, €CIId ATO MPETyCMOTPEHO MPUMEHUMBIMU TPeOOBaHUSAMU WIIH
HE00XO0IUMO CIIOHCOPY.

5.5.12. CioHCOp MOJDKEH B THUCBMEHHOW (opme NpouH(OPMHUPOBATH HCCIEAOBATENICH
(MEIUIIMHCKHE OpraHu3allii) O HEOOXOAMMOCTH XPaHEHHsI CBSI3aHHBIX C HCCIEIOBaHUEM
3amMced, a TakKe MUCbMEHHO H3BECTUTh WX, KaK TOJBKO HEOOXOAMMOCTH B JAajbHEHIIeM
XpaHEeHUHU He OyJeT.

5.6. Be1bop uccnemnonaressi.

5.6.1. CmoHCOp HeceT OTBETCTBEHHOCTh 3a BBIOOp wuccienoBareneil (MEIUIIMHCKHUX
opranuzanuii). Kaxxaelii ncciaenoBaTenb TOJDKEH UMETh KBaTU(UKALMIO, ONBIT U pecypchl (B
cootBeTcTBUU ¢ myHKTamu 4.1 u 4.2 nHacrosmux [IpaBun), mocrarouHbie Ajsi MPOBEACHUS
UCCIIeIOBaHMsI, AJ11 KOTOPOTro OH BBIOpaH. Eciiu B MHOTOIIEHTPOBBIX UCCIIEIOBAaHUSIX HEOOXOIMMO
OpPraHU30BaTh KOOPAMHALMOHHBIA KOMHUTET U (WMJM) BBIOpaTh KOOPAMHATOPOB W3 4YHCIIA
UCCcIenoBaTenel, To 3TO SABJIsieTcs 00s13aHHOCTBIO CIIOHCOPA.

5.6.2. lo moamucaHusi JOroBopa C HUccieaoBarelieM (MEIWLIMHCKON opraHu3aluei) Ha
MPOBEJICHUE HCCIEIOBaHUS CIOHCOP JAOJDKEH MPEACTaBUTh HCCIIENOBATEN0 (MEAUIIMHCKON
OpraHM3alfi) TMPOTOKOJ H OpoLIIOpy HCCIeNoBaTeNis B TEKyIIed peNakiuu | JaTh
UCCIIeIOBATeN0 (MEIUIIMHCKON OpraHu3aliu) JOCTaTOYHOE BpeMs Ui O3HAKOMIIEHUS C
MPOTOKOJIOM U IIPEJOCTaBIeHHON HH(pOpMaLuei.

5.6.3. CnoHCOp JIOJDKEH MOJIYYUTh COTJIACHE MCCienoBaress (MEIUIIMHCKON OpraHnu3aIlim)
Ha!

a) MPOBEJICHUE HCCIIEOBAaHU B COOTBETCTBUM ¢ Hactosaummu IlpaBumamu u
PUMEHUMBIMHU TPEeOOBAaHUAMHU (B COOTBETCTBHHU ¢ MyHKTOM 4.1.3 Hactosmux [IpaBui), a Takxe
C MPOTOKOJIOM, COTJIACOBAaHHBIM CO CIIOHCOPOM U paspemieHHbIM (ogoopeHHsM) DCO (HOK) (B
COOTBETCTBUU C MyHKTOM 4.5.1 HacTosimux [IpaBun);

0) coOroIeHIE MPOIEYPhl PErUCTPAINH (IPECTABICHUS ) TaHHBIX;

B) IPOBEJICHUE MOHHUTOPWHTIA, ayJuTa M HHCIEKUUH (B COOTBETCTBUHM C IMyHKTOM 4.1.4
Hacrosux [IpaBmn);

I') XpaHEHUE OCHOBHBIX JTOKYMEHTOB, CBSI3aHHBIX C HCCJICIOBaHHEM, JO0 TeX TOp, MOKa
CIIOHCOP HE COOOIIUT KCCIIeOBATENIO (METUIIMHCKOW OpraHU3aIliH ), YTO ATH JOKYMEHTHI OOJIbIIIE
He TpeOyroTcs (B COOTBETCTBUU C myHKTaMu 4.9.4 u 5.5.12 nactosmux [Ipasw).

CrnoHcop u uccienoBatenb (MEIUIIMHCKAs OpraHU3alus) AOKHBI MOJANUCATh JOKYMEHT,
IIOATBEPKIAIOIIHN OTO COIIACHE.

5.7. Pacnipenenenue 00s13aHHOCTEH.
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Jlo Hayana ucciaenoBaHus CIIOHCOP JOHKEH YCTaHOBUTH M PACIIPEIETUTh BCE CBA3AHHBIE C
HCCIIEIOBAaHHEM O0S3aHHOCTH U (DYHKIIHH.

5.8. KommieHcanuu cyObeKTaM UCCIEAOBAHMS U UCCIIEIOBATEIISIM.

5.8.1. Eciu 3TO mpenycMOTpEeHO TNPUMEHUMBIMU TPEeOOBAHUSMH, CIIOHCOP JOJDKEH
o0ecneunTh CTpaxOBaHHWE WM TapaHTUPOBATh IOPUAMYECKYI0 M (DUHAHCOBYIO MOIIEPKKY
uccienoBaresns (MEIUIIMHCKON OpraHU3aIliy) B CIy4ae IPeIbsIBICHHS UM IPETCH3UHN, CBI3aHHBIX
C HCCIIeZIOBAHUEM, 32 UCKIIIOYEHHEM TeX MPEeTeH3UH, KOTOpble BO3HUKIIN B Pe3yJbTaTe yMbICIa
WJIM HEOCTOPOKHOCTHU CO CTOPOHBI HCCIIE0BATENS HITH YWICHOB HCCIIEI0BATEIbCKOTO KOJICKTHBA.

5.8.2. IIpaBuiia u mpoueaypbl CIOHCOPA TOKHBI PEAyCMaTPUBATh BO3MEILIEHUE PACXOI0B
Ha JIeYeHHE CYObEKTOB B Clydyae MPUYMHEHHS BpeJa WX 3I0POBBIO B PE3yNbTAaTe UX y4acTHsS B
UCCJIEIOBAaHUH B COOTBETCTBUU C IPUMEHUMBIMH TPEOOBAHUSIMHU.

5.8.3. Ecnmu cyOBeKThl HCCIIEAOBAHUS IOJYy4al0T KOMIICHCAIMIO, MOPSAOK U  CIOCO0
KOMITEHCAIH JTOJIKHBI COOTBETCTBOBATh MPUMEHUMBIM TPEOOBAHUSIM.

5.9. ®uHaHCUpOBaHUE.

@duHaHCOBbIE aCMEKThl UCCIEIOBAHUS JOKHBI OBITh JOKYMEHTAIbHO O0(OpMIIEHBI B BUIE
JIOTOBOPA MEX/1y CIIOHCOPOM U HcClieioBaTeneM (MEAUIUHCKONW OpraHu3alei).

5.10. YBenomieHne YIOJTHOMOYEHHBIX OpraHoB (Mojavya 3asBKH B YIIOJTHOMOYCHHBIC
OpraHbl).

Jlo Hayanma KIMHUYECKOTO HCCIEIOBAaHUS CHOHCOP (MM CIIOHCOP COBMECTHO C
HCCIIeIOBATENIeM, €CIIM 3TO MPEeITyCMOTPEHO MPUMEHUMBIMU TPEOOBAHUSAMH) JOJDKEH MOAAThH B
COOTBETCTBYIOIIIME OpPraHbl Bce TpeOyemble 3asBKU AJISl UX PACCMOTPEHUS, MPUHATUS U (WIIH)
MOJIy4CHHUsI pa3pelleHrs Ha MPOBEICHUE HCCICNOBaHMs (B 3aBUCHMOCTH OT MPHUMEHHMBIX
TpeboBanuit). Bce yBemomiieHusi (3asiBKHM) JO/DKHBI CONIEPKaTh JaTy W BCIO HEOOXOAMMYIO
uHpOpMALIHIO I UIEHTH(PHUKALIUY TTPOTOKOJIA.

5.11. Tloareepxxaenne paccMotperuss CO (HOK).

5.11.1. CnoHcop AOMKEH NOMYyYUTh OT UCCIIea0BaTeNs (MEIUIUHCKON OpraHn3alnn):

a) ceeaeHust o HamMmeHoBaHuu W azapece DCO (HDOK) wumccnemoBarens (METUIIMHCKON
OpraHu3alym);

0) moareepxkaenune oT DCO (HOK) Toro, 4to oH opraHn30BaH U JEHCTBYET B COOTBETCTBUH
¢ HacTosiuMu [IpaBuinaMu 1 3aKOHOIATENILCTBOM COOTBETCTBYIOLIETO FOCY1apCTBA-UJICHA;

B) JOKyMEHTaIbHO oopmiieHHOe ofo0penue (3akmouenne) ICO (HOK) u mo TpedboBanuro
CIIOHCOpa KOIMHIO TEKyIIeH BEpCHM INPOTOKONA, MHCbMEHHOH (OpMbI HMHPOPMHUPOBAHHOTO
coryiacus M JIOOBIX APYTUX MPEICTAaBIAEMbIX CyObEKTaM NMHUCbMEHHBIX MaTepHUajoB, a TaKke
OINMCaHHWE JCMCTBUI MO NPUBJICUYCHHIO CYOBEKTOB K YYAaCTHIO B HCCIEIOBAaHWUHU, JOKYMEHTOB,
OTHOCSIIUXCS K IPETyCMOTPEHHBIM JIJIsl CYOBEKTOB BBITUIATAM U KOMIIEHCALIUSIM, U JIFOOBIX MHBIX
JOKYMEHTOB, KOTOpbIe MOTH ObITh 3aTpeboBansl DCO (HIK).

5.11.2. Ecrm 3CO (HOK) oOycnoBnuBaeT BbIIady CBOETO OJOOpEHUs (3aKIIOUCHHS)
BHECEHHEM H3MEHEHUI B KakKue-TMO0O JOKYMEHTHI HCCIIEIOBaHHS, HAlpUMeEp, B IMPOTOKOIN,
MUCBMEHHYIO (opMy HH(DOPMHPOBAHHOTO COTJIACHsI WJIM WHBIE MpeacTaBiseMble CyObeKTaM
MUCbMEHHBIE MaTepuanbl W (WIH) Apyrhe NPOIEAYphI, CIOHCOP [OJKEH IMOJYYHTh OT
uccienoBarens (MEIUIIMHCKON OpraHU3alMi) KONUU HW3MEHEHHBIX JOKYMEHTOB C yKa3aHHEM
naThl oiydyeHHoro ogoopenus (3akmouenus) DCO (HOK).5.11.3. CrioHCcOp AOIDKEH MOTYyYUTh
OT HccreaoBaTesl (MeIMIMHCKON OpraHu3aii) T0KyMEHTAIUIO C YKa3aHUEM JaThl IOBTOPHBIX
pazpemenuii (onobpenuii) 3CO (HOK), a Takxke pemieHuit 00 OT3bIBE WU MIPHUOCTAHOBKE paHee
BBIJIJAHHOTO OJI0OPCHMS (3aKITIOUCHUS ).

5.12. Uudopmarnust 06 uccieayempIx mpenaparax.

5.12.1. Ilpy nminaHUpPOBAHUM MCCIEAOBAHUN CIOHCOP JOJHKEH pacnosiararh JOCTATOYHBIM
00BEMOM TMOJTYYCHHBIX B JOKIHMHHYECKUX W (WIM) KIMHUYECKUX HMCCIEIOBAaHUSAX MAHHBIX TIO0
6e3onmacHOCTH M 3 (HEKTUBHOCTH, OMPABABIBAIOIINX MPUMEHEHHE HCCIIEIyeMOro mpernapara ¢
UCTOJb30BAHUEM COOTBETCTBYIOUIMX IIyTell BBEIEHUS M 103 TPU COOTBETCTBYIOLICH
JUIUTEIBHOCTU U B COOTBETCTBYIOUIEH MOMYJISALUU CyObEKTOB UCCIEI0BAHUS.
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5.12.2. CioHCOp TOMKEH OOHOBIIATH OPOIIIOPY MUCCIIEIOBATENS TI0 MEPE TIOTYICHHS HOBOM
CYIIIECTBEHHOU MH(OpMaIIHU (B COOTBETCTBHH C TIOJIPA3ACIOM 7 HACTOSIIETO pa3/iena).

5.13. IIpon3BoACTBO, yHaKOBKa, MAPKUPOBKA U KOJUPOBAHUE UCCIETYEMBIX MIPEnapaToB.

5.13.1. CnoHcop AomKeH oOecnedyuTh, YTOObI HCCielyeMble Mpernaparsl (BKIOYas B
COOTBETCTBYIOIIMX  CIydyasx aKTUBHBIE I[IpemapaThl CpaBHEHHS M  IUianedbo) uMenu
XapaKTePUCTHKH, COOTBETCTBYIOIIME CTaAuu pa3pabOTKHM JaHHBIX TIperapaTroB, ObUIH
MIPOU3BEACHBI COTTIACHO MPUMEHHUMBIM TPEOOBAaHUSAM HaAJIeKalei MPOU3BOICTBEHHOM MTPaKTUKU
¥ B COOTBETCTBYIOIIMX CIy4asX ObUTH 3aKOJWPOBAHBI M MApKHPOBAHBI TAKHM O0pa3oM, YTOOBI
o0ecneunTh 3alIMTy MacKUpoBKU. Kpome Toro, mapkupoBKa JOJKHA COOTBETCTBOBATH
MPUMEHUMBIM TPEOOBAHUSIM.

5.13.2. CnoHCOp [JOJDKEH OMNpEeNeuTh IS MCCIEAYEeMbIX MpEnaparoB TeEMIIEpaTypy
XpaHEHUsl, YCIOBHs XpaHCHUs (HAPUMEpP, B 3aIIHMIIEHHOM OT CBETa MECTE), CPOK XpaHCHHSI,
pacTBOpPUTENN M TPOLEAYpbl ISl pa3BEIACHHs] W BOCCTAHOBJIEHUS, a TaKXKe, €CIU TaKOBbIE
MPEeyCMOTPEHBI, YCTPOUCTBA sl BBeACHHs Ipernapara. CIIOHCOp TOKEH HHPOPMUPOBATH 00
3TUX TpeOOBaHMUSIX BCE BOBJIECUEHHBIE CTOPOHBI (HAMpUMEp, MOHHMTOPOB, HCCIEAOBATENECH,
MIPOBU30POB, JIULl, OTBETCTBEHHBIX 32 XpaHEHUE).

5.13.3. MccnemyeMeble mpemnapaThl JOJDKHBI ObITh YITAKOBaHBI TaK, YTOOBI TPEAOTBPATUTD UX
3arpsi3HEHUE U 00ECTICYNTh UX COXPAHHOCTH (IIPUTOTHOCTH) MPH TPAHCTIOPTHPOBKE U XPAHEHHH.

5.13.4. Jlna ucciaeqoBaHuii, B KOTOPBIX UCIOJIB3YETCS CJICTION METO/, CUCTEMA KOJIUPOBAHUS
HCCIIeTyeMOro TMpemnapara J0JDKHA BKIIIOYATh B Ce0sl MEXaHU3M, TO3BOJISIOMNNA B AKCTPEHHBIX
ciy4asx ObICTpO HIEeHTU(GUIUPOBATH IpenapaT, HO B TO JK€ BpeMS HE JOMyCKaroIIUl
BO3MOKHOCTH HE3aMETHO PACKPBITh KOJI.

5.13.5. Ecniu nexapcTBeHHasi popMa MCCIIeAyeMOro mpenapara uid npernapara CpaBHEHUS
Ha KIMHUYECKOM JTare U3ydeHus: OblTa CYIIEeCTBEHHO M3MEHEHa, TO J0 MCIOJIb30BaHUS HOBOM
JIEKapCTBEHHON (POPMBI B KIMHHUYECKUX HCCIIETOBAHMSIX JTOJKHBI ObITh MOJTYYEHBI PE3YJIbTAThI
JIOTIOTHUTEIHHBIX UCCIICIOBAHUH JaHHOH JIEKapCTBEHHON OpPMBI Ipernapara (Harpumep, JaHHbIC
0 CTa0MJILHOCTH, PACTBOPUMOCTH, OMOJOCTYITHOCTH ), HEOOXOAMMBIE IS OIIEHKH TOTO, CTIOCOOHBI
JIY TaHHBIE U3MEHEHHUSI CYIIECTBEHHO MOBIHATH Ha (hapMaKOKHHETHIECKHIA TpouiTs mpernapara.

5.14. TlocTaBka uccieayeMbIX NMpernapaToB U MpaBHiIa 0OpaIeHUs C HUMH.

5.14.1. CioHcop OTBe4aeT 3a IOCTaBKy HCCIEAOBaTeN0 (MEIUIIMHCKOW OpraHU3alliM)
HCCIIeTyeMOro mpernapara.

5.14.2. CnoHCcOp HE JOJKEH IIOCTaBIATh MCCIEAYEMBIM IIpernapaT HCCIIeI0BaTENIO
(MEIMUIMHCKON OpraHu3aluu) A0 TeX IOp, MOKa HE MOJYYUT BCIO TPeOyeMyro JOKYMEHTAaIUIO
(mampumep, onodpenue (3axmrouenue) ICO (HIOK) u ymoarHOMOUYEHHBIX OPTaHOB).

5.14.3. CnioHcop nmoipkeH yOenuThes W (WJIM) OOeCreYuTh, YTO MUChbMEHHBIE MPOIEAYPHI
BKJIIOYAIOT B c€0s MHCTPYKIIUU ISl KCCIIeIoBaTeNs (MEIUIIMHCKON OpraHu3allii) 1o npaBuiam
XpaHEHUsi HCCIeAyeMOoro Ipemapara M oOOpalleHus ¢ HHM, a TaKXKe [0 BEeJIEHUIO
COOTBETCTBYIOIIEH JOKyMeHTanuu. [Iporeaypsl JODKHBI OMHCHIBATH O€30IaCHOE MOJIyYeHUE
UCCIIEyeMOro Iipernapara, oOpalleHHe C HUM, €ro XpaHeHHe U BbIauyy, U3BITHE
HEUCIOJIF30BaHHOTO UCCIIEyeMOro IIpernapara y CyobeKTOB M BO3BPAT €ro CIIOHCOPY (7100 MHOE
pacrnopsKeHHE HEUCIOJIb30BaHHBIM IpPEenapaTroM, €cid 3TO CAHKIMOHHPOBAHO CIIOHCOPOM M
COOTBETCTBYET IPUMEHUMBIM TPEOOBAHUSIM).

5.14.4. CoHCOp JOJKEH:

a) 00ecreunTh CBOEBPEMEHHYIO MMOCTABKY MCCIIEAYEMBIX MPENapaToB UCCIEI0BATEISIM;

0) JOKYMEHTUPOBaTh I[IOCTaBKH, IIOJyuy€HHUE, BbIJady, BO3BpaT M YHHUUYTOKEHUE
HCCIIEyeMbIX MpenaparoB (U060 MHOE pachopsbkeHHe) (B COOTBETCTBUHM C IOApa3AeiioM 8
HACTOSIIIETO pa3ena);

B) IMETh CHUCTEMY BO3BpaTa HCCIEAyeMOro Ipernapara U JOKyMEHTHPOBAHUS MOAOOHOTO
u3bATHA (HampuMep, OT3bIBa OpaKoBaHHOTO IMperapaTa, BO3BparTa mpenapaTa mocjie OKOHYaHUS
HCCIEA0OBAHUS WIH MO UCTEYEHUU CPOKa TOAHOCTH);
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T') UMETh CHCTEMY YHHUYTOXXECHHS (JIMOO WHOTO PACIOPSIKEHHUS) HEUCIIOIh30BaHHBIX
UCCIIETyeMbIX MPEnapaToB M JOKYMEHTHPOBAHHS TOJO0HOTO YHUYTOXKEHHS (MO0 HHOTO
PaCTIOPSKEHHS ).

5.14.5. CrioHCOp 1OJKEH:

a) MPUHATH MEPbl TIO0 OOECIEUYCHUIO CTAaOMJIBHOCTH UCCIIEAyeMbIX IpenapaToB Ha
MPOTSHKEHUH BCETO MEPHOJIa NX UCTIONB30BAHUS;

0) UMETh JOCTaTOYHOE KOJMYECTBO MCIOJIb3YEMOIO0 B HCCIEIOBAHHUSIX HCCIEAYEMOTro
npemapaTa, 4To0bl MOATBEPIUTH MPHU HEOOXOAMMOCTH €ro COOTBETCTBHE CHEIU(UKALUIM, a
TaK)K€ BECTH y4YeT aHaJIM30B U XapaKTEpUCTUK OOpa3IoB MpenapaTa u3 naptuu. B 3aBucumocT
OT CTaOUITBFHOCTU O00PA3IIBl JOJKHBI OBITh COXPAHEHBI TMOO 10 OKOHYAHHS aHAIHM3a JaHHBIX 110
UCCIIEIOBaHMIO, 00 B TEUEHUE CPOKA, OMPEEICHHOIO MPUMEHUMBIMU TPEOOBAHUAMHU, UCXOIS
U3 TOTO, KAaKOU Mepuo ABIsIeTCs 0oJiee NITUTEbHBIM.

5.15. loctyn K JOKyMEHTAaIlMHA UCCIICIOBAHUS.

5.15.1. CioHCcOp [IOJDKEH TMpPEeAyCMOTPETh B MPOTOKOJE WM HWHOM  COIVIALIEHUU
00s13aHHOCTh HcCceoBaTeNs (MEAUIIMHCKONW OpraHW3aldu) OOECIeYUTh MPSMON JIOCTYN K
MEPBUYHBIM JaHHBIM (IOKYMEHTAIlMK) JAJis MPOBEICHHS MOHUTOPWHTA, ayJUTa W IKCIEPTHU3BI
DCO (H3K), a Takke MHCTICKIIUN YITOJITHOMOYEHHBIMUA OpPTaHaMH.

5.15.2. CioHcop JOMKEH yOemuThCS B TOM, YTO KaxJbli CYOBEKT Hajl MHCHbMEHHOE
coryiiacue Ha IpsIMOM JOCTYN K €ro OpUTMHAJIbHBIM MEAUIIMHCKUM 3allUCsAM AJIs MPOBEIEHUS
MOHUTOpHHra, ayauta U skcneptuzbl DCO (HOK), a Takke MHCIEKIUN YIMOJTHOMOYEHHBIMHU
OpraHaMu.

5.16. Madopmarus mo 6€30macHOCTH.

5.16.1. CoHCcOp OTBeYaeT 3a TIOCTOSHHYIO OIICHKY O€30MacHOCTH HCCIeIyEeMbIX
MpemapaToB.

5.16.2. CoHCOp JOJDKEH HEe3aMEUIMTEIbHO YBEIOMUTH BCEX YYacTBYIOIIUX B
WCCIICIOBAaHUM HCCIeoBaTeNneld (MEIUIIMHCKUE OpraHu3allih), a TakKXKe YIIOJHOMOYEHHBIC
OpraHbl O MOJYYEHHBIX JaHHBIX, KOTOPbIE MOTYT HEOJArONpUsITHO OTPA3UThCA HAa 0€30MacHOCTH
CyOBEKTOB, MOBIHITH HA TPOBEACHUE UCCICIOBAHUS TUOO U3MEHUThH OJJOOpPEHHE (3aKITIOUCHUE)
2CO (HOK) Ha npoaomKkeHne UCCIIeIOBAHMUS.

5.17. CooO1ieHust 0 HEXENaTENbHbBIX PEeaKIUsX.

5.17.1. CioHCOp OJDKEH B BO3MOXHO KOPOTKHH CPOK COOOIIATh BCEM YUYaCTBYIOIIUM B
UCCIICIOBAaHUH  HCCIEAOBaTesIM  (MEOIUIIMHCKUM  opranm3amusMm), 2OCO (HOK) (mpu
HE0OXOMMOCTH), a Tak)Ke YMOJHOMOYEHHBIM OpraHaM 000 BCEX HEKEeJIaTeNbHBIX PEeaKlusx,
KOTOpBIE OJTHOBPEMEHHO SIBIISTIOTCSL CEPbE3HBIMU U HETIPEABUACHHBIMHU.

5.17.2. Takue cpouHbIe COOOIIEHUS JOJKHBI COOTBETCTBOBATH MTPUMEHUMBIM TPEOOBAHUSIM
1 nosiokeHusAM npuiokeHus Ne 11 k HacrosiiumM IpaBunam.

5.17.3. CnoHCOp IOMKEH MPEACTABISTh HA PACCMOTPEHUE YIIOJHOMOYEHHBIM OpraHaM BCe
oOHOBNIEHUS WHpOpMAaLUU TO O€30MacHOCTH, W NEPUOJUYECKHE OTYEThl MO OE30MacHOCTH
UCCIIETyeMOro IpernapaTta B COOTBETCTBUU C NMPUMEHUMBIMU TPEOOBAaHUSMU U MPUIOKEHUEM
No 11 k nacrosmum [IpaBunam.

5.18. MOHUTOpPUHT.

5.18.1. Lens.

Ilenbto MOHUTOpPUHTA UCCIIEIOBAHUS SBJISIETCS IPOBEPKA TOTO, YTO:

a) mpaBa ¥ Oaromnoiyyne cyObeKTOB 3alUILECHBI;

0) mpelCTaBICHHbIE JIaHHbIC SIBISIIOTCS. TOYHBIMHU, TOJHBIMA U TOJATBEPXKIAIOTCS
MEPBUYHOMN JOKYMEHTALIUEN;

B) UCCJICIOBAHUE TPOBOJUTCS B COOTBETCTBHH C YTBEPXKICHHON TEKyIIed BepCHEH
MPOTOKOJIA (TIOMPABOK K HEMY ), HaCcTOSIIUMU [IpaBuiiaMu M MpUMEHUMBIMU TPEOOBAHUSMHU.

5.18.2. Be160p MOHUTOPOB U UX KBaTU(DUKAITUS:

a) MOHUTOPBI JOJDKHBI HA3HAYATHCS CIIOHCOPOM;

0) MOHUTOPBI JOJKHBI HMMETh COOTBETCTBYIONIYIO TOATOTOBKY, a TaKxke o00sajgarh
HAyYHBIMH U (WIH) KIUHUYECKUMH 3HAHHSIMH, HEOOXOIUMBIMH ISl TIPOBEACHUS HAIICKAIIETO



27

MOHHUTOpHHra wucciefaoBanusa. Kpanmudukanus MOHHTOPOB JODKHA OBITh TOATBEPXKICHA
AOKYMCHTAJIbHO,

B) MOHUTOPBI JOJDKHBI JI€TAIBHO 3HATh CBOICTBAa HCCIEAYEMBIX MpPErnapaToB, MPOTOKOII,
MUCBMEHHYIO (opMy WH(GDOPMUPOBAHHOTO COTJIACHUS U BCE JPYTUE MPEICTABIIIEMbIC CyObeKTaM
UCCIIEIOBaHMs MUCbMEHHbIE MaTepualbl, CTaHJAPTHHIE OINEpallMOHHBIE MPOLEAYPHl CIIOHCOPA,
Hacrosmue [IpaBuia u npuMeHUMBbIe TPeOOBAHMUSL.

5.18.3. O06Bem u coaepikaHre MOHUTOPHHTA.

CrnioHCOp 10/KEH 00eceunTh HaIIeKaIluii MOHUTOPHUHT UcciieoBaHui. CIIOHCOD T0JKEeH
OTIpeICTUTh HEOOXOAMMBIE O0BbEM U COJIep’KaHWE MOHUTOPUHIA MCXOIs U3 ILeNel, 3amad,
MCTOHO0JIOTUH, CIIOKHOCTH, MACKUPOBKH, OG’bGMa 1 OLICHUBACMBIX MMAapaMCTPOB UCCIICIOBAHU. IIo
o0uieMy mpaBuily, C LEeJIbI0 MOHUTOPUHTA TpeOyeTcs: MOocenaTh NCCIeI0BAaTENbCKUE LIEHTPHI 10
MMPOBCACHUA HCCICAOBAHUSA, BO BpPpEMA Cro IMpOBCACHHUA M IOCIC €TI0 OKOHYAHUA. O,Z[HaKO B
UCKITIOYUTENIbHBIX CIIy4asX CIIOHCOP MOXET peIlIUTb, YTO MOHUTOPUHI 0€3 MOCeIIeHUs
HCCICAOBATCIIbCKUX NCHTPOB B COUCTAHUMN C TAKMMHU NPOUCAYpPaMHU, KaK TPCHUHT U ITPOBCACHUC
COBEILIAaHUM HccienoBaTeNiel, MPEeJIOCTaBICHUEe UM MOAPOOHOr0 MUCBMEHHOTO PYKOBOJCTBA,
MOKCT IrapaHTHUPOBAHHO O6CCHC‘II/ITB HaJIC)Kalee NpoBCACHUC UCCIICA0BAHUSA B COOTBETCTBUU C
Hactosamumu [IpaBunamu. CTaTHCTHYECKH OmpenensieMble KOHTPOJbHBIE BBIOOPKH MOTYT
CIIYKUTb NPpHUCMIICMBIM MCTOAOM JJIs1 0T60pa IMMPOBCPACMBIX TAHHBIX.

CroHcop JomKeH pa3paboTaTh CHUCTEMAaTH3UPOBAHHBIM TOAXOJ K MOHUTOPUHTY
KIIMHUYCCKHUX I/ICCJIC,Z[OBaHI/Iﬁ Ha OCHOBC OIICHKU ITPUOPUTCTOB U PUCKOB. FI/I6KOCTB B OTHOILIICHUH
o0beMa M XapakTepa MOHUTOPHHTA, OTIMCAHHAs B HACTOSIIIEM pa3/ielie, MO3BOJISIET UCIIOJIb30BATh
pa3NUYHBIE TMOAXOABl K COBEPIICHCTBOBAHUIO A(PPEKTHUBHOCTH M  PE3yJIbTATUBHOCTH
MoHHUTOpHHra. CHOHCOP MOXET BbIOpAaTh MOHHUTOPHHI C TOCEHICHHEM HCCIIEeI0BATEIbCKIX
LEHTPOB (Jajiee — BBIC3THOW MOHUTOPHHT), KOMOWHAIIMIO BBIC3JHOTO MOHUTOPHHTA H
LEHTPATU30BAaHHOTO MOHMUTOPHUHTA WM, €CIU 3TO OOOCHOBAaHO, TOJBKO LIEHTPATU30BaHHBIN
MOHUTOPHUHT. CHOHCOP JOJDKEH 3aJ0KyMEHTHpPOBAaTh OOOCHOBAHWE BBIOPAHHOW CTpaTeruu
MOHUTOpPHHTA (HAITPUMED, B IJIAaHE MOHUTOPUHTA).

BBIGB,Z[HOI\/'I MOHUTOPHUHT OCYIICCTBIIACTCA B HCCICHOBATCILCKUX IMCHTPAX, B KOTOPBIX
MIPOBOAMTCS UccienoBanue. LleHTpann3oBaHHbIE MOHUTOPUHT MPECTABIAET COOON y/IaIeHHYIO
OLICHKY COGHp&GMBIX AaHHBIX, CBOCBPCMCHHO BBIIIOJIHACMYIO KBaJ'II/I(bI/II_II/IpOBaHHBIMI/I U JO0JI’KHBIM
o0pa3oM OOYYEHHBIMH JUIAMH (HAampUMeEp, CHEUUATMCTaMU IO YMPABICHUIO JaHHBIMH,
OMOCTaTHCTHKAMH).

LlenTpanu30BaHHBI MOHUTOPUHI OOECIEYMBAET JOIMOJHUTEIbHBIE MOHUTOPHUHIOBBIE
BO3MOXHOCTH, KOTOPLIC CHOCO6HBI AOMOJIHUTh MOHUTOPUHT C TIOCCIHICHUCM HUCCIICAOBATCIILCKUX
LIEHTPOB U COKPATUTh €ro 00beM U (MJIHM) YacTOTy €ro MpOBEIEHUS, a TaK)Ke MOMOraeT HalTu
pasiiniuc MCKAYy HAACKHBIMU U TOTCHIHUAJIBHO HCHAAC)KHBIMU JaHHBIMU.

OneHka coOMpaeMbIX B X0/1€ IIEHTPAIN30BaHHOTO MOHUTOPHUHTA JAHHBIX, KOTOpas MOXKET
BKJIOYaTh B CGG}I CTaTUCTUYCCKUU aHaJIn3, MOXCET UCIIOJIB30BaThCA OJIA:

a) BBISIBJICHUS! OTCYTCTBYIOIIMX M HECOIJIACYIOIIUXCS JaHHBIX, BHIOPOCOB JIaHHBIX,
HCMIPCABUACHHOTI'O OTCYTCTBUA BapI/Ia6eJ'H>HOCTI/I Y OTKJIOHEHUH OT MMPOTOKOJIA,

0) MpOBEpPKU TaKUX TEHAECHUUN M3MEHEHUs JaHHbBIX, KaK JUara3oHbl, COINIACOBAHHOCTh U
BapI/Ia6eJ'H>HOCTB JAaHHBIX B ICHTPAX U MCKAY HUMU;

B) OOHApY)XCHHUSI CHUCTEMATHYECKUX W 3HAYMMBIX OIIMOOK TMpH cOOpe W TMPEACTABICHHUH
AAaHHBIX B HCHTPC U MCKAY LHCHTPAMU, a4 TAKKC NOTCHIHUAJIBHOI'O MAHUITYJIMPOBAHUSA JAHHBIMA U
MpOOJIEM C IIEIOCTHOCTBIO JaHHBIX;

T') aHAIKM3a XapaKTePUCTUK U UHAUKATOPOB PabOTHI IIEHTPA;

1) 0TOOpa MEHTPOB M (WJIM) TPOIIECCOB ISl MPHIICIIBHOTO MOHUTOPHHTA C TMOCEIICHHEM
HCCICAO0BATCIILCKUX ICHTPOB.

5.18.4. O6s13aHHOCTH MOHUTODA.

MOHHTOP B COOTBETCTBUU C TPEOOBAHUSIMHU CIIOHCOpA JOKEH OOECIIeUUTh HaJJIekKalee
MPOBEJICHUE U JOKyMEHTaldbHOoe odopmiieHue uccienoBanus. C 3Toi 1eIbI0 MOHUTOP C yUYETOM
KOHKPETHOTO UCCIIEIOBAHUS M UCCIIEIOBATENILCKOTO IIEHTPA MPH HEOOXOIUMOCTH
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a) BBICTYIIa€T B KAuyeCTBE OCHOBHOI'O CBSI3YIOLIETO 3BEHA MEXIy CIOHCOpOM U
UCCIIe/IoBaTENeM;

0) yOexxmaeTcss B TOM, 4YTO HCCIEIOBATENbh O00JaJaeT HEOOXOAUMON KBaM(pUKAIHEH |
BO3MOXXHOCTSIMU JIJISl TIPOBEICHUS MCCIICIOBAHUS M OCTA€TCS TAaKOBBIM Ha TPOTSHKCHHH BCETO
Mepuo/ia uccieqoBanus (B COOTBETCTBUM ¢ yHKTamu 4.1, 4.2 u 5.6 Hacrosmux [IpaBmi), uto
MOMEIIEHUSI, OTBEICHHBIC /I TPOBEJACHHS HWCCIeAOBaHUs (BKIIOYas Ja0OpaTopuul W
000opyI0BaHKE) M MEPCOHAT COOTBETCTBYIOT TPEOOBAHUSM K IPOBEACHHIO pabOT 0€301MacHO U
JOJKHBIM 00pa30M Ha MPOTSKEHUH BCETO UCCIICIOBAHUS;

B) B OTHOILIEHUH UCCIIEyEMbIX IIPEernapaToB MOHUTOP MPOBEPSET CIETYIOIIEe:

CPOKH W YCJIOBUS XPAaHEHHS HCCICNYEMBIX IMPENapaTroB MPUEMIIEMBI U UX KOJIHMYECTBO
SIBJIIETCS JOCTATOYHBIM JI0 KOHILIA UCCIIEOBAHNUS;

HCCIIeTyeMbIe MPEnapaThl MOTyYaroT TOJIBKO T€ CYOBEKThI, KOTOPHIM OH HAa3HAYEH, B 703X,
YCTaHOBJICHHBIX MPOTOKOJIOM;

CyOBEKTaM MPEACTABISAIOTCS HEOOXOUMbIC MHCTPYKIIUU IO MPABUILHOMY MPUMEHEHHUIO
HCCIIETyeMbIX MTPenapaToB, 0OPAIICHUIO C HUMH, UX XpaHEHHUIO U BO3BPATY;

MOJIy4eHHEe, TMPUMEHEHUE U BO3BPAT HCCIEAYEMBIX MPEMapaToB B HCCIIEI0BATEIHCKOM
LEHTPE JOHKHBIM 00pa30oM KOHTPOIUPYETCs U 0QOpMIIIETCs JOKYMEHTAIbHO;

YHUYTOXXCHHE HEHCIIOIh30BAaHHBIX HCCIEIYyEeMbIX MPEmapaToB JUO0 MHOE paclopshKeHUE
UMU B HCCJIEI0BAaTEIbCKOM LIEHTPE OCYIIECTBISETCS B COOTBETCTBHUM C MPUMEHUMBIMU
TpeOOBAHUSAMH H IO COTJIACOBAHUIO CO CIIOHCOPOM;

) IpoBepsieT COOJIOJEHUE HCCIEeNoBaTeNieM YTBEP)KIEHHOTO TMPOTOKOJIa U BCeX
YTBEPKICHHBIX MOMPABOK K HEMY, €CITH TAKOBBIE UMEIOTCS;

1) POBEPSIET, YTOOBI MUCEMEHHOE WH(DOPMUPOBAHHOE COTIIACHE KaXKI0T0 CyOBheKTa OBLIO
MOJTyYEHO JI0 Hayayia €ro y4acTHs B HCCIIEI0BAHUN;

€) obecrieunBaeT HAIMYKE y UCCIIEA0BATENS TEKYIIEH peaKIIuK OPOIIIOpHI HCCIIE0BATEIS,
IPYTUX TOKYMEHTOB M MaTepUaIoB, HEOOXOAUMBIX JJIs IPOBEACHMSI MCCIICIOBAHIS HAICKAIIUM
00pa3oM U B COOTBETCTBUU C MPUMEHUMBIMU TPEOOBaAHUSIMU;

K) 00ecreynBaeT, YTOObI HCCIENOBATENlb U €r0 COTPYIHUKH, 3aHITHIE B MCCIEIOBAHUU,
OBLITH JOCTaTOYHO MH(POPMUPOBAHBI 00 MCCIICIOBAHUH,

3) mpoBepsieT, YTOOBI HUCCIIEOBATENb U €r0 COTPYIHUKH, 3aHSATHIE B HCCICAOBAHHH,
BBITIOJTHSUTH CBSI3aHHBIE C UCCIIEIOBaHNEM O00S3aHHOCTH B COOTBETCTBUH C IMIPOTOKOJIOM U BCEMHU
JIPYTMMH MMHCbMEHHBIMH COTJIAIICHUSIMA MEXKIY CIIOHCOPOM M HCCIeoBaTeNneM (MEIUIIMHCKOM
opraHusalyeil) u He rnepenaBaiu cBoU (QyHKIUN HEYTIOJTHOMOYEHHBIM JIUIIAM;

1) MPOBEPSIET COOIIOCHNE UCCIIEIOBATENIEM KPUTEPUEB 0TOOPA [Tl BKIIOYECHHUSI CYObEKTOB
B HCCJIEIOBAHMUE;

K) COO0IIaeT 0 CKOPOCTH Habopa CyOBEKTOB B HCCIIEIOBAHNUE;

JI) IpOBEpsieT TPAaBUIBHOCTb, MOJHOTY M CBOEBPEMEHHOCTh PETHCTpPAllMU JaHHBIX B
MEPBUYHBIX U JPYTHX OTHOCSIIMXCS K UCCICIOBAHUIO TOKYMEHTAaX, a TAaKKe MOPSAIOK BEIACHUS
TaKHX JOKYMEHTOB;

M) MPOBEPSET, YTOOBI UCCIIEIOBATEINb MIPEACTABIISIT BCE TPEOyEeMbIe OTYETHI, YBEIOMIICHUS,
3anpochl U NOJ00HbBIE JOKYMEHTHI, M YTOOBI TAKUE JOKYMEHTHI ObLIN MPaBUIbHBIMU, ITOJHBIMH,
CBOEBPEMEHHBIMH, Pa300PUUBBIMU, C YKa3aHUEM JaT U UACHTH(PHUIIMPOBAIN UCCIICIOBAHNCE;

H) MPOBEPSET NPABWIBHOCTh W TMOJHOTY JAHHBIX B MHIUBUIYaJbHBIX PErHMCTPAIIMOHHBIX
KapTaxX, MEPBUYHBIX JOKYMEHTaX W APYTUX OTHOCSIIUXCS K HMCCIEAOBAHUIO 3aMHCIX MyTEeM
COIIOCTABJICHUA UX MEXKIY co00il. B 0coOeHHOCTH MOHUTOD JTOJIKEH MPOBEPATH CIIEIYIOIIEe:

MPAaBIWIBHOCTh BHECEHUS TpeOyeMbIX MPOTOKOJIOM JaHHBIX B HWHAUBUAYAIbHYIO
PETUCTPALIMOHHYIO KapTy U UX COOTBETCTBHE JaHHBIM NEPBUUHOM IOKyMEHTALIUU;

mo0ble U3MEHEHUS J103bl U (MJIHM) TepalmuH YEeTKO JOKYMEHTAIbHO O(QOPMIISIOTCS IS
KaXXJ0ro CyOBbeKTa UCCIeI0OBaHUS;

HEXKEIlaTeIbHBIE SIBIICHUS, COMYTCTBYIOIIEE JIEYCHHE W WHTEPKYPpPEHTHBIC 3a00JIeBaHUS
PETUCTPUPYIOTCS B MHAUBUIyaIbHOM pErMCTPaIlMOHHON KapTe B COOTBETCTBUH C IPOTOKOJIOM;
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MPOMYIIEHHbIE CYObEKTOM BH3UTHI, HENPOBEJICHHbIC aHAIMU3bl U HEBBINIOJHEHHBIE
o0cietoBaHus SICHO yKa3aHbl B MHAMBHUIYAIBHON PETUCTPAIMOHHON KapTe KaK MPOIMYIIEHHBIE,
HEMPOBEJCHHbIEC U HEBBIITOJIHEHHBIE COOTBETCTBEHHO;

BCE CIIy4aW WCKIIIOUYEHHS W BHIOBIBAHUS CYOBEKTOB W3 UCCICIOBAHHS  OBbLIH
3aperucTpUpoOBaHbl U OOBSCHEHBI B MHAUBUAYAIbHON PErUCTPAIMOHHOMN KapTe;

0) COOOIIAaeT  HWCCIEJOBATENI0O O  JIIOOBIX  JIOMYIIEHHBIX B  WHAWBUAYAIbHOU
PETUCTPAIlMOHHON KapTe OIMOKax, Mpomyckax M Hepa300pUYMBBIX 3amucsiX. MOHUTOP OJIKEH
MPOCIEINUTH 32 TEM, YTOOBI COOTBETCTBYIOIINE UCTIPABICHHUS, I00ABICHUS WU UCKITIOYCHHSI ObLTH
CICNIaHbl C YyKa3aHWEeM JaThl, OOBICHEHBI (TIPH HEOOXOJUMOCTH) W TOAMHCAHBI CaAMUM
UCCIeIoBaTeneM JM00 yIOTHOMOYECHHBIM Ha MOAMMCAaHUE 32 HETO M3MEHEHHH B MHIUBUAYaTbHON
PETUCTPALIMOHHON KapTe YIEHOM MCCIE0BAaTEeIbCKOTO KOJIJIEKTHBA. JlaHHBIE NOTHOMOYMS
JIOJKHBI OBITH IaHBI B MUCEMEHHOH QopMme;

1) MPOBEPSET COOMIOACHUE CPOKA HATIPABIIEHUS COOOIEHUSI O HEXKENATeNIbHbIX SBICHUSIX,
ompenenenHoro Hacrosmumu [IpaBunamu, mnporokonom, 3ICO (HDOK), cmoncopom u
MIPUMEHUMbBIMU TPEOOBAHUSIMU;

p) IpOBEpsieT BEICHHE WCCIEA0BATEIEM OCHOBHBIX JOKYMEHTOB (B COOTBETCTBUU C
Mo/Ipa3esioM 8 HACTOALIETO pasjiena);

C) coO0IIaeT uccaeIoBaTeNo 00 OTKIIOHEHUSX OT IPOTOKOJIA, CTAHIAPTHBIX OMEPAIIMOHHBIX
mporeayp, TOJIOKEHUN Hactosuwmx IlpaBun W NpUMEHHMBIX TpeOOBaHWM, a TaKke
MpEeNNPUHUMAECT HEOOXOAMMBIE IEHCTBUS JUIsi TPEIOTBPAIICHHUS MOBTOPEHHS MMOJOOHBIX
OTKJIOHEHHI.

5.18.5. IIpouerypbl MOHUTOPHUHTA.

MounuTtop A0MKEH coOMI0AaTh MUCHbMEHHbIE CTaHAAPTHBIE OIEpalliOHHBIE MPOLEAYPHI
CIIOHCOpa, a TaKXe MPOIEAYpPbl, CHECHHATBLHO OIMpPEIeICHHBIE CIOHCOPOM MJIi MOHHUTOPHHTA
KOHKPETHOTO HUCCIIEeI0BaHUSI.

5.18.6. OTuetr MoHUTOpA:

a) MocJie KakJJ0ro BU3UTA B UCCIIEOBATENLCKUM [IEHTP WJIM CBA3aHHOIO C UCCIIEI0BAaHUEM
KOHTaKTa MOHUTOP JOJKEH MPEJICTABUTh CIIOHCOPY MUCbMEHHBIN OTYET;

0) OTUeTHl TOJKHBI BKJIIOYATh B ce0sl JaTy, HAMMEHOBAHME LIEHTpa, UMS MOHUTOpPA, UM
MCCIIeIOBATENSl WIM UHOTO JIUIA, C KOTOPBIM COCTOSIJICS KOHTAKT;

B) OTYETHI JIOJDKHBI COJIEPKaTh KPAaTKOE OIMHCAaHWE OOBEKTOB IPOBEPKH, COOOICHUE
MOHHTOpPA O CYIIECTBEHHBIX JaHHBIX ((haKTax), OTKIOHEHUSX U HEAOCTATKaX, BHIBOJIBI, OTIMCAHUE
NCUCTBUM, MNPEANPUHATHIX, IJIAHUPYEMbIX M (WIM) PEKOMEHIyeMbIX [UIsl oOecreueHus
coOroieHus TpeOoOBaHUM MPOTOKOIA, HACTOANUX [IpaBMII U yIIOTHOMOYEHHBIX OPTaHOB;

) IpOBEpKa CIOHCOPOM OTYETa U MOCHEAYIOIIUE JIEHUCTBUSA MO HEMY JIOJDKHBI OBITh
JOKYMEHTaThHO OOPMIICHBI YIIOTHOMOYEHHBIM IPEJICTABUTENIEM CIIOHCOPA;

1) OTYETHl O BBIC3JHOM MOHHUTOPUHIEe M (WIM) LEHTPAIU30BAHHOM MOHUTOPHUHIE
HE00X0IUMO CBOEBPEMEHHO MPEACTABISATH CIIOHCOPY (BKIIIOUYAsi COOTBETCTBYIOIIUI MEHEIKMEHT
U TEepPCOHal, OTBETCTBEHHBIM 3a HCCIEJOBAHME M KOHTPOJb 3a LEHTPOM) ISl MPOBEPKU U
MOCIIEAYIOMIEro KOHTPOJIsl. Pe3ynbTaThl MOHUTOPHHTOBOM JESTEIILHOCTH HEOOXOAUMO TIOIPOOHO
JOKYMEHTUPOBATH 1Ji1 00ecreYeHNs BO3MOKHOCTHU MPOBEPKH COOII0O/IEHUS TJIaHa MOHUTOPHHTA.
OT4eTHOCTh O IEHTPAIM30BAHHOM MOHUTOPUHTE JOJDKHA OBITH PErYISPHOW UM MOXKET OBITh
HE3aBHCHMAa OT MOHUTOPUHTOBBIX BUSUTOB B IIEHTPHI.

5.18.7. Ilnan MOHUTOpUHTA.

CrnioHcop A0KeH pa3paboTarh MJIaH MOHUTOPUHIA C YYETOM PHUCKOB, ClIeUU(DUYHBIX AJIs
3alUThl CyOBEKTOB W IENIOCTHOCTH JAaHHBIX B KIMHUYECKOM HcclenoBaHuu. IlmaH nomkeH
OIKCHIBATh CTPATETHI0O MOHUTOPHUHTA, paclpeeseHue MEXKIY BCEMU CTOPOHAMH O00sI3aHHOCTEN
10 MOHUTOPHUHTY, TPUMEHIEMbIE METO/Ibl MOHUTOPUHTA M 000CHOBAaHUE UX UCTIONB30BaHus. [1nan
TaK)Xe JOJKEH MOJIPOOHO OMUCHIBATH MOHUTOPUHT KPUTHUECKUX JAHHBIX U MPOLIECCOB, a TAKXKe
YEeTKO BBIJCNIATH ACMEKTHI, HE SIBISIOIINECS PYTUHHON KIMHMYECKON MPaKTHKOW U TpeOyroIue
JIOTIOJTHUTEIBHOTO 00yUeHus nepcoHasna. B miane MOHUTOpUHTA AOKHBI CONEPIKATHCS CCHUIKU
Ha IPUMEHUMBIE MTPaBUIIa U TIPOIEAYPHI CIIOHCOPA.
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5.19. Ayaur.

[Ipu mpoBeneHuu ayawta B paMKax Mep, HAMPaBICHHBIX HA OOCCIICUEHUE KadecTBa,
CIIOHCOPBI JIOJKHBI YUUTHIBATh CIEAYIOLIEE.

5.19.1. Lens.

[lenbto CIOHCOPCKOTO ayAuTa, MPOBOJAMMOIO OTAEIBbHO W HE3aBUCUMO OT PYTHUHHBIX
(GyHKIIUH MOHUTOPUHTA W KOHTPOJS KAa4eCTBa, SIBISETCS OIEHKAa COOTBETCTBUS MPOBOIAMMOIO
MCCIIETOBaHMS MPOTOKOITY, CTAHAAPTHBIM ONIEPAIIMOHHBIM IMpoLieaypam, HacTosmuM [IpaBuiam u
MPUMEHUMBIM TPEOOBAHUSIM.

5.19.2. Be16op u kBasipuKaLHs Ay TUTOPOB:

a) JUIsl TPOBENCHHUs ayIuTa CIOHCOpP JODKeH HA3HAYUTh JIUI, HE3aBUCHUMBIX OT
KJIIMHUYECKUX MCCIIEeIOBaHMIA;

0) cioHcOp 00s13aH yJIOCTOBEPUTHCS B TOM, YTO ayJUTOPBI 00JaNal0T JOCTATOYHON
KBaM(UKaIe, T.e. MOJATOTOBKOH M OMNBITOM, HEOOXOOUMBIMU Ui MPOBEACHUS ayIauTa
Ha/examuM oopaszom. Kpanudukanus ayauropa 10bkHA ObITh TOATBEP)KICHA JOKYMEHTAIBHO.

5.19.3. IIpouenyps! ayauTa:

a) CIIOHCOP JTOJDKEH YOSAUTHCS B TOM, YTO ayIUT KIMHUYECKUX UCCIEAOBAHMM (TIpOrpamMm)
MIPOBOAUTCS B COOTBETCTBHH C MMUCbMEHHBIMH MTPOLIEAYPAMH CIIOHCOPA, OMPENESIONIMMHI 00BEKT
ayIuTa, METOJBI TPOBEACHHS ayAWTa, YacTOTy NPOBEIACHHUS ayauTa, a Takke Qopmy u
coJiep>KaHue OTYETOB 00 ayIuTe;

0) mpu pa3paboTKe CIIOHCOPOM TUIaHA ayJUTa U MPOIIEIyPhI ayAUTa UCCIEAOBAHUS JOKHBI
YUUTHIBATHCS 3HAYUMOCTb JTAHHOTO HCCIEAOBAHMS JJsl IMOJAa4YM 3asBOK B YIOJIHOMOYEHHBIE
OpraHbl, KOJHMYECTBO CYOBEKTOB, YYaCTBYIONIMX B WCCIEJOBAHUM, THUI W CJIOXHOCTh
UCCIIEIOBaHMs, CTENIEHb PUCKA JJI CYOBEKTOB UCCIIEIOBAHUS, a TAKKe JOJIKHBI OBITh MPUHSTHI
BO BHUMAaHUE JTFOOBIC BHISIBICHHBIE MPOOIEMBL;

B) 3aMEYaHMsI U BBIBOJIBI AyAUTA JOJIKHBI OBITH ODOPMIIEHBI TOKYMEHTAIBHO;

T) Ul COXpAaHEHWS HE3aBUCHMOCTH W IICHHOCTH (QYHKIUM ayquTa YIOJHOMOYEHHBIC
OpraHbl He JOJKHBI B PyTUHHOM MOPSJIKE 3allpalliiBaTh OTYETHl 00 aynuTe. YTOJIHOMOYEHHBIE
OpraHbl MOTYT 3allpaliiBaTh OTYETHI 00 ayauTe, CIM HUMEIOTCS CBUICTEIHCTBA CEPhE3HOTO
HECOOTBETCTBUS HacTosuM [IpaBuiam umu B citydae cyJeOHbIX pa30upaTeabCTB;

1) ecii 3TO TpedyeTcss COOTBETCTBYIOIIMM 3aKOHOJATEILCTBOM TOCYIapCTBa-4YICHA,
CIIOHCOP JOJKEH MPEICTaBUTh CBUAECTEILCTBO O MPOBEACHHOM ayIuTe.

5.20. HecoOmoieHne mpuMEeHUMBIX TpeOOBaHUH.

5.20.1. HecobmtoieHne MPOTOKOJIA, CTAHAAPTHBIX OMEPAIMOHHBIX MPOIEAYpP, HACTOSIINX
[TpaBwi u (MIM) COOTBETCTBYIONIUX MPUMEHUMBIX TPEOOBAaHMIA UCCIIeOBaTeNeM (MEAUIIMHCKOM
OpraHusalnyeil) Wi COTPyAHHKOM CIIOHCOpa JIOJDKHO BECTH K Oe30TiaraTelbHbIM JIEHCTBUSM
CIIOHCOpA, HAMPaBICHHBIM Ha O0ecTieueHUe COOIIOICHUS JaHHBIX TPEOOBaAHUH;

Ecnm BeIsSIBIEHO HecoOmoAeHUE TpeOOBAaHWM, YKAa3aHHBIX B ab3alle MepBOM HACTOSIIETO
MTyHKTA, CYIIECTBEHHO BIUSIOIIEE UITU CIIOCOOHOE CYIIECTBEHHO MOBJIHATH Ha 3aIIUTY CYObEKTOB
WM TOCTOBEPHOCTDH PE3YJIbTaTOB MCCIEAOBAHUS, CIIOHCOP 005S3aH MPOBECTU aHAIU3 MPUUUH IS
YCTaHOBJICHUSI TIEPBONPHYMHBI ¥ TPEAIPHUHATH COOTBETCTBYIONINE KOPPEKTUPYIOIIUE U
Ipenynpexaaomme 1eHCTBUS.

5.20.2.Ilpn BbIABICHMM B XOJA€ MOHUTOPHMHIa WIM ayJauTa CEpPbE3HBIX U (WIN)
MOBTOPSIOLIUXCS CIIy4aeB HECOOIIOACHNSI IPUMEHUMBIX TPeOOBaHMI CO CTOPOHBI UCCIIEI0BATENs
(MEIUIIMHCKON OpraHM3alyH) CHOHCOP [JOJDKEH MPEKpPaTUTh YyYacThe HCCIeI0BaTeNs
(MenIMUUHCKON opraHu3anuu) B uccienoBaHuu. Ecnu ydactue uccrienoBarens (MeIULIMHCKON
OpraHM3alfy) MPEKPAIIeHO B pe3yJbTaTe CEPhE3HbIX U (WJIH) MOBTOPSIOUIUXCS CIy4yacB
HECOOJIIOICHUST TPUMEHUMBIX TPEOOBaHUM, CIIOHCOP JOKEH O€30TJIaraTelbHO YBEIOMHUTH 00
3TOM yIOJTHOMOYEHHBIE OPTaHbI.

5.21. JlocpoyHoe mpeKpalleHre Ui TPUOCTAHOBKA UCCIIEIOBAHMSI.

Ecnmu uccnenoBanwe MOCPOYHO MPEKPAIICHO WU TPUOCTAHOBJICHO, CIIOHCOP JOJDKEH
HE3aMEe/UINTEIbHO  COOOLIUTh  HccienoBaTeNisM — (MEOUIMHCKAM  OpraHu3alusM) U
YIOJHOMOYEHHBIM OpPTaHaM O MPEKPAIEHUH WU TIPUOCTAHOBKE UCCIIEIOBAHUS, a TAKXKE YKa3aTh
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npuunHy. 9CO (HOK) Takke momkeH OBITh HEMEICHHO HHGOPMHPOBAH CIIOHCOPOM WM
uccienoBareyneM (MEIMIIMHCKOM — opraHu3aiueil) (B  COOTBETCTBUM C INPUMEHHMBIMU
TpeOOBaHUSAMU), B TOM UMCIIE O MPUYMHAX PEKPALICHHS UITH MPUOCTAHOBKU HUCCIIEIOBAHUSI.

5.22. OTuer 0 KIMHUYECKOM UCCIIEIOBAHUM.

HezaBucumo ot Toro, 66110 1M HCCIEA0BaHNE 3aBEPUICHO 110 IPOTOKOIY WM MPEKPALIEHO
JOCPOYHO, CIIOHCOP JOJDKEH 00ECIeYnTh COCTaBIeHUE (B COOTBETCTBUU ¢ MpuiioxeHuem Ne 1 k
HactosauuM [IpaBunam) U npeacTaBieHue B YIIOJIHOMOYEHHbIE OpraHbl OTYETOB O KIMHUYECKOM
uccnenoBanuy. CIIOHCOp TakXe JOJDKEH 00ECHEeYUTh COOTBETCTBHE OTYETOB O KIMHHUYECKOM
UCCIIETOBAaHUH, BXOJIAIIUX B COCTAB PETUCTPALIMOHHOTO JI0Che TPeOOBaHUSAM, IPEAYCMOTPEHHBIM
npunoxenneM Ne 1 k [IpaBunmam perucTpanuu M SKCHEPTU3bl JICKAPCTBEHHBIX CPEIACTB JUIS
MEAUIIMHCKOTO MPUMEHEHHUS.

5.23. MHOrOLEeHTPOBbIE UCCIIEIOBAHUS.

[Ipy MHOTOLIEHTPOBBIX UCCIIEJOBAHUIX CIOHCOP JOJIKEH 00€CTIeUUTh CIEAYIOIIEe:

5.23.1. Bce wuccnenoBaTenn NPOBOAST HCCIEIOBAaHUE B CTPOTOM COOTBETCTBUU C
MIPOTOKOJIOM, COTJIACOBaHHBIM CO CIOHCOPOM U NPH HEOOXOAMMOCTH C YIOJIHOMOYEHHBIMU
opraHamu u pasperieHHbIM (ono0pennbM) 9CO (HOK).

5.23.2. UnpuBuyanpHas pervucTpallMOHHAs KapTa pa3padoTaHa TaKMM 00pa3oM, YTOOBI
coOpaTh Bce TpeOyemble JaHHBIE U3 BCEX IIEHTPOB, YYaCTBYIOUIMX B MHOTOLIEHTPOBOM
uccienoBanuu. TeM ncciaenoBaTeNsM, KOTOpble COOMPAIOT JOMOJHUTENIbHbIE JaHHbIE, TOJKHBI
OBITh TAKXKE IMPEIOCTABJICHBI JOMOJIHUTEIbHBIE WHIUBHIYaJbHBIE PETHCTPALIMOHHBIE KapThl,
pazpaboTaHHbIe AJis1 cOOpa JOTMOTHUTEIbHBIX JaHHBIX.

5.23.3. O0s3aHHOCTH  HCCIIEAOBATENEH-KOOPAMHATOPOB M JPYTruUX HccienoBarese
JOKYMEHTaJIbHO 3aKpeIJIeHbI 10 Hauaaa UCCieI0BaHus.

5.23.4. BceM uccnenoBaTeNsiM MPeI0CTaBICHbl MHCTPYKIUH 10 COOIIOICHUIO POTOKOJIA,
€IMHBIX CTAaHAAPTOB OLEHKU KIMHUYECKHUX M JJaOOPATOPHBIX AHHBIX, a TAKXKE MO 3all0JIHEHUIO
VHMBHUyaJIbHOU PErUCTPALIMOHHON KapTHI.

5.23.5. CBs3b MEXIy UCCIEAOBATEISIMHA HE 3aTPyIHEHA.

6. ITIpoTOKO0JI KITMHUYECKOI0 HCCICAOBAHMSA M MONPABKH K NPOTOKOJIY

[To oOmmemy npaBuity, coiep:kaHre MPOTOKOJIA TOJIKHO UMETh YKa3aHHYIO HIKE CTPYKTYPY.
Opnrako wH(pOpPMAIHS, UMEIONIAasi OTHOIICHHWE TOJBKO K OJHOMY HMCCIIEAOBATEIbCKOMY ILIEHTPY,
MO3KET OBITh MPEICTaBICHA Ha OTJCIBbHBIX CTPAHUIIAX TPOTOKOJIA HIIU COAEPKATHCS B OTIEIHLHOM
COTJIAIIICHUH, a YaCTh MPUBEACHHON HUXE WH(POPMAIIUU MOXKET TaKKe COAEPKATHCS B JPYTHX
JOKYMEHTaX, CCbUIKH Ha KOTOPBIE YKa3aHbI B IPOTOKOJIE (HAIIpUMeEp, B OpOIIIOpe UCCIEA0BATENS).

6.1. O6mast unpopmarus.

6.1.1. Ha3Banue mpoTokosia, WIACHTU(PUKAIMOHHBI HOMEpP MPOTOKOJIA W JaTra W3JIaHHS.
Jlro6as mompaBka Takxke T0JDKHA KIMETh HOMEDP U JIaTy.

6.1.2. HaumenoBanue (pamunmsi) u aipec CHOHCOpPa 1 MOHUTOPA (€CIIM OHHU Pa3IHYar0TCs ).

6.1.3. ®amunuu, UMeHa, oT4ecTBa (IPU HAJIMYKHK) U TOJDKHOCTH JIULL, YIIOJHOMOUYEHHBIX OT
MMEHU CIIOHCOpa MOJMUCHIBATH MPOTOKOJI ¥ MOMPABKU K TPOTOKOITY.

6.1.4. ®amunusi, UM, OTYECTBO (MPU HAIWMYMHU), JOJDKHOCTb, aJipec U HOMep TenedoHa
Ha3HAYEHHOT'O CIIOHCOPOM MEAMIIMHCKOTO KCIIEPTa M0 TaHHOMY HCCIIEIOBAHUIO.

6.1.5. ®amunuu, uMeHa, oTuyecTBa (NP HAIMYMU) W JOJDKHOCTH HCCIEIOBaTENeH,
OTBEUAIOUINX 3a MIPOBEJICHUE HCCIEA0BaHNUS, a TAK)KE ajpeca 1 HoMepa TelePOHOB KIMHUUYECKUX
LIEHTPOB.

6.1.6. ®amunus, umsi, OTYECTBO (MPU HAIMYWH), JOJKHOCTH, aJpec U HOMep TenedoHa
KBUTM(UIIMPOBAHHOTO Bpaya (B TOM YHCIIE CTOMATOJIOTA), OTBEYAIOIIEr0 3a MPHUHSITHE BCEX
peleHrni MEAUIUHCKOTO (CTOMATOJIOTHYECKOI0) XapakTepa B KOHKPETHOM HCCIIEI0BATENbCKOM
[EHTpe (eclu JaHHOE JIUI0 HE SBISIETCS HCCIEI0BATEIEM).

6.1.7. HaumeHoBaHust U aapeca KIMHUYECKUX JTAOOPATOPUM M JIPYTUX MEIUIIMHCKHUX, a
TaK)Ke TEXHUYECKUX CIYKO U (WJIH) OpraHu3aIlyii, BOBJICUCHHBIX B UCCIIECIOBAHHUE.

6.2. O00OCHOBaHUE UCCIIENOBAHUS.
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6.2.1. HaumeHoBaHK€e ¥ OMUCAHKUE UCCIIEAYEMBIX MPEenapaToB.

6.2.2. CBogHOE W3JI0KEHHE NOTEHLUUAIbHO MMEIOIIMX KIMHUYECKYI0 3HAYMMOCTh
PE3yNIbTaTOB JOKIMHUYECKUX UCCIIEIOBAHUM, a TAK)KE Pe3yIbTaTOB KIMHUYECKUX UCCIIEIOBAHUI,
3HAYUMBIX JIJIsl JAHHOTO MCCIIEIOBaHUS.

6.2.3. Kparkoe onucanue W3BECTHBIX U MOTCHIIMAIBHBIX PUCKOB U TOJB3bI IJIs1 CyOBEKTOB
uccienoBaHus (IPU HATTMYUHN).

6.2.4. Oncanne 1 000CHOBAaHKE CIIOCO0A BBEACHUS, TO3UPOBKH, PEKUMA JTO3UPOBAHUS U
Kypca JIeUeHUsl.

6.2.5. Yka3zaHue Ha TO, YTO JAaHHOE KIMHUYECKOE HCCJIEIOBAaHHE OYyJET MPOBOJMUTHCS B
COOTBETCTBHUH C MMPOTOKOJIOM, HacTOsIIUMU [IpaBuiiaMu U mpUMEHUMBIMH TPEOOBAHUSMHU.

6.2.6. Onmcanue UCClIeyeMOU MOMYIISIUU CyObEKTOB HCCIISIOBAHUS.

6.2.7. Ccputku Ha TUTEpATYPHBIC UICTOYHUKH U TaHHBIC, CYIECTBEHHBIC IJI UCCIICIOBAHUS
U TIpeICTaBIIsIIONTME CO00H 000CHOBAaHWE JAHHOTO MCCIIEIOBAHMUS.

6.3. Llenu n 3amaum ucclIeTOBaHMS.

JleranpbHOe omucaHue LENIe 1 3a7a4 UCCICA0BaHHS.

6.4. JIuzaliH ucciaeoBaHus.

Hayunass 00OCHOBaHHOCTb HCCIIEJOBaHHMSI U JIOCTOBEPHOCTH IIOJYYEHHBIX B XOJI€
UCCIICIOBAHMS JAHHBIX CYIIECTBEHHO 3aBUCAT OT au3aiiHa wmccienoBaHus. OmucaHue au3aiiHa
MCCIIETOBaHMS TOJKHO BKJIIOYATh B ce0sI cleayoliee.

6.4.1. Ykazanue OCHOBHBIX U JIOTIOJHUTENBHBIX (IIPU HAJTMYMH ) UCCIIEAYEMBIX TApaMETPOB,
KOTOpbI€ OYIyT OLEHUBATHCS B XOJ1€ UCCIIETOBAHUSI.

6.4.2. Onucanue THna (Iu3aifHa) MPOBOJUMOIO HCCIENOBaHMUA (HAampUMep, IBOMHOE
cienoe, 1anedo-KOHTPOJIUPYEeMOe, MapajuIeIbHOE) M CXEeMaTHYECKOe M300paKeHUEe Iau3aiiHa
HCCIeA0BaHUs, IPOLETYP U ATANIOB UCCIIEIOBAHUS.

6.4.3. Onmcanne Mep, HAMPaBJICHHBIX HA MUHUMH3AIUIO (MCKITIOYeHHE) CyObEKTUBHOCTH, B
TOM YHCIIE:

a) paHJOMU3AIINH;

0) ciernoro metoaa (MaCKHpPOBKH).

6.4.4. Onucanue WUCHOIBL3YEMOTO B HCCICIOBAHUU JICUCHUS, JO3UPOBKU M CXEMBI
NPUMEHEHHsI MCCIIeyeMbIX MpernapaTroB (BKIOYAeT B ceOs ONMUCaHME JIEKApCTBEHHOU (OPMBI,
YHIaKOBKH U MapKUPOBKH HCCIIETyEMbIX MIPENapaToB).

6.4.5. OxunaemMas IPOJOJDKUTEIBHOCTh YUacTHS CyOBEKTOB B HCCIIEOBAHUU, ONMHMCAHUE
MOCIIE0BATEIBHOCTU U MPOJOJIKUTENBHOCTH BCEX NMEPUOAOB HCCIEAOBAHHUSA, BKIIOYAs MEPUOJ
MOCIIEAYIONIEro HabIIOIEHUS, €CITU TAKOBOU MPEyCMOTPEH.

6.4.6. Onucanue mNpaBWI OCTAHOBKM WJIM KPUTEPUEB HCKIIOUECHUS I OTHCIbHBIX
CyOBEKTOB, YACTEH UCCIIEIOBAHUS WA UCCIICIOBAHUS B IICIIOM.

6.4.7. [Iporienypsl ydeTra HCCICAYEMBIX IMpenapaToB, BKJIOYas Iuiarieb0 M IpernapaTs
CpaBHEHHUs (IIPU HAJIMYUK).

6.4.8. XpaHeHHe paHA0MHU3ALMOHHBIX KOJOB JICUCHUS U MTPOUETYPbI UX PACKPBITHS.

6.4.9. Ilepeuenbp Bcex AAHHBIX, PETMCTPUPYEMBIX HENOCPEACTBEHHO B MHAMBHUAYAIbHON
perucTpanroHHoOM kapre (0e3 MmpeaBapuTEeIbHON 3alIUCH B MUCbMEHHOM HIIH AJIEKTPOHHOM BU/IE)
U pacCMaTpHUBAEMbIX B KAU€CTBE NMIEPBUYHBIX JAaHHBIX.

6.5. OT60p M UCKITIOUeHNE CYyOBEKTOB M3 UCCIICTOBAHMS.

6.5.1. Kputepuu BKITIOYCHHS CYyObEKTOB B UCCIICIOBAHHE.

6.5.2. Kpurepun HEBKIIIOUEHUS CyOBEKTOB B UCCIICIOBAaHHE.

6.5.3. Kputepun HCKIIOYEHUSI CYOBEKTOB U3 HCCIIEAOBAaHUS (OCHOBAHHS MPEKPALCHHS
MPUMEHEHUsI HCCIIeAyeMOro Tpemnapara (MCCIeIyeMOro JICUEHUs)), a TaKXKe TMPOIEAYPHI,
OIIpEAEIAIOLINE:

a) Korja M Kak CyOBbEeKTOB HCKIIOYaTh M3 HCCIENOBaHUS (JICUEHUS UCCIIEIYEMbIM
IIpenapaToMm);

0) KaKkue TaHHBIE U B KaKHE CPOKH JTOJIKHBI OBITH COOPAHBI 110 UCKIIOYEHHBIM MallUeHTaM;

B) TIPOIIEyPa 3aMEHBI CYOBEKTOB, €CJIH 3TO MPEAYCMOTPEHO;



33

I) nocieayuiee HabIoIeHNe 3a CyObeKTaMH HCCIe0BaHNs, UCKIIOYECHHBIMU U3 JICUECHUS
HCCIIEYEMBIM MpEnapaToM (UCCIEAYEMbIM JICUCHUEM ).

6.6. Jleuenne cyObEKTOB MCCIICTIOBAHUS.

6.6.1. OcymiecTBisieMoe JI€UE€HUE, BKJIIOYAas HAUMEHOBAHUSA BCEX IIPENapaTroB, HX
JO3UPOBKH, YaCTOTY IIpUeMa, MyTH (crocoObl BBEICHHUS ), a TAK)KE MPOJAOKUTEIHHOCTD JICUSHHUS,
B TOM YHCJIE TIEPUO/IBI TOCIEAYIOMIETO HAOMIOACHUS ATIsl KK 0 IPYyNIbl CyOBEKTOB (IO TPYIIIaM
JICUEHHUS UCCIIEyEMbIM IMIpernapaToM, IpyIinaM UCCIeAyeMOro JeUeHus, TpyInaM UCCae0BaHus).

6.6.2. JlekapcTBeHHBIE IpenapaThl (BHIbl TEpanuu), NPUMEHEHHE KOTOPBIX Ppa3pEIICHO
(BKIIIOYAsT HEOTJIOKHYIO TEpalHio) WM HE paspenieHo 10 W (WIM) BO BpeMsl MPOBEIACHUS
UCCIIECIOBAHMUS.

6.6.3. MeToasl KOHTPOJIS 32 COOTIOJIEHUEM TTPOIIETYP CYOBEKTaMU UCCIIEIOBAHUS.

6.7. Onenka 3¢ (eKTUBHOCTH.

6.7.1. I[lepeuenr napameTpoB 3HPEKTUBHOCTH.

6.7.2. Metoapl M CpPOKH TPOBEICHHS OIICHKH, PETUCTPAllMd M aHalIW3a MapamMeTpoB
3¢ PeKTUBHOCTH.

6.8. Onenka 6e30MacHOCTH.

6.8.1. [Iepeyens mapamMeTpoB 0€30MMACHOCTH.

6.8.2. Metoabpl U CpOKM NPOBEICHMS OLICHKM, PETUCTPALMM M aHalIW3a IapamMeTpoB
0€301MacHOCTH.

6.8.3. TpeOoBaHuss K oOTYeTaM, NPOLEAYPHl IO PETUCTPALMA M COOOIICHUSM O
HEKeJIaTEeJIbHBIX SBJICHUSX U UHTEPKYPPEHTHBIX 3a00JI€BaHUSX.

6.8.4. Metox ¥ TPOAOIDKUTEIBHOCTh HAOMIOJCHUS 32 CyOBEKTaMU HCCIENOBaHUS IOCTe
BO3HHUKHOBEHHUS HEXKENATEeIbHbBIX SBICHUM.

6.9. CtatucTuYecKue aclIeKThl KIIMHUYECKOr0 UCCIIEIOBAHU.

6.9.1. Onucanue CTaTUCTUYECKUX METOAOB, KOTOPBIE MPEANOJIAraeTcsi HMCIOJIb30BaTh,
BKJIFOYAsi CPOKH MPOBEICHUS KAXKIOTO TUTAHUPYEMOTO TIPOMEKYTOUHOTO aHATTN3A.

6.9.2. [InanupyemMoe KOJIMYECTBO CyOBEKTOB. B cilydae mpoBeaeHUsST MHOTOIICHTPOBBIX
MCCIICIOBAaHUM JIOJDKHO OBITh OMNpEENCHO IUIAHUPYEMOE KOJIMYECTBO CYOBEKTOB B Ka)JIOM
uentpe. OOocHOBaHHE pa3Mepa BBIOOPKH, BKIIIOYasi TOSCHEHUS WM BBIYUCICHUS JUIS
00OCHOBAaHHUSI CTAaTUCTUYECKOW MOIIHOCTU HCCICNOBAaHUA W KIMHHUYECKOW OOOCHOBAaHHOCTH
UCCIIEIOBaHUSI.

6.9.3. IIpuMeHsieMbIil ypPOBEHb 3HAUUMOCTH.

6.9.4. Kpurepun npekpanieHusi UCCaeq0BaHMUS.

6.9.5. [lpoienypsl  yuera  OTCYTCTBYIOIIMX, HE  MOMJEKAIIMX  aHAIU3y U
(dhanbcuUIMPOBAHHBIX TAHHBIX.

6.9.6. Ilporienypbl  cooOIIEHUsT O  JIOOBIX  OTKIOHEHHUSX OT MEPBOHAYAIBLHOTO
CTaTHCTUYECKOTO IJIaHa (BCe OTKIOHEHUS OT MePBOHAYAIBLHOTO CTATUCTUYECKOTO IJIaHa JOJIKHBI
OBITH OMMCAHBI U 0OOCHOBAHBI B IPOTOKOJIE U (MITN) 3aKTIOYUTEIHLHOM OTYETE 00 UCCIICTOBAHIH ).

6.9.7. OT60p CyOBEKTOB AJI aHAM3a (HalpuMep, BCE PaHIOMU3UPOBAHHBIC CYyObEKTHI, BCE
CyOBEKTbI, MONYYHMBIIHME XOTA OBl OJHY /03y HCCIEAYeMOro Ipenapara, BCE CYOBEKTHI,
COOTBETCTBYIOIIME KPUTEPUSIM 0TOOpa, CyObEKThI, JAHHBIE KOTOPBIX MPUTOAHBI JIS1 OLIEHKH).

6.10. IIpsiMoIi OCTYT K IEPBUYHBIM JIaHHBIM (JOKYMEHTALUN).

CrioHCOp JOMKEH MpEeayCMOTPETh B IMPOTOKOJIE WM WHOM MHCbMEHHOM COTJIAlIEHUU
00sI3aHHOCTh HCCIIeIOBaTeNiel (OpraHW3aluii) He NPemsITCTBOBATh MPSMOMY JOCTYNy K
MEpPBUYHBIM JIAaHHBIM (JIOKyMEHTAalluM) JUIS TPOBENEHUS CBS3aHHBIX C HCCIIEJOBAaHUEM
MOHHUTOPHHTA, ayJuTa, OTHUYECKOH OKCIEPTU3bl, a TaKKe WHCIOEKIHUA CO CTOPOHBI
YIOJHOMOYEHHBIX OPTaHOB.

6.11. KoHTposb kauecTBa 1 00ecrieueHue KauecTBa.

6.12. DTuyeckne acreKThl.

Onucanue STHYECKUX ACTIEKTOB UCCIIEIOBAHMUA.

6.13. Pabora ¢ maHHBIMH U BEJECHUE 3alNCEN.

6.14. duHaHCHpPOBAHUE U CTPAXOBAHHUE.
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duHaHCHPOBAHUE U CTPAXOBAHUE, €CIIM OHU HE OTMCAHBI B OTIACIHBHOM JIOTOBOPE.
6.15. IlonmuTuKa B OTHOIICHUU TTyOTHKAIUH.

[TonuTrKa B OTHOIICHUH ITyOJIMKAITANA, €CITH OHA HE OMKCaHa B OTJIEILHOM JIOTOBOPE.
6.16. IIpunoxeHust K IpOTOKOIY.

7. bpouropa ucciaenoBarest

7.1. Beenenue.

Bpourtopa uccnenoBarenss mpeacTaBisieT cOOOM CBOJHOE M3JIO0KEHHE KIMHUYECKUX U
JTOKITMHUYECKUX JaHHBIX IO HCCIEAyeMOMY IMpernapary, KOTOpble MMEIOT 3HAaYeHUE U €ro
M3YYEeHHsI C y4acTHEM ueJoBeKa B KauecTBe CyObekTa uccienoBanus. HaznaueHuem OpoiIopsl
HCCIIeIOBATENs SBJSIETCS MPEIOCTABICHUE MCCIeNOBATEsIM U IPYTUM JIMIIaM, BOBJICYEHHBIM B
MPOBEJICHUE HCCIEeN0BaHMs, HHGOPMAIIUU, TOMOTaloIIeld MOHUMAHUIO U COOJIIOIEHNI0O MHOTHX
CYIIECTBEHHBIX MOJOXKEHUNA MPOTOKOJIA, B TOM YHUCIE O J03€, YacToTe (MEepHUOJUYHOCTH) 03,
crioco0ax BBEACHHUS, a TaKKe MPoLeAype MOHUTOPHHTa O6e30macHocTy. bpolrtopa uccnenonarens
Takke o00ecleuynBaeT IMOHUMAHUE, CIOCOOCTBYIOIIEE KIMHUYECKOMY BEIEHUIO CYOBEKTOB
UCCIIEIOBaHMsI B TEUEHHE Kypca KIMHUYEeCKoro wuccienoBaHus. MHdopmanus aomkHa OBITH
NpEJCTaBIeHa B KPAaTKOM, MPOCTOH, OObEKTUBHOW M JMIIEHHOW PEKJIaMHOTO OTTEHKa (opme,
MO3BOJISIIOIIEH KIMHUIMCTY WM MOTEHIMATbHOMY HCCIEA0BATENI0 MOHATh €€ U COPpMUPOBATH
CBOI0 COOCTBEHHYIO OOBEKTHMBHYIO OLEHKY IIE€JIeCOO0Pa3HOCTH IpeIaraeMoro McCCiael0BaHHs
UCXOJS U3 COOTHONIICHHS TMOjb3a-puck. [lo 3Tol mnpuuMHE B COCTaBICHUH OpOIIIOPHI
uccleioBaTeNss OObIYHO JOJDKEH NPUHUMATh YYacTHE MEAWLUHCKUI SKCIEepPT, HO CO/AEp:KaHue
OpOIIIOPBI UCCIIE0OBATENS TODKHO OBITh OJOOPEHO CHeHaINCTaMu TeX obJjiacTel, rne ObuUTr
MIOJTyYCHBI ONIUCHIBAEMbIE TaHHBIE.

Hacrosmue TlpaBuia onpenensitoT MUHUMAJIbHBIA 00beM MH(POpMaIMK, KOTOpas J0HKHA
OBITH BKJIIOYEHA B OPOIIIOPY MCCIENOBATENS, U TAIOT PEKOMEHAALUH 110 CTPYKTYPE U3I0KECHHUS
nanHoi nadopmaruu. [Ipeanonaraercs, 4To XapakTep U 00beM TOCTYITHOW HHGOPMAIH Oy Ty T
U3MEHATHCSI B 3aBHCHUMOCTH OT CTaJuu pa3pabOTKM HccieqyeMoro rmnpemapara. Eciu
HCCIIeTyeMbIi MpernapaT HaXxOJUTCs Ha PhIHKE U OOJIBIIMHCTBY MPAKTUKYIOMIMX Bpadeil XOpoIio
M3BECTHBI €ro (papMaKoJOrMuecKue CBOWCTBA, OpOLIIOpa MCCIENOBATENS MOXKET OBITh MEHee
nopoOHoit. C pa3peleHus yIoJIHOMOYEHHBIX OPraHOB BMECTO OpOIIIOPHI UCCIIE0BATENS MOTYT
OBITh MCIOJIB30BAHBI MaTepHAIIbl, COACPIKAIINE OCHOBHYIO MH(POPMALIMIO O TpenapaTe, JUCTOK-
BKJIQJIBIII WJIM MHGOpMAIUs Ha STUKETKE MIPH YCIOBUH, YTO abTEPHATUBHBIN BapHAHT COEPIKUT
aKTyaJbHYIO, BCECTOPOHHIOIO M TOAPOOHYI0 HMH(OpMALUI0 000 BCEX XapaKTEePUCTHKAX
HCCIIETyeMOro Mpernapara, KOTopble MOTYT ObITh BaXKHBI AJis UcciiefoBarens. Ecinu naxonsimuiics
B CBOOOJIHOM MpOAaKe JIEKapCTBEHHBIN MpenapaT UCCIeayeTcsl Ha MPeIMET HOBOTO MTPUMEHEHHS
(o HOBOMY MOKa3aHUIO), OPOIIIOpa UCCIIeNOBATENS TOJKHA OBITh COCTABIIEHA C YY€TOM HOBOTO
npuMeHeHus. bpouropy uccienoBarens cienyer rnepecMaTpuBaTh He peke lpasa B roa W Npu
HEOOXOUMOCTH MCIIPABIATh U JOMOJHATH B COOTBETCTBUU CO CTaHIAPTHBIMHM IPOLEAYypaMU
crnioHcopa. bporrtopa ncciegoBaTens MOXKET MepecMaTPUBATHCS Yallle B 3aBUCIMOCTH OT CTaJJHH
pa3paboTKK Tpemnapara W MO0 Mepe MOCTYIUICHUS HOBOW 3Haummou wuHbopmarmu. OmgHako B
COOTBETCTBHUH C MPHUHIIMIIAMU HAJIJISKAIICH KIMHUYECKON MPAKTUKU HOBass HHPOPMAITUST MOXKET
OBITh HACTOJBKO Ba)KHA, YTO €€ HEOOXOIUMO COOOIIUTh UCCIEIOBATENSIM U TTPH HEOOXOAMMOCTH
3CO (HOK) u (u11) yOITHOMOYEHHBIM OpraHaM JI0 €€ BKIIOUYCHHUS B HOBYIO PEIAaKIINIO OPOIIIOPHI
HCCIIeI0BaTeNs.

Kak mpaBuio, CrmoHCOp OTBEeYaeT 3a NPEAOCTABICHHE WCCIIEAOBATENSAM aKTyaJIbHOM
penakiuu  OpoOLIIOpBl  UCCIENOBAaTeNs, a MWCCIEA0BaTeNM OTBEYAIOT 3a MPEJOCTaBICHHE
aKTyaJIbHOH pefakuuu OpoIIopsl uccineaoBarens coorsercTpytoniemy ICO (HOK).

Ecnu cnoncopoM wuccrenoBaHusl SIBISETCS HCCIENOBaTeNb, OH JODKEH paccMaTpUBaTh
BO3MOKHOCTb IOJIy4eHUs OpOIIIOpHI OT U3TOTOBHUTEINS Mpenapara. Eciu uccneayemslii npemnapar
MPEIOCTABIIAECTCS CaMHUM CIIOHCOPOM-UCCIIEOBATeNIeM, OH JIOJDKEH JOBECTH HEOOXOAUMYIO
nHGOpPMAIIMIO /10 CBEACHHUS 3aHATOTO B HCCIENOBAaHMU IepcoHana. B Tex ciydasx, xorga
cocTaBjieHHe OpOLIIOPBI HCCieIoBaTeNlsd CTaHIapTHOTO (opMara Helesnecoo0pa3Ho, B KauecTBe
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aJIbTEPHATHUBBI CIIOHCOP-HCCIIE0BATENb J0JDKEH BKJIIOUYUTH B MPOTOKOJ pa3fell, BKIIOYAIOIINI
NOJPOOHO M3JIOKEHHBIE JTaHHBIE, COJIEpKallie MUHHMMAIbHBIM 00beM Tekyliel HMHQpOopMaLuy,
npeaycMatrpuBaeMblid HacTosimuMu [IpaBunamu.

7.2. O01IHe MONOKCHHSL.

Bpomurtopa uccnegoBarens 10KHA BKIIOYATh B Ce0s:

7.2.1. TuTynbHBIA JUCT.

JlomkHBI  OBITH  yKa3aHbl HAMMEHOBAHHME CIIOHCOpA, HJAEHTU(UKATOPHI KaXIOTro
UCCIIEyeMOro mpemnapara (HOMEp HCCIEIOBaHUs, XUMHUYECKOE WM  YTBEPKICHHOE
HENMaTeHTOBaHHOE Ha3BaHME, U TOProBO€ HAMMEHOBAaHWE, €CIU 3TO HE MPOTUBOPEUUT
JEHCTBYIONIEMY 3aKOHOJATENIbCTBY, a TAKXKEe KEIaHUI0 CIIOHCOpA) U JaTa PEAaKIuu OpOIIIOPHI
uccienoBarens. YKa3plBaeTcs HOMEpP Bepcuu OpoLIIOpbl HCCleAoBaTels, HOMEp M Jara
MpeIbIAYIIeH pelakiiui OPOIIIOPHI HCCIET0BATENS.

7.2.2. Yka3zanue Ha KOHPUACHITUATHHOCTD.

[To ’xenmaHWIO CHOHCOP MOXKET BKJIIOYHTH B OpOINIOPY HCCIEAOBATENS YBEIOMIICHUE
uccaenoBareneld  (moiydareneil) O TOM, YTO OHH JIOJDKHBI pacCMaTpuBaTh OpOIIIOPY
UCClenoBaTeNss Kak KOH(DHICHIIMANBHBIN JTOKYMEHT, MpeIHA3HAYCHHBI WCKIIOYUTEIHHO JUIS
03HAKOMJICHHUSI U UCTIOB30BaHUsI HCCIIeIOBaTENhCKUM KoJiekTuBoM 1 DCO (HOK).

7.3. Coneprxkanue OpOIIIOPBI UCCIIETIOBATENS.

Bpomurtopa uccnenoBarens 10JKHA UMETh CIEIYIOIINE pa3/ieibl, KaKIbI U3 KOTOPHIX (T1e
MPUMEHUMO) CIIEAYET COMTPOBOXKIATH IEPEUYHEM CCHUIOK Ha JINTEPATYPHBIC UCTOYHHKH.

7.3.1. Ornasnenue.

7.3.2. Kpartkwuii 00630p.

JlomKxHO OBITH IPENICTABIICHO KpaTKOe pe3toMe (KeIaTelIbHO HE MPEBBIIAIoNIee 2 CTPaHuIT)
JOCTYITHON uHpopManuu 0 bu3nvecKux, XUMHYECKHUX, (bapMaIeBTUYECKHX,
(bapMaKoIOTUYECKUX,  TOKCHUKOJIOTUYECKUX,  (apMaKOKMHETHUYECKUX,  METa0OIUYECKHX
CBOICTBax, MHOPMAIIMKA O KIMHHYECKOM MPUMEHEHHH, COOTBETCTBYIOLIEH TEKYIIEeH CTaauu
KJIIMHUYECKOW pa3pabOTKH HCCIeayeMoro npemnapara.

7.3.3. Benenue.

B kparkom BBOIHOM pa3jeie JOJDKHBI ObITh yKa3aHbl XMMHUYECKOE Ha3BaHHE (a Takxke
HEMaTEeHTOBAHHOE M TOPrOBO€ HAaWMMEHOBAHMS, €CIIU Mpenapar 3aperuCTPUPOBAH) UCCIEITYEMOTO
npernapaTa, Bce aKTUBHbIE MHTPEAUEHTHI, (hapMaKooruyeckas rpymnna, K KOTOpOH OTHOCHUTCS
UCCIIeTyeMbIH Mpenapar, 1 MECTO, Ha KOTOPOE OH B HEll IPEeTeH IyeT (HanpuMep, MpeuMyIiecTBa),
o0OCHOBaHME Ui M3Y4YEHHsS HCCIEAYyEeMOro IIpernapaTra, a TakKe €ro OKuJaemble
npoduIakTHYeCKue, TeparneBTHUECKUe WM JUarHOCTHYecKhe moka3aHus. Kpome TOrOo, B
BBOJIHOM paszielie JOJDKEH OBbITh cOopMyIHpoBaH OOIIMM MOAXOA K OIEHKE HCCIEAYEeMOTO
mpermapara.

7.3.4. ®uznveckue, XUMHUIeCcKue U GhapMalieBTUUECKIe CBOMCTBA U JIeKapCTBEeHHAas (hopma.

JI0TKHBI OBITH MPEACTABIEHBI OMMCAHUE KOMITIOHEHTOB UCCIIEIyeMOro mpenapara (BKIItouas
XUMUYECKUE W (WIHM) CTPYKTypHbIE (OPMYJIBI), a TaKXKe KpaTKas CIpaBKa O €ro OCHOBHBIX
bU3NIECKUX, XUMUYECKUX U (papMalieBTUUECKUX CBOMCTBAX.

Jlna obGecrieyeHusl afleKBaTHBIX Mep 0€30MacHOCTH B XOJ€ MCCIEeNOBaHUS JODKEH OBITh
yKa3aH M TpH HEOOXOAMMOCTH OOOCHOBaH COCTaB JIEKAPCTBEHHOH (OpMBI, BKIIOYAs
JIOTIOJIHUTENbHBIE BelIeCcTBA. Takxke TOMKHBI OBITh MPEIOCTABIEHBI HHCTPYKIIMH 110 XPAaHEHUIO U
MCIOJIb30BAHUIO JIEKAPCTBEHHBIX (DOPM.

Cnenyer ynoMmMsiHyTh J000€ CTPYKTYpHOE CXOJCTBO C JAPYTMMH H3BECTHBIMU
COCTMHEHUSIMHU.

7.3.5. JIOKIMHUYECKHE UCCIEA0BAHNS.

Beenenue.

JlomkHBI OBITH TMPEACTaBIEHBI B KpaTKOM ¢GopMe pe3yiabTaThl BCEX CYIIECTBEHHBIX
JOKIIMHUYECKUX UCCIIeNOBAaHUN (apMaKOJIOTHIECKIX CBOMCTB, TOKCUYHOCTH, (DapMaKOKUHETUKU
1 MeTtabonu3Ma ucclieyeMoro npemnapara. JomkHbl ObITh OMHCAHBI UCTIOJIb30BAaHHBIE METO/IbI,
MIPEJICTABJICHBI TMOJTYYEHHBIC PE3YyJbTaThl, a TAK)Ke MX OOCYKJIEHHE B CBSI3U C HCCIECIyEMBIMU
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TEparneBTUUYECKUMU U BO3MOXKHBIMU HEOIArONpHUsTHBIMU WM HETIPEABUACHHBIMU 3 dekTamu y
4enoBeKa. B 3aBHCHUMOCTH OT HAIW4KS (JOCTYITHOCTH) HHPOPMAIIHH YKa3bIBACTCS CIICAYIOIIee:

MCIIOJIb30BaHHBIE B UCCIIEIOBAaHUSAX BUJIbI )KUBOTHBIX;

KOJIMYECTBO U TOJI )KUBOTHBIX B KOXKIOU TPYTIIIE;

€AMHUIBI U3MEPEHUS 103bI (HApUMEDP, MIJITUTPAMM/KHIIOTpaMM (MT/KT));

KpaTHOCTb BBEJICHUS;

MyTh BBE/ICHNUS;

JUTUTEITHHOCTh Kypca BBEIICHUS;

nH(pOpMaLIKs, OTHOCSIIASCS K CHCTEMHOMY PaclpeieNeHUIO;

MIPOJIOJKUTENFHOCTD TOCIIEIYIONIETO HAOMIOICHUS MTOCIIe OKOHYAHHSI BBEJICHUS MPENapara;

pe3yNbTaThl, BKJIIOYAsk PACKPHITHE CIEAYIOLUIUX aCIEKTOB:

XapakTepa 1 4acTOThl (PapMaKOIOrMUECKUX MIIM TOKCHYECKUX 3()(HEKTOB;

BBIPKEHHOCTHU WJIM CTENICHH TSXKECTH (PapMaKOIOTHUYEeCKUX MM TOKCHYECKUX AP (EKTOB;

710303aBUCUMOCTH 3()(HEKTOB;

BPEMEHH 10 HACTYIUIeHUs () PEKTOB;

obpatumocTH 3 (HeKToB;

MIPOJIOKUTEIBHOCTH 3 (HEKTOB.

Jlyis Gonpllie HATJSIIHOCTH JAHHBIC CJIEIyeT MO BO3MOXKHOCTH TIPEICTABIATH B BHIE
tabmur (mepeuneit). [locnemyromue pasnaensl JOMKHBI COACpPKATh OOCYXIACHHE Hambosee
BXHBIX PE3yJIbTATOB MCCIICJIOBAHMIA, BKIIIOUAs JO303aBHCUMOCTh HAOIIOMaeMbIX 3((HEeKTOB, UX
AKCTPAMOJISAIMI0 HA YEJIOBEKa, a TAaKKe JII0ObIe MHbIE acleKThl, TPeOyIollue MCCIEeIOBaHUS Y
genoBeka. [Ipr HeoOX0AMMOCTH TOKHO OBITH TPOBEACHO CPABHEHHE PE3YIbTAaTOB HCCIIEA0BAHUS
3¢ (EeKTUBHBIX M HETOKCHYECKUX [103 IpermapaTa Ha >KMBOTHBIX OJHOTO M TOrO ke BHAA
(HEOOXOAMMO OTpEeAeUTh TepaneBTUYecKuil uHAekc). Creayer ykaszaTh, Kak 3TH JlaHHBIC
COOTHOCATCS C I03UPOBKaMHU, MTpeIjiaraéMbIMU JJ1 IPUMEHEHUs y uenoBeka. Bo Bcex citydasix mo
BO3MOYXHOCTH IIPH TIPOBEACHUH CPABHEHU PEKOMEH TyeTCS YKa3bIBaTh KOHIICHTPAIUH IIperapara
B KpOBH (TKaHM), a HE JJO3UPOBKH, BEIPAKEHHBIE B MI/KT.

a) Joxnmuanueckas (hapMaKoJIOTHs.

JlaHHBIH pa3aen J0HKEH BKIIF0YATh B Ce0s KpaTKoe onucanue (hapMaKkoJIOTHUECKHX CBOMCTB
HCCIIeyeMOro Tpernapara M M0 BO3MOXKHOCTH €r0 OCHOBHBIX METaOOJMTOB MO pe3yibTaraM
UCCIIeIOBaHUM Ha >KUBOTHBIX. KpaTkoe ommcaHue MOMKHO BKIIOYATh B ce€0sl MCCIIETOBAHUS 1O
OIICHKE BO3MOXKHOH TepameBTUYECKOW aKTHBHOCTU (Hampumep, 3(QQPEeKTUBHOCTh TpHU
AKCIIEPUMEHTAJIbHOW NAaTOJOTUH, JUTaHI-pElENTOPHOE B3aUMOACHCTBHE U CHEUU(PUUHOCTD
NCHCTBHS), a TakKe HCCIEeIOBAaHUS MO OILeHKe Oe30macHoCTH (Hampumep, CrenuaabHbIe
UCCIIEIOBaHUS ANl  HW3Y4YeHHMs] HMHBIX (apMakoiorudeckux d¢G@deKToB, He HUMEIOUINX
TEparneBTHYECKON HAPABICHHOCTH ).

0) ®apmMakOKMHETHKA U METa0O0JIU3M TIpernapara y >KUBOTHBIX.

JlaHHBIN pa3ien JODKEH BKIIOYaTh B ce0sl KpaTkoe omnucaHne (papMaKOKUHETUKH,
MeTabonu3Ma U pacrpeziesieHus: UCCIIEAyeMOro npenapara B TKaHSIX KUBOTHBIX BCEX BHUJIOB, HA
KOTOPBIX TPOBOJUINCH HccienoBaHUs. J[OMKHBI OBITH OCBEIICHBI BCAChIBAHWE, MECTHAs W
CUCTeMHass OMOJOCTYTHOCTh MCCIIEAyEMOro IpernapaTa u ero MeTaboIMTOB, a TAKXKe UX CBA3b C
JTaHHBIMU (HapPMAKOJIOTHIECKUX U TOKCUKOJIIOTUYECKUX HCCIICIOBAHUIN HA JKUBOTHBIX.

B) Tokcukomorus.

JlaHHBIN pa3fen MOJDKEH BKIIOYaTh B ce0s KpaTKoe OMUCaHWe TOKCHUYECKHUX 3(P(HEeKToB
HCCIIETyeMOr o Mpernapara, BbISIBICHHBIX B MCCIIEOBAHUIX HA )KUBOTHBIX pa3HbIX BUAOB. Clenyer
10 BO3MOKHOCTH IPUEPIKUBATHCS HIKENIPUBEIEHHOW CTPYKTYPBI OTJIABIICHUS JAHHOTO pa3/ena:

TOKCUYHOCTH IPU OJTHOKPATHOM BBEICHUH,

TOKCUYHOCTH TIPU MHOTOKPATHOM BBEICHHH,

KaHIIEpPOTE€HHOCTb;

CHeIHalbHbIE UCCIIEA0BAHUS (HAPUMED, MECTHO-pa3Ipaxaroliee 1eicTBHUE, UCCIeI0OBAHUE
CEHCUOMIM3UPYIONIETO ACHCTBUA);

PENPOAYKTUBHASI TOKCUYHOCTH;
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T€HOTOKCUYHOCTH (MyTareHHOCTB ).

7.3.6. OnbIT IPUMEHEHUS Y YEJI0BEKA.

Bsenenue.

B sToMm pazaene monpoOHO 06cyxaatoTcs n3BecTHbIE 3(h(EKThI HCClIeayeMOro npenapara y
YeJIoBeKa, BKJIOYas WHOOpPMAIMI0, OTHOCAIIYIOCS K (apMaKOKHHETHKE, MeTaboJn3My,
(dapMakoMHAMUKE, 10303aBUCUMOCTH 3 (HeKToB, 0e30MacHOCTH, IPPEKTUBHOCTH, a TaKXKe
ApyTuM BHJIaM (papMaKoJOruuecKoi akTuBHOCTH. 10 BO3MOKHOCTH JTOJIKHO OBITh JAHO KPaTKOe
ONMCaHWE KaXJOTO 3aBEpIICHHOT0 KIMHUYECKOTO HCCIeAOBaHUs. Takxke JO0JKHA OBITh
IpeJCTaBIeHa NH(OpMaLUs 0 pe3yibTaTax JIlo00ro NPUMEHEHUS UCCIIEAYEMOro Npernapara BHe
paMOK  KIMHMYECKMX HCCIENOBaHMW (HAampHMep, CBEACHUS, IOJy4YeHHbIE BO BpeMsd
MOCTPErHUCTPALIMOHHOTO IPUMEHEHUS NIpenapara).

a) @apMaKOKMHETHKA U METa0O0JIM3M y YEJIOBEKA.

JlaHHBIA  pa3fen JOJDKEH COJAepKaTb KpaTKylo HHGOpMAalMI0, OTHOCSIIYIOCS K
(apMaKOKMHETHKE HCCIEeIyeMOro mpernapara, U BKJIIOYaTh B ce0s CileIylollue TaHHbIE NpU
HaJINYMH:

¢dapMakokuHeTHKa (B TOM 4YHCIIEé METa0OJIM3M, BCAaChIBaHUE, CBS3bIBAaHHE C OeIKamMu
IUIa3MBbl, paclipe/ie/IeHUE U BbIBEJICHHE);

OMOOCTYIHOCTh HCCIIEAyeMoro Impernapara (abCOMIOTHYIO 1O BO3MOXXHOCTH U (WIIN)
OTHOCUTEIIbHYI0) C MCIIOJIb30BAaHUEM OIIPEJCIIEHHON JIEKapCTBEHHOM (OpMBI B KauyecTBe
CpaBHEHUS,

CyOnonyJsiuM HaceleHHs (HampuMmep, pasjndus IO IOy, BO3pacTy WIM HapyLICHHSIM
(GyHKUIMHA OPTaHOB);

B3aUMOJICHCTBHE (HAIIPUMED, JIEKAPCTBEHHbIE B3aUMOICHCTBYSI U BIMSIHUE IPUEMa IHUILN);

Apyrue JaHHble MO (hapMaKOKWHETHKE (HalpHMep, pe3ysbTaThl MPOBEICHHBIX B paMKax
KIIMHUYECKUX UCCIe0BaHUN (hapMaKOKMHETHYECKUX MCCIEIOBAHNI HA PA3IMYHBIX TPyIIax).

6) be3zomacHocTh 1 3¢ (HEeKTUBHOCTE.

Kpatko pomxHa OBITH TpeacTaBieHa WHOOpMAIUs, OTHOCSMIAsCSd K O€30MacHOCTH,
bapmakoauHamMuKe, 3PPEKTUBHOCTH U 0303aBUCUMOCTH 3(PPEKTOB HcciIeyeMoro npemnapara (1
€ro MeTaboIMTOB, €CIM UMEIOTCSA JaHHbBIC) U MOJIyY€HHasl B XOJ€ NMPOBEJCHHBIX KIMHUYECKUX
UCCIIEIOBAaHUH (C ydacTHEM 3JI0pPOBBIX JOOpPOBOINBIEB M (WiM) ManueHToB). JlomkHA OBITH
IpeJCTaBIeHa HHTepnpeTanys HHGopMauy. B ciaydae eciin 4acTh KIMHUYECKHX UCCIIEI0BaHUM
y)Ke 3aBepllieHa, i Oojiee SCHOrO BOCHPUATHS NAHHBIX PEKOMEHIYETCS NpPEICTaBUTh II0
3aKOHYEHHBIM HCCIIEZIOBAaHUSM CBOAHBIE OTYEThl 1O 3(PQeKTUBHOCTH U OE30MaCHOCTH
HCCIIEyeMOro Tpernapara o OTIeIbHBIM MTOKa3aHUAM y Pa3IMYHbIX nonyisaiuid. Taxke cnemyer
UCIOJIb30BaTh CBOJHBIE TaOIMIIBI, COAEpIKAIINE UHPOPMALIUIO O HEXKENATEIbHBIX PeaklusIX Mo
BCEM KJIMHUYECKHM MCCIIEOBAHUAM (BKJIIOYAs HWCCIEAOBAHHS JJs JIIOOBIX HW3y4YaBIIUXCS
nokazanuii). JloJoKHBI OBITH OCBEIICHBI 3HAYMMBIC pa3au4uss B XapakTtepe (4acToTe)
HEXXEeJaTeNbHBIX peaKluil KaK JJIs pa3IMYHbIX TOKa3aHUH, TaK U JJIS Pa3IMYHBIX MTOMYJISALNH.

B Opoutope nccnenoBaTens H0JKHBI ObITh ONMCAHBI BO3MOXHBIE PUCKU U HEXKEJIATEIbHbIE
peaKIyy, KOTOpble MOXKHO OKMAAaTh HA OCHOBAaHMM HAKOIJICHHOTO ONbITa MPHUMEHEHHs Kak
HCCIIelyeMOro Ipernapara, Tak U CXOAHBIX C HUM IpenaparoB. Takke JOJIKHBI ObITh OINMCAHBI
MEpbI MPEIOCTOPOKHOCTH HWIIM CIHEIHAJIbHBIE METOJbl HAONIONEHUS, KOTOpbIE HEO0OXOAMMO
IPUMEHSATH NIPU UCIIOIb30BAHUY MpenapaTa B UCCIEI0BATEIbCKUX LEIIAX.

B) IlocTperncTpainoHHBINA ONBIT IPUMEHEHUS.

B Opourtope uccnenoBatens I0MKHBI ObITh yKa3aHbl CTPAaHbI, B KOTOPBIX HCCIIEIyEMBbIi
npernapar y>xe UMeeTcsl B poJjake WK ObUT 3apeructpupoBat. Jlro0as 3HaunMas nHpopmarus,
[IOJlydYeHHass B XOJ€ IOCTPETMCTPALlMOHHOIO IPUMEHEHUs IIpenapara, JOJDKHAa ObITh
IpeJCcTaBiIeHa B O0OOIIEHHOM BuUE (HampuMmep, JIEKapCTBEHHBIE (DOPMBI, JO3HPOBKH, IMyTH
BBEJICHUS M HEXenaresbHble peakiuuu). Kpome Toro, B Oporitope nccieaoBaTens J0KHbI ObITh
yKa3aHbl CTPaHbl, B KOTOPBIX 3asBUTENIO OBIJIO OTKA3aHO B 0100peHUH (pErUCTpaIiiy) npenapara
IUIE  KOMMEpPYECKOr0 IPUMEHEHUs WINM pa3pellieHue Ha MNpoAaxy (perucTpaluoHHOE
YI0CTOBEpEHHE) OBUIO aHHYJIUPOBAHO.
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7.3.7. O0cy>X1eHne TaHHBIX U MHCTPYKIIUU JIJIST ICCIIEIOBATEIIS.

B 3TOM pa3z[ene JOJIXKHO GBITL Hpe,Z[CTaBJIeHO OGCy)K,Z[GHI/Ie JOKIIMHUYCCKUX U KIIMHUYCCKUX
JTaHHBIX U 0000mmeHa wH(OpMaIMs, TONMydYeHHAs W3 Pa3HbIX HCTOYHHKOB B OTHOIICHHH
pa3IMYHBIX  CBOWCTB  HCCIEAyeMOro mpemapara. Takum  o0pa3oM,  HCCIEIOBATEIIO
MPEAOCTABIAIOTCS Hanbonee WH(DOpPMATUBHAS WHTEPHIPETALMs WMEIOIIMXCS JTaHHBIX, a TaKXKe
BBIBOJIbI O 3BHAYMUMOCTHU 3T0ﬁ I/IH(bOpMaI_[I/II/I JJI HOC.H@I[yIOH_II/IX KIIMHUYCCKUX HCCHGHOBaHHﬁ.

JIoyKHBI OBITH KPAaTKO OMUCAHBI OMMYOJIMKOBAHHBIE pa0OTHI IO CXOIHBIM IperapaTaM, eCiu
TAKHEC npenapaTm NUMCHOTCH. 3TO IIO3BOJIUT HUCCJICOOBATCIIIO 6I>ITB TOTOBBIM K HECXKCJIATCIIbHBIM
peakmusaM WM JPYyrdM MpoOsieMaM, KOTOpPbIE MOTYT BO3HHUKHYTh B XOJI€ KIMHHUYECKUX
HUCCIICIOBAHUM.

OcHOBHas 1eNIb JAHHOTO pa3jesia 3aKJI0YaeTcs B TOM, YTOOBI MTOMOYb HMCCIIEIOBATEIIO
HOJIy‘II/ITI: YETKOC Hpe,Z[CTaB.HeHI/IG O BO3MOXHBIX pI/ICKaX 1 HCIKCIIATCIBbHBIX peaKLII/IHX, a TaKIKEC O
CHeIUaIbHbIX TECTaX, METOoJaxX HaOJIOJCHHS W Mepax MPEeAOCTOPOKHOCTH, KOTOPHIE MOTYT
HOHa,Z[O6I/ITbC}I B XO0JI€ KIMHHUYCCKOI'O HCCIICOOBAHUAA. 3TO Hpe,Z[CTaBJIeHI/Ie JOJI2DKHO GBITL
OCHOBAaHO Ha JOCTynmHON wWHpoOpMAIMu O (HU3UYECKUX, XUMHUYECKHX, (apMaleBTHUECKHUX,
(hapMaKoIOTHIECKUX, TOKCUKOJIOTUYECKUX M KIIMHUYECKIX CBOMCTBAX UCCIIEyeMOro mpernapara.
KnuandeckoMy wWCClIeIOBaTEN0 TaKXe JOJDKHBI OBITh TPEAOCTaBICHBl HMHCTPYKIMH TI0
AUATrHOCTUKE M JICUCHUIO BO3MOXHBIX HGp@I[OSI/IpOBOK U HCXKCJIATCIIbHBIX peaKHHﬁ, KOTOpBIe
OCHOBaHBl HAa TPEHBIAYIIEM KIMHHYECKOM OMbITe H  (apMaKOIOTHYSCKUX CBOMCTBAX
HCCIIeAYEeMOro Ipenapara.

8. Hepe‘IeHL OCHOBHBIX JOKYMCHTOB KIIMHHYE€CKOI0 HCCJICI0OBAHUSA

8.1. Beenenue.

OCHOBHBIMU JOKYMEHTAaMHU KIIMHUYECKOTO MCCIIEIOBAHUS SIBISIOTCS JOKYMEHTBI, KOTOPbIE
MO3BOJISAIOT (IO OTHENBHOCTH WJIM B COBOKYITHOCTH) OIICHUTH MPOBEIEHHE HCCICAOBAHUS U
KAuecTBO IMOJIYYEHHBIX JaHHBIX. OTH JOKYMEHTHI CIIy>)KaT JO0Ka3aTeIbCTBOM COOJIOICHUS
UCCIIeIOBATENIEM, CIIOHCOPOM M MOHUTOPOM MPUHITUTIOB HAJIJISKAICH KIIMHUYECKON MPAKTUKH U
MIPUMEHUMBIX TPEOOBaHUH.

OCHOBHBIE JOKYMEHThI UCIOJIb3YIOTCS TAKXKE B MHBIX LeNsAX. CBOEBPEMEHHOE MTOMEILIEHUE
OCHOBHBIX JOKYMEHTOB B (ailnbl muccienoBarens (MEIUIUHCKON OpraHu3aluu) U CIOHCOpa
MOJKET CIIOCOOCTBOBATH YCIIEITHOMY BBIIIOJHEHUIO B PaMKaxX KIIMHUYECKOTO HCCIIeI0OBAHUS CBOUX
GbyHKIUI HccaeaoBareneM, CIOHCOPOM U MOHUTOpoM. Kpome Toro, 3T JOKYMEHTHI OOBIYHO
SBIISIIOTCSL OOBEKTOM HE3aBHCHMOTO ayJIuTa CO CTOPOHBI CIIOHCOPAa M WHCIEKIIMUA CO CTOPOHBI
YIOJHOMOYEHHBIX OPTaHOB B CBSI3U C TEM, YTO OHH SIBJISIFOTCS YaCThIO MpoLiecca MOATBEPKICHUS
3aKOHHOCTH NPOBEJICHUS UCCIIEIOBAaHUS U JIOCTOBEPHOCTH COOPAHHBIX JaHHBIX.

Huxe mnpuBeneH MHUHUMaJIbHBIA TIEpPEYEHb OCHOBHBIX JOKYMEHTOB. JlOKyMEHTHI
CTPYIIIHPOBAHbI B 3 pa3zena B 3aBUCUMOCTH OT CTaJUU KJIMHUYECKOTO UCCIIEIOBaHMsI, BO BpeMs
KOTOpO OHU OOBIYHO CO3AAIOTCS:

1) mepen HayaoM KIWHUYECKOW (a3bl UCCIeOBaHHS (B COOTBETCTBUU C ITYHKTOM 8.2
Hacrosux [IpaBmin);

2) BO BpeMsi KIIMHUYECKOH (hazbl uccieoBaHus (B COOTBETCTBUH C MMyHKTOM 8.3 HACTOSIINX
[TpaBun);

3) mocne 3aBepUIeHMs WM IPEKIECBPEMEHHOIO IpEKpallleHus HcciaenoBaHusd (B
COOTBETCTBHUU C MyHKTOM 8.4 HacTosmux [IpaBu).

B ykazaHHBIX HIKE TOANMYHKTaX TMOApa3ienia § HACTOSIIEro pas3jienia yKa3aHbl IIeNd
KKJIOTO0 JOKyMEHTa M MECTO HuX XpaHeHus (B dainax wucciaegoBaTenss (MEIUIIMHCKON
opranuzanuu) u (uiam) croHcopa). Jlomyckaercss oObennHEHHE HEKOTOPBIX IOKYMEHTOB IPH
YCIIOBUH, YTO OTAEIbHBIE AJIEMEHTHI JIETKO UIACHTU(PUIMPYIOTCS.

@aiinbl WCccenOBaHUs JTOJKHBI OBITH CO3JaHBl B HAayale HCCICNOBAaHUS KaK B MECTE
HaxOXXJICHUSI HCCienoBarens (MEIUIIMHCKONW OpraHu3aliu), Tak W B oduce CIOHCOpa.
HccnenoBanre MOXXKHO CUMTATh O(UIIMATBHO 3aBEPIICHHBIM TOJBKO IOCIE TOTO, KAK MOHHUTOP
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npoBepuT (ailabpl ucciaenoBatens (MEIUIUHCKON OpraHW3alMy) U CIOHCOpPa M MOATBEPAUT
HaTM4YMe BCEX HEOOXOIUMBIX JOKYMEHTOB B COOTBETCTBYIOMIMX (haiiiax.

[lepeunciennsle B Hacrosmmx [IpaBunax AOKYMEHTBI Kak IO OTAEIBHOCTH, Tak U B
COBOKYITHOCTH MOTYT OBITh MOABEPTHYTHI AayJUTy CIIOHCOpAa ¥ WHCIEKIMH (TPOBEPKE)
YIOJHOMOYEHHBIMU OpraHaMH U JOJKHBI ObITh NPEIBSIBICHBI MPH MPOBEACHUM ayInuTa WU
WHCIIEKIUH.

CrioHcop U uccneaoBareib (MEIUIIMHCKAs OpraHu3alis) 00s3aHbl BECTH TOKYMEHTALIUIO O
MECTONOJIOKEHUHU (MECTE XPAHEHUS) UMEIOIINXCSI Y HUX OCHOBHBIX JJOKYMEHTOB KIIMHMYECKOTO
HCCIEA0BAHMS, BKIIOYAs MEPBUYHYIO JOKyMeHTanuro. CHucreMa XpaHEHHs, UCIOJIb3yemas BO
BpEMSI UCCIICIOBAHMS U JJIS LI apXUBaIK (HE3aBUCHMO OT THITA MCIIOIh3yeMOTO HOCUTETIS),
JOJKHA o0ecreunBaTh BO3MOXKHOCTh MACHTU(DHUKAIIMHU, MPOCICKUBAEMOCTh UCTOPHUH BEPCHil,
MOUCK U U3BJICYCHHUE IOKYMEHTOB.

CocTaB OCHOBHBIX JOKYMEHTOB MCCJIEIOBAaHUS HAAJEKHUT AOIMOJHATH JUOO JOMYCKaeTCs
CoKpamiath (ecau 3T0 0OOCHOBAaHO /10 Hayaja MCCIIEIOBaHMS), OCHOBBIBASCh HA BAXHOCTH U
3HAYMMOCTH KOHKPETHBIX JIOKYMEHTOB ISl UCCIIEIOBAHHUSI.

CroHcop o00s3aH yOeAWTbCS B TOM, 4TO HCCIENIOBATENb KOHTPOJHPYET JaHHBIC
WHJIMBH1yaIbHOW PETUCTPALIMOHHOM KapThl, IEPEJAHHBIE CIIOHCOPY, U PACTIONAraeT MOCTOSIHHBIM
noctynoM K HUM. CIIOHCOp HE BOpaBE yCTaHABIMBATH UCKIIOYUTEIbHBIA KOHTPOIb HaJ 3TUMHU
JAHHBIMHU.

Ecnu BMecTo OpUTrHHAIOB JOKYMEHTOB HCIIOJIB3YIOTCS WX KOMHU (HApUMEp, IEPBHYHBIX
JOKYMEHTOB, WHJMBUJYaJbHOW PETUCTPALIMOHHOW KapThl), OHU JOJDKHBI COOTBETCTBOBATH
TpeOOBaHUSAM, IPEIBSIBISIEMBIM K 3aBE€PEHHBIM KOTHSIM.

UccnenoBatens (MeIUIIMHCKAs OpraHU3anusi) 00s3aH OCYIIECTBISATh KOHTPOJb 3a BCEMU
OCHOBHBIMH JIOKYMEHTAaMHU U 3alUCSIMHU, CO3JaHHBIMU UM J10, BO BPEMsI U TI0CIIE UCCIIEIOBAHMUSL.

8.2. [lepen HayamoM KIMHUYECKOU (Pa3bl MCCIIETOBAHUS

Ha cragum nnmaHupoBaHUS HCCIENOBAaHUS 10 €ro (OpMaNbHOTO Hayamda JOKHBI OBITh
CO3/IaHBI U TIOMENIEHBI B (haiiil CIeyoNue JOKYMEHTHI:

Haxomurcs B aiimax
HaumenoBaHnue nokymeHTa Henn ueciIeaoBaTe A
(MeauIHCKON CIOHCOpa
OpraHu3aI1H)
8.2.1. Bpourtopa uccnenoBarens AOKYMEHTAJIBHO 3aKpEIUTh (DaKT Nepenadn X X
HCCIIeI0BaTENI0 HE0OX0AUMOH 1
aKTyaJIbHOM Hay4YHOH MH(pOpMaIU 00
HCCIIeyeMOM TIperapare
8.2.2. JlokyMeHTBI JIOKYMEHTaJIbHO 3aKpenTh (haKT X X
TUTAHUPOBAHUS KJIMHUYECKOTO  YTBEPIKICHHS CIOHCOPOM U
WCCIIeIOBaHMSA: IOANMCAHHBI  HCCIIeOBATENIeM IMPOTOKOIIA (TIOIPaBOK) U
TIPOTOKOJI, TIOATTUCAHHBIC WHANBUAYAIEHONW PETHCTPAMOHHON KapThI
TIOTIPAaBKH K HeMY (TIpu
HaJIM4Ku), oOpaserr
WHIUBHUyadbHOUN
PpEerUCTPalIOHHON KapThl
8.2.3. Undopmarus, JOKyMEHTaJIbHO 0(hopMHUTH pakT
npezocrasisieMasi CyObeKTy HOJTy4eHHs] THPOPMHUPOBAHHOT'O COTJIACHS,
MCCIIEIOBaHMS: JIOKyMEHTJILHO TIOATBEPANUTD, YTO
_ (hopMa HHBOPMHPOBAHHOTO cyOBeKTaM UcClieZIoBaHus OyIeT X X

cornacwus (BKJIOUas BCe

HEO0OXO0JUMBIC Pa3bACHUTCIIBHBIC

MaTepHabl);

IpeIocTaBlieHa COOTBETCTBYOIIA (C
TOYKH 3PCHUSI COJICPIKAHHS M JOCTYITHOCTH
JUIsl IOHUMAaHUSI) TUCbMEHHas



— mo0as npyrast MMICbMEHHas
nHpopmanus;

— peKJIaMHbIC OOBSIBIICHUS IS
NpUBJICYCHUS CyOBEKTOB B
uccienoBaHue (eciau
WCTIONB3YIOTCS)

8.2.4. ®uHAHCOBBIE ACIIEKTHI
HCCIIEIOBAHUS

8.2.5. CtpaxoBoe 0053aTeIBCTBO
(ecnu TpebyeTcst)

8.2.6. I[lognucaHHbIl 1OrOBOP
BOBJICYEHHBIX CTOPOH,
Harpumep:

— MEKIY MCCIIeA0BaTEIIEM
(MeIMIIMHCKON OpraHHu3aIyei) u
CIIOHCOPOM

— MEXJy HcClieIoBaTeIeM
(MeIMIIMHCKON OpraHHu3aIyei) u
KOHTPaKTHOI
HCCIIeI0BATEIbCKOM
opraHuzanuei

— MEXJy CIIOHCOPOM H
KOHTPaKTHOM
HCCIIeI0BaTENIbCKON
opraHuzanuein

— MEKIY MCCIIeA0BaTEIIEM
(MeIMIIMHCKON OpraHHu3aIyei) u
YIOJHOMOYEHHBIMH OpraHaMu
(eciu Tpebyetcs)

8.2.7. JlaTupoBaHHOE H
JIOKYMEHTaJIbHO 0(OpMIICHHOE
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nuHpopManus, KOTopast HOMOXET UM C
YYETOM NOJHOW MHPOPMHUPOBAHHOCTH J1aTh
cornacue. JIoKyMeHTaJlbHO NIOATBEPAUTS,
YTO MEpHI 1O NPUBJIEYCHUIO CyObEKTOB
aJIeKBATHBI U OTCYTCTBYET IE€MEHT

HNPUHY KACHHS

JIOKYMEHTAJIBHO 3aKPEIUTh (DHHAHCOBOE
COTJIAIICHHUE 110 MCCIICIOBAHUIO MEXKITY
CIIOHCOPOM H HCCIICA0BATEICM
(MeIMIIMHCKON OpTraHU3aINei)

JOKyMEHTaJIbHO TIOATBEPANTb, UTO B
cilyyae IpUYMHEHHs yiiepOa, CBSI3aHHOTO C
UCCleJOBaHUEM, CyOBEKTaM HCCIIeIOBAHHS
OyzeT nocTymHa KOMIICHCALHS

JAOKYMCHTAJIbHO 3aKPCIIUTH IIpaBa,
00S3aHHOCTH U OTHOIICHHUS CTOPOH

JOKYMCHTAJIbHO MOATBEPANTE, YTO JaHHOC
HCCIICOJ0OBAHHUC OBLIO PacCMOTPCHO U

onobpenue (3akmouenue) 9CO paspemiero (oxodpeno) ICO (HOK).

(H3K), Komuccueii o
Bonpocam 3tuku (KBJ)
CIEIYIOINX JOKYMEHTOB:

— IIPOTOKOJIA U JIFOOBIX MOTPABOK
K HEMY;

— UHAMBUIyaJIbHON
PETHCTPAIIMOHHON KapThI (eCin
TpebdyeTcs);

— GopMBI HHPOPMUPOBAHHOTO
corjacus;

— M000M IPyroil MUChMEHHOM
UHPOPMALUY, PECTABIICMO
CyOBEKTaM HCCIICIOBAHNUS;

— PEKJIaMHBIX OOBSBICHHUN IS
NpUBJICUEHHs] CyOBEKTOB B
HccieIoBaHue (eCiu
HCTIONB3YIOTCSA);

‘Yka3pIBaeTcs HOMEp BEPCHUH U AaTa
JIOKyMEHTa

X
(ecmm TpeOyeTcst)
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— uHpOpMAaIK 0 KOMIICHCAITUN
cyOBeKTaM Hcciae0BaHus (Mpu
HaJIUYHUH);

— JIIOOBIX MHBIX pPa3peLIeHHbIX
(0moOpeHHBIX) TOKYMEHTOB

8.2.8. CoctaB DCO (HOK), JIOKYMEHTaJIbHO 3aKPEIUTh COOTBETCTBUE
Cogera no stuke, KBD coctraBa DCO (HOK) tpeboBanusm
Hacrosiux [IpaBun

8.2.9. Pa3pemienue (oqo0peHre TOKYMEHTAJIbHO MOATBEPANTD, YTO TIPH

IPOTOKOJIA, YBEAOMIICHHE O HAJIMYUH COOTBETCTBYIOIINX NPUMEHUMBIX
MIPOTOKOJIE) OT TpeboBaHuil pazpemnienne (omodpeHue,
YIOJTHOMOYEHHBIX OPraHOB YBEIOMJICHHE) YIIOJTHOMOYEHHBIX OPI'aHOB
(ecnu Tpebyercs) MOJIy4eHO JI0 Havyajla UCCIIe0BaHMs
8.2.10. Texymas pegakuus JIOKyMEHTaJIbHO TIOATBEPANTD

pe3toMe UcCIIeI0BaHus KBIN(HUKALUIO U IPUTOAHOCTD JUIS
(curriculum vitae) u npyrue MPOBEECHUS NCCIIEI0BAHMS U (MIIH)

JIOKYMEHTBI, IOJTBEPIKIAIOIINAE OCYIIECTBICHUS MEIUIITHCKOTO
KBaJIM(hUKAIIMIO WCCIIe0BaTeNe HAOMIOACHHS 32 CYObEKTaMH HCCIICIOBAHUS
U couccrenoBaTesen

8.2.11. HopmanbsHBIN AWaa30H JTOKYMEHTaJIbHO 3aKPENUTh HOPMaTbHbIH
3HAYCHUH 1A JMana3oH 3HAYCHUH IS JTab0opaTOPHBIX
MPEIYCMOTPEHHBIX IIPOTOKOJIIOM TECTOB

MEeIMINHCKHX (JTADOpaTOPHBIX,

TEXHUYECKUX) Ipouenyp U (UiIH)

TECTOB
8.2.12. MeauuuHCKue, JIOKYMEHTaJIbHO IIOATBEPAUTD

(;raboparopHble, TEXHUYECKHE) IPUTOJHOCTH 000PYI0BAHUS IS
HpoLeaypsl U (MJIM) TECThl, —  NPOBEACHUS TPEOYEMbIX TECTOB U

cepTuduKanus, akkpeguranus, obecredeHus HaJe)KHOCTH Pe3yJIbTaToB
BHYTPCHHUH U (VJIN) BHEIIHUI

KOHTPOJIb Ka4eCTBa WU JPYTue

METOJBI MOATBEPKACHUS (ecin

TpedyeTcst)

8.2.13. O6pa3Ipl STUKETOK HA  JIOKYMEHTaJIbHO MOITBEPANTE COOIOACHHE
YHaKOBKaX MCCIICIYEMBIX COOTBETCTBYIOLIUX TPEOOBaHMI K
MpernaparoB MapKHPOBKE UCCIICAYEMOTO Ipernapara u

HPUTOTHOCTh HHCTPYKLUH 17151 CyOBEKTOB

8.2.14. UncTpyKius no JIOKYMEHTaJIbHO 3aKPEIUTh UHCTPYKLIUHU
00palleHHIO C UCCIEYEMBIMH  JUISl 00ECTIEYEeHUsI HaJUIeXKAIIero XpaHeH!s,
npenapaTaMy U pacXOJHBIMU  YIAKOBKH, PacIpeAeleHUs U yTUIN3aluU
Mmarepuanamu (eciu He HCCIIEIYEMbIX MPENapaToB U PACXOJHBIX
BKJIFOUCHA B IPOTOKOJ MIIN MaTepuanoB

OporIropy ucciIea0BaTeIs)

8.2.15. Yuer mocTtaBoK JIOKYMEHTAaJIbHO 3aKPEIUTh AAThI U CIIOCO0
HCCIIEAYEMBIX MTPENaparoB 1 MMOCTaBKH, HOMEpa CEPHUil UCCIICILYEMbIX
PACXOJIHBIX MaTEPUAIIOB MpPEenapaToB U PACXOJHBIX MATCPUAIIOB.

Tlo3BossieT OTCJICAUTDL CEPHIO Iperiapara,
KOHTPOJIMPOBATH YCJIOBUA TOCTABKU U
BECTU YUCT

8.2.16. CepT(hUKaTHl aHATU30B JOKYMEHTAJILHO ITOJTBEPIUTD

MIOCTaBJICHHBIX UCCIEAYEMBIX  MOAJUHHOCTb, YUCTOTY UCCIEAYEMBIX

MIpenaparos MPErnapaToB ¥ KOJINIECTBEHHOE
COJIep’KaHNE B HUX aKTUBHOTO BEILECTBA
(m03upOBKY)

8.2.17. Tlpouemyphl pacKpBITUS  TOKyMEHTAIBLHO 3aKPEIHTh MPOLEAYPY
KOJia JIJIs HCCIICOBAHMNM, JKCTPEHHON UACHTU()HUKAIH
MIPOBOIMMEBIX CIICIIBIM METOJIOM MAaCKHPOBAaHHOTO MCCIIEyeMOro IpenapaTa

X X
(ecmm TpeOyeTcst)

X X
(ecm TpebyeTcst) (ecim Tpedyercs)

X X
X X
X X

(ecnu TpeOyeTcst)

X
X X
X X
X
X X

(TpeThs CTOpOHA,
ecim TpeOyeTcst)
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0e3 HapyHICcHUSA MaCKUPOBKHU IJId
OCTaJIbHBIX Cy6’BeKTOB

8.2.18. PannoMu3aioHHbII JIOKYMEHTaJIbHO 3aKPEIUTh METOJ, X
CIIHCOK paHIOMH3aLUK CYOBEKTOB HCCIICTOBAHUS (TpeThs cTopoHa,
ecIi TpedyeTcs)

8.2.19. OtyeT MoHUTOPA O JIOKYMEHTaJIHHO TIOITBEPIUTH X
BBIOOPE HCCIIEIOBATENILCKOTO  MPUEMIIEMOCTh HCCIIEI0BATENBCKOTO
LEHTpa LEHTpA [UIsl IAHHOTO UCCIe0BaHUs (MOXKET

OBITH 00BEAMHEHO C ITyHKTOM 8.2.20
HACTOSIIEH TaOIHIIbI)

8.2.20. OtyeT MOHUTOPA O JIOKYMEHTaJIbHO TTOITBEPANTD (HaKT X X
TOTOBHOCTH 03HAaKOMJICHHSI UCCIIEJOBATENS U 3aHATOTO
HCCIIeI0BATEIbCKOTO IIEHTpa B MCCJICIOBAaHUY NIEpCOHANIA C

HpoLeypaMu HUCCIIeI0BaHus (MOXKET ObITh

00beanHeHo ¢ myHKToM 8.2.19 HacTosei

TaOJIHIIBI)

8.3. Bo Bpemst kimHMYECKOM (ha3bl MccieqoBaHus

B moarBepkmeHue TOro, 4yTto BCA HEoOXoAwMas HOBash HHQOpPMAIUS TOKYMEHTaIbHO
odopmieTcs 1Mo Mepe ee MOCTYIUIEHHUS, B JIONOJHEHHE K BBIIIETIEPEUUCICHHBIM TOKYMEHTaM,
UMEIoIUMCS B Qailsie, o X0y UCCIeIOBaHUS HEOOXOAMMO JO0ABISTh CIACIYIONINE TOKYMEHTHI:

Haxonutcs B daitnax
HaunmenoBanue noxkymeHTa Lens HCCHGHOBaTeHiI
(MeauIHMHCKOH CITIOHCOpa
OpraHu3allum)
8.3.1. OOHOBIICHHBIE BEpCUU JIOKYMEHTaJIbHO 3aKpernTh (haKT X X
OpOoLIIOPHI HCCIeI0BATENS CBOEBPEMEHHOI'0 COOOIIEHHS
HCCIIEI0BaTEN0 HE00X0INMOI
nH(popMaLuK 10 Mepe ee MOCTYIUICHUS
8.3.2. JIroboe u3mMeHeHue: JOKYMEHTAIbHO 3aKPEMUTh U3MEHEHUS X X
— IIPOTOKOJIa (TIOTIPaBOK) U JIAHHBIX JOKYMEHTOB, IPOU3BE/ICHHBIE BO
VHJIUBHY AJIbHON BpEMSI HCCIIEIOBAHHS
PETUCTPAIIMOHHON KapThI;
— (opMBI HTHHOPMUPOBAHHOTO
COTJIaCHS;
— mo00H IpyTroi MICEMEHHOU
UHGOPMALINH, TPEIOCTABIIEMON
cyOBeKTaM UCCIICIOBAHNS,
— peKJIaMHBIX 0OBSIBICHUI JUIs1
NPUBJICUEHHS CyOBEKTOB B
uccienoBaHue (eciu
UCTIOJIb3YIOTCST)
8.3.3. atupoBaHHOE U JOKyMEHTaJIbHO TIOATBEPANTH (hakT X X

JOKYMEHTAJIbHO 0(OPMIIEHHOE PAaCcCMOTPEHUS U 0J00peHus (BbIIa4n
onoopenue (3axnmouenne) ICO 3akmodenus) DCO (HOK) nmompaBok u
(H9K) cnemyrommix (WII) HOBBIX PETAKITHIA.

JOKYMEHTOB: YKa3pIBarOTCA peJaKIys 1 1aTa TOKyMeHTa
— TIOMPaBOK K IMPOTOKOIY;

— HOBBIX peIaKIuil:

— GopMBI HHPOPMUPOBAHHOTO

corjacus;

— NIPEJOCTABIAEMbIX CyOBEKTaM

MH(OPMALMOHHBIX MaTepPHaJIOB;

— PEeKJIaMHBIX OOBSBICHUI IS

IMPUBJICUCHUA Cy6'beKTOB B

HccieIoBaHue (eCiu
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UCIIONIb3YeTCs);

— IPYTUX pa3pelIeHHbIX
(0moOpeHHbIX) TOKYMEHTOB;

— pe3yJbTaToOB MEPUOANIECKOTO
paccMOTpeHHs TOKYMEHTALUH
0 WCCIIeIOBaHUIO (Tae
TpedyeTcst)

8.3.4. Pazpemienue (ogo0peHre, MTOKYMEHTaJbHO 3aKPETUTh COOTBETCTBUE
YBEIOMIICHHE) MPUMEHUMBIM TPEOOBAHUAM
YIIOJTHOMOYEHHBIX OPraHOB JIJIst

BHECEHHSI TIOIPABOK B MPOTOKOI

U IpyTHE TOKYMEHTHI (TIpH

HE0OX0ANMOCTH)
8.3.5. Texyuryto peaakuuio B COOTBETCTBUU C MMyHKTOM 8.2.10
pe3toMe uccienoBares HACTOSIICH TaOIUIIBI

(curriculum vitae) HOBBIX
uccienoBarenei u (Unm)
COHMCCIIeoBaTeNel

8.3.6. M3MeHeHUs] HOPMAJILHOTO JTOKYMEHTaJIbHO 3aKPEIUTh HOPMaTbHBIH

IMana3oHa 3HAYEHUH It JMana30H 3HAYE€HUI TECTOB, H3MEHEHHBIX B

MPEIYCMOTPEHHBIX IPOTOKOJIIOM XOJI€ HCCIIEAOBAHMS (B COOTBETCTBHH C
MEIUIIMHCKUX (JTa0OpaTOPHBIX, MYHKTOM 8.2.11 HacTosImen TabIuIs!)
TE€XHUYECKUX) Ipouenyp U (UiIH)

TECTOB

8.3.7. 3meHeHus B JOKYMEHTaJIbHO MOATBEPIUTD, UYTO TECTHI
MEIMINHCKHUX (JJADOpaTOpHBIX, IPOJIOJDKAIOT OTBEYaTh TpeOOBAHMAM B
TEXHUYECKUX) MPOLeypax U TEYEHHE epHoJia ucciae10BaHus (B

(wnn) Tecrax: COOTBETCTBUU C MMyHKTOM §.2.12
— cepTuduKanus; HACTOSIIEH TaOIUITHI)
— aKKpeIUTALS;

— BHYTPCHHUH 1 (WJIM) BHEITHUHA
KOHTPOJIb Ka4eCTBa;

— WM JPYTHE METOIbI
MOATBEPKIeHUs (TIe TpeOyeTcs)

8.3.8. lokymeHTanus no B COOTBETCTBHH C MyHKTOM 8.2.15
MOCTaBKaM HCCIIELyEMbIX HacTosiei TabnuIpt

NpenaparoB ¥ pacXoIHbIX

MarepuaaoB

8.3.9. CeprudukaTsl aHanm3a B COOTBETCTBHH C IyHKTOM 8.2.16
HOBBIX CEPHUIl UCCIIEAYEMBIX HACTOSIICH TaOIUIIBI
Npenaparos

8.3.10. OT4eThl MOHUTOPOB O  JTOKYMEHTAJBHO 3aKPEIIUTh BU3HTHI

BU3UTAX MOHHTOPOB H PE3yJIbTAThl TAKUX BU3UTOB
8.3.11. CymuiecTBeHHbIE IS JIOKYMEHTaJIbHO 3aKpEeIUTh JIFOObIe
UCCIIEIOBaHMUS TIEPErOBOPbI coryameHus 100 CyIeCTBEHHbIC
(nmepemnucka) (MOMUMO BU3UTOB): MEPETOBOPHI, KACAIOIIUECS BOIIPOCOB

— IEPEIHCKA; MPOBEICHUS UCCIICIOBAHMUS, CTO

— 3aIiCH BCTpEY, aJIMAHUCTPATUBHBIX ACMICKTOB, HAPYIICHUN
— 3aIKCH TeICPOHHBIX MPOTOKOJIA, OTYECTHOCTH TIO

HIEpEroBOPOB HEXKEJATCIEHBIM SIBICHUSM

8.3.12. Iloamucanubie GOPMBI  JOKYMEHTAJIBHO MOJATBEPIAHTE, YTO

MHQOPMHUPOBAHHOTO COTJIACHA  COTJACHE KaXKIOT0 CyOhEKTa II0ydeHO B

MarnyueHTa COOTBETCTBHH ¢ HacToAmmMH [IpaBumamu
1 TIPOTOKOJIOM 10 HaJaja yJacTHs B
uccnegoBanuu. Kpome Toro,

JOKYMEHTAJIBHO 3aKpENHTh pa3perieHue Ha

MIPSIMOM JOCTYT (B COOTBETCTBUU C
MyHKTOM 8.2.3 HacTOsIIeH TaOIHIIbI)

X
(ecmm TpebyeTcst)

X
(ecnu TpebyeTcst)



8.3.13. IlepBuuHas
JIOKyMEHTaIHs

8.3.14. 3anonHeHHbIE,
JATHPOBAHHBIC M MOIIMCAHHBIC
WH/IUBHIy AJIbHbIC
PETUCTPAIIMOHHBIC KAPThI

8.3.15. JloxymeHTUpOBaHHE
UCTIpaBIICHU B
VHJIUBH Ty QJIbHBIX
PEeTUCTPaOHHBIX KapTax

8.3.16. YBemomienue
HCCIIeI0BaTeIeM CIIOHCOPa O
CEPbE3HBIX HEXeIaTeIbHbBIX
SIBJICHHUSIX M COOTBETCTBYIOIIHE
OTYETHI

8.3.17. YBemomiienne
CIIOHCOPOM | (WJTH)
uccieoBareneM (4To
MPUMEHUMO) YIIOJTHOMOYEHHBIX
opranos u 9CO (HOK) o
CEepBE3HBIX HEMPEIBUICHHBIX

44

JIOKYMEHTAJIBHO MOATBEPIUTH (DakT X
CYIICCTBOBAHHS CYOBEKTa U

JIOCTOBEPHOCTH COOPaHHBIX JAHHBIX.

BKITIOYUTE UCXOMTHBIC JOKYMEHTHI,

OTHOCSIINECS K UCCICIOBAHUIO, JICUCHUIO U

aHaMHe3y CyObeKTa

JIOKYMEHTaJIbHO 0()OPMUTH X
MOATBEPKIEHUE MCCIIE0BATEIEM HITH (ko)
YIOJTHOMOYEHHBIMHU COTPY THUKAMH

HCCIICI0BATEIS 3apETUCTPUPOBAHHBIX

JAaHHBIX
JIOKYMEHTaJIbHO 3aKPEIUTh BCE U3MEHEHUS X
(momoTHEHUST) UM UCTIPABJICHMUS, (xomust)

CACJIaHHbIC B UHANBUYAJIbHBIX
PErucCTpaliMOHHbIX KapTax IMOCJIC 3alluCU
MCPBOHAYAJIbHBIX JaHHBIX

YBEIOMIICHHE UCCIICIOBATEIEM CIIOHCOpa O X
CepBhE3HBIX HEXKENATEIbHBIX SBJICHUSIX H
COOTBETCTBYIOIINE OTYETHI COITIACHO

nyHKTy 4.11 Hacrosmux [IpaBun

YBEIOMJIICHUE CITOHCOPOM U (HJTH) X

ucclieaoBarenaeM (4To MPUMEHIMO ) (ecnu TpebyeTcst)

ynonHoMo4eHHbIXx opranos 1 9CO (HOK)
0 CEpPBbE3HBIX HENPEIBUICHHBIX
HE)KeJIaTeJIbHBIX JIEKaPCTBEHHBIX PEAKLIUIX
B COOTBETCTBUU C MOAMYHKTaMU 5.17 u

HeXelaTeNbHbIX JiekapcTBeHHbIX 4.11.1 Hactosimmx [IpaBui u 06 nHOM

peakuusx u 00 HHOM
nHPOPMAIHU TI0 OE30TTaCHOCTH

8.3.18. Coobmienue crioHCOPOM

nHpOpPMAaIU TI0 0E30TTACHOCTH B
COOTBETCTBUH C MOAIMYHKTaMH 5.16.2 1
4.11.2 nactosmux [Tpasur

COOOIICHNE CIIOHCOPOM HCCIICA0BATEIIIO X

HccieIoBaTelto nHGopManry 1o nHGopMarmu 1mo 6€30MmacHOCTH B

0€e301acHOCTH

8.3.19. IIpomexyTOUHBIE WK
TOJIOBBIE OTYETHI,
npexacrasisiemsie CO (HOK) u
YIOJIHOMOYEHHBIM OpraHam

8.3.20. XKypHan ckpuHUHTa
CyOBEKTOB

8.3.21. [Tepeuenn
UICHTH(OUKALOHHBIX KOJOB
CyOBEKTOB

8.3.22. XXypnain perucrpanuu
BKITIOYEHHUS CyOBEKTOB

COOTBETCTBHUU C ITyHKTaMu 5.16.2
Hacrosmux [TpaBun

MPOMEKYTOUHBIE HIIU TOJOBBIE OTUETHI B X
cooTBeTcTBUM ¢ MyHKTamu 4.10 1 5.17.3
Hacrosmux [IpaBun

JIOKYMEHTAJIbHO 3aKPEIUTh X
UACHTH(DHUKAITNIO CyOBEKTOB, MPOIIEANTNX
nepe UCClieI0BaHHEeM CKPHHUHT

JOKYMEHTAJIBHO TTOATBEPIUTD, YTO X
HCCIIeIoBaTeNh (MEAUITMHCKAS

OopraHu3aIys) XpaHUT KOHPUICHIIMATLHBINA

MEPEYCHb NMEH BCEX CYOBEKTOB, KOTOPHIM

NPY BKJIFOUCHHUH B UCCIICIOBaHHUE ObLIN

MPUCBOCHBI UACHTU(DUKAIIMOHHBIC KOIBI.

YkazaHHBIN NIepeyeHb MO3BOJISET

UCCIICIOBATENIO (MEAUIUHCKON

OpraHU3aIiK) UICHTH(QUIUPOBATE JTIFOO0TO

cyOnekTa

JIOKYMEHTAJIbHO 3aKPEIHUTh X
XPOHOJIOTMYECKYIO MOCIIeI0BATEILHOCTh

BKITIOUEHUS CyOBEKTOB 10

UIeHTU(UKALMOHHBIM KOJIaM

X
(opuruHam)

X
(opurunan)

X
(ecnu TpebyeTcst)

X
(ecmm TpeOyeTcst)
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8.3.23. Yuer uccnenyemoro JOKYMEHTAIbHO 3aKPENUTh UCTIONb30BaHUE X X
npenapara B HCCIIEeyeMOT0 Nperapara B COOTBETCTBHU

UCCIIEI0BATEIbCKOM LIEHTPE C IPOTOKOJIOM

8.3.24. JIucr o6pa3uos JIOKyMEHTaJIbHO 0(hOPMHUTH 00pa3Libl X X
noamnucein HoAnuced U paciudpoBOK MOIKCEH BceX

JIML, YIIOJTHOMOYEHHBIX BHOCUTH JaHHbBIC U
(wn) ucTipaBiIeHYS B HHIWBUY ATbHYIO
PErHCTPAIIMOHHYIO KapTy

8.3.25. Yuet xpassmuxcst JIOKYMEHTAJIbHO 3aKPEIHTh X X
00pa3oB OMOJIOTHYECKUX MECTOHAXOXKICHHUE U UICHTU()UKAITHIO
KuAKocTel (TkaHel) (pu XpaHAImuxcs 00pasnos (B ciydae
HAJTNYHUH ) HEOOXOIUMOCTH MPOBEACHUS TTOBTOPHBIX
aHaJIM30B)

8.4. Ilocne 3aBepIIeHNs WU TOCPOYHOIO IIPEKPALLEHHS UCCIIEI0BAaHUS

HOCHG BaBepI_HGHI/I}I NN ,Z[OCpO‘-IHOI‘O HperaH_IeHI/I}I HUCCJICOOBAHUS BCEC I[OKYMGHTBI,
MepevrCIICHHbIE B moapa3aenax 8.2 u 8.3 Hacrosumx [IpaBui, MOMDKHBI conepkaThes B (aitie
HCCIICOAOBAHUS BMECTEC C HI/I)KeyKaBaHHBIMI/I I[OKYMGHTaMI/IZ

Haxomutcst B aitnax
HaunmenoBanue noxymeHTa Llens HCCHGHOBaTerI
(MemuIUHCKOH CIIOHCOPA
OpraHHU3aIiH)
8.4.1. Yaer uccnemgyemoro JIOKYMEHTaJIbHO 3aKPENHUTh UCII0JIb30BaHUE X X
npernapara B HCCIIeIyeMOTo TIpernapara B COOTBETCTBHH C
HCCIIeI0OBATEIbCKOM IIEHTpPE MPOTOKOJIOM. JJOKyMEHTaJIbHO 3aKPETUTh
Pe3yIbTaThl OKOHYATEIEHOTO MOICUETa
KOJIMYECTBA MCCIICYEMOro IIpenapara,
MOJYYCHHOTO HCCIICAOBATEIIECKUM
LEHTPOM, BBIJIAHHOT'O CYObeKTaM
UCCIICIOBaHMS, BO3BPAIICHHOTO
CyOBEKTaMU HCCIICIOBAHUS U
BO3BPAILICHHOTO CIIOHCOPY
8.4.2. JlokymMeHTaNus Mo JIOKYMEHTaJIbHO 3aKpenTh (haKT X X
YHUYTOXEHHUIO UCCIIETyeMOT0  YHHYTOXKCHHS HEHCIIOIb30BaHHBIX (ecn yHWYTOXEH B
mpemnapara HCCIIeTyeMbIX MPenapaToB CIIOHCOPOM HITH KITMHAYECKOM
B MCCTIEIOBATEIHCKOM IIEHTPE LEHTpE)
8.4.3. ToroBelii mepedcHb ceNaTh BO3MOXKHOM HIICHTU(PHUKAIINIO BCEX X
HICHTU(QHUKAINOHHBIX KOJOB BKITIOYCHHBIX B UCCIIEOBAHIE CyOBEKTOB B
CyOBEKTOB cilydae HeOOXOAMMOCTH MX TMOCIEAYIOIEro
HaOJIroAeHAs
MepeYCHb UICHTH()UKAMOHHBIX KOJIOB
CyOBEKTOB JIOJKCH XPAHUTHCS C
cobutoieHreM TpeboBaHui
KOH(PHICHIINATHHOCTH B TCUCHNE
COTJIACOBAHHOTO CPOKa
8.4.4. Ceprudukar ayaura (Ipu TOKyMEHTAIBLHO 3aKPENHTh (HaKT X
HAJTNYNN ) TIPOBE/ICHUS ayInuTa
8.4.5. IToroBeIit oTHET JIOKYMEHTaIIbHO 3aKPETUTh OKOHYaHHE X
MOHHUTOPA O 3aBEpIICHUHN BCEX MEPOTPHUATHN HCCICIOBAHNS,
UCCIICIOBaHHS B HEOOXOIUMBIX JUTS 3aBEPIIAIOIICTO BU3UTA,
HCCIICIOBATEIbCKOM IICHTPE Y HaJJMYUE KOIUI OCHOBHBIX JJOKYMCHTOB B

COOTBETCTBYIOIINX (hainax
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8.4.6. lokymeHTanus Mo BO3BPALIAETCS CIIOHCOPY LIS X
pacrpezielIeHUIo CyObEKTOB M0 JIOKYMEHTAJILHOT'O 3aKPETUICHHST MIMEBIINX
rpynnaM ¥ pacKpbITHIO KOZOB  MECTO CIy4aeB BCKPBITHS KOJOB

8.4.7. UtoroBslii oT4yeT JIOKYMEHTaJIbHO 3aKPEIUTh 3aBEPLICHUE X
uccuenoBarens, UCCIIEI0BaHUs

npencrasiasemsiii 9CO (HOK)

(ecmm TpebyeTcs) u

YTIOJTHOMOYEHHBIM OpraHam (Tae

MIPUMEHHUMO )
8.4.8. OTUeT 0 KITMHUYECKOM JIOKYMEHTAJIbHO 3aKPEIHUTh PE3yIbTaThl X X
UCCIIEJIOBAaHUHI MCCIICJIOBaHUS M UX HHTEPIPETALHIO (ecnu mpUMEHUMO)

IIpunoxxenne Ne 1

k [IpaBunam Hagyiexarniei
KJIMHUYECKOW MpakTuku EBpazuiickoro
9KOHOMHYECKOTO COI03a

TPEBOBAHUSA
K CTPYKTYP€ H COEPKAHUIO 0TYETA 0 KIUHHYECKOM HCCIIeJOBAHUH

I. O01ue moJ10KeHus

Hacrosmmuii 1okyMeHT pa3paboTaH ¢ ydeToM TpeOOBaHU PYyKOBOACTBA MEXTyHapOIHOM
KOH(EpEeHIIMH M0 TapPMOHH3AIMH TEXHUYECKHX TPeOOBAaHUN K PETUCTPALUU JIEKAPCTBEHHBIX
npenaparoB s meaunuHckoro npuMmeHeHus: ICH Harmonised Tripartite Guideline «Structure
and Content of Clinical Study Reports (E3)» (Bepcus 4, 1995).

W3noxxeHHble B HACTOALIEM JOKYMEHTE TpeOOBaHUS K CTPYKTYPE U COJIEPKaHUIO0 OTYETa O
KIIMHUYECKOM HCCIICJIOBAaHUM (Jajiee — OTYET) SBISIOTCS OOIIMMH W TIPUTOIHBI JUISI OTHCAHUS
pe3yNbTaTOB  MCCIEAOBAHUS  JIOOOT0  TEpameBTHYECKOro,  MNPO(UIAKTUYECKOTO  HIIU
JTUArHOCTHYECKOTO JIEKAPCTBEHHOTO CPEJICTBA, MPOBEACHHOTO Y TMAIMEHTOB (30POBBIX
noOpoBosnblieB). KinuHMYeckoe M CTaTUCTHYECKOE OINHCaHWE pEe3yJIbTaTOB HCCIEIOBAHMUS,
MIPE/ICTABJICHUE U aHAJN3 JAHHBIX, MOJIYYCHHBIX B X0J1€ BHITIOJHEHUS UCCICAOBAHUS BBITTOHSIOT
B BUJIE €IUHOTO OTYETa, BKIIOYAIOIIETO TaOJUIbl U PUCYHKH B OCHOBHOM TEKCTE OTYETa WIJIM B
KOHIIE TeKCTa oT4eTa. [[punokeHus: K TakoMy OTUETY BKIIFOYAIOT:

MIPOTOKOIT;

00pa3iel MHANBUAYATBHBIX PETUCTPAIIMOHHBIX KapT;

nH(OpPMaILIHIO, CBA3aHHYIO C UCCIIEIOBATEISIMH;

nH(OpMAIIMIO, CBSI3aHHYIO C  HUCCIEAYEeMBIM MpenapatoM  (IKCIEPUMEHTATbHBIM
MpenapaToM), BKJIFOYast MperapaThl CpaBHEHUS (KOHTPOJIbHBIC MperapaThl);

TEXHUYECKYIO CTATHCTHUYECKYIO JTOKYMEHTAIIHIO;

COOTBETCTBYIOIIME Ty OIHKAIUH;

MIEPEYHU JIAHHBIX T10 MalMeHTaM;

TaKhe TEXHUYECKHE CTATUCTHUYECKHE HaHHbBIC, KaK BBIBOJBI, MMPOMEXYTOUYHBIE PACUETHI,
aHAIIM3bl ¥ 3aKITIOYCHHS] HA OCHOBE KOMIIBIOTEPHBIX JTAHHBIX;

U ApyTHe.

XOTs1 HACTOSIIIUN JOKYMEHT B OCHOBHOM OTHOCHUTCSI K MICCIIEIOBaHUSAM dPPEKTUBHOCTH U
0€30MacCHOCTH, OCHOBHBIE TPUHILIMIIBI COCTaBJICHHMSI OT4YETa U €ro CTPYKTypa MOTYT
WCIIOJIb30BAaThCSA TIPU TMOATOTOBKE OTYETOB IO Pa3HBIM BUIAM HCCIIEIOBaHUH (Hampumep,
UCCIIEIOBAaHMAM KIMHUYECKOW (apmakosoruu). B 3aBucumocty OT crieHuUKH U 3HAUUMOCTH
TaKHUX UCCIIEJOBAHUI MOKET COCTaBISATHCS MEHEE JEeTATM3UPOBAHHBINA OTUET.

Hacrosmuii 1okyMeHT npeaHa3HayeH JJs OKa3aHUsl MOMOIIM CIIOHCOpaM B COCTaBIIEHUU
0TYeTa, KOTOPBIK OyAET MOJHBIM, JIUIICHHBIM JIBYCMBICICHHOCTH, XOPOIIO COPMUPOBAHHBIM U
MPOCTBIM JIJIS1 OCTEAYIOLIET0 PACCMOTPEHUS U OLEHKU. B oTueTe NOMKHBI coAepkKaThCsl YETKOE
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OOBSCHEHHE TOT0, KaK OBLIM BBHIOPAHBl KPUTHYECKHE OCOOCHHOCTH IW3aifHa WCCIIEIOBaHUS,
uH(popManusg O IJIaHe, METOJIe M XOJe MPOBEIACHUS HMCCIEAOBaHUs, YTOOBI HE OBLIO HUKAKOM
JIBYCMBICIICHHOCTH B TOM, KaK OBLJIO TIPOBENICHO HCCIIeIOBaHNE. B oTyeTe u MpuItoKeHUsIX K HeMy
TaKKe JOJHKHO COAEPIKATHCS TOCTATOYHOE KOJTMYECTBO MHAUBHUAYAIBHBIX TAHHBIX MAI[UEHTOB, B
TOM YHCIIe AeMOTpaUIeCcKIX U UCXOTHBIX JAHHBIX, U XapaKTePUCTUKA AaHATUTUICCKAX METOIOB,
9TOOBI IPH HEOOXOAMMOCTH YIIOJTHOMOUYEHHBIN OpraH (IKCIepTHAs OpraHU3aIlHsl) TOCYAapCTBa —
yiieHa EBpa3uiickoro S5KOHOMHUYECKOTO COr03a (ajiee — rocy1apCcTBO-WICH) MOT BOCITPOU3BECTH
OCHOBHBIC BHUJBI aHATN30B. He MeHee BaXXKHO B TEKCTE M B MPUIIOKEHHUSIX YETKO YKa3bIBaTh
KOHKPETHBIC TPYIIBl MAIIEHTOB, y KOTOPBIX BBIMOJHSIUCH COOTBETCTBYIONINE aHAIU3HI,
COCTaBJISUTHCH TAOJHUIIBI U CXEMBI.

B 3aBHCHMOCTH OT MOJUTHKH YIOJTHOMOYEHHOTO OpraHa TOCyAapCTBa-4ieHa B 001acTH
AKCIEPTH3bI HEKOHTPOJIUPYEMBIX U MHBIX HCCIEAOBAHUN, HE HAMPABICHHBIX HA yYCTAHOBJICHUE
3pGEKTUBHOCTH (32 HCKIIOYCHHUEM KOHTPOJIHMPYEMBIX HCCICIOBAaHMI, HAIPABICHHBIX Ha
YCTaHOBJICHHE 0€30MacHOCTH), B ONPEICICHHON CTENEeHN HETOJHOLECHHBIX WIIA MPEKPAIEHHBIX
WCCIICIOBAaHUI WITM WCCIICOBAHHM, [IEJTH KOTOPHIX HE CBS3aHBI C 3asSBISICMBIMH TOKa3aHUSIMH,
JIOTTYCKAeTCs MPEJCTABISTh COKPAIIEHHBIE OTYETHl, OCHOBAHHBIE Ha OOOOIICHHBIX AHHBIX WM
0e3 BKITIOYEHUSI B OTYET HEKOTOPBIX pa3aenoB. OHAKO B ATHX CIIydasx HEOOXOUMO MPEICTABUTD
MOJIHOE OIMCAaHUE BCEX aCMEKTOB 0e30macHOCTH. [Ipu mpencTaBiIeHI: COKPAIIEHHOTO OTYeTa OH
JOJDKEH BKJIFOYATh JIOCTaTOYHO CBEACHWUH O AM3aifHe W pe3ysbTaTax HCCICIOBAHHS, YTOOBI
YIOJHOMOYECHHBIH OpraH MOT ONpPEISIUTh HEOOXOAMMOCTh MPEICTABICHUS IOJIHOTO OTYeTa.
Ecrmu BO3HHMKArOT BOMPOCH O HEOOXOAMMOCTH IPEICTABICHHUS OTYETOB, CIEIAYET CBS3AThCS C
YIOJHOMOYEHHBIM OPTaHOM.

[lpu moapoOHOM OMHCAHWU TOTO, KaK OBLIO TMPOBEICHO HCCICAOBAaHUE, JOIYCKaeTCs
MMOBTOPEHHE €r0 OMKUCAHUS U3 paboueii Bepcuu MPOTOKoIA. B psizie cirydaeB, €Clii 3TO CBA3aHO CO
CTaHJAPTHOCTHIO BBITIOIHAEMOW METOIMKH, TOMTYCKAETCS MPECTABIISATh METOAUKY HCCIICIOBAHUS
0ojee KpaTko B BHJIE OTIEIBHOrO pasfena. B KakaoMm pasfene, OMMCHIBAIONIEM IUTAH U XOJ
MIPOBEJICHUSI HCCIIEIOBaHUsI, HEOOXOJMMO YyKa3aTh OCOOCHHOCTH WCCIICOBAaHUS, KOTOpHIC
HEJOCTATOYHO TIOJIHO ONMHCAHBl B TMPOTOKOJE, OMPEACIUTh, KAaKUM OOpa3oM MPOBOIAMMOE
UCCIIEIOBAaHUE OTJIMYAJIOCHh OT TPOTOKOJIA, M OOCYAWTH CTaTHCTUYECKHE METOJbl W aHAJM3bI,
UCIOJIb3yeMbIe 1Jisi 000OCHOBAHUS ITHUX OTKJIOHEHHH OT 3aIlIaHUPOBAHHOTO MPOTOKOJIOM XOAa
WCCIICIOBAHMS.

[TonHBI OTYET OTAENBHOTO KIMHUYECKOTO MCCIEIOBAaHUS MOJKEH BKIIOYATh MOAPOOHOE
OIMCaHWE WHAWBUYaTbHBIX HE)KEIATEIbHBIX SBICHUN WM JJA0OPATOPHBIX OTKIOHEHHM, OTHAKO
JaHHBIC CBENIEHUS HEOOXOAMMO IOBTOPHO PACCMOTPETh MPH IMPOBEACHUU OOIIETO aHalM3a
0€30MacHOCTH TI0 BCEM HWMEIOIIMMCS OTYETaM PETHUCTPAIIMOHHOTO JI0ChE JIEKapCTBEHHOTO
mpermapara.

B otuere momkHBI comepikaThes IeMorpaduueckue M Ipyrue MOTCHIUAIBHO 3HAYMMBbIC
MPOTHOCTUYECKUE XAPAaKTEPUCTHKHU HCCIIETyeMON MOMYISAlUU, a B CIy4yae €ClId HCCIeI0BaHUe
JOCTaTOYHO MacmTaOHOE, TOJKHBI MPEICTABISATHCS JaHHbBIC 1O JAeMorpaduueckuM (Harpumep,
BO3pacT, IOJ, paca, Macca Tela) | APYruM MOoKazaTessaM NOArpyNbl (HampuMep, MOYSUHbIe HIIN
MeYeHOYHbIE (PYHKITNHN ), TAKUM 00pa3oM, 4TOOBI MOTJIA OBITh YCTAHOBJICHBI BO3MOXHBIC PA3THMIHS
B 3¢pdexktuBHOCTH WM Oe3omacHocTH. OnHAKO, peakiust MOATPYINIBI MAIMEHTOB JOJDKHA
paccMaTpuBaThCSl B paMKax YKPYITHEHHOH ©0a3bl JaHHBIX, HWCHOJB3yeMOW B  00IIEM
CTaTHUCTUYECKOM aHaJH3e.

[Ton mepeuHs MU TaHHBIX, 3aNPAIIMBAEMBIMU B paMKaxX 0T4eTa (OOBIYHO KaK MPUIIOKEHUE K
OTYETY) — MOHUMAIOT JaHHBIE, KOTOpble HEOOXOMWMBI JJsi TIOATBEPKICHUS OCHOBHBIX
(KpUTHUYECKUX) BUJIOB CTATHCTUYECKOTO aHaim3a. [lepeyHn NaHHBIX, KOTOPBIE SBIISIOTCS YacThIO
OTYeTa, TOJKHBI OBITH YAOOHBIMHU VISl ICTIOIB30BAHUS PELIEH3EHTOM, TIPOBOISIIUM SKCIIEPTHYIO
OLIEHKY OoT4eTa. TakuM 00pa3om, cielyeT BKIYaTh KaK MOXKHO OOJIbIIE MEPEeMEHHBIX B OJHWH
CIHUCOK, 4TOOBI OTPaHUYUTH 00BEM HMH(POPMAIUH, HO 3TO HE JOJKHO MPUBOJIUTH K CHIDKEHUIO
SICHOCTH (ITOHSTHOCTH) MPEICTABISEMBIX JaHHBIX. Hemb3st MomycKkaTh, 4TOOBI H30BITOK JaHHBIX
COIPOBOXKIAJICS YPE3MEPHBIM UCIOIB30BAHUEM CHMBOJIOB BMECTO CIIOB M XOPOIIO MOHSTHBIX
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COKpamieHu  (OOIIETIPUHATHIX  MPOPECCHOHAIBHBIX  COKpPAIIEHWH) WJIM TPUBOAWI K
MPEJICTABICHUIO M300paKeHUH B MaJOM JJisi BOCHIPUSATHS MacmTabe u T.1. B 3ToM ciydae
MPEANOYTUTEIbHEE COCTABISATH HECKOJIBKO MEepEeyHell TaHHBIX.

JlaHHBIE TOJDKHBI MPEACTABISATHCS B OTYETE C PA3IMYHBIMHA YPOBHSIMU JCTATU3ALINN:

YHUCJIOBBIC JTaHHBIC W TAOJMIIBI OOIIETr0 XapakTepa, OTOOpakarolre Hanboyiee 3HaYUNMbIE
JUIS TAaHHOTO HCCJIENOBaHUs JeMorpauueckre IoKa3aTend, mokazarenu 3(Q(QeKTUBHOCTH U
0€30MMacCHOCTH MOTYT OBbITh IIOMEIIEHBI B TEKCT JIIsl WJUTFOCTPUPOBAHUS BaXKHBIX MOMEHTOB;

BCE MpPOYME CBOJHBIC IMOKa3aTeNd, TAaOMUIBI W TEpeuHH JeMorpaduuecKux HaHHBIX,
nokasateneit 3 PeKTUBHOCTH M O€301TaCHOCTH JIOJDKHBI OBITh IIPEACTABICHBI B pasnaene 14 otuera
(cormacHo pyOpuKanuu pa3enoB, yKkazaHHOH B yacTu Il HacTosIero 10KkyMeHTa);

WHIUBUAYalIbHbIE JAaHHbIE [MAllUEHTOB IO OTIENbHBIM MOArPYNIaM JOJKHBI OBITh
MIPEJICTABJICHBI B BUJIC MIEPEYHEH JaHHBIX B MPUIOKEHUH 16.2 K 0TUeTy (COTJIaCHO pyOpUKAINK
pasnenoB, yka3zaHHOU B yacTH Il HacTosIero J0KyMeHTa);

BCE MHJMUBHyallbHbIC TaHHBIC MAIIMEHTOB JIOJDKHBI MPUBOJUTHCS B MpHIOkKeHUU 16.4 K
oT4eTy (COrJIacHO PyOpHKalUK pas/iesioB, yKa3aHHOHW B 4acTH Il HacTosIIIero J0KyMeHTa).

B mo6oit Tabnuie, mepedHe AaHHBIX WIM Ha Tpaduke, OIEHOYHBbIE (TEOpPETUUYECKUE) U
MIPOM3BOJIHBIE TIOKA3aTeNd, €CJIM OHU HCIHOJB3YIOTCS, JOJDKHBI OBITh OJHO3HAYHO M SICHO
uneHTuGUIUpoBaHbl. [Ipu 3TOM JOMKHBI IPUBOIUTHCS MOAPOOHBIE PA3bsICHEHHUSI TOTO, KAaKUM
0o0pa3oM ObLTM pacCYUTAHBI M MOJTyYEHbI JaHHbIE 3HAYCHUS U KaKue ObUTH CJIeJIaHbl OCHOBHbBIE
MIPEITOJIOKECHHUS.

[IpuBeneHHble HUXKE YKa3aHUS SBISAIOTCA MAKCHUMalbHO JETaJU3UPOBAHHBIMU U
MpeIHa3HAYEHBI JJIsl HATIOMUHAHUS 3asBUTEII0 O MAKCHMAIILHOM 00beMe HH(OpMAIINH, KOTOpast
JOJKHA TPUBOJUTHCA UM B OTYETE TaKUM 00pa3oM, 4TOObI MOCTe €€ MPEeACTaBICHUsI CBECTH K
MUHUMYMY 3allpOChl JIOTIOJHHUTENBHBIX JAaHHBIX. TeM He MeHee B KaKJOM YacTHOM Cllydae
TpeOoOBaHUsl K MpEACTaBIEHUIO M (WIM) aHadu3y HaHHBIX MOTYT 3aBHCETh OT KOHKPETHOM
CUTYalli1, U3MEHATHCS C TCUCHUEM BPEMEHH, OTIMYATHCS B 3aBUCUMOCTH OT KJIacca M3y4aeMbIX
MpernapaToB, pa3iMyaThCs B Pa3HbIX PErHOHAaX, U HE MOTYT OBITh OMHMCAHBI B BHJAE OOLIUX
TpeOoBaHUN B HAcTOsAmleM JOKyMeHTe. [lo3ToMy Mpu TOArOTOBKE OTYETOB HEOOXOIUMO
MCIOJIb30BaTh CHelHalbHbIE (4aCTHBIE) KIMHUYECKHE PYKOBOACTBA YIIOJHOMOYEHHBIX OPraHOB B
chepe obOpamieHHUs JTEKapCTBEHHBIX CPEACTB U IO BO3MOXKHOCTH OOCYXKIATh MPEICTABICHUE
JAHHBIX U aHAJM30B C YHNOJHOMOYEHHBIM OpPraHoM. B HEKOTOpBIX YMOJHOMOYEHHBIX OpraHax
rOCy/IapCTB-4JICHOB MOXHO TIONYYUTh MOAPOOHBIE KOHCYJNBTAllMM M PYKOBOJCTBA TIO
CTaTHUCTUYECKUM METOINKAM.

Kaxxaplii oT4eT JOMKEH CONepiKaTh BCE OMMCAHHBIC HIDKE Pa3elnbl (32 MCKIIIOUYEHUEM
Clly4aeB, NMPU KOTOPBIX 3TU pa3zeiibl sIBHO HE TPeOYIOTCS), MPHU 3TOM I COXPAaHEHUS JOTHUKU
KOHKPETHOTO WCCIIEJIOBAHMSI JOMYCKASTCS U3MEHEHHE TOCIEIOBATEILHOCTH WIN TPYHNIHPOBKH
pa3nenoB oTyeTa. YKazaHHWE OTAEIbHBIX CBEACHHM B NPUIOKEHUSAX K OTUETy SBISIeTCS
TpeOOBaHUEM HEKOTOPHIX W3 YIOJTHOMOUYEHHBIX OPraHOB W JAHHBIC MPUIOKEHUS JIOJKHBI
MPEJICTAaBIATECS MPU HEOOXOAMMOCTH. BO BceX BBIIICNEPEUNCICHHBIX CIIydasX CleqyeT
COOTBETCTBYIOIIUM 00pa30M HCIPABIATH HYMEPAIHIO pa3/ieloB OTYETA.

Hekortopeie TpeOoBaHMS HACTOSMIETO JOKYMEHTa B OTHOIICHHWH KPYyMHOMACHITaOHBIX
WCCJICIOBAaHUI MOTYT OBITh HEBBIMOJIHUMBI WM HelenecooOpasHsl. Ilpu minaHupoBaHUM U
MPE/ICTABJICHUH PE3YJIbTaTOB KPYMHOMACIITAOHBIX HCCIEIOBAaHUN clieAyeT OoOpaTUTbCi B
YIOJIHOMOYEHHBIH OpraH U 00CcyAuTh OopMaT OTYeTA.

[TonoxkeHus HacTOSILIEr0 JOKYMEHTa CJIEAYeT YYHUThIBaTh COBMECTHO C TpeOOBaHUSIMU
IPYTUX JOKYMEHTOB, PErJIAMEHTUPYIOIIUX TPOBEACHUE KIWHUYECKUX HWCCIEAOBaHUN U
MIpe/ICTaBJICHUE PE3YJIbTaTOB O HUX.

I1. TpeGoBaHus K CTPYKTYpe U COACP/KAHUIO OTUYETA

1. TutynbHas cTpaHuiia

TutynbHas cTpaHuIla OTYETa TOJKHA COAEPKATh CIEAYIONYI0 HH(OPMAIUIO:
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HaMMEHOBAaHME OTUYETa C YKa3aHUEM HaUMEHOBAHUS HCCIIeyeMOro IpenapaTa, u3y4aeMoro
[IOKa3aHUs K IPUMEHEHMIO, TP KOTOPOM IIPOBOAMIIOCH UCCIIEI0BAHUE;

€ClIi HE YyKa3aHO B HAMMEHOBAHUU — KpaTKoe ONHMCAaHWE au3aiiHa (MapajuieNbHbIH,
NIEPEKPECTHBIN, CIENOMN, paHIOMU3UPOBAHHBIN ), BUa CpaBHEHUS (TU1a11e060-KOHTPOIIb, aKTUBHBIH
KOHTPOJb, KOHTPOJb «103a-3G(HEKT»), MNPOAODKUTENBHOCTh HCCIEIOBaHUs, JI03UPOBAHUE
HCCIIEyeMOro Tpernapara i KOHTUHT€HT CyOBEKTOB UCCIIEOBAHMS,

HauMEHOBAaHHE CIIOHCOPA;

UACHTU(UKAIMS TPOTOKOIA (KO HITH HOMED);

(haza uccienoBaHus;

JlaTa Hayvaja UCCieJoOBaHus (JaTa BKIIOUEHHS B MCCIIEOBAHNE IIEPBOTO MALIMEHTA UK NHAas
JaTa MHULIMUPOBAHMS ), 1TaTa OKOHYAHUS MCCIIEIOBAHMS WIIM €T0 3Tara (JaTa 3aBepIlleHus JICUeHUS
MOCTIeTHETO MAIMeHTa), aTa JOCPOYHOTO 3aBEPIICHHS UCCIE0BaHuUS (IIPU HAIUYHH);

dbamMuInK 1 JOHKHOCTH MO OCHOBHOMY MeCTy paOOThI IIaBHOTO HcclieaoBaTes (TJIaBHbIX
UccleoBaTeNeil) WK MCCIeN0BaTeNs-KoopAuHaTopa (McciaeaoBarene KOOpAMHATOPOB) WM
OTBETCTBEHHOTO MPECTABUTENS CIIOHCOPA;

uHpopManus 00 OTBETCTBEHHOM JIMIlC, TOJMMCABIIEM OTYET HCCIEIOBaHMUA OT JIMIA
coHcopa (daMuiIus TPEACTAaBUTENsT KOMMaHWUW (CIMOHCOpa), TOJIMUCABIIETO OTYET U
OTBETCTBEHHOT'0 3a 3TOT OTYeT). Takke Ha TUTYJIBHOW CTpaHHIE JUOO B CONPOBOAUTEILHOM
MUChbME YKa3bIBalOTCs (aMuianu, HoMmepa TenedoHa M (akca KOHTAKTHBIX JIMI] KOMIAHHH-
CIIOHCOpA, OTBETCTBEHHBIX 32 IPUEM BOIIPOCOB 10 OTYETY;

yKa3aHHe O TOM, YTO MCCIIEJOBaHHE, BKJIIOYasi apXUBUPOBAHHE OCHOBHBIX IOKYMEHTOB IO
HCCJIEIOBAHMIO, BHIIIOJHEHO B COOTBETCTBUH C ITPaBHJIaMU HAJUJIEKAIEH KIMHUYECKON IPAaKTHUKH,
yTBEpKJACHHBIMH EBpa3uiickoii 5KOHOMUYECKON KOMHUCCHEH (fajiee — mpaBuia);

nata otdyeTa (Takke HEOOXOQUMO yKa3aTh HaWMEHOBAHHS U JIaThl BCeX OoJiee paHHHUX
OTYETOB, MOJATOTOBJICHHBIX B PaMKaX MPOBEICHUS JaHHOTO UCCIIETOBAHMUS).

2. CuHoricuc (KpaTkoe oNnucaHne KIMHUYECKOTrO UCCIIEIOBAHMS)

Heo6xoaumo npeactaBuTh CHHOTICUC (OOBIYHO OKOJIO 3 CTpaHUIl), 0000IIAOIIHNI CBEICHHS
00 wuccrnenoBanuu (B cooTBeTcTBUU C mpuioxkeHneM Ne 2 k IlpaBunam). YToObl OTpa3uth
PEe3yJIbTaThI, CHHOIICHC JIO/DKCH BKITFOUATh YHCJIOBBIC JIAHHBIC, & HE TOJBKO TEKCT U P-3HAYCHUSI.

3. CoxepxaHue oT4eTa

Conepxanne oTyeTa JOJKHO BKIIOYATh HOMEpa CTpPaHUIl WM JPYroe yKa3zaHHE Ha
pacmoyoKEeHUE B TEKCTE OTYETa KAKIOTO pa3fesa, B TOM YUCIIe CBOJHBIX TaOJUIl, PUCYHKOB U
rpaguKoB; TIEPEUYCHb M  PACHOJIOKCHUE TMPUIOKEHUM, TaOMUI] W  TMPEACTaBICHHBIX
WHIUBUAYATBHBIX PETUCTPAIMOHHBIX KapT (ganee — MPK).

4. IlepeueHb COKpaILEHUI U OIIPENIEIEHNS] TEPMUHOB

B oruere momKHBI OBITH NPEACTABICHBI IEpEUEHb COKPAIIEHUH M  OIpeaesIeHUi
CIELUAIU3UPOBAHHBIX MM HEOOBIYHBIX TEPMUHOB, a TAK)KE €AMHULL U3MEPEHUI, UCIIOIb3yEMbIX
B oTuere. [Ipy nepBoM ynoMHHaHUU B TEKCTE COKPAIIEHHbBIE TEPMUHBI 1OJIKHBI IIPOIUCHIBATHCS
MOJTHOCTHIO, a UX a00peBHATYPy HEOOXOIUMO B3SITh B CKOOKH.

5. DTHU4YecKue BOMPOCHI

5.1. DkcneptHBIN coBeT opranu3anuu (He3aBUCHMBIN STHYECKUI KOMHTET).

JIomKHO OBITH MIPEICTABICHO TOATBEPKACHUE TOTO, YTO MPOTOKOI HUCCISIOBAHUS U JTIO0OBIS
MOMPaBKM K HEMY OBLIM pPacCMOTPEHBbl DKCHEPTHBIM coBeToM opraHuzanuu (HesaBucumbiM
stuaeckuM komutetoM) (mamee — DCO (HOK)). Ilepeuenp Bcex DCO (HOK), k koTOpBIM
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oOpamayimch, ClIeIyeT NPUBECTH B NpwiokeHHH 16.1.3 k oTdery (corjacHO pyOpHKanuu
pa3aenoB, yKa3aHHOW B HACTOSIICH YacTH JOKYMEHTA) U YKa3aTh (aMUIIHIO, UMS U OTYECTBO (IIPH
Hanuuun) npeaceaarens DCO (HOK), ecim 51o TpeGyeT yroTHOMOYEHHBIN OpraH.

5.2. 3asgBNeHME O IPOBEACHUH HCCIIEJOBAHUS B COOTBETCTBHH C 3TUYECKUMU TPUHIMIIAMHU.

CrnenyeT mpuBecTHM TOATBEP)KICHHE, YTO HCCIIEJOBAHHE IMPOBEIEHO B COOTBETCTBUU C
TUYECKUMM NpUHIMNAMKU XeJNbCUHCKOM Aekiapanuu, npuHstod XVII ceccueir BecemupHoit
accambOuien 31paBooxpanenHus B 1964 romy.

5.3. UudopmupoBaHHOE coracue.

JIommKHO OBITH OMUCAaHO, KaK M Korja ObUIO MOJyYeHO WH(GOPMHUPOBAHHOE COTJIACHE Y
HaOpaHHBIX B HCCIENOBaHME NAIMEHTOB (HAaImpUMep, MpH OTOOpe B HCCIEAOBaHHE,
MpeABapUTEIIbHOM CKpUHHUHTE). B mpunoxxernu 16.1.3 (cormacHo pyOpuKaiuu pa3aenoB OT4YeTa,
YKa3aHHOW B HACTOAIIEH YacTH JOKYMEHTa) K OTYEeTY JOJDKHBI OBITh MPHIIOKEHBI 00paser
MUCbMEHHOM MH(pOPMAIIUK 71 TTAIlMeHTa (MPU HAJTU4IMK) | 00paser] OpMbl COTIACHs MAalUCHTA.

6. UccrnenoBarenu 1 aIMUHUCTPATUBHAS CTPYKTYpa UCCIIEOBAHUS

AJMUHUCTpaTUBHAS CTPYKTypa HCCIeAOBaHUs (HalpUMep, TIJIaBHBIA HCCIIEI0BaTENb,
UCCIIEI0BATENb-KOOPJMHATOP,  YHPABISIOMMNA  KOMHUTET,  AAMHUHHUCTPAIMsS,  KOMHUTETHI
MOHHUTOPHHIAa U OLIEHKH [aHHBIX, yYacTBYIOIIHME IMOAPA3JEICHUS, CHEIHAINCThI-CTATUCTUKH,
LEHTpaJIbHas JabopaTopus, KOHTpAKTHas HcCclenoBaTenbckas opranuzauus (mainee — KHO),
yIpaBlieHHuE TOCTaBKaMH B paMKaX KIMHUYECKUX UCCIeI0BaHUi) T0JKHA ObITh KPaTKO OMUcaHa
B 9TOM paszeiie OTYETA.

B nmpunoxenun 16.1.4 x oruery (corjacHO pyOpHKaIlMu pa3/esioB OTUETa, YKa3aHHOW B
HACTOSIIEH 4YacTH JOKYMEHTa) JOJDKHBI ObITh TPEACTaBICHBI NepeueHb HCCIeNoBaTeNeld U uX
opraHu3anuii, WX pojb (00s3aHHOCTH) B UCCICIOBAHHWM, CBEJICHUS O KBaTU(HUKaUN
uccienoBareneil (pe3oMe WIN SKBUBAJIEHTHBIN eMy TOKyMeHT). Takxke B npuiioxeHuu 16.1.4
oTueTy (COTJIacHO pyOpHKaIluu pa3/iesioB OT4YeTa, YKa3aHHOW B HACTOSIIECH YacTH JTOKYMEHTA)
JOJDKEH OBITh MPEJCTABICH aHAJIOTWYHBIN IMEpeYeHb IPYTHUX JIUI, Y4acTHE KOTOPBIX HMEET
CYILIECTBEHHOE BJIMSHUE Ha MpoBeleHUEe uccienoBanus. [ns macmTaOHBIX HCCIETOBaHHUM ¢
ydacTHeM OOJIbIIOr0 KOJMYECTBA MCCIIEOBaTeNel BbIIICYKa3aHHbIE TPEOOBaHUS MOXKHO
COKpaTUTh /0 OOIMX CBEIEHUH O KBaNU(UKALMUM JHI, TPOBOJMUBIIUX HCCIEIOBaHUE, C
yKa3aHUEM MMEHHU, YUYEHOH CTeleHHU, MecTa paboThl U POJIM KaKIOTO M3 MCCIEN0BaTeNeH WU
JIPYTUX YYaCTHHUKOB.

[lepeueHpb AOKEH BKIIIOYAThH CIIEAYIONTYI0 HH(POPMALIHIO:

UCCIIeIOBaTeNN;

moboe pyroe JMIO, OCYLIECTBIsIONIee HaOMIOJEHUE 3a TEPBUYHBIMHU MM JIPYTHMMHU
nokazatesiMu 3 (HEKTUBHOCTH (HAmpuMep, MeJCecTpa, MOMOIIHUK Bpaya, KIWHUYECKHI
MICUXOJIOT, KIMHUYECKUI (hapMaKoJIoT WM IITAaTHBIA Bpad). HeoOs3aTenbHO BKIIOYATH B TOT
NepeyeHb JIMI0, BBIMOJHAIONIEE B paMKax HCCIENOBaHUS SIU30AMYECKHE O00SI3aHHOCTU
(HampuMep, Bpaya, KOTOPBI OBbLI BBI3BAH B CBS3HM C BO3MOXKHOW HEXeJaTelIbHOH peakiuei Ha
IpUeM JIEKapCTBEHHOI'O Mpernapara WM BPEMEHHO 3aMEHSUI KOro-TO U3 BBILIENEPEYHCIIEHHBIX
JuI);

aBTOp (aBTOpBI) OTYETA, B TOM YHCIE OTBETCTBEHHBIM OMOCTATUCTHUK (OTBETCTBCHHBIC
OMOCTaTUCTHKH).

B ciydasx koraa yrnoJHOMOYEHHBIMU OpraHaMu TpeOyloTcsi 00pasiibl MOANKCEN TIaBHOTO
HCCIIEIOBATENs WIIM HCCIE0BATENsA-KOOPIMHATOPA, UX TOANUCH JOJDKHBI OBITh BKJIIOUYEHBI B
npuioxkenue 16.1.5 k otueTy (coryiacHO pyOpUKaIiK pa3aesioB OTYETa, YKa3aHHOW B HACTOSIIICH
YacTH JOKYMEHTa, B COOTBETCTBUH C (Gopmoii nmpunoxenus Ne 3 k IIpasunam). Ecnu oOpasiibl
noAmnuceil He TpeOyroTcs, B MprioxeHun 16.1.5 k oTdery (coriacHO pyOpHKaIuu pa3JieiosB,
yKa3zaHHOU B yacTu Il HacTosIIero JOKyMeHTa) MPUBOAUTCS 0Opa3el] MOAMUCH OTBETCTBEHHOTO
CHeIHaIMCTa CIIOHCOpa UCCIEA0BAHUS
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7. Beenenue

Brenenue nomkHO comepxkaTh KpaTKoe M3J0KeHHE (Kak MpaBwmiio, He Oosiee 1 cTpaHUIIbI)
WCCIICTIOBAHMS B KOHTEKCTE pa3pabOTKU HCCIEAyeMOro mpemapara, 00CyXIeHUE KPUTHIECKUX
0COOEHHOCTEH HccleoBaHus (Hampumep, 0OOCHOBAaHUE W IIENH, IEJEBbIC TPYIIIbI, JCUYCHHE,
NpOAOJIKUTCIIbHOCTD, IICPBUYHLIC KOHCUYHBIC TO‘IKI/I).

HeoOxomuMo mepedncinuTh BCe AOKYMEHTHI, Ha OCHOBE KOTOPBIX pa3pabaThiBaicCs
MMPOTOKOJI, MJIA MTPOYUC 3HAUYUMBIC IJId JAHHOTO UCCIICAOBAHU COTJIAILICHU S NI JOTOBOPCHHOCTHU
MEXy CIIOHCOPOM (KOMITAaHHMEH) M YIIOJTHOMOYEHHBIMU OpPTaHAMH.

8. Llenp u 3ama4m nccieq0BaHUs

B nannoM pazzene nqomkHa OBITH IPEICTaBICeHa HH(POPMAITUS ¢ U3JT0KEHHEM OOIIHX Ieei
M 3a1a4 HpOBe,Z[eHHOI‘O HUCCJICOIOBAaHUS.

9. Iinan ucciaeqoBaHusd

9.1. O0mmii Tu3aiiH U TIaH-OMUCAHUE HUCCIIETOBAHUS.

O0mwmii TUTaH WCCIeOBaHUSA M Ju3aiiH (KoHUTypanus) HcciaeAoBaHUs (Hampumep,
napajuIeNbHbIA, TEPEKPECTHBIN) TOJDKHBI OBITH ONMUCAHBI KPAaTKO, HO SICHO C MCIOJb30BaHUEM
rpadgukoB U auarpamm (mpu HeoOxomumocTh). Ecnu B Apyrux mcciaenoBaHUSAX HCIOIb3YETCS
MTOXO0KHI TTPOTOKOIT, MOXKET OBITH MOJIE3HBIM JaTh CCHUIKY Ha TAKOW MPOTOKOJ U OMUCATh JIOObIE
3HaYUMBbIE OTJINYUS OT Hero. JlelcTByromas peJakiys MPOTOKOIa U JII0ObIe H3MEHEHHUSI TOJIKHBI
OBITh BKIIIOYEHBI Kak mpuioxkeHus 16.1.1 k otuery (coryiacHo pyOpHKamMu paszesioB OTYeTa,
yYKa3aHHOUM B HACTOSIICH YacTH TOKyMeHTa), a oopaszer; IPK (Tonbko yHUKaIbHBIE CTPAHUIIBI; T.€.
0e3 BKIIIOYCHHS HJICHTHYHBIX CTPAHUI[ KapThl, OTHOCSIIUXCS K Pa3HBIM BHU3WUTaM) B BHIE
npuioxkenus 16.1.2 k otuery (cormacHo pyOpuKaIiy pa3aesioB 0TYETa, YKa3aHHON B HACTOSIICH
gacTu JoKyMmeHTa). Ecnu kakas-nmnbo mHpopMaius B 3TOM pas3jelie OTueTa B3ATa U3 JIPYTHX
HMCTOYHUKOB (ITOMHMO MPOTOKOJIA) UX CIEAYET yKa3aTh.

[IpencraBnennast uHGOpPMAIIHSI TOJDKHA BKIIOYATh:

M3y4aeMble METObI JIeUeHUS (KOHKPETHBIE MTpernapaThl, 103bl U MPOLETYPHI);

HCCIIeTyEeMYIO TIOMYJISIIIUIO MAIUeHTOB M KOJMYECTBO MAIMEHTOB, KOTOPBIC TOJKHBI OBITh
BKJIIOUEHBI B UCCJIEIOBAaHUE;

CTENEHb W METOJ OCJEIUIeHHS (MACKUPOBKU) (HAmpuMep, OTKPBITOE, ABOMHOE CIEmoe,
MIPOCTOE CIIETIOE, OCIEINIEHNE aHATUTUKOB U HEOCIICIJICHUE MAllUeHTOB U (KJIN) UCClleoBaTeNei);

BUJI KOHTPOJIS (Harmpumep, miaarnedo, OTCyTCTBHE JICUCHUSI, AKTUBHBIA KOHTPOJIb, KOHTPOIIb
«n103a-3pdexT», UCTOpUYECKHH (PEeTPOCTIEKTHUBHBIN)) W KOH(PHUTYypamuioo HCCIeIOBaHUS
(mapannenbHasl, IEPEKPECTHAas);

METOJl pachpefesieHuss CyObeKTOB 110 UCCIEQYyeMbIM TpynmnaMm (paHaoMHU3alus,
cTpaTH(UKaINN);

MOCJIEZI0BATEIBHOCTh U MPOJOJKUTENBHOCTh BCEX MEPUOJ0B UCCIEOBAHMS, B TOM YHCIIE
neproja, MPEANISCTBYIONIET0 PaHAOMHU3AINKA, W TEpHoAa HAOIIOACHHUS IIOCJIE IMPOBEICHUS
JICUYEHUs, TIepruo/ia OTMEHBI TEPANUU U TIEPHOJIA POCTOTO CIAETOrO U IBOMHOTO CJIETIOro JICYEHHUS.
JlomkHO OBITH yKa3aHO, KOT/a MalMeHThl ObUIM pPaHJIOMHU3HUPOBAaHBI. PekoMeHayeTcs ykasaTrhb
TU3aiiH B BHJE TpadUUYeCKON CXEMbI, BKIIOYAIOIICH XPOHOJIOTHIO IMPOBEJACHHBIX OIICHOK (B
COOTBETCTBUH ¢ (hopmamu rpaduueckux cxem npuinoxeHus Ne 4 k [IpaBunam);

mo0ble KOMHUTETHI 10 0€30MacHOCTH, MOHUTOPUHTY JIaHHBIX WM CIIeHHUaJbHbIe
PYKOBOJISIIIIAE UITH OIEHOYHBIE KOMUTETHI;

J00BIE TPOMEKYTOUHBIE CTATUCTUUECKHUE aHAINU3BI U OLIEHKH.

9.2. ObocHOBaHME qU3aiiHA UCCIIETOBAHMS, B TOM YHCIIE BBIOOPA KOHTPOJIBHBIX TPYIIL.
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HeoO6xomumMo 000CcHOBaTh BHJA BBIOPAHHOTO KOHTPOJISI W JU3aiiHA HWCCIIEIOBAHMUS.
HekoTopsie acriekTsl qu3aiiHa WCCIENOBAHUS, HYXKIAOIIMECS B PACCMOTPEHUHU, MPEACTABICHBI
HUXKE.

B menmom, BBIACNSAIOT CHEAyIONME KOHKYPEHTHBIE KOHTPOJBHBIC TPYNIbl (TPYTMIIBI
CpaBHEHUS):

m1a1e00-KOHTPOJIb;

KOHTPOJIb C OTCYTCTBUEM JICUCHUS,

AKTUBHBIN KOHTPOJIb;

moa0op 036,

HUCTOPUYECKUN KOHTPOJIb.

B nomonHeHwe K OMUCaHUIO BUJA KOHTPOJS, APYTUMHU KIIIOYEBBIMU OCOOCHHOCTSMU
IM3aifHa CYUTAIOTCS MCIIOIh30BaHHUE MEPEKPECTHOM KOH(UTYpaIuu (CXeMbl) U BEIOOD MAIUEHTOB
C OIpelIelIeHHBIMH COCTOSIHMSIMM B aHaMHe3e: HampuMep, UyBCTBUTEIBHOCTHIO WIIU
PE3UCTEHTHOCTHIO K OINpPEICTICHHOMY JICKAPCTBEHHOMY IpernapaTy WId TPyMIe JIeKapCTBEHHBIX
npenapaToB. Eciau He mpuMeHssIach paHIOMH3aIUs, HEOOXOAUMO OOBSICHUTH, KaKHUE METOIbI
MCIOJIb30BAJINCH JIsl UCKITIOYCHHS CUCTEMAaTHUeCKO# omuOku oTOopa (systematic selection bias).

HeoOxonumo ¢ mo3unuii n3yyaemoro 3a0oJjieBaHUs WJIM MPUMEHSIEMOIo BUAA JICUEHUs
OO0BSICHUTH MOTEHIIMAILHBIC WU 3apaHee U3BECTHBIE 3aTPYAHECHHsI, 00YCIOBICHHBIC BEIOPAHHBIM
JM3aiHOM HCCIIEIOBAHUS WJIM KOHTPOJIbHOW rpynmoi. Tak, [ mepeKpecTHOro au3aiHa B TOM
qHClie CIeAyeT MPEeIyCMOTPETh BOZMOKHOCTh CIIOHTAHHOTO M3MEHEHHSI TeUCHUs 3a00JICBaHMS B
X0J1e UCCIICIOBAHMS M BOZHUKHOBEHUS Y (PEKTOB IIepeHoca.

Ecnmu  meromom  ycraHoBineHMs — 3(@QeKTHBHOCTH  BBHIOpaHO  MOATBEPXKICHHUE
SKBHUBAJIIEHTHOCTH, IPU KOTOPOM 3(PPEKTUBHOCTH HOBOT'O BU/JIA JICUEHUS HE HHUKE OINPEIETICHHOTO
opora IO CpPaBHGHUIO C TMPU3HAHHBIM BHUAOM JieueHUs (He MeHbmas 3((HEKTHBHOCTS),
HEOOXOUMO PAcCMOTPETh BO3MOXKHBIE 3aTPy/IHEHUS B CBSI3U C BBIOpPAHHBIM JH3aHHOM
uccienoBanus. B wactHOCTH, HEOOXOIMMO OOOCHOBATh, YTO BBIOPAHHBIN AW3aiiH CHOCOOEH
YCTAaHOBUTh paznuuusi Mexay odbdextuBHor U HedpdexkTuBHOM Tepamueit. s sToro
PEKOMEHIYETCSI IPOAHATU3UPOBATH MOI0OHEIE, paHee MPOBEICHHBIC UCCICIOBAHUS B KOHTEKCTE
KJIFOUEBBIX OCOOEHHOCTEN Nu3aifHa (BHIOOP MAIMEHTOB, KOHEYHBIE TOYKH, JJIUTEIBHOCTH, 1034
mpemapara, SBISIONIETOCS AaKTUBHBIM  KOHTPOJEM, COMYTCTBYIOIIAsl Tepamust u Ap.),
MOATBEPKIAIOIIUE CTOWKYIO CIIOCOOHOCTH BBISIBIATH NMPEBOCXOJICTBO aKTUBHOI'O KOHTPOJIS Haj
miane6o. HeoOxoammo omnucath METOIBI BBISBICHUS pa3iuuuii Mexay dShdekTuBHOW u
HeddexTuBHOM Tepanueit. Hampumep, HamnuumeM 3¢Q(GEKTUBHOCTH MOXKHO CUHUTATh YETKOE
paznuure (Ha OCHOBAaHWU paHee MPOBEACHHBIX HCCICIOBAHUI) MEXIy TPYIION MalUeHTOB,
MOJYy4YaBUINX JICUEHHUE U TPYIINON MAIIMEHTOB, HE MOJIy4YaBIIeH JJEKapCTBEHHBIN Mpenapar. Mepoi
3 (HEKTHBHOCTH MOXKET CIYKUTh W3MECHCHHE 3HAYCHHsS I[EJIEBOr0 TMOKAa3aTeNsi OT HMCXOIHOTO
YPOBHS WJIM JIPYTol KpUTEpHid, HapUMEp, KOJUYECTBO BBI3ZOPOBICHUN WM BBDKMBAEMOCTb.
JlocTrKEeHHE TaKOTo pe3ylibTaTa Oy/IeT MOATBEPkKAATh CIIOCOOHOCTh UCCIIEIOBAaHUS YCTAHOBUTD
paznmuuus  Mexay dGGEeKTUBHBIM U HEIPHEKTHBHBIM JIEKAPCTBEHHBIMH  IperapaTamu.
HeoOxomumo Takke o0O0OCHOBaTh, 4YTO B XOJIE€ HCCICIOBAaHUS TpaHUIA HE MEHBIICH
s dexTuBHOCTH (O€30MaCHOCTH) (F€NIbTa) HE ObLJIa IPEBHINICHA.

Ocoboe oOocHOBaHME B OTYeTE CIEAyeT MPEACTaBUTh B OTHOLICHUM IPUMEHEHHS
HCTOPUYECKOTO0 KOHTPOJIS, MPUMEHEHHE KOTOPOrO B HCCIEIOBAHUM HUMEET DSl OrpaHUYEHMI
(cmO)KHOCTh ~ 0O€CIeYeHUs]  CONMOCTAaBHUMOCTH  CPaBHUBAEMBIX  TPYI, HEBO3MOXHOCTh
«OCJIETITICHUS» HCCleA0BaTele, M3MEHEHNE MOIX00B K JICUEHHUIO WM TeUeHUs 3a00JieBaHuUs,
paznuuusi, 00yciaoBIeHHbIE 3P PeKToM TUIaredo).

Hekotopsie npyrue ocoOCHHOCTH H3aiiHa UCCIIETOBAHMS TakKe TPEOYIOT 000CHOBAHUS, B
TOM YHCJIe HATMYHE WK OTCYTCTBHE OTMBIBOYHOTO TIEPUO/IA U JUTUTETHLHOCTh MEPHO/a JICUCHHUS,
YTO OCOOCHHO Ba)XHO MPH XPOHUYECKHX 3a00yieBaHUAX. Eciau 370 He ABIsSETCS OYEBUIAHBIM, TO
HE00X0IMMO TaKkke 000CHOBATh BHIOOP J03bI M MHTEpBana no3upoBaHusi. Hanpumep, oObIuHO
HerpdekTuBeH mpueM | pa3 B CYTKHM JIEKapCTBEHHOTO Ipenapara ¢ KOPOTKHM MEpPHOIOM
MOJTYBBIBEICHUS, JJIsI KOTOPOro 3(pPeKT TECHO CBSI3aH C €ro KOHIeHTpaluei B miasme. Eciu B
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pamKax UCClIeZIOBaHHs IPUMEHSETCS TaKOW PEXUM JI03UPOBAHMSI, €r0 HE0OXOAMMO 000CHOBATD,
HampuMep, TEM, YTO MPOJODKUTENBHOCTh (PapMaKOIMHAMUYECKOTO 3(¢eKTa MpeBbIIacT
JUINTEIBHOCTh HAXOXKICHMsI JIEKapCTBEHHOTO Iipernapara B KpoBu. HeoOxomumo omwmcathb
WCIOJIb30BaHHBIE TMPOLEAYPHI, HAMPABICHHBIE HA YCTaHOBJICHHE d(PQEeKTa «yCKOIb3aHHSI» OT
NeMCTBUS Tpernapara B KOHIIE MHTEpBala JO3UPOBAaHUS, HAIpHUMEp, OIpeaeieHHe IeHCTBUs
mpermapara mnepej mpueMoM o4YepeqHou 103bl. B uccnenoBanuu no3a-3pQexT ¢ mapamienbHbIM
TU3afHOM HEOOXO0MMO TaKke 000CHOBATh BEIOpAHHBIN JHana3oH J03.

9.3. Bribop n3y4aeMoii momyssiuu.

9.3.1. Kpurepuu BrirodeHus. B otuere mOMKHBI OBITH OMUCAHBI MOMYJISIITUS TAIUEHTOB 1
KpUTEepUd OTOOpa, UCHOIb3yeMble [UIsl BKIIOUEHHUS TMAIMEHTOB B HCCIEAOBaHUE, U
MpOaHaIM3UPOBaHa MPUTOTHOCTh M30pAaHHOW MOMYJISLMM JJs 1esel uccienoBanus. J{omKHbI
OBITh TIPEICTABIICHB KOHKPETHBIC HCIOJIb3YEeMbIe IHATHOCTHUYECKHUE KPUTEPUHU, a TaKKe
KOHKpETHBIC TpeOOBaHUsA K 3a00JIeBaHUIO (HAMpUMEp, OIpPEICICHHAs CTENEHb TSKECTH H
MPOJOJKUTENLHOCTh  3a00JIeBaHUsA, pPE3yJbTaThl aHAIM3a KOHKPETHBIX JabOopaTOpHBIX
MOKa3aTeNle WM PEHTUHTOBOM IIKAJbI, (PU3HKATHLHOTO 00CIe0BaHMUs, OCOOCHHOCTH aHaAMHE3a
(Heymaua WM ycmeX MpeAbIAyIIed Tepanvy) WK APYyTryue MOTCHIMAIbHBIC MPOTHOCTHYECKUE
(hakTOphI 1 J1I0OBIE BO3PACTHBIE, MTOJIOBBIC UJIH dTHHYECKUE (aKTOPHI.

JIOJOKHBI  OBITH  ONMHCAaHBl KPUTEPUH OTOOpPAa W JHOOBIC JIOMOJHUTENBHBIE KpPUTEPUHU
pangomu3anuu (0TOOp MAIMEHTOB B TPYIITY C MPUMEHEHHWEM HCCIenyeMoro mpernapata). [Ipu
HAJIMYUU OCHOBAHUU IMOJNAraTh, YTO MPH MPOBEICHUH HMCCIEAOBAHUS OBUIM JTOTIOJHUTEIbHBIC
KpUTEpUU BKIIIOUEHUS B HEro, HE OINpe/esieHHbIe B MPOTOKOJIE HMCCIEI0BaHUS, JOJKHBI OBITH
00CyX/IeHbl UX BO3MOXKHbIE MOcieAcTBUs. Hampumep, ecii HEKOTOphIE UCCIIEAOBATENIM MOTIIN
UCKJTIOYaTh WM NEPEBOAUTD B IPYTHE UCCIETOBAHUS MAIUEHTOB, KOTOPbIE HMENH ONpe/ieNICHHbIE
3a00JIeBaHUs UM ONPEIEIICHHBIC NCXOTHBIC XapaKTEPUCTHKH.

9.3.2. Kpurepun HeBkmtoueHus. JlOKHBI OBITh yKa3aHbl KPUTEPHH JJII HEBKIIOUCHHS
MaryeHTa B UCCIICIOBAHNE Ha 3Tare 0TO0pa, a Tak:ke 000CHOBAHHE 3TUX KPUTEPUEB (HAIIpUMED,
C To3uIuil 0e30MacHOCTH, AaJMUHUCTPATUBHbIE NPUYUHBI WM HENPUTOJAHOCTb  JJIs
UCCIIeIOBaHMs). BiusHHEe KpUTEpHUEB HEBKIIOYCHHS HA BO3MOXHOCTh PAaCIpPOCTPAHCHUS
PE3yJIbTaTOB MCCIEAOBAHUS HA BCIO MOMYJIALHMIO B LIEJIOM JOJIKHBI OBITH MPOAHAIU3UPOBAHBI B
pasznene 13 ordera 00 MccieqOBaHUM (COTJIACHO pyOpHKAIMM Pa3/esioB OTYETa, yKa3aHHOH B
HACTOSIIIEH YacTW JOKyMEeHTa) Wi B o030pe Oe3omacHOCTH U A(H(PEKTHUBHOCTH MOAYJS 2
PETUCTPAIIMOHHOTO JIOChE Ha JICKAPCTBEHHBIN Mpemnapar.

9.3.3. Kpurepun UCKIIOYEHHS U3 KIMHUYECKON MM aHATUTUYECKOW YacTH UCCIEAOBAHUS.
JIOMKHBI OBITH OMMCAHBI 3aIJIAHUPOBAHHBIC IPUYMHBI UCKITIOUCHUS TAIIHCHTOB U3 TEPAIiH WIH
OCHOBHOTO HaOmtofieHus (IIpU HAJUYMU), a TAK)Ke OMHCAHBI XapakTep W MPOJOHKUTEIHLHOCTD
J000T0 3aIIaHUPOBAHHOTO MTOCIIEIYIOIIET0 HAOMIOACHUS JUTS TAHHBIX MMAIlUeHTOB.

9.4. Jleuenue.

9.4.1. Ha3znauenHoe neuyeHue. J[OIDKHBI OBITH OMUCAaHBI TOYHBIE METOJbl JICUCHUS WU
IUarHOCTHUYECKHUE CpPEICTBA, IPUMEHSEMble B KaXIOW TIpymme MalueHTOB U MEepUoie
WCCIJICTOBAHMS, B TOM YHCJIE CITIOCOOBI BBEJICHUS, 1036l U CXEMbI IPUMEHEHUSI.

9.4.2. Onmcanne wuccIeayeMoro Imnpemnapata. B oruere MOMKHBI OBITH TPUBEICHBI
CIICAYIOIINE CBEICHUS:

KpaTKO€ OINKMCAHHWE HCCIIeIyeMOoro mpenapara (3KCIEPUMEHTAIbLHOrO —Iperapara)
(mexapcTBeHHass (¢Gopma, H03UpoBKa, HoMep mapTum). Ecim wucmons3oBana He 1 cepus
HCCIIeTyeMOro npenapara (3KCepuMeHTaIbHOTOo Mpenapara), HallueHThl, IodyJaroniye npenapar
U3 KOKI0M NapTUH, TOIDKHBI ObITh HACHTU(UITUPOBAHbI B IpUiIokeHuu 16.1.6 k oTdyeTy (corimacHo
pyOpHKaIuu pa3/ieloB OTueTa, yKa3aHHON B HACTOSIIEH YacTH JOKYMEHTA);

WMCTOYHUK TIONly4eHHUsl Tutanebo W Tpemapara cpaBHeHuHs. Moaudukaius mpenapara
CpPaBHEHHUS OT UX OOBIYHOM KOMMepuecKoil (popMbl BBIITyCKa TOJKHA OBITH yKa3aHa B OTUETE, U
JOJKHBI OBITH TIPUBENICHBI MPEAIPUHATEIE MEPBI ISl 00eCIIEYeHHs TOro, YTOOBI B pe3yibTare
MoauUKaIUU OMOJIOTUYECKAsI IOCTYITHOCTh HE ObllIa N3MEHEHA;
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JIOTUCTHKA TIOCTAaBOK ISl JUIMTENBHBIX MCCIEAOBAaHUN, B KOTOPBIX MPUMEHSIOTCS
UCCIIeTyeMbIe TpenapaThl ¢ OrPaHUYCHHBIM CPOKOM TOJHOCTH WIIM HEMOJHBIMU JAHHBIMU O
crabunbHOCTU. CBEIeHUs 0 MPUMEHEHUH HCCIIEyEMBIX MPENapaToB MOCie UCTEUEHUsI CPOKa MX
TOJHOCTU U UJSHTU(UKAIUS MOJYYaBIINX MX IMAIMEHTOB, a TAK)XKE B CIIy4ae HATUYHS O0COOBIX
TpeOOBaHUHN K XPAHEHHUIO — 3TH TPEOOBAHUS K XPAHCHHUIO.

9.4.3. Meronpl pacmpenencHuss CyOBEKTOB WCCIENIOBaHUS 1O TpymmaMm. MeTomsl,
UCIIOJIb3YEMBbIE I paclpeiesieHus] CyObeKTOB MCCIIEJOBAHMS M0 TE€PareBTHUECKUM TpyIam,
HampuMep, IEHTPAIN30BAaHHOE pacmpeiesieHne, paclpeneicHue B paMKax OTICNbHBIX
MEAUIMHCKUX OpPTaHM3allui, aJanTUBHOE paclpeeieHne (pacipeesieHne Ha OCHOBaHUH paHee
MOJTy9E€HHOM OIIEHKHM WJIM OTBETA Ha JICYCHHE) TOJKHBI OBITh OTIMCAHBI B TEKCTE OTUYETA, BKITIOUAs
Mponeaypsl CTpaTU(PUKAMK WIM BBIOOpa pasMmepa OJIOKOB i paHmoMusanuu. JIroOwie
O0COOCHHOCTH pacIpe/IelICHHsI MAIIMEHTOB JIOJDKHBI ObITh MPOAHATU3UPOBAHBI B OTJEIBHON 9acTH
JAHHOTO pa3zesia OTYeTa.

[TonpoOHoe omucaHue METOJIa PaHIOMHU3AIIMHU, BKIIOUAs OMUCAHHE METOJA BBIMOJTHECHHUS,
JOJDKHO OBITH MPUBEJIEHO C YKA3aHWEM CChUIOK Ha UCTOYHUKU B MpHIOKeHUH 16.1.7 k oTueTy
(cormacHo pyOpHKalMu pas3fesioB OTYeTa, YKa3aHHOW B HACTOSIICH YacTh JOKyMeHTa) (Tpu
HeoOxoaumocTH). Tabmuma, coaepramias KOJbI PaHIOMHU3AINHN, WICHTH(DUKAIMOHHBIA KO
MaryeHTa B HMCCIEIOBAaHWM W HA3HAYCHHOE JIEYCHHE, TAKXKE JOJDKHA OBITh TpPECTaBlIICHA B
MPWIOKEHHH. B MHOroLeHTpOBOM HcclenoBaHMM HWHGOpMalus B OTYETE [OJDKHA OBITh
MPEeIOCTaBlieHa IO IEHTpaM B OTAEIbHOCTU. JIOMKEH OBITh MOSICHEH METOJ| CIIy4ailHOTO
reHepUPOBAHUS HOMEPOB.

Jl7is uiccrneoBaHul C PETPOCTIEKTHBHBIM KOHTPOJIEM BaKHO OOBSCHUTH, KAKUM 00pa3oM
OblT BBIOpAaH KOHKPETHBIM KOHTPOJb, KaKOH allbTePHATUBHBIA PETPOCIECKTUBHBIA KOHTPOJIb
paccmarpuBacs (IpU HATHYKHN) U KaK MTOJIyYeHHBIE PE3yIbTaThl CPABHUBAIIUCH C UCIIOJIb3YEMbIM
KOHTPOJIEM.

9.4.4. Beibop m03 ans wu3ydeHus. Jlo3pl WM JAMana3oHbl 703, HCIOJIb3yeMble B
UCCIIEIOBaHHUH, JOJDKHBI OBITh NMPUBEICHBI 110 BCEM BUAAM Tepalluu U JOJKHO OBITH OMUCAHO
OCHOBaHWE IJIs WX BBIOOpa (HAMpUMEp, JAHHBIE O TMPEIIICCTBYIONIEM OMNBITC Yy JIOACH U
KUBOTHBIX).

9.4.5. Beibop 103, BpeMEHU M HHTEpBaJa MpHeMa MpermapaTa Ui KaXIOTOo MalleHTa.
HeoOxonumo omucate mnpouenypy mnomdopa A03bl HCCIEIyeMOoro Mpernapara M Ipernapara
CpaBHEHUS (AaKTUBHOTO KOHTPOJS) M KaXJOro TMalueHTa. Takue Nponeaypsl MOTYT
3aKJII0YaThCsid KaK B IPOCTOM CilIy4dailHOM BbIOOpe (UKCUPOBAHHOM 03B WM pEeXHUMa
J03UPOBaHUS, TaK M B 0COOOM IO00PE /103bI WIIK MOAPOOHO pazpaboTaHHOM MeXaHH3Me 0TOopa,
OCHOBAaHHOM Ha WHAMBHUAYyaJIbHON peaklMM MalueHTa, HAIpUMep, €CIU TMOBBIINICHUE 03bl
MIPOUCXOIUT BIUIOTH /IO MAKCUMAIBHOH MTEPEHOCUMO 10351 WIIH OTIPEIeTICHHOTO pe3ynbrara. [Tpu
HaJIMYUU TAKTUKW CHIDKEHHUS JTO03bI €€ TaK)Ke He0OX0JUMO OIUCATbh.

Cpoku o3upoBaHus (BpeMsi CYTOK M HHTEPBAI) M COOTHOIIIEHUE TI03UPOBAHHUS C IIPUEMaMHU
MUIIN JOJKHBI ObITh OMMCAHBI, U, €CJIM OHU He ObUIM yKa3aHbl B IPOTOKOJIE, 3TO JOJKHO OBITH
OTMEYEHO B 0TUeTe 0c000.

JIoKHBI OBITH OMUCAHBI JIIOObIE KOHKPETHbIE MHCTPYKUUU ISl TAIIMEHTOB O BPEMEHHU U
criocobe mprema 035l

9.4.6. MackupoBka JaHHBIX («ciemoi» wmertom) (mpu Hamuuuu). JIOMKHO  OBITH
MPEIOCTABIIEHO OMUCAHNE KOHKPETHBIX MPOIENyp, HCIOIb3YEMbIX IS MACKHUPOBKU JAHHBIX
(Hanpumep, cnocod MapKHUpPOBaHUS YIAKOBOK, HCIOJIB30BaHNE 3TUKETOK, KOTOPbIE PACKPHIBAIOT
KOJIbl MACKHPOBKH, 3all€YaTaHHbIX MepeuHell KOJ0B (KOHBEPTOB), TEXHUKH IBOWHOW UMUTAIUN ).
B Tom uucne n0mKHBI OBITH OMHMCAaHBI 0OCTOSTENBCTBA, MPU KOTOPBIX TOMYCKaIOCh HapyIIeHHE
MAacCKHUPOBAHMsSI OJJHOTO WMJIM BCEX MAIMEHTOB (HANPHUMEp, B CIlydae CepPhe3HBIX HEXKeNaTebHbBIX
SIBIIGHUI ), UCTIOJIb3yEMbIE MIPU ATOM IMPOLEAYPHl, a TAKXKE MEPEUYEHb JIUL, UMEIOLIUX JOCTYI K
KOJaM TalueHToB. Ecnu wucciaenoBaHuE MMO3BOJSUIO OTACIBHBIM HCCIEAOBATEISIM  OBITh
MH(OOPMHUPOBAHHBIMU O Kypce MPOBOAMMOIO JIedeHHs (Hampumep, MJis BO3MOKHOCTH
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CKOPPEKTUPOBATH PEKUM MPUMEHEHUS Ipernapara), He00X0AUMO OOBSICHUTD POLEAYPY 3aLIUTHI
JOPYTHUX UCCIIEAO0BATENeH OT paCKPBITUS WH(DOPMALIUH.

JIOKHBI OBITH ONMUCAHBI MEPhI, MPUHATHIE AJI1 O0ECIeUeHUs] TOro, YTOObl HCCIeayeMbIi
mpemapaTr U Iuianedo ObUTM HEOTIMYUMBI, U MPUBEACHBI JI0KA3aTeIbCTBA TOTO, YTO OHU OBLIH
HEpa3IMYUMBI [0 BHEIIHEMY BHIY, (popme, 3amaxy u BKycy. JI0MKHBI OBITH OMUCAHBI MEPHI IO
MPEIOTBPALICHUIO HAPYIIICHHSI MACKUPOBKH JAHHBIX UCCIICIOBAHUS HA OCHOBAHUHU Ta00PATOPHBIX
u3Mepenuil (mpu Hanuuuu). [Ipy HaMMYUM KOMUTETa MO MOHUTOPUHTY JaHHBIX C JOCTYIIOM K
HEMACKHPOBAHHBIM JIaHHBIM JIOJDKHBI  OBITh  OMUCAHBI MPOLEAYPHI, OOECIeUnBaOIINE
nojajep>kaHue oOIell MaCKUpOBKU HccliefoBaHUA. Takke J0oKHA ObITh MOSICHEHA Mpoleaypa
MOIep>KaHUsI MAaCKUPOBKH BO BPEMSI TIPOBEACHHUSI POMEKYTOYHBIX aHATH30B.

Heo0xoaumMo 00bACHUTS, TOUYEMY ISl CHUKEHHS CyObEKTUBHOCTH OCJIETIIICHUS] HEKOTOPBIX
WIM BceX HaOMoIeHU He TpeOoBajIoCh, HaNpUMep, HCIOJIb30BaHHE CPUTrMOMaHOMETpa CO
ciydailHeIM ~ HysneMm  (random-zero) —  yCTpaHS€T  BO3MOXHYIO  HCCIIEIOBATEIIbCKYIO
CyOBEKTUBHOCTh TIPU HHTEPIPETAIMU BEIMYMHBI apTEPHATLHOTO MJaBIICHUS, a JICHTHI,
MOJIyYeHHbIE TIPU  XOJITEPOBCKOM MOHUTOPUPOBAHUH, 3a4acTyl0 pacuIn(poBHIBAIOTCS
ABTOMATUYECKH, YTO, TNPEANOJNOXKUTEIBHO, TMO3BOJSET U30ekaTh  HCCIENOBATEIbCKON
cyObekTuBHOCTH. Ecnm ocnersenre ObUIO JKeTaeMbIM, HO HEBO3MOXKHBIM, HEOOXOAMMO
OOBSICHUTH MPUYHUHBI OTKa3a OT €r0 BBITIOJHEHHS U PACCMOTPETh MOCIEACTBUS. B HEKOTOpHIX
Clly4asix OCJICIJICHHE MPOBOJUTCS, HO 3apaHee U3BECTHO O €ro HECOBEPILIEHCTBE BCJEICTBUE
OUYEBUIHBIX JICKAPCTBEHHBIX PEAKIUI MO0 MEHBIIEH Mepe y YacTh MAlUeHTOB (CyXOCTh BO PTY,
Opaaukapaus, INXopajaKa, peakiii B MECTE BBEICHUSI, U3BMEHEHHUE JJaO0OpaTOPHBIX [TOKa3aTesei).
Takoro poma mpoOieMbl WM MOTEHIUATBHBIC 3aTPYJHEHUS HEOOXOAMMO 3apaHee BBISIBUTH U
OMHCaTh, MPEANPUHUMANINCH JIU TOMBITKY OLUEHUTh WX BEJIMYMHY WU PEIIUTh UX (Hampumep,
HEKOTOpBhIE M3MEPEHUS MOTJIA TMPOBOAWTHCS JHUIIAMH, KOTOPhIE HE WMENN TMpaB PacKpbIBATh
OCJICTIJICHHE).

9.4.7. llpenumiecTBytomiasi U COMyTCTBYyIomas Tepamus. J[OJDKHO OBITH OMUCAHO, KakKue
mpernapaTsl WM TPOLEAypbl ObUIM pa3pelieHbl A0 W BO BpeMsl HCCIENOBAaHMS, OBbLIO U
3apEruCTPUPOBAHO MX HCIIOJIB30BAHUE M KAKUM 00pa3oM, a TakxKe JI00bIe Ipyrue crenuduueckue
MpaBwjia W MPOUEAYPHl, CBSA3aHHBIC C PA3PEUICHHOW WM 3alpelieHHON COMyTCTBYIOIIEH
Tepanueil. JJoJKHO OBITH ONMKUCaHO, KaK pa3pelleHHast COMMyTCTBYIOMIAS TEPATUS MOXKET MOBJIHSTh
Ha pe3yNbTaT BCJIEACTBUE B3aUMOICHCTBUS Pa3HbIX MpErapaToB WK NPSIMOT0 UX BO3/IEHCTBUS HA
KOHEYHBIE TOYKM (OCHOBHBIC TIEPEMEHHBIC) HCCIICOBAHHUS U KaK MOTYT OBITh YCTaHOBIICHBI
He3aBHCUMBbIE 3(PPEKThI COMYTCTBYIOIICH U UCCIIETyEeMOI Tepanuu.

9.4.8. Mepsl 10 obecnieueHUI0 COOMIOACHHS pekuma JedeHus. JlOJDKHBI OBITh ONMHCAHBI
Mepbl, MpUHUMaeMble sl oOecriedeHHss U (UKcAlMM B JOKyMEHTaX COOJIOJEHUS pexuMa
Tepamnuy, HampuMep, ydYeT TpernaparoB, JHEBHHKHU IMAllUEHTOB, IIOKA3aTeIN COJACPIKAHUS
mpernapaTa B KpPOBHM, MOYE WM APYTUX KUJIKOCTSIX OpPraHuM3Ma WM MOHUTOPUHI JEWCTBUA
mpermapara.

9.5. Jlannbie 3¢ PpeKTUBHOCTH U OE30MTACHOCTH.

9.5.1. OuennBaemble mokazarenu 3QPeKTUBHOCTU U 0€30MaCHOCTH U OJI0K-cxema. JI0mKHBI
OBITH OIIEHEHBI KOHKpETHBhIC TMoKa3aTeau J(P(EKTUBHOCTH M O€30MacHOCTH U TPOBEACHBI
nabopatopHblie uccaenoBanus. [Ipu ’TOM JOKHEI OBITH YKa3aHbI PACIIMCAHHUE JHEH OI[CHKU 3TUX
nokasaresie (AHM TPOBEICHHS HCCIEIOBaHUS, BpeMsl CYTOK, CBSI3b C IMpUEMaMHM MWLM U
KPUTUYECKHE CPOKH OIICHKH IMOKa3aTelNel M0 OTHOIIECHUIO K IPUEeMY HCCIeIyeMOro mpernapara,
HaIrpuMep, HETIOCPEACTBEHHO Tepe] CASAYIONIEeH 10301, Yyepe3 2 Jaca mocie J103b1), METOAbI UX
U3MEpEeHUs, a TaKXKe JUIla, OTBETCTBCHHBIE 3a M3MepeHue. Eciam B cocraBe mepcoHaia,
BBITIOJTHSIOLIET0 KJIMHUYECKU 3HAYMMble U3MEPEHHUSI, TPOU30IILIN U3MEHEHUS, OHU JOJKHBI OBITh
YKa3aHBbl.

Yactory u Bpemsi m3MepeHHs Mokazareneii d3(hPexkTHBHOCTH W OE30MacHOCTH CIEAyeT
oToOpaxarh B rpaduueckoM BuUAE OJOK-CXeMbl (B COOTBETCTBHH C MpuiiokeHneM Ne4d k
[IpaBuiam). JIomkHBI OBITH YKa3aHbI HOMEPA U BpeMs BU3UTOB HJIM TOJIBKO BPEMS BU3UTOB (€CIIH
yKa3aHbl TOJKO HOMEpa BU3UTOB, IAHHBIC TPYTHO BOCIIPHHUMATH U UHTEPIIPETHPOBATH). Takxke
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ClleyeT yKa3aTh Bce CHelu(pUUecKre WHCTPYKLIUU Ui MAUEHTOB (HampuMep, UCIOJIb30BaHNe
UMU PYKOBOJICTB T10 MPUEMY M3YYaeMbIX MIPEMapaToOB WM UCTIOIb30BAHUE THEBHUKA).

Onpenenenus, UCHOIb3yeMble IS XapaKTEPUCTUKH MCXOOB HCCIENOBaHUS (HampUMep,
KpUTEpPUH OMpeACNiCHUsT BO3HUKHOBEHHUS OCTpPOro uHGapKTa MHOKapAa, YCTaHOBJICHUE
JoKanuzaluu  WH(papKTa, XapaKTepUCTUKAa  HUHCYJIbTa Kak  TPOMOOTHYECKOrOo  WJIHU
reMOPParudecKoro, pa3inyus MeKIy TPAH3UTOPHBIM HAPYIIIEHHEM MO3TOBOTO KPOBOOOpAIICHUS
Y UHCYJBTOM, YCTAaHOBJICHHWE NMPUYUHBI CMEPTH) JOJDKHBI OBITH MOAPOOHO 00BsACHEHBI. JIt0ObIe
METOJIbI, WCIOJB3yeMbIe IS CTaHAAPTU3AlMU WM CPAaBHEHUS PE3yJbTaTOB JIabOpaTOPHBIX
WCCIEA0OBaHUHN WM JAPYTUX KIMHMYECKHX m3MepeHuit (Hampumep, IKI', pertrenorpadudeckoe
UCCIICIOBAaHNE TPYJAHON KIETKH) TaKXKe JOJDKHBI OBITh OMHCAHBI. DTO OCOOEHHO BaXXHO B
MHOTOIICHTPOBBIX HCCIIEAOBAHUSIX.

Ecnmu momumo uccnenoBaTens OlEeHKY KIMHUYECKHX HMCXOJI0B OCYIIECTBIISUIM MHBIE JIUIA
(Hampumep, CIMOHCOP WJIM BHEUIHSS KOMHUCCHUSI olleHMBanu peHtreHorpamMmbl win OKIT wnum
OTIpEeACTISUIN HAIMYKE Yy MallieHTa UHCYIbTa, OCTPOTO MH(APKTA WM BHE3AITHOW CMEPTH ), TAKHX
JUI] HEoOXOJMMO SICHO YKa3aThb B oTdere. HeoOXonMMo MOMHOCTBIO OMUCATh MPOILERYpHI,
BKJTIOUAsl CTIOCOOBI TIOIIEPIKAHUS OCJICTIICHHS U IIEHTPAIM30BAHHOTO MPOBEICHUSI U3MEPEHUN U
MHTEPIIPETAMH UX PE3yJIbTaTOB.

JIOMKHBI  OBITH OINMUCAHBI CIOCOOBI TOJIYYCHHUS JAHHBIX O HEXKEJIATEIbHBIX SIBICHUIX
(moOpoBOIEHOE COOOIIEHHE, 3allOTHEHHE AaHKET WM OINpOC), a TaKXKe HCIOIb30BaHHBIC
CHeIHalbHbIE PEUTHHIOBBIE IIKANBl W CICHUATBHO 3aIUIAHUPOBAHHBIC IOCIEIYIOIINE
MpOLEAYphl, HalpaBlIeHHbIE HAa YCTpPaHEHUE HEXKeJIaTeNbHbIX SBJICHHM, WM 3allllaHupOBAaHHAs
mpoleaypa mpoOHOTO BO30OHOBIICHHUS MTPHEMa MperapaTa.

JIoKHBI  OBITH  OMHUCAHBl BCE HCIHOJIB30BAHHBIE OLEHKM HEXKEIaTeNbHbIX SIBICHUN
UCCIIeIOBATENIeM, CIIOHCOPOM WJTM BHEIIHEW Tpynrol (Hampumep, OIEHKA MO CTETICHU TAKECTH
WM TI0 BEPOSTHOCTU TOTO, YTO HEXKEJIaTeIbHbIE SBJICHUS BHI3BAHbBI HCCIIEyEMbIM MPENApaToOM).
JIOTOKHBI YKa3bIBaThCSl KPUTEPUHM TAaKUX OLCHOK (MPU HAIMYUHU) U SCHO YKa3aHbl CTOPOHBI,
OTBETCTBEHHBIE 3a OIEHKY. Ecmu 3¢ dekTHBHOCT, MM 0€30mMacHOCTh OBLIM OLICHEHBI 110
KaTerOpuallbHOM, OalIbHOM MIKame U JAp., JOJDKHBI OBITh TPEJCTABICHBI KPUTEPHH,
WCIIONBb3yEMbIC I TPUCBOCHHS OaJUIOB (HAmpuMep, OINpejesieHre OalyioB Ha mikane). B
MHOTOIICHTPOBBIX HCCIICIOBAHUSX HEOOXOIMMO YyKa3aTh, KakkuM 00pa3oM METOAbl ObLIn
CTaH/IapTU3UPOBAHBI.

9.5.2. CootBerctBue u3MmepeHuidl. Ecim kakas-mubo u3 oneHok 3((EeKTHBHOCTH WM
0e30macHOCTH HE OblIa CTaHAApPTHOW, TO €CTh HE SBISAJIACh OOIICHPHHSATOW, MPU3HAHHO
HA/IKHOM, TOYHOW M 3HAYMMOH (crocoOHOW paznuuaTh 3((eKTUBHBIE M HEdPPEKTHBHBIC
mpemnapaTbl), €€ HaJeKHOCTb, TOYHOCTh M 3HAYUMOCTh JOJKHBI OBITH JTOKYMEHTaJIbHO
noaTBepkeHbl. CleTyeT onucaTh B JaHHOM pa3jielie 0T4eTa PACCMOTPEHHBIC, HO OTKJIOHEHHBIC
aJIbTEPHATHBBI.

Ecnu B kauecTBe KOHEYHOW TOYKH MCCIIECTOBAHMS UCIOIB30Baach CypporaTHas KOHeuHast
Touyka (1abopaTopHbIe MOKa3aHUs, (PU3MKAIBPHOE W3MEPEHHE WIIM TPU3HAK, HE SBIISIOIIMIACS
MPSIMBIM TIOKa3aTeNIeM KIMHUYECKOTO pe3yIbTaTa), 3T0 JOKHO OBITh 000CHOBAHO, HAIPUMED, CO
CCBUIKOM Ha KJIIMHUYECKHE JIaHHbIe, MyOJIMKAIlMH, PyKOBOJCTBA MJIM PEUICHHUS YIIOJTHOMOUYEHHBIX
OpraHoB.

9.5.3. [lepBuunbie mokazarenu 3¢ dextuBHOCTH. HeoOxomumo moapoOHO TepedrclInuTh
MEpPBUYHBIC TOKa3aTeld ¥ KOHEYHBbIE TOYKH, WCIOJB30BAaHHBIC JUJISI  YCTAaHOBJICHUS
s dextuBHOCTH. HecMOTpst HA TO YTO KJIHOUYEBBIE TIOKa3aTenu d(PPEKTUBHOCTA MOTYT Ka3aThCs
OUYEBUIHBIMU, NPU HATTMYUN MHOXKECTBA MEPEMEHHBIX WM MPU UX MHOTOKPATHOM U3MEPEHHH B
MIPOTOKOJIE HEOOXOIMMO yKa3aTh NMEepPBUYHBIC TTOKa3aTenu 3G (HEKTUBHOCTH (¢ 000CHOBAaHUEM HX
BBIOOpA) WM OMpEAENTUTh HAOOp 3HAYMMBIX TapaMETPOB WU APYTOd METOJ] TPYyHIHUPOBKH
nH(pOpMaLIUK, KOTOPBIA MOXHO HHTEpPIPETHPOBaTh Kak MokazaTelb 3¢dekTuBHOCcTH. Ecnu
MEePBUYHBIC TIOKA3aTeNM B MPOTOKOJIE HE yKa3aHbl, B OTYETe OO0 HUCCIICTOBAHUH HEOOXOIMMO
MPEACTaBUTh OOBSICHEHUS, KaK ATH KIIOYEBBIC IMOKa3aTelIM ObLIM OTOOpaHbl (Hampumep, Ha
OCHOBaHUU IyONUKAIM{, PYKOBOJACTB WJIM PEHICHUN YMOJIHOMOYEHHBIX OPTaHOB) U KOT/Ia OHU
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OBLITM BBISIBJICHBI (10 WJIM TIOCTIE 3aBEPIICHUS UCCIICIOBAHUS U CHITHS ocieruienns ). Heooxoaumo
yKa3aTh, ObLT JIU MTOPOT 3(PPEKTUBHOCTH ONHUCAH B MIPOTOKOJIE.

9.5.4. IsmepeHne KOHIIEHTpaluu JekapcTBa. JIroOble u3MepsieMble KOHIIEHTPAIMH
mpermapara, a TakKe BpeMs | TIepruoIbl 0T00pa 00pa3iioB MO OTHOIIEHUIO KO BpEMEHU TPUMEHECHUS
mpenapara J0/DKHBI ObITh omucaHbl. JIto0as cBsI3b MPUMEHEHHS Tpenapara u oToopa mpod ¢
MpUeMaMH THIH, TOJOKCHHEM Tela W BO3MOXHBIM 3(P(EeKTOM TpHeMa COIyTCTBYIOIIETO
nekapcTBa (ankorois, kKodenHa, HUKOTHHA) TakKe JOKHA OBITh ykaszaHa. JloMDKHBI OBITh
OIMCaHbI BUJI OMOJIOTHYECKOTo 00pasia, 0opaboTka 00pas3IoB U METOA U3MEPEHUS CO CCHUIKOU
Ha OnyOJMKOBaHHYIO M (WJIM) BHYTPEHHIOI BAJTUIAIIMOHHYIO JOKYMEHTAIMIO MO MPOIenype
WCCIICIOBAHMS ISl XapaKTEPUCTUKH METOJIOJIOTUYECKUX ocoOeHHocTel. Ecnm B oleHke
(apMaKOKMHETHKH Ba)XKHBIMH CUUTAIOTCA M Jpyrue QaxTopsl (HampuMep, pacTBOPUMbIE
[UPKYIUPYIONIUE PEIENTOPHI, PYHKIINS OYEK WK MIEYEHH ), CPOKH U TUIAHBI IO U3MEPEHHIO ITUX
(haKTOpPOB TaK)KE JOJKHBI OBITh YKA3aHBI.

9.6. Obecnieuenne KkadecTBa JaHHBIX. JIOKHBI OBITH KpaTKO OMMCAHBI CHUCTEMBI
o0ecrieueHrs KauecTBa U KOHTPOJIS KauecTBa, BHEJPEHHbIE 1Jisi 00ecledeH s KauyecTBa JaHHbIX.
Ecnmu Takuwe cucTeMbl HE HUCHOIB30BAINCh, 3TO JODKHO OBITh yKazaHo. JlokymeHTamwsi 1o
MEXJ1a00paTOPHBIM METOJIaM CTaHJApPTH3allMM W TpoIeaypaM oOecredeHusl KadecTBa (TpH
HAJIMYMM) JOJDKHA OBITh TPEACTaBICHAa B COOTBETCTBHM ¢ mpuioxenueM 16.1.10 k oruery
(cormacHo pyOpuKaIiu pa3aesioB 0TYETa, YKa3aHHOW B HACTOSIICH YacTH JJOKYMEHTA).

JlroObie Mephl, IPUHATHIE B MCCIEAOBATEILCKOM LIEHTPE WM IIEHTPATN30BAHHO B IEJSIX
o0ecrnieueHurs UCIOIb30BaHUs CTAaHAAPTHOW TEPMUHOJIOTUU U cOOpA TOYHBIX, TOCIEI0BATEIbHBIX,
MOJIHBIX W JIOCTOBEPHBIX JIaHHBIX, HANpUMEp TPEHUHTH, MOHUTOPUHT HCCIeI0BaTEIeH
MEPCOHANIOM CIIOHCOPA HCCIEN0BaHUs, MHCTPYKTUPYIOIIUE PYKOBOJCTBA, MPOBEpPKa TaHHBIX,
MEPEKPECTHBIE TPOBEPKH, HCIOJB30BAHUE LEHTPATBLHOW JAabopaTopuu [Uisl MPOBEACHUS
OTJIETFHBIX AaHAM30B, IEeHTpanu3oBaHHas pacmudpoBka DKI' mnm ayauropckas mpoBepka
JAHHBIX, JTOJDKHBI OBITH omucaHbl. CIemnyeT OTMETHTh, MPOBOIWINCH JTH KOH(PEPEHIUU s
uccienoBareneii, Wil NPUHUMAIUCh JIM Jpyrue IIard JUisl MOATOTOBKM HCCIIe[oBaTeneil u
CTaH/IapTH3AI[UU PaOOTHI.

Ecnu cnoHcop wucnonp30Bai MOpoLEAYpbl HE3aBUCHUMOW BHYTPEHHEH WM BHEIIHEH
ayJIMTOPCKOM MPOBEPOK, ITO CIEAYET yKa3aTh B JAHHOM pa3felie OTYeTa U OMUCATh MOAPOOHO B
npuiokenuu 16.1.8 k otyeTy (cormacHo pyOpHKaIiy pa3eioB OTYeTa, YKa3aHHOW B HACTOSIICH
4acTH JOKYMEHTa). B yKa3aHHOM NpPUIIOKEHUH OJKHBI OBITh TPEJCTABICHBI CEPTH(PUKATHI
aynuta (Ipu HAJIHYWHN).

9.7. llpenycMOTpeHHBIE TPOTOKOJIOM CTATUCTUYECKHE METOIBI U OMpEIeICHHe pa3Mmepa
BBIOOPKH.

9.7.1. CraTucTrueckuil TUTaH U TUIaH aHalu3a. B poToKoJe MccnenoBaHus AOKEH ObITh
OIMCAaH IJIaH CTATUCTUYECKOrO aHajdn3a U BCE €ro M3MEHEHHMs], IPOU3BEACHHBIE 10 MOTyYeHUs
JaHHBIX 00 wmcxonax. B Hacrosmem pasgene oTdeTa HEOOXOAMMO TOAPOOHO OMHCATh
3arJIaHUPOBAHHBIE COTJIACHO MPOTOKOY MCCIIEIOBAHMS, HO HE PEaJIbHO BBIIIOJIHEHHbIE aHATTU3bI,
CpPaBHEHUS M CTAaTUCTHUYECKHE TecThl. HeoOxomumo yka3aTh, MPOBOAUIUCH JIM H3MEPEHUs
KJIIOUEBBIX [TOKa3aresei Oonee 1 pasza, nepeurciuTh KOHKPETHBIE U3MEPEHHS (HapuMep, cpeiHee
3HAYEHUE HECKOJIbKUX M3MEPECHHI B TEUCHHE BCETO HCCIEAOBAHUS, 3HAUCHUS B ONpEeIICHHBIC
BpPEMEHHBIE TOUKH, 3HAUECHHUS JIJIS 3aBEPIIMBIINX UCCIIEOBaHNE CYObEKTOB HJIM 3HAUEHUS B KOHIIE
Teparnuu), 3arIaHuPOBAaHHBIC KaK OCHOBA JJII CPABHEHHUI MEXIy HCCIEAYEMBbIM MPENnapaToM H
KoHTposeM. CXolHbIM 00pa3oM mpu Hanuyuu Oosiee 1 aHANMTUYECKOTO MOAXO0/a, HApUMEp,
W3MEHEHHE OT MCXOJHOTO 3HAYCHWs, aHAJIM3 HAKJIOHA KPHUBBIX, aHAW3 TaOJIUI] CMEPTHOCTH,
HE0O0XoauMO 0003HAYUThH 3allJIAHUPOBAHHBIM TOnXx01. Takke HEOOXOAMMO yKa3aTh, ObuIa JIH
MPEeIyCMOTPEHA B paMKax MEPBUYHOIO aHAIM3A ITOMPAaBKa Ha KOBAPUATHI.

HeoOxoaumo onucate, ObUIH JIM 3aIUIAHUPOBAHBI OCHOBAHUS JIJISl MCKITIOYEHHS U3 aHaIu3a
MalMeHTOB C CcOOpaHHBIMU JaHHBIMHA. HeoOxomuMo ykaszath, ObUIM T MPEIyCMOTPEHBI
MOATPYNIBL, YbH PE3yJIbTaThl aHAIM3UPOBANIMCH OTAENbHO. Eciu mpu ananmmusze pe3yiabTaToB
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UCIOJIb30BAJMCh KaTEropuabHble Kbl (I7100aJbHbIE OLIEHOYHBIE IIKAbI, CTEIIEHHU TSKECTH,
pe3yIbTaThl ONPEACTICHHON BETHUNHBI), UX HEOOXO0AUMO YETKO OINPEICIIUTh.

Heo6xomumo onucath 3ariaHupOBaHHBI MOHUTOPHUHT PE3yJIbTaTOB UccieaoBanuii. Eciau
UCCIIEIOBAaHHEM OBIJIO TMPEAYCMOTPEHO YYacTHe KOMHUTETa II0 MOHHMTOPUHIY JaHHBIX,
MOJIKOHTPOJIBHOTO MJIM HEMOJKOHTPOJBHOIO CIOHCOPY, HEOOXOJUMO OIUCaTh €ro COCTaB U
OTIEPALMOHHBIE TPOLEAYPHI, & TAKXKE MPOIEAYpPhl, 00ECIICUNBAIOLINE COXPAHEHHE OCIIEIIICHUS
uccinenoBanus. Heo6xonumo omnucaTh 4acToTy M CYTh 3aIVIAaHMPOBAHHOIO IMPOMEXYTOYHOTO
aHaJM3a, yKa3aTh BCE 3apaHee yCTAHOBJICHHBIE B MPOTOKOJIE MCCIIEAOBAHMS OOCTOSTEILCTBA, B
CHJIy KOTOPBIX HCCIIEIOBaHHE JIOJDKHO OBITh NMPEKPALIEHO, a TAK)KE yKa3aTh BCE BHOCHUMBIE IO
pe3ysibTaTaM IpOMEKYTOUHOIO aHaJIN3a CTATUCTUYECKUE KOPPEKTUBEI.

9.7.2. Onpenenenne pasmepa BbIOOpKH. HeoOXoaumMo NpencTaBUTh 3alljIlaHUPOBAHHBIN
pasMep BBIOODKHM M CIOCOO €ro BBIYHMCICHMSA, HANPUMEP, CTATUCTHUECKUE pacyeTbl WM
IpakTHyeckre orpaHuueHus. Hapsany ¢ meromamm pacuera pasmepa BbIOOPKH HEOOXOAMMO
IPeCTaBUTH 000CHOBaHME PAaCUETOB WM CCBUTKU Ha Takoe o0ocHoBaHNe. HeoOxoauMo npuBecTH
OLIEHKHU, UCIOJb30BAHHBIE B pacyerax, U OObSACHEHMs, KaK 3TU OLICHKM ObLIM MOJy4yeHbl. B
HCCIIEIOBAaHMAX, HAIpPAaBJIEHHBIX Ha IOATBEPXKACHUE PA3JIMUUIl MEXIY METOJaMH JICUEHMS,
HE00XOMMO OTOBOPHUTH BEIMUYUHY BBIABIAEMON pa3HULBL. B nccienoBaHusIX ¢ MON0XKUTEIbHBIM
KOHTPOJIEM, HAIIPABJICHHBIX HA MOJTBEPXKIEHUE HE MEHbIIEeH 3()()EeKTUBHOCTH IO CPABHEHUIO CO
CTaHJAPTHOM Tepamnuel, onpeaesieHue pa3Mepa BbIOOPKH JOJKHO BKIJIIOYATh PA3HUILY MEXIY
CpPaBHUBAaCMbIMH METOJAMH, KOTOpasi CUUTAETCS HENpHUEeMIIEMO OOJBIIOM W MOXKET ObITh
UCKJIIOYEHA B paMKax 3aIUIAHUPOBAHHOIO UCCIICOBAHHUS.

9.8. 3meHeHus B X0/1€ IPOBEACHUSI UCCIIEI0BAHUS WIN B 3aIJIAHUPOBAHHOM aHAJIM3E.

JIro6oe u3MeHeHue B MPOBEACHUY HCCIIEI0OBAHNS WIN IUIAHUPYEMbIX aHAJIM30B (Hampumep,
UCKJIIOUYEHUE KaKOW-T100 U3 CPaBHUBAEMBIX TPYIII JICUCHHs], U3MEHEHUE KPUTEPUEB BKIIIOUCHHS
WIH 03Bl IIpernapara, KOppeKTUPOBKa pa3Mepa BBIOOPKH U JIp.), UMEBIIEE MECTO IOC/IE Hayaia
MCCIIEIOBaHMs, JOJDKHO OBITH ONMMCaHO. BpeMmsi M NpUYMHBI TaKUX W3MEHEHWH, MPOLEAYpHI,
UCIOJIb3y€EMBIEC [UIsl NPUHATUSA PEIICHUS O BHEAPEHUM M3MEHEHUH, JIMLA WIA TPYIIBl JIUL,
OTBETCTBEHHBIE 3a U3MEHEHHUS, XapaKTep U COJEP/KaHNUE UMEIOIIMXCS aHHBIX U MEPEUYEHb JIUIL,
KOTOPBIM OHM OBUIM JAOCTYIHBI Ha JaTy BHEAPEHUsI U3MEHEHHMS, TAK)KE JIOJKHBI OBITh OIMCAHBI
BHE 3aBHCHMOCTHU OT TOTO, OBIJIO JIN U3MEHEHHUE 33JJOKYMEHTHPOBAHO B KauecTBe O(PUIIHMATBHOM
MIONIPABKU K MPOTOKOJY WM HET (B JaHHBIM pa3fen He clelyeT BKJIHYaTh U3MEHEHHUS B YacTH
KaJpOBBIX MEPECTAHOBOK U perieHuil). JIioOble BO3MOXKHBIE MOCIEACTBUS U3MEHEHUI B YacTH
MHTEPIpPETAllUd PE3yJbTaTOB HMCCIENOBAHUSA JIOJKHBI OBITh KPATKO ONHCaHbl B HACTOALIEM
paszznene u 6osee MoAPOOHO B APYTHX COOTBETCTBYIOIIUX pa3lenax oTueTa. B kaxmom paszene
oT4yeTa JOJKHO OBITh IPOBEAECHO YETKOE pasIuyhe MEeXAy YCIOBUSAMH (IIpoLeaypamu),
3aIlJIAHUPOBAHHBIMU B MPOTOKOJIE U B MOIpPaBKax WIN JONONHEHUAX. CuuTaercs, 4To B LEIOM
WU3MEHEHH B 3aIUIAHMPOBAHHBIX aHAJIN3aX JAHHBIX, BBEICHHBIEC 10 PACKPBITHS MaCKUPOBAHHBIX
TAHHBIX, HE3HAYUTEIbHO BIMAIOT HA MHTEPIPETALHUIO Pe3yJbTaToOB HccienoBaHus. OcoOEHHO
BaXXHO, YTOOBI BpeMsl BHEJPEHUS U3MEHEHUH ObUIO YETKO YKa3aHO 110 OTHOUIEHHIO K BPEMEHH
PacKpbITUSI MACKUPOBAHHBIX JaHHBIX U MTOJIyYE€HUSI UTOTOBBIX PE3yJIbTATOB.

10. Madopmarms o cyObeKTax UCCIeIOBAHUS

10.1. Pactipenenenue cyOBbEKTOB IO IpyTIIaM.

Cnenyer mpoBecTH MOAPOOHBIH M TOHSTHBIA Y4eT BCEX IMAIEHTOB, KOTOPBIC NMPHHSIN
y4acTHe B UCCIICOBAHUH, IPYU MOMOILH TpaUuecKoro Wir TaOJIMYHOTO MPEeACTABICHUS JaHHBIX
B TekcTe ordeTa. JIoKHO OBITh yKa3aHO KOJMYECTBO MAIMEHTOB, KOTOpBIE OBLTH
PaHIOMU3MPOBAHBI, BOLIUIA B MCCJIEIOBAHNE M 3aBEPIIMIN KaXKABIH €ro 3Tam (KaKIylo Helemto
(Mecsi) WcclenoBaHMA), a TAKKE NPUYMHBI BCEX MOCT-PaHAOMHM3ALMOHHBIX IPEKPALICHUH
JIeUEHHsI, CTPYIIUPOBAaHHbIE MO BUAY JICYEHUS M OCHOBHOH MpHYMHE (BBIOBITHE W3-TIOJ
HaOJTI0/ICHNS, HeXKeTIaTeNIbHbIC SIBJICHHS, HecOOMI0IeHNe pexknMa JiedeHus u ap.). Kpome toro, B
pszie ciydaeB HE0OXOAMMO YKa3aTh KOJIMYECTBO MAIMEHTOB, pacCMaTpUBaeMbIX (OTOOpAaHHBIX)
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JUIS BKJIFOUYEHHUS B UCCIIEIOBaHNE, U IPUBECTH aHAJINU3 MPUYMH UCKIIIOUEHHS MAllUeHTOB BO BpeMs
CKPUHHHTA, €CJIH 3TO MOXKET MOMOYb MPOSICHUTH OCHOBaHMS HAa0opa (aKTUYECKH MOTYICHHOH B
WCCIIEIOBAaHUM TIOMYJISLUMU TMallMeHTOB, NpuUMeHsonmx npenapar. Kak mpaBuio, Haunbonee
YIOOHBIM SIBIISIETCSI TPEACTAaBICHHWE [aHHBIX B BHUAE OJOK-CXeMbl (B COOTBETCTBHH C
npunoxxkenneM Ne 5 k IlpaBmmam). Takke D0MKHO OBITH SICHO YKa3aHO, HAOJMIOMAUCH JIH
NAIMeHThl B TEUEHHE BCEro CpOKa MHCCIEOBAaHUS, NaXe €CIM IPUEM MpernaparoB HMH
MpeKparancs.

B npunoxenun 16.2.1 x oTuety (coryiacHO pyOpHKalMy pa3JesioB OT4YeTa, yKa3aHHOU B
HACTOAIIEH YacTH JOKYMEHTa) TaK)Ke JOJDKEH ObITh MepevyeHb BCeX MalMeHTOB, MPEKPATHUBIINX
y4acTHe B MCCIIEJJOBAHUU IOCIIE UX BKIIOUYEHHUS B HETO, C Pa3/ICJICHUEM IO UCCIIEI0BATEIbCKUM
LEHTPaM U TPYIIaM JICYCHHUs], C YKa3aHUEM UACHTU(DHUKAIIMOHHOTO KOJa MallueHTa, KOHKPETHOU
MPUYMHBI MPEKPAIICHUS Y4acThs B MCCICIOBAHUU, MPOBOJAMMOrO JeueHUsl (JIeKapCTBEHHBIM
mpenapar ¥ 703a), COBOKYIIHOW TPUHATONW J03bI (€Clii TNPUMEHHMO), a TakKkKe
NPOJOIDKUTETBHOCTH JICUEHHsT 10 €ro npekpameHus. JlomKHO ObITh yKazaHo, ObUIM JIH
JIeMacKUPOBaHbI JaHHBIC JICUCHHUS MAllMEHTa Ha JaTy MPeKpaleHus] UM JiedeHusl. Takxke clieqyer
BKIIIOUUTH JIPYTYI0 HMHPOPMAIUIO, TaKyl0 KaK KpUTHYECKue aeMorpaduueckue TaHHBIC
(mampumep, BO3pacT, IoJI, paca), CONYTCTBYIOLIasl Tepanusi U OCHOBHbIE U3MEHEHHUS B COCTOSIHUU
NalyeHTa Ha JaTy MpekpamieHus jedeHus. OOpaser] yKa3aHHOTO IepedHsl MPeayCMOTPEH
npuiioxenneM Ne 6 k [TpaBusam.

10.2. OTkn0HEHUS OT IPOTOKOJIA.

JIomKHBI  OBITH OMHMCAHBI BCE BaXKHBIE (CYILIECTBEHHBIE) OTKJIOHEHHUS, CBSA3aHHBIE C
KpUTEPUSIMH BKJIIOUCHHSI WJIM HEBKJIFOYEHHUS B HCCIEAOBAaHUE, MPOBEICHUEM HCCIICOBAHMSI,
BEJICHUEM IallMeHTa WM OLIEHKOW €ro COCTOSIHHUSL.

B Tekcre oTdera OTKIOHEHHUS OT MPOTOKOJIA JOJDKHBI OBITh HAUIEKALIMM 00pa3zoMm
0000IIEHBI 10 HCCIIEOBATENIbCKUM IIEHTpaM U CTPYIIUPOBAHBI MO PA3JIUYHBIM KaTETOPUSM,
TaKUM Kak:

MAIUMEHThl, KOTOPhIE MPUHSUIM y4acTHE B UCCIIEIOBaHHUH, AK€ €CIU HE yIOBJIETBOPSIOT
KPUTEPUSIM BKITFOUCHUS;

MAlUMEeHThl, KOTOPbIE CTajJl COOTBETCTBOBAaTh KPHUTEPUSM MPEKpaALICHHUs ydacTus B
HCCIIEZIOBAaHUH BO BpEMsI €0 IPOBEICHUS, HO HE TIPEKPATUIIH €r0;

MaUEHThl, KOTOPbIE TOJYYHIN HEMPaBIWIbHOE JIEYEHHUE WM JI03Y MPEnapaToB;

MAIMEeHTHI, KOTOPbIE MOTYYHIN HEPa3pELICHHOE COMYTCTBYIOIIEE JICUEHHE.

B npunoxenun 16.2.2 x oruery (corjacHO pyOpHKaIlMu pa3/esioB OTUETa, YKa3aHHOW B
HACTOSIIEH YacTH JOKYMEHTA) IOJDKHBI OBITh MEPEUMCICHBl KOHKPETHBIC MAIUEHTHI C ITHMHU
OTKJIOHEHHSIMH OT MPOTOKOJIA C Pa3AeICHUEM I10 IIEHTPaM JJIi MHOTOLIEHTPOBBIX UCCIIEI0BAaHUM.

11. Ouenka 3¢ HeKTUBHOCTH

11.1. JlanHble, nopJiexalire aHaauszy.

HGOGXOI[I/IMO SICHO yKaBaTb, KaK1E€ MMCHHO ITaIIlMCHTHI 6I>I.HI/I BKJIFOUCHEBI B Kaﬁ(ﬂblﬁ aHaAJIn3
3¢ PeKTUBHOCTH, HATTPUMED, TTAIIUCHTHI, TOTYYUBIIIHE KaKOKH-ITHO0 M3 UCCIIeTyEMbIX MTPENapaTos,
ITaIITUCHTHI C KaKI/IMI/I-.HI/I6O JaHHBIMU 110 3(1)(1)GKTI/IBHOCTI/I N C OHpC,Z[GHGHHBIM MHUHHUMAJIBHBIM
KOJIMYECTBOM  HAOJIONCHWM,  TAIMEHTHI,  3aBEPIIMBIINE  KCCICIOBAaHUE,  IAI[MCHTHI,
HaOJI0AaBIINECS B ONPEICIICHHBIN POMEXKYTOK BPEMEHH, MAIUEHTHI C OIPE/IeICHHON CTENEHbIO
MPUBEPKEHHOCTH W Jp. HeoOXxommmo sCHO yKas3aTh, €CJIM 3TO HE OMKHCAaHO B TIPOTOKOJIE
UCCIIeIOBaHMs, KOra (10 OTHOUICHHIO K CHSTHIO OCJICIUICHHUs) M Kak ObUIM C(OPMHPOBAHBI
KPUTEPUU BKJIIOUEHHUS W HEBKIIIOUCHHS MPOAHAIM3UPOBAHHBIX COBOKYIMHOCTEH MaHHBIX. Ecim
HGpBH‘-IHBIﬁ aHaJInu3, HpGI[HaFaGMBIﬁ 3a4BUTCIICM, OCHOBAH Ha OFpaHI/I‘-IeHHOM KOJIMYCCTBEC
MaIMEeHTOB, HEOOXOAUMO TPEINPUHATH IMOMBITKY YCTaHOBIEHUS 3(PGEKTUBHOCTH C TOMOIIBIO
JOIMOJIHUTCIBbHOTO aHajin3a C HUCIIOJb30BAHHUECM JTAHHBIX BCEX paHI[OMI/I?)I/IpOBaHHBIX Nniin
BKJIFOYEHHBIX HHBIM 00pa30M MaIMEHTOB C JIIOOBIM 00HEMOM JTaHHBIX.
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B npunoxenun 16.2.3 x oruery (corjacHO pyOpHKaIlMu pa3/esioB OTUeTa, YKa3aHHOW B
HACTOSIIEH YacTH JOKYMEHTa) He0OXOAMMO TMPEICTaBUTh TaOJIMYHBIN CIIMCOK BCEX MAIEHTOB,
BU3WUTOB WM HAONIOJECHUHN, MCKIIOYEHHBIX M3 aHanmm3a 3(PGEeKTHBHOCTH (B COOTBETCTBHH C
npunoxenneM Ne 7 x [Ipasunam). Heo6xoaumo Takke B JMHAMUKE POAHATM3UPOBATH PUUYHUHBI
MCKJTIOYEHUS MallMeHTOB, BU3UTOB U HAOIIOACHUN BO BCeX IpyMIax Jie4eHUs (B COOTBETCTBUU C
npuioxkeHneM Ne 8 k IIpasunam).

11.2. JleMorpadudeckue u Apyrue HCXOAHBIC XapaKTEPUCTHKHU.

Heo0xonuMo mpeacTaBUTh TPYIMIOBBIE JaHHBIE 10 BAXHEUIIMM JAeMOrpadUYecKuM H
UCXOJHBIM XapaKTepUCTUKaM IMallMEHTOB, a TaKXke JApyrue (akTopbl, BO3HUKIIHNE B XOJE
HCCIIEI0BaHMsI, KOTOPBIE MOTJIX MOBJIMATH HA HCXObI MccienoBanus. B paznene 14.1 neo6xoanmo
MPEACTABUTH COMOCTABUMOCTb IPYIII JIEYEHHUS IO BCEM UMEIOIIMM 3HAYEHUE XapaKTepUCTUKAM C
UCTOJIb30BaHUEM TabmuIl U rpaduxoB. CHavasa HEOOXOUMO ONMUCATh JAaHHBIC NS MAI[UEHTOB,
BKJIFOYEHHBIX B IPYIIIIBI «BCE MALIMEHTHI C JAaHHBIMIY. Jlanee MOryT clie10BaTh JaHHbIE 110 IPYTUM
rpynmnaM, BKJIIOUEHHBIM B OCHOBHBIE aHAJIM3bl, TAKME KAaK AHAJIU3 «I10 NPOTOKOJY» U JPYTHE,
HampuMmep, TPYIIbl, OTOOpPaHHbIE 1O TPUBEPKEHHOCTH K JIEUYECHHUIO, COMYTCTBYIOLIEMY
3a00JeBaHNI0 (JICYCHHMIO) WM JAeMorpadudyeckuM (MCXOIHBIM) XapakTepucTukam. [lpu
UCIOJIb30BAaHUN TaKUX TPyHNH HEOOXOJUMO TMPEACTaBUTh JAaHHBIE MO JIOMOJHSIOUIMM UX
UCKJIIOUEHHBIM TIpyniaM. B MHOTOIEHTPOBBIX HCCIEIOBAaHUSAX COMNOCTABUMOCTh TPYII IO
BO3MO>XHOCTH HEOOXOAMMO OLIEHUTH KaK BHYTPU OJHOTO IIEHTPA, TAK U MEXAY LIECHTPaMHU.

Heo6xonumo npecTaBuTh AMarpaMmy, OTPaXKarollylo B3aUMOCBSI3b MEXTy Bceil BHIOOPKO
Y KaXJ0M aHATU3UPYEMOU IPyIIION.

Baxwueiine nepeMeHHbIe 3aBUCIT OT MPUPOJBI 3a00JeBaHUsS M TPeOOBAaHUI MPOTOKOJIA.
Kak mpaBuio, Kk TaKuM epeMeHHbIM OTHOCST:

neMorpaduueckue nepeMeHHbIe: BO3pacT, MoJ, paca;

(hakTOphI 3a00JICBAHMUS:

0co0ble KpUTEPUH BKIIOUEHHS (€CIIM OHM HE YHHU(DHIHMPOBAHBI), [UTUTEIBHOCTD, CTAIUS U
TSKECTh 3a00JIeBaHUSI U IPYTUE BUABI KIMHUYECKUX KJIacCU(UKALUN U TPYHNIUPOBOK, KOTOPHIE
4acTO UCNOIb3YIOTCS WIN UMEIOT IPOrHOCTHYECKYIO 3HAUMMOCTb;

HCXO/IHbIE 3HAYEHHs OCHOBHBIX KIMHMYECKUX W3MEPEHUM, INPOBEIECHHBIX B XOJE
UCCIIEIOBaHMS U IPUHATHIX B KAUECTBE BaXKHBIX I1OKa3aTeJIel IPOrHO3a WM OTBETA HA JICUEHUE;

CONyTCTBYIOIIME 3a00JieBaHMs B Hayajle WCCIENOBaHMUS, TaKUe Kak IOoYeyHas
HE/I0CTaTOYHOCTh, CaXapHbIN 1nabeT, ceplieuHas HeloCTaTOYHOCTD;

3HaYMMbIe 3a00JIeBaHUS B aHAMHE3E;

3Ha4YMMasl paHee MPOBOAMMAS Tepamnus 3a00JeBaHU, IS JICYEHUS! KOTOPOTO MPOBOIUTCS
HCCIIE0BAHMUE;

IIPOBOAMMAsI COITYTCTBYIOIIAs TEpAIus, JaXKe IPU U3MEHEHUH PEKHMMA I03UPOBAHUS B XOJ1€
HCCIEA0BAHMS, BKIIIOYAsi TOPMOHAJIBHYIO KOHTPALEILINIO WIA 3aMECTUTENIBHYI0 TOPMOHAIBHYIO
Tepanuio, NPeKpallieHHOE NI U3MEHEHHOE JICUEHUE BCIICCTBUE Hayala NCCIIEI0BaHUS;

uHbIe (PaKTOPBI, KOTOPBIE MOTYT MOBJIUATH HAa OTBET Ha JiedeHHE (HampuUMep, Macca Tena,
PEHMHOBBIN CTaTyC, COACP)KaHUE aHTUTEN, METaOOJIMYECKUI CTaTyC);

WHbIe, TMOTEHIMAIbHO 3HAuYMMble II€peMEHHble (HampuMmep, KypeHue, MoTpebieHne
aJIKOroJIs, 0cOObIe JHETHI), a TAKXKe Ul KEHIIHMH — MEHCTPYaJbHBIN CTAaTyC M JlaTa MOCIEIHUX
MEHCTpyaluii (eciau NpUMEHUMO, JJIsi JAHHOTO UCCIICIOBAHMUS).

B nononnenue k Tabnunam U rpagukam ¢ TaHHBIMH 110 YKa3aHHBIM UCXOTHBIM IIEPEMEHHBIM
B mpwioxeHnu 16.2.4 Kk oT4eTy (COIMVIACHO pyOpHMKAaIlMu pa3AelioB OT4YeTa, yKa3aHHOW B
HACTOSIIEH YacTH JOKyMEHTa) HeOOXOIUMO MPEJCTaBUTh TAaOIWYHbIC JAaHHBIE MO HMMEIOLINM
3HAYUMOCTb WHAMBUAYAIbHBIM JeMOTpapUiyecKUM M HCXOIHBIM XapaKTEepUCTHUKaM, BKIIIOYas
nabopaTopHbIe MOKa3aTeld M BCE COMYTCTBYIOIIME JIEKAPCTBEHHBIE MPENapaTrhl MO KakIOMY
PaHIOMU3UPOBAHHOMY MAIUEHTY (110 BUJAM JICYEHHUS, a AJI1 MHOTOLIEHTPOBBIX HCCIEI0BaHUN —
1o ueHrpam). HecMoTpss Ha TO YTO HEKOTOPHIE YIIOJIHOMOUYEHHBIE OpPIaHbl 3alPallMBaIOT BCE
UCXOJHbIE JaHHbIC B BUJE TaOJUI], B MPUIOKEHUH K OTUETYy 00 MCCIeIOBaHUU HEOOXOIMMO
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yKa3aTh TOJbKO CBE/ICHNUS, UMEIOIINE HauOOoIbIIyI0 3HAUUMOCTh (KaK MPaBUIIO, 3TO IEPEMEHHEIE,
IIEPEUUCIICHHBIE BBILIE).

11.3. 3mepeHue npuBEpKEHHOCTH JICUEHHUIO.

B npunoxenun 16.2.5 x oTuety (coryiacHO pyOpHKalMy pa3fesioB OT4YeTa, yKa3aHHOW B
HACTOSIIEH YacTH JOKYMEHTa) He0OX0AMMO 0000ITUTE, MPOaHATM3UPOBATH 0 TPYIIIaM JICUCHHS
¥ BPEMEHHBIM MHTEpPBaJaM U MPEICTaBUTh B TAOJIMYHOM BHUJE BCE M3MEPEHUS IPUBEPIKEHHOCTH
OTJENBbHOTO MalMeHTa K HCCIEIYyeMOMY pEeXHMY TEpalnud U ONpEeNeNieHUs KOHLEHTpaluu
JIEKapCTBEHHOI'O IIpernapaTa B KUAKOCTIX OpraHu3Ma.

11.4. PesynbTaTel onpenencHus 3GPEKTUBHOCTH U CBOJHBIC TAOIUIIBI WHIWBUIYJTBHBIX
CBEJICHUM O MallUCHTAaX.

11.4.1. Anamuz sddexruBHOCTH. HE0OX0AMMO CpaBHUTH BCE TPYMIIBI JICUYCHUS MO BCEM
BOXHBIM TOKa3aTeNsiM 3((EeKTUBHOCTH (M3yUEHHBIM IEPBHUYHBIM M BTOPHUYHBIM KOHEUHBIM
TOYKaMm, BceM (papMakoAMHAMMYECKUM KOHEYHBIM TOYKaM), a TakXKe IO OIEHKE OTHOIICHUS
IIOJIb3Bl K PUCKY JUISl KaXKIOTO MAallMEeHTa, €ClIM TaKoBas OCylllecTBislack. B HccienoBanusx,
HaIpaBJIEHHBIX Ha yCTaHOBJEeHHE 3(()EKTUBHOCTH, HEOOXOIUMO MPEACTaBUTh PE3yJbTaThl BCEX
3aIJIAHUPOBAHHBIX B IPOTOKOJE AHAIW30B M aHAJINW3a, BKIIOYAIOLIETO BCEX NAIlMEHTOB C
UCCIIeyeMbIMU JaHHBIMU. B aHanu3e HEoOXOAMMO OTpa3uTh BEIUYMHY (TOYEYHas OILIEHKA)
pa3Inuuil MEXAy TPYyIIIaMU JICUEHUs], CBA3aHHBIN C HEH JOBEPUTEIbHBIN UHTEPBAII U PE3YJIbTAThI
TECTUPOBAHUS THIIOTE3bI, €CJIM TaKOBasl BbIIBUranach.

AHanu3bl, OCHOBaHHbIC Ha HETPEPBIBHBIX (HAIIPUMED, CpeiHee apTepUaIbHOE JaBICHUE U
OalT Mo IIKaje JEeMpecCMr) W KaTerOpUaNIbHBIX IEPEMEHHBIX (HAmpuMmep, KyNMHpPOBaHUE
UHQEKIUN), MOTYT OBITh OJMHAKOBO mpuemiembl. Kak mpaBuio, o0a M3 HUX HEOOXOAMMO
MPe/ICTaBUTh, €CIIH OHU IJIAHUPOBAJIKNCH U 110 HUM UMEIOTCSI AOCTYTHbIE JaHHble. Eciu kaTeropun
ObuIM pa3paboTaHbl BIEpPBBIE (TO €CTh HE BKIIIOYEHBI B CTATUCTHUYECKHUH IIaH), HEOOXOIUMO
OOBSICHUTH MPEINOCHUIKM MX co3AaHus. Jlake eciv OCHOBHOE BHHUMAaHUE YJEsieTcsl OQHOU
NEPEMEHHON (HampuMep, B UCCIICAOBAaHUH 0 apTEPUATIHLHOMY JAaBICHHIO TAKOBOW MOXET OBITH
BEJIMYMHA apTepUANbHOIO JaBJICHHUS B TOJOXKEHUM <JIeKa Ha CIUHE» Ha HEHelle «X»),
HEOOXOMMO IO MEHBIIEH Mepe KpaTKO OLEHUTh M JPyrue BaKHbIE MapameTpsl (Harpumep,
apTepHalibHOE JaBJICHHUE B TMOJOKEHUU «CTOSD» M B APYTUX BpPEMEHHBIX Toukax). K ToMy ke mo
BO3MOYKHOCTH HEOOXOAMMO ONHCaTh JIMHAMHMKY OTBETa Ha JieueHHWEe BO BpeMeHH. /[l
MHOTOIICHTPOBBIX HUCCIIEIOBAaHHUM B LIESAX MPEACTaBICHUS ICHOM KapTHUHBI aHAIHM3a M0 KaXaA0My
LEHTPY, OCOOCHHO KPYITHOMY, B OTHOIIEHUH BA)XXKHBIX IEPEMEHHBIX HEOOXOAUMO MPEACTABUTH
JAHHBIC W PE3YyJIbTaThl aHAJIM3a TI0 KaXXI0MY IIEHTPY (TIpH HEOOXOIUMOCTH).

Ecnu BakHble M3MEpEHUS] WM OLIGHKH HCXOJI0B 3((EKTUBHOCTH MM O€30MacHOCTH
OCYIIECTBIISUTHCH O0JIee YeM OJTHOM CTOPOHOH (HampuMep, UCCIIeJ0BATENb U KOMUCCHS SKCIIEPTOB
MOTJIA CJIeNaTh 3aKII0YEHHEe O HAIMYMM WIM OTCYTCTBHM Yy THAalMEHTa OCTPOro HH(papKTa
MHOKap/a), HeoOXOJUMO OTpPa3UTh HUTOTOBBIE PA3IUYMsl B OLIEHKaX C YKa3aHHEM KaJ0ro
MAIMEeHTa C HECOTIaCcyIOIUMUCS 3aKITI0YCHUAME. B Ka/10M aHann3e He0OX0JMMO YETKO ONUCATh
Ccroco0 OILIEHKMU.

[Ipy MHOTMX HCCIEIOBAHUAX TPYAHO TPOBECTH TPAHUIY MEXAY MOKa3aTeIsIMH
3¢ pexTUBHOCTH M 0€30TTaCHOCTH (HAIIPUMEDP, JIETAITHHBIC UCXOIbI B ICCIICIOBAHUH CMEPTEIHHOTO
3a0oseBaHus). BoJIBIIMHCTBO yKa3aHHBIX Jajiee MPUHLIUIIOB HEOOXOAMMO MPUMEHSTH TaKXkKe MPH
OLICHKE Ba)KHBIX MTOKa3aTesnei 6€301MacHOCTH.

11.4.2. Cratuctuyeckue (aHaJIUTUYECKHUE) Pe3ybTaThl. I SKCIIEPTOB 10 KJIMHUYECKON U
CTaTUCTUYECKOM YacTsIM HCCIIEAOBAHUS B OTYETE HEOOXOIMMO OMUCATh CTATUCTUYECKUI aHAu3.
B mpunoxennn 16.1.9 x ordery (cornacHo pyOpHMKalMU pa3leloB OTYETa, YKAa3aHHOU B
HACTOSIIEH YacTH JOKyMEHTa) HE0OXO0AUMO MPEACTABUTD I€TATU3UPOBAHHYIO JOKYMEHTAIUIO 110
CTaTHUCTUYECKUM MeToJaM (B COOTBETCTBHH ¢ mpmiioxkenueMm Ne 9 k [IpaBunam). Heobxoaumo
OMHCaTh BaXKHBIE BJIEMEHTHl aHaliM3a, BKIIOYas HCIIOJIb30BAHHBIE METOAbl, IONPaBKU Ha
neMorpaguuecKkiue U UCXOAHbIE XapaKTEPUCTUKH HIIM COIyTCTBYIOIIYIO TE€pAInio, oOpalieHue ¢
BBIOBIBAHUSIMU U OTCYTCTBYIOIIMMHU JIaHHBIMH, TIONIPABKU Ha MHO>KECTBEHHBIE CPAaBHEHUSI, 0COObIE
aHaJIU3bl JUIsI MHOTOIICHTPOBBIX HCCIIEOBAaHUN U TONMPABKM HA MPOMEKYTOUHBIA aHAIM3.
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HeoOxonumo mpencTaBuTh CBEACHHSI O BCEX M3MEHEHMSIX B aHalM3€, NMPOU3BEACHHBIX IOCIE
CHSITHS OCJICTUICHUSI.

B nononnenue x 001ieMy OMUCaHUIO B IaHHOM pa3jieie 0T4eTa HE0OX0IUMO PAaCCMOTPETh
CJIEYIOIIHE BOTPOCHI (€CITU IPUMEHUMO):

11.4.2.1. TlonpaBku Ha KoBapuaThl. B oTyeTe HEOOXOIUMO MPEACTaBUTH OOBICHEHHS
BBIOOpa M TOMPAaBOK Ha AeMorpadUyecKue M HMCXOJHBIC XapaKTEPUCTUKH, COIYTCTBYIOIIYIO
TEparnuio 1 J00ble Ipyrue KOBapHaThl WM MPOrHOCTHYECKHE (aKTOpbl. MeTO bl OCYIIECTBICHHUS
MOTPaBOK, Pe3yJbTaThl aHAIM30B U BCIIOMOTATENbHBIC CBEJCHUS (HAPUMED, KOBAPHAIIMOHHBIH
aHanu3, 3HadyeHus perpeccun Kokca) HeE0oOX0AMMO BKIIOUHWTH B JAETAIU3WPOBAHHYIO
JOKYMEHTAITUIO TI0 CTATUCTUYECKUM MeTo1aM. Eciii KoBapuaThl UM METO/IbI, UCTIOJIb30BaHHEIC B
JaHHBIX aHaM3axX, OTJIMYAIOTCS OT 3aIUIAHMPOBAHHBIX B MPOTOKOJE, HEOOXOIUMO OOBSICHUTH
UMEIOIIUECS Pa3NInyusl M TPEJACTaBUTH Pe3yibTaThl 3allJIAHUPOBAHHBIX aHANU30B (TIpH
HeoOXxoauMocTH). He sBIsSsCh 4YacThlO OTIEIBHOTO OTYETa 00 HCCIEJOBAaHWUHU, CPAaBHEHHE
MOTIPAaBOK HA KOBAPHUATHI U MPOTHOCTUYECKUX (DAKTOPOB MEXKAY OTIACIBHBIMH HCCIEIOBAHUSIMU
MOXET OBITh B&KHBIM B PE3IOME TAHHBIX KIMHUYECKOHN 3 (HEKTUBHOCTH.

11.4.2.2. Obpamienue ¢ JaHHBIMH BBIOBIBIIMX CYOBEKTOB  HCCICIOBAaHUS WU
OTCYTCTBYIOIIMMHU JaHHBbIMU. CylllecTByeT HECKOJIbKO (DaKTOPOB, KOTOPHIE MOTYT HOBIIUATH Ha
9acTOTy BBIOBIBaHMN. K HUM OTHOCSTCS: AIUTEIBHOCTh MCCIEAOBAHUS, MIPUPOAA 3a00ICBaHMUS,
3¢ (HEeKTUBHOCTh U TOKCUYHOCTH UCCIIEyeMOro JIEKApCTBEHHOTO Mpenaparta U Apyrue GpakTopsl,
HE OTHOCSIIHEcS K Tepanuu. WrHopupoBaHHE MallMEHTOB, BBIOBIBIIUX W3 HMCCIEAOBAHUS, U
MIOCTPOCHHE BHIBOJIOB MCKIIIOYUTENIHFHO OMUPASCh HA MallMEHTOB, 3aBEPIIUBIIMX HCCIIEOBAHUE,
MOJKET TPHUBECTH K HEMPAaBWIBHBIM BbIBojgaM. OmHako OOJbIION 00BEM BBHIOBIBAHMIA, JaXke
BKJIIOUEHHBIX B aHaJIM3, MOKET BBECTH B 3a0JIy)KJI€HUE, B YaCTHOCTU €CIIM B OJHOI W3 Tpyml
CpaBHEHUsS OBUIO MHOTO BBIOBIBIIMX TMAIMEHTOB HA pPAaHHUX WJIA TNPUYUHBI BHIOBIBAHUS
00yCJIOBJICHBI JICUEHUEM WJIM €ro ncxoaamu. HecMoTpst Ha TO 4TO BIUSHUE PAHHUX BBHIOBIBAHUMN
Y B OT/ICTILHBIX CTy4asX JaKe CYTh OIMIMOKH OBIBAET TPYIHO YCTAHOBUTH, BO3MOKHOE MX BIIUSHUE
He0o0X0IUMO MPOaHAIM3UPOBATh KaK MOXKHO ToJiHee. PexomMeHayeTcst n3yuuTh HaOIrogaBIInecs
Clly4ad B pazlIUYHbIC BPEMEHHBIE TOYKU WJIH, €CIHM BBIOBIBAaHMS OBUIM JOCTATOYHO YACTBIMU,
BBIMIOJTHUTh AHAJINW3bl BO BPEMEHHOW TOYKE, B KOTOPOH OOJBIIMHCTBO MAI[MEHTOB BCE eIlle
HAaXOJMJIOCH MTOJT HAOIIOACHUEM U KOT 1A MIPOSIBIIICS MOTHBIN A(h(DEKT IeKapCTBEHHOTO Mpermapara.
Jlis  OLIEHKM TakoW HEMOJHOW COBOKYIHOCTH JaHHBIX PEKOMEHIYeTCS HCIO0JIb30BaTh
MOJICTTUPOBaHUE.

HeoOxonumo o1eHUTH pe3yibTaThl KIMHUYECKOTO MCCIENIOBAaHUS HE TOJBKO s
MOATPYIIBI MAIMEHTOB, 3aBEPIIMBIICH HCCICIOBAaHUSA, HO W s BCEH paHIOMH3UPOBAHHOM
MOMYJISIUN MAlMeHTOB HJIM, [0 MEHbLIEH Mepe, s TOM ee 4acTH, B OTHOLIEHUH KOTOpOW
OCYIIECTBISUTHCh XOTh Kakue-TO u3MepeHus. [Ipu aHamm3e BIHSHHS BBIOBIBAHHHA CIIEAYET
YUUTHIBATh U CPABHHUBATh HECKOJIBKO (PAKTOPOB HCCIEAYEMBIX TPYII: MPUYMHBI BHIOBIBAHMS,
BpeMs JI0 BBIOBIBAHUS, JOJSI BHIOBIBIIIMX B HCCIEAYEMBIX TPYIIaX B Pa3IMYHBIC TMPOMEKYTKH
BpPEMEHH.

HeoOxoaumo omucath mporeaypbl 0OpanieHus ¢ OTCYTCTBYIOIIUME JaHHBIMU, HAIPUMED,
MCIOJIb30BaHNE 0’KMJIa€MBIX WM MPOU3BOAHBIX JaHHBIX. HeoOxo1uMo npeacTaBuTh MoIpoOHOE
OOBsICHEHHE, KaK TaKuWe OIEHKM WM TMPOW3BOJIHBIC JAHHBIE OBLTM TOJYYCHBI W HAa KaKHX
JIOTYIIEHUSIX OHU OCHOBAHHBI.

11.4.2.3. IlpomexxyTOUHBIM aHaIM3 U MOHMTOPHUHI AaHHBbIX. Ilpouecc paccmoTpenus u
aHaJlM3a JaHHBIX, IOJYYEHHBIX B paMKax KIMHHYECKOTro uccienoBaHus (dhopMaibHO WU
He(OpMaIbHO) MOXKET MPUBHOCUTH CHCTEMATHYECKHe OMMOKH U (WJIM) YBETHYUBATH OMIHOKY [
pona. [ToaToMy HE0OXOIMMO MOJHOCTHIO OMUCATh BCE MPOMEKYTOUHBIE aHAINU3BI, (POpMaTbHBIE
win  HedopManbHBIC, 3alUIAHUPOBAHHBIC WIIM CHUTYaTUBHBIC, OCYIIECTBISBIINECS OO0
CTOPOHOMH UCCIIeJOBaHMUSI, IPEACTABUTEIIMU CIIOHCOPA UITH KOMUCCHEH 0 MOHUTOPUHTY JaHHBIX,
Jake €CIIM TPYMIIBI JiedeHusl He Obuth uaeHTuGuipoBansl. ClieayeT yYuThIBaTh HE0OX0IUMOCTh
BBEJICHUSI CTATUCTUYECKUX MOMPABOK BCIIEJCTBUE TakKUX aHainu3oB. HeoOxonumo omucath Bce
WHCTPYKIHUU WIH MPOLETYPHI, UCIIOIB30BAHHBIC ISl MIPOBEACHUS TaKUX aHATU30B. [IpOTOKOIBI
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3aceaHuil 1F000M KOMHUCCUU [0 MOHUTOPUHTY IaHHBIX MJIM OTYETHI 10 PACCMOTPEHHBIM Ha TaKUX
3acelaHusAX JAaHHBIM, OCOOCHHO €CIIM 3aceJaHHs NPUBEIM K M3MEHEHHUSM B IPOTOKOJE WIH
JOCPOYHOMY HPEKPALICHUIO UCCIIETOBaHMS, MOTYT MO3BOJIUTh OOBSICHUTH 3TO U JOJIKHBI OBITH
npeacTaBieHbl B mpuioxkeHnu 16.1.9 x oryery (cornmacHo pyOpHKamMu paslenoB OT4YETa,
yKa3aHHOM B HacTosimied yactu gokymeHTta). Heobxonumo omucaTh MOHUTOPUHT JAHHBIX,
OCYIIECTBIISIEMBIN 0€3 BCKPBITHS KOJIOB, Ja)K€ €CIM CUUTAETCS, YTO TAKOTO POJia MOHUTOPHHT HE
yBenuuuBaeT omnoky I poxa.

11.4.2.4. MHOTOLIEHTPOBBIE ~ HMCCIENOBaHUSA. MHOIOLIEHTPOBOE HCCIEJOBAHME — 3TO
UCCIIEIOBaHNe, MPOBOAMMOE TIO  €JUHOMY MPOTOKONY, BKJIIOYAIOIIEe  HECKOJIBKO
UCCIIEIOBATENILCKUX IIEHTPOB (HANMpUMep, KIWHUK, TOJIUKIHHUK, OOJBHHII), B KOTOPOM
coOpaHHbIE JaHHbIE AaHATTM3UPYIOTCS KaK €IMHOE 11eJ0€ (B OTJIMYMH OT MOCIEAYIOLIEro pereHus
0 COBMEILIEHUH JaHHBIX WIH PE3yJIbTaTOB OTAEIbHBIX HcciIeqoBaHui ). HeoOxoqumo npencTaBuTh
pe3ynbTaTthl MO KaxAoMy IeHTpy. I[lo BO3MOXXHOCTH, HampuMmep, €clIM B IEHTpax
YAOBIETBOPUTEIBHOE KOJIMUYECTBO MAIIMEHTOB B IESIX MOBBIMICHUS [IEHHOCTH TAKOTO aHAIH3a,
HE0OXOUMO YCTAaHOBHUTHh HAJIMYME KAUECTBEHHON WJIM KOJUYECTBEHHON 3aBHCHMOCTH MEXIY
UCCIIEyeMbIMH TPYIIIaMH U3 pa3HBIX HEHTPoB. HeoOxoaumo onucaTh U 0OBSCHUTH BCE PE3KO
OTKJIOHSIFOLTUECS] WM MPOTUBOIOJIOKHBIE PE3YJIbTaThl MEXKIY LIEHTPAMU, YUUTHIBAS pa3Iuuus B
MIPOBEJICHUU MCCIICIOBaHMS, XapaKTePUCTHKAaX MAIIMEHTOB WU KIMHUYecKuX 0a3ax. CpaBHEHUE
Ipynn JOJKHO BKJIIOYAaTh B ce0si aHAIU3bl, KOTOPBIE MO3BOJSIOT BBISIBUTH PAa3IMUYUs MEKIY
[IEHTPaMH B OTHOILIEHUH OTBETa IPyYI Ha jeueHue. [1o Bo3MOKHOCTH HEOOXOJMMO MPEACTaBUTh
nemorpaduyeckre, UCXOIHbIE U UTOTOBBIE (Pe3yIbTaT U3MEHEHUS! UCXOIHBIX) JaHHbIE, a TAKKe
naHHbIe 3(QPEKTUBHOCTU IO KaXKAOMY HEHTPY, JaKe eclii KOMOWHUPOBAHHBIN aHAIH3 SIBIISIETCS
MIEPBUYHBIM.

11.4.2.5. MHOXECTBeHHbIE CpaBHEHHUs (MHOXECTBEHHOCTh). [lo Mepe yBenuueHus
KOJIMYECTBA IMPOBEJIEHHBIX TECTOB HAa 3HAYMMOCTh (KOJIMYECTBA CpPaBHEHHI) yBEIMYHUBAETCS
YHCIIO JIOXKHOTIOJIOKUTENBHBIX pe3ynbTaToB. [Ipu Hanmumuuu 6osee 1 mepBUYHON KOHEYHOW TOUKH
(mepemenHast ucxoma) Oonee 1 aHanM3a KOHKPETHOM KOHEYHOM TOYKM WM MHOXKECTBA
UCCIIETyeMbIX TPYII WIH MOATPYII OOCIEIOBAHHBIX MAIUECHTOB, B CTATUCTHYECKOM aHAIIN3E
HEO0OXOUMO OTPa3UTh 3Ty MHOXECTBEHHOCTb, MPEACTABUTh CTATHUCTUYECKYIO IMOMPABKY IS
MPEeIOTBPAILICHUS yBEIMUeHUs: OmMUOKU | poma wnm mpuBecTH OOBSCHEHHS, MOYEMY TaKas
norpaBka He Oblja MpeayCcMOTpEHa.

11.4.2.6. Mcionb30Banue MOATPYIIIBI MAllMEHTOB, Y KOTOPHIX MOKa3aHa 3((EeKTUBHOCTb.
HeoO6xomumo 0c0o60 mpoaHaM3upoBaTh BJIUSHUWE BBHIOBIBIIMX U3 aHAlW3a MAIlMEHTOB C
UMEIOIUMUCS  JTaHHBIMH  BCJICICTBUE HHU3KOW TPUBEPKEHHOCTH, TMPOIyCKAa BHU3UTOB,
HECOOTBETCTBUSI TpeOOBaHUAM HCCIEAOBaHUA WU JApyrux npuyuH. Kak ykazaHo Bbilie,
UCIOJIB3Ys BCE MMEIOIUECs JaHHbIe, HE0OX0IUMO MTPOBECTH aHAIN3 BCEX MCCIIEJOBAHUH, LIEbIO
KOTOPBIX SIBJISIOCH yCTaHOBJIEHHE 3(P(GEKTUBHOCTH, AK€ €CIM TaKOM aHalIu3 HE MPeayCMOTPEH
3asBUTEJIEM B KadyeCTBE MEPBUYHOTO. PexoMeHIyeTcsi MOATBEPAUTH HAJEKHOCTh OCHOBHBIX
BBIBOJIOB MCCJIEZIOBAHUS HA MIPUMeEpE aJIbTEPHATUBHON aHAIU3UPYEMON MOIMYJISIIMY MallieHTOB.
JltoOble 3HAUUTENIBHBIE PACXOXIACHUS, BO3HHUKAIOIIME BCJIECACTBHE W3MEHEHUS IMOIMYJISALUN
MalUEeHTOB VISl aHAJIKM3a, T0JDKHBI OBITH MOJPOOHO OOBSICHEHHI.

11.4.2.7. ViccnenoBanus 3KBUBAJICHTHOCTU C aKTUBHBIM KOHTpoJieM. Eciu uccienosanue ¢
aKTUBHBIM KOHTPOJIEM HAIpPaBJIEHO Ha MOJTBEPKICHHE SKBUBAJICHTHOCTH (TO €CTh OTCYTCTBHE
3apaHee YCTAaHOBIEHHOW BEIMYMHBI Pa3INYUii) MEXKIY MUCCIETyeMbIM MPernapaToM U aKTHBHBIM
KOHTpoJIeM (TperapaToM CpaBHEHUsS), B aHAIW3€ HEOOXOJAMMO OTPa3UTh JOBEPUTEIHHBIN
WHTEPBAJ JJI ATOTO CPABHEHUSI MEXAY ABYMS JICKAPCTBEHHBIMH IMpenaparaMu MO BaKHEHIINM
KOHEYHBIM TOYKaM M OTHOUIEHHE 3TOTr0 MHTEpBajia K 3apaHee OrOBOPEHHOM CTEleHU MEHbIIeH
s pexTuBHOCTH (0€30MacHOCTH), KOTOpasi CYUTACTCS HEMpuemMiieMon (TpeOOBaHuUs K ONMUCAHHIO
OCHOBHBIX YCJIOBUN HMCHOJBb30BAaHUSI aKTUBHOTO KOHTPOJIA B HUCCJIEIOBAHUSAX SKBHUBAJIEHTHOCTHU
yKa3aHbl B pa3ziesne 9.2 HaCTOAIIETO TOKYMEHTA).

11.4.2.8. U3yuenne mnonrpymnm. Ecam mo3BonseT pa3Mep BBHIOOPKH, BKIIOYCHHOW B
UCCIIeIOBaHNE, HEOOXOIMMO MPOAHAIM3UPOBATh MOATPYMIB,, CPOPMUPOBAHHBIC MO BAKHBIM
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JIeMOrpauueckuM U HMCXOJHBIM XapaKTepPUCTHKaM, Ha HAJIW4YME HEOXXHMJAHHO BBICOKMX WM
HU3KHUX OTBETOB M TPEACTAaBUTHh B OTUETE COOTBETCTBYIOIIME PE3yJbTaThl aHAJIN3a, HAIpUMED,
CpaBHEHME BIIMSHUS BO3pPACTa, 10JIa, PAChl, CTENICHU TSKECTH 3a00JIeBaHMs, MPOTHOCTHYECKUX
(akTOpOB, aHaMHE3a MPEIbIIYIIEro JeYSHHS JIEKAPCTBEHHBIMU MpernapaTaMu TOTO ke Kiacca U
ap. Ecnu BelaBUramack rumore3a 0 HIMYMM Pa3IMuUMi MEXAy HEKOTOPBIMH IOArpYMIaMHy,
TUIIOTE3a U €€ MPOBEPKa JOIHKHBI OBITh YAaCThIO CTATUCTUYECKOTO aHANIN3A.

11.4.3. CBoHble TaOJUIBI JAaHHBIX WHIAWBUIyAIbHBIX d(dekToB. B momomHeHne k
TabmuIaM 1 rpaduKaM JaHHBIX 110 TPyHIaM B TaOIUIIaX HEOOXOIUMO MPEICTaBUTh CBEICHUS 00
WHAMBUIYaIbHBIX OTBETAX M IPOYME HMEIOIIME 3HAYMMOCTh JUISl MCCIEIOBaHMS CBEICHMS.
YTOIHOMOYEHHbIE OpPraHbl BIpaBe TPeOOBAaTh JAaHHBIC MO BCEM MALMEHTaM B BUJE apXHBHBIX
TaOJIUI] IO KaKAOMY ManueHTy. TpeOoBaHMs K COIEpKaHHUIO OTYETAa MOTYT BapbUpPOBAaThCA OT
UCCIIEIOBAaHMSI K MCCIIEIOBAHUIO U OT OJHOTO KJlacca JIEKaPCTBEHHBIX MPEnapaToB K APYromy,
[IO9TOMY 3aBUTENIb JIOJDKEH OIpPENeNuTb, MO0 BO3MOKHOCTH IIOCIE€ KOHCYJBTAllUM C
YIOJIHOMOYEHHBIM OpPraHoM, KaKyl0 HMEHHO MH(OPMALIHIO BKIIOUUTH B MPUIIOKEHHUE OTYETa 00
uccienoBaHuy. B otuere 006 ncciaenoBaHnn HEOOXOAMMO OTPa3UTh, KAKUE JaHHBIE BKJIIOUECHBI B
Ka4yecTBe NMPHIJIOKEHHs, U KaKWe JJaHHbIE TPeICTaBJICHbI B 00Jiee MOAPOOHBIX apXUBHBIX TA0IHIIAX
[0 OTZENbHBIM MallMEHTaM, €CIH 3TO TpeOyeTcsl YIOJIHOMOYEHHBIM OPraHOM, U KAaKHe JaHHbIE
JOCTYITHBI TIO 3aIPOCY.

B KOHTposnmpyembIX HCCIENOBAaHUSAX, B KOTOPBIX BaKHEHIINE H3MEPEHUS M OLEHKH
3¢ GEKTUBHOCTH (HApUMeEp, MOCEBbl KPOBH M MOYH, (PYHKIIMOHAJIbHBIC MUCCIEIOBAHUS JIETKUX,
4acTOTa MPUCTYNOB CTEHOKApIUM WM OOIIME OLEHKH) MEPUOANYECKH MOBTOPSIIOTCS, NMEPEUHU
JaHHBIX U KaXAOTO0 TAalMeHTa, MpHJIaraeMblX K OTYeTy, IOJDKHBI BKJIIOYaTh B ceOd:
UACHTU(GUKATOP MAlMEHTa, BCE HW3MEPEHHble W HAOMIOJABIIMECS 3HAYEHUs BaKHEHIIUX
noKaszaTesiei, BKJIoyasi HCXOJHbIE, ¢ YKa3aHUEM BPEMEHM NPOBEJCHUS M3MEPEHUN (Harmpumep,
JIeHb Tepaluu U BpeMs CyTOK, €CJIM 3TO MMEET BaXXHOE 3HA4YEHHE), JIEKAPCTBEHHBIN IMpenapar
(mo3y) (mpu HeoOXOAMMOCTM B MI/KI), BCE ONpEACICHHUS NPUBEPKEHHOCTH U  BCIO
COITYTCTBYIOIYIO TEPAIIMIO HA MOMEHT ONpe/eeHUs (OLIEHKH) NI OJIU3KUI K HEMY TPOMEXYTOK
BpeMeHHu. Eciamu Kpome MOBTOPHBIX OIICHOK B HCCIICOBAHUM MPOBOIMINCH TAKXKE CPAaBHEHHS
OTBETHUBIIMX U HE OTBETUBLIMX HA JICUEHHE NAlUEHTOB (OaKTEPUOJOTHUYECKOE WM3JIEUCHUE WU
HeyJaya), UX HeoO0X0AWMO omucatb. B J0MOJIHEHHE K ONMUCAHUIO BAKHEHIIUX HM3MEPEHHUN B
TabauIax HeoOXOAMMO YyKa3aTh CBEIEHHMs O TOM, ObUI JIM MAIMEHT BKJIIOYEH B aHAJIN3
3¢ (HeKTHBHOCTH (M B KOTOPBIH U3 HUX, €CITU UX OBLJIO HECKOJBKO), CBEJICHHUS O MPUBEPKEHHOCTH
NalMeHTa K JIeYeHUo (MpY HaJIM4nu), cChUIKY Ha cooTBeTcTBYyromue MPK, eciau onn BKitoYeHsbI
B oTueT. Taxke 1erecoo0pa3Ho yKa3aTh BaKHbIE MCXOJIHBIE CBEJICHUS, TaKHUE KakK IO0JI, BO3PACT,
Macca Tena, HcciegyeMoe 3abojeBaHMe (€CIM B HCCIIEAOBAHUE BKIIIOUEHB! MALUEHTHI C
pa3NUYHBIMH 3a00JICBaHUSMH), €r0 CTAAMs U TsoKecTh. [Ipu oneHke 3(h(HeKTUBHOCTH MCXOHbIE
3HAa4EeHUs BaXKHEHIINX U3MEPEHNI OOBIYHO YKa3bIBAIOTCS B KAUECTBE HYJIEBBIX.

OnucanHble TaOJIMYHBIE JaHHBIE HEOOXOIUMO MPEACTABUTh B NPWIOKEHUH 16.2.6 oTueTa
(cormacHo pyOpHUKaIuu pa3aenoB OTYeTa, YKa3aHHOW B HACTOSIIECH YacTH JOKYMEHTa), BMECTO
TOro, 4YTOOBI BKJIIOYaThb B Hero Oojee OObeMHBbIE TaOMMIBI 1O HWHIAMBHUIYaJIHHBIM
PErucCTpaIiOHHBIM KapTaM, TpeOyeMbIM HEKOTOPBIMH YIIOJTHOMOYEHHBIMUA OpraHaMH, IIOCKOJIBKY
OHU TIPEACTABISIIOT cO0OW 0a30Bble JaHHBIE MO A(PPEKTUBHOCTH, HAa OCHOBAHHHM KOTOPBIX
cTposTcs 00o0meHHble Tabauikl. OgHAKO TaKoro poja TPOMO3JKHE TaOJMIBI MOTYT OBITh
HEYJOOHBI JUI aHalIM3a MPU MPOBEACHUU SKCHEPTHU3bI, U MPEANOYTHTEIbHEE, YTOObI B OTUYETE
ObUIN IIPEJCTABICHBI UMEIOIME IPaKTHYeCKUii nHTepec. Hampumep, ecnu B otyere coodiaercs
O TIPOBEIEHHUH MHOXECTBA H3MEPEHMUU, TAOMHUIBI OTIENbHBIX MAIMEHTOB C BaXXHEUIINMH
U3MEPEHUsIMU OyAyT MOJE3HBbI JJI1 KOHTPOJS MHAMBUIYalbHBIX PE3YyJbTATOB HCCIEIOBAHUS, B
KOTOPBIX OTBET K&XKIOr0 MalueHTa O0000IIeH B OJHOW CTpPOKE TAaONUIBl WM HEOOJIBIIOM
KOJINYECTBE CTPOK TAOJIUILIBI.

11.4.4. 3aBucUMOCTb MEXKAY 03011 Mpenapara, ero KoHenrpauuei u agpdexrom. Ecnu nosza
y KaXI0ro MalueHTa MOXET BapbUPOBAThCS, HEOOXOOUMO ONUCaTh (PaKTHUECKU I0JIyYEHHbIE
MAIMEHTOM JI03bl U OTPA3UTh B TAOIWYHBIX JTaHHBIX BCE BEJIMYMHBI /103, HA3HAUEHHBIC B paMKax
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uccinenoBanus. HecMoTpss Ha TO YTO B MCCIEIOBAHUSX, HE HANPABIEHHBIX Ha HU3YyYECHUE
3aBUCHMOCTH 71032-3()(PEeKT, BO3MOKHOCTh BBISIBHUTH 3aBUCHMOCTh MEXIy H030H U dddexTom
orpaHuyeHa, HeoOX0AUMO MPOAHAIU3UPOBAThH JAOCTYIIHBIE JaHHbIE HA MPEAMET HaJIU4uus TaKon
3aBUCUMOCTH. [Ipu M3yyeHMH 3aBHCHMOCTH 103a-3(PPEeKT pEeKOMEHIYeTCs] BBIYHCIUTH 103y B
MI/KT Macchl Tejla WM MI/M* II0IIaii TOBEPXHOCTH TeNa.

CBefieHHs O KOHLEHTpAIMM JIEKAPCTBEHHOrO Tpemapara (MpH HAJIWYMK) HEO0OXOAMMO
OTpPa3uTh B TAOJMYHBIX JAHHBIX MPUJIOKEeHHs 16.2.5 Kk oTueTy (CorimacHo pyOpHKaIluu pa3eiioB
OTYeTa, YKa3aHHOW B HACTOSIIEH YacTH IOKyMEHTA), BKII0Yas yKazaHue (hapMaKOKHHETHIECKHIX
MapaMeTpoB U, IO BO3MOKHOCTH, BO B3aUMOCBS3H C KIMHUYECKUM OTBETOM.

bonee mompoOHBIE MPUHIMIBI AW3aiiHA M aHaIW3a HCCIICIOBaHWM, HANpaBIECHHBIX Ha
BBISIBIICHUE 3aBUCHUMOCTH 1103a-3(Q(PEeKT wuam KOHUEHTpanuu-3GGEeKT TPencTaBICHbl B
METOAMYECKUX PEKOMEHAALMUAX 110 MPOBEIECHUIO KIMHUYECKUX MCCIIeIOBAaHUMN € LENbIO 1000pa
J103bI JIEKApPCTBEHHBIX MPENapaToB.

11.4.5. JlekapcTBeHHBIE B3aUMOJICHCTBUS U BIMSHUE COIMYTCTBYIOIIMX 3a00JEBaHUU.
HeoOxomumo ykaszaTh Ha HaJIM4Me BCSAKOW MPEIOIaraeMoil 3aBUCHMOCTH MEXIY OTBETOM H
COMYTCTBYIOIIEH Tepanmued WIM MNOPEAbIIyIIUMH WIX TEKYUIMMH  COIYTCTBYIOIIUMHU
3a00JIeBaHUSAMU.

11.4.6. IlpencraBnenue JaHHBIX MO KaXA0My nanueHTy. HecMoTps Ha TO 4TO JaHHBIE 11O
Ka)KJOMY IalUEHTy OObIYHO OTpa)karoTcsl B TaOJIMIaX, B HEKOTOPBIX CIy4yasX PEKOMEHIYyeTcCs
COCTaBJIATH MPOUIIH MOKa3aTeNei Mo OTAeIbHBIM MAllUeHTaM B IpYruX (opmarax, Hampumep, B
BUJE Tpa@uKOB. DTO MOMOTaeT MPOAHATU3UPOBATH 3HAYEHUE KOHKPETHBIX IMapaMETPOB BO
BPEMEHM, [03y JIEKAPCTBEHHOrO IIpenapara 3a JTOT € IEepUOJ M BPEMsl HACTYIUICHHUS
OTIpe/ICTICHHBIX SIBICHUN (HalpUMep, HEKeIaTeNbHBIX SBICHUNM WJIM CMEHBI COMYTCTBYIOIIEH
Tepanuu). Eciiv B OCHOBHOM aHaJIM3€ MCIIOJIb30BAHbl YCPEIHEHHBIE IPYIIIIOBBIE JAHHBIE, TAKOTO
polla «U3BJIEYEHHE WHIUBUIYaJbHBIX IaHHBIX» HMeeT HeOombiioe 3HayeHue. OIHAaKO eciu
WHIUBUAYaTbHBIE OTBETHl SBISIOTCS BAKHOW YACThIO aHalW3a, TaKue JTaHHBIE MOTYT OBITh
TMOJIE3HBI.

11.4.7. 3akmtouenue 06 3¢ (HeKTUBHOCTH.

HeoOxonumMo kak MOXKHO TIOJHEE TMPEACTaBUTh B OTYETE€ Ba)KHbIE BBIBOJABI 00
3¢ (HEeKTHBHOCTH JIEKAPCTBEHHOTO TNIperapara, BKJIIOYas ONMUCAHHE MEPBUYHBIX M BTOPUYHBIX
KOHEYHBIX TOYEK, C HCIOJIb30BAaHUEM 3aIJIAHUPOBAHHBIX U ANbTEPHATHBHBIX CTATUCTUYECKUX
IIO/IXOJIOB U PE3YJIbTaTOB [IOMCKOBOTO aHAIN3A.

12. Ouenka 0e€30I1acHOCTH

AHanu3 1aHHBIX 0€30IaCHOCTHU CJIeIyeT MPOBECTH B TpH dTana. Ha mepBom 3tamne B Lenix
OIpEJICJIEHUs] CTENEeHN Oe30MACHOCTH, KOTOPYI0 MOXKHO OLIGHUTh B paMKax HCCIEIO0BaHMS,
HEO0XOIMMO M3YYUTh BEIMYMHY 3KCIIO3UIMH (1032, [UTUTEIBHOCTD, KOJIMYECTBO NMalueHTon). Ha
BTOPOM 3Tale HEeOOXOAMMO yKa3aTh HE)KeJaTelbHbIE SIBICHUSA, MU3MEHEHHs J1a0OpaTOpHBIX U
ApYTuX MoKa3aTesei, CrpyNImUpOBaHHbIE M0 KaKOMY-THOO ONpEAEICHHOMY NPU3HAKY, MEXITY
CPaBHUBAEMbIMH I'PYNIIAMHU M NIPOAHAIN3UPOBAHHBIE TPH HEOOXOAUMOCTHU C y4eTOM (aKTOpOB,
KOTOpBIE MOT'YT ITOBJIMATH HA YACTOTY HEXKENATEIbHBIX PEAKIUH (SIBJIEHUI) (TaKUX KaK BpEMEHHAs
3aBUCUMOCTh, 3aBUCHUMOCTb OT JAeMOrpauiyecKMX XapaKTepUCTHUK, 03a WM KOHLEHTpaIHs
JIEKapCTBEHHOTO Mpenapata u ap.). Heo6xonumo yka3aTh cepbe3Hble HeXKellaTebHbIC SIBICHUS U
Apyrue 3HAuuMble HEeXelaTelabHble ABICHHUS (OOBIYHO € TINATEIBHBIM OOCIEI0BaHHEM
MAIMEHTOB), KOTOpPbIE JOCPOYHO MPEKpaTWIM YydacTHUE€ B HCCIEJOBaHUM BCJIEICTBUE
HE)KEJIATENbHbIX SBJICHUA HE3aBUCUMO OT TOrO, ObUIM JM OHU OOYCIOBIEHBI HMPUEMOM
JIEKApCTBEHHOTIO IIperapaTa WIM HEeT, I CKOHYAJIUCH.

IIpu 5TOM TEpMHUH «CEPBE3HBIE HEXKEIIATENIbHBIE SIBJICHUS) PACCMAaTPUBACTCS B 3HAYCHUH,
YCTQHOBJICHHOM IIPaBWJIAMH, a TEPMHMH «IIPOYME 3HAYMMbIC HEXKEIATEIbHBIE SBICHUS»
0003HayaeT BBIPAXKEHHbIE IE€MATOJIOTMYECKUE U APYTue J1abOpaTOpHbIE HApyLICHHUs] U BCAKHE
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HEeXKeNlaTeNbHbIE SIBJICHMS, KOTOpble TMPHUBOAAT K BMEIIATENbCTBY, BKIIOYas OTMEHY
JIEKApCTBEHHOW Tepanuu, CHUKEHHUE 103bl WM Ha3HAYEHUE AOMOTHUTEIBHONU Tepanuu.

B nocnenyromux pasnenax HEOOXOAWMO MPOAHATU3UPOBATH U MPEACTABUTH CIIEAYIOIINE
CBEJICHUS:

0000IIICHHBIC JaHHBIE C WCIIOJB30BAaHUEM TaOIHUI] W TpadUKOB, MPEACTABISIEMBIX B
OCHOBHOI 4acTH OTYETa;

MIEPEYHU JIAHHBIX [0 OT/AEIbHBIM MallMeHTaM;

KOMMEHTapUd K SBICHUSM, TMPEACTABISIONIMM OCOOBIi HWHTEpec Mg JaHHOTO
UCCIIEIOBaHUS.

Bo Bcex Ttabnumax W aHanmM3aX HEOOXOIMMO TPEICTaBUTHh CBEACHUS O SIBICHHSIX,
00yCIIOBJIEHHBIX UCCIIETyEeMbIM JIEKAPCTBEHHBIM MIPENapaToOM WU KOHTPOJIEM.

12.1. BenuurHa 5KCTIO3UIIMH.

HeoOxonumo oxapakTepu3oBaTh BETUUYMHY SKCIO3UIUU HCCIEIYEMOTO JEKapCTBEHHOTO
mpemapaTta, a TakkKe aKTHBHOTO KOHTPOJS M IUTanedo ¢ yKa3aHWeM KOJIMYECTBA IAlUEHTOB,
MOJIBEPIILINXCSl OKCIIO3UIINH, €€ UTUTETLHOCTH U BO3ACHCTBYIOLIEH 103bI.

12.1.1. JlnutenbHOCTh. JIIUTEILHOCTh AKCHO3MIIMH KAKOW-IMOO M03bI MOXKET OBITh
BbIpaKEHAa MEIMAHOW WJIM CPEAHHM 3HAYEHUEM, TaKXKe PEKOMEHJyeTCs yKa3aTh KOJIUYECTBO
MalUEeHTOB, OIBEPTIIMXCS BO3ICUCTBUIO 32 OMPEIETICHHBIN MPOMEXKYTOK BpEMEHHU, Hanpumep, |
JIeHb U MeHee, oT 2 aHed ao 1 Henmenu, ot 1 Hepenu no 1 mecdma, ot 1 1o 6 mecsiueB U Jp.
KonunyecTBO ManneHToB, MOABEPIIIUXCS SKCIO3UIIUH UCCIIEIyEMOTO JIEKApCTBEHHOT 0 Ipenapara,
HE00X0IUMO pacHpeeIUTh 110 BO3PACTY, MOy, PACOBON MPUHAATIC)KHOCTH U IPYTUM UMEIOIINM
3HAUEHUE MapaMeTpaM, TaKUM Kak 3aboseBaHue (€Clid B MCCIEA0BaHNE BKIIOUYCHBI MAIIMEHTHI C
Pa3IMYHBIMU 3a00JI€BaHUSIMHU ), €TO TSKECTh, COMYTCTBYIOLIAS TATOJIOTHSI.

12.1.2. Jlo3a. Heo6xonumo npecTaBUTh CpeiHee 3HAUCHUE WM MeIaHy MCII0JIb30BaHHOM
B MCCIEIOBAaHUU J03bl M KOJIMYECTBO MAIMEHTOB, KOTOPHIM OHAa Oblja Ha3Ha4yeHa, 03y,
AKCITO3UIIUU KOTOPOH MAaIlMEHTHI MOBEPraich HanboIee ATUTENBHO, WIH CPETHIOI CYTOYHYIO
no3y. Pexkomenayercss mpencTaBisTh KOMOMHHPOBaHHYIO HMH(OpPMALMIO 103a-AJUTEIBHOCTD,
HampuMep, KOJIMYECTBO TMAIMEHTOB, HAWOOIee YacTo TOJBEPraBIIUXCS  OKCIIO3HUIIMH
WCMOJIb3yEMON 030 B TEYEHHWE 3aJaHHOr0 TEepuoJa BPEMEHH, MAaKCUMAJIbHON 103e€,
MaKCUMaJIbHO PEKOMEHIYEeMOU /103€ U Jip. B HEKOTOpBIX ciayyasx BakHAa KyMYJISITUBHAs J03a.
BenuunHy [03b1 B 3aBUCMMOCTH OT OOCTOSITENBCTB MOXKHO BBIPA3UTh B BUJE (aKTUUECKOM
CYTOYHOI 1031, B MI/KT HJIH B MI/M2. BcexX malueHToB, OABEPTIIHXCS SKCIO3UIIUN PA3THIHEIMH
703aMH, HEOOXOJUMO CTPYNIHUPOBATh MO BO3PACTY, MOy, PACOBON MPUHAMIICKHOCTH U JPYTUM
HMMEIOIINM 3HaYEHUE TapaMeTpaM.

12.1.3. KoHuieHTpaluss  J€KapCTBEHHOro mpemnapara. [lpy HaiuuuMum  JaHHBIX O
KOHIIEHTPAIIUH JIEKAPCTBEHHOTO TIpernapara (HalpuMep, KOHIIEHTPAIUY BO BPEMs OMPEICICHHOTO
SIBJICHUSI, MAKCUMAaJIbHOM TUIa3MEHHOM KOHLIEHTPALUH, IJIOLAAHN TOJ KPUBOM «KOHIICHTpAIUs-
BpEMsD») MOCIEAHSS MOXKET OKa3aThCsl MOJIE3HOM sl BBISIBIICHUS CBSI3U MEX/y HEKENIaTeIbHbIM
SBJICHUEM WJIM HW3MEHEHHEM J1a0OpaTOpPHBIX TIOKa3aTelied U NPUMEHEHUEM HCCIeayeMOro
JIEKapCTBEHHOTO TpernapaTa y OTAETbHBIX MalueHToB. JlanHas uHpopMaIus IpeCTaBlIsIeTCs B
npuiokeHuu 16.2.5 K oT4eTy (CorjiacHO pyOpHKaIliy pa3eioB OTYeTa, YKa3aHHOW B HACTOSIICH
4acTH JOKYMEHTA).

[Ipenmnonaraercs, 4To BCe MaIlMEHTHI, BKJIOYEHHbIE B UCCIEI0BAHUE U MOTYYUBIINE XOTS
Obl 1 m03y HccnemyemMoro mpemnapara, Oy IyT BKIFOUEHBI B aHATU3 Oe30macHoCcTr. Ecnu ykazaHHoe
YCIIOBUE HE BBIMIOJIHAETCS, HEOOXOAUMO IIPEICTABUTh COOTBETCTBYIOIINE OOBSICHEHHUS.

12.2. HexxenarenbHbIC SIBJICHUS.

12.2.1. KpaTtkoe pe3ioMe MO HeXeIaTeabHbIM sBIeHUSIM. HeoOXoauMo mpeacTaBUTh
KpaTKOe pe3loMe BCeX HEeKeNaTeNbHBIX SBICHUMN, 3apETUCTPUPOBAHHBIX B X0/ UCCIICTOBAHMUS (C
Mpe/ICTaBICHUEM B JPYTHUX pa3jenax JeTalTu3UpOBAHHBIX TaOJUIl M aHATU30B). B Takue Tabnuiisl
Y aHaJTN3bl HEOOXO0IUMO BKITIOYHUTH SBIICHUS, 00YCIIOBICHHBIE KaK UCCIIETyeMbIM JIEKAPCTBEHHBIM
MpernapaToM, TaKk U KOHTPOJIEM.
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12.2.2. IlpeacraBieHne MaHHBIX O HEXKEJIATENbHBIX SBJICHHSIX. B CBOAHBIX Tabiuiax,
NpUBEICHHBIX B paznene 14.3.1 oruera (cormacHO pyOpHKaIMM pa3/ieioB OTYETa, YKa3aHHOH B
HACTOAIIEH 4acTH JOKYMEHTa) HE0OXOAUMO OTPa3UTh BCE HEXKeENATENIbHbIE SIBJICHUSI, BOSHUKIIINE
MoClie Hayala TPUMEHEHHUS WCCIEAYEeMbIX JIGKAPCTBEHHBIX TMpENnaparoB (BKIIOYAs SBICHUS,
BEPOATHO 00YCIOBIEHHBIE CAMUM 3a00JIEBAHNEM HJIM COITyTCTBYIOLIEH MMaTOIOTHEN, €CTH TOJIBKO
C YMOJTHOMOYEHHBIM OpPraHOM 3apaHee He ObUIO JOCTUTHYTO COTJIAIIEHHE 00 OTHECEHUU
OTOBOPEHHBIX SIBJICHHUI K 00YCIOBIICHHBIM 3a00JieBaHreM). TabIUIIbI TOJDKHBI BKITIOYATh B ce0s
cBeieHHsT 00 W3MEHEHUM BHTAJIBHBIX IMapaMETPOB U JIIOObIE W3MEHEHHUS J1a00paTOPHBIX
MoKazaresei, KOTOpble pacCMaTPUBAIOTCS KaK Cephe3Hble HeKeNaTelIbHbIe SIBJICHUS WM Mpodne
3HAYUMBIC HEXKEIIATEIIbHBIC SIBICHUS.

B GonpmmHCTBE CilydaeB B TaKUX TaONMIAX CIEAyeT OTPa3UTh MPHU3HAKU M CUMIITOMBI,
BO3HUKINIKE B X0JI¢ JIedeHHsI (IPU3HAKU U CUMIITOMBI, KOTOPBIC HE OBLIN 3aperuCTPUPOBAHBI JI0
Hayala uccieI0BaHus U yCYTyOMIHCh B TEUCHHUE UCCIIEJOBAHMSI, €CJIM OHU UMETTH MECTO JI0 €r0
Hayasa).

B Tabnune cnenyer nepeyrciauTh BCe HEXKENATEIbHbIE SIBJICHUSI, KOJIMYECTBO MALEHTOB B
KOKIOW Tpymnme JICYeHUs, B KOTOPOW BO3HHKIIM HEXKENaTelIbHBbIC SBICHHUS, M YaCTOTy HX
BO3HUKHOBEHHUA. Eciy jeueHne HOCUT IUKINYECKU XapakTep, HalmpuMep, MpOTUBOOIYX0JeBast
XUMHOTEPANusi, TAaKUe PE3yJbTaThl CIEAYET MPEACTABIATH JUISI KAXJIOTO ITUKIA OTHCIBHO.
HexenatenbHble siBI€HHUS HEOOXOIUMO CrpyNIUpPOBaTh MO CHUCTEMaM OpPraHOB. 3aTeM, €clid
MCIOJIb30BaJIaCh CHCTEMa TpajJallii CTEMEHU TSHKECTU (Hampumep, JerKasi, CpeIHel CTeneHH,
TsDKeNast), Kak/10€ SBICHHUE JAOIMYCKAeTCsl 0XapaKTepr30BaTh ¢ ATOW TOUYKU 3peHus. B tabnumax
TaKk)Ke JIOMyCKAaeTCcs paclpeieNuTh HEKeNaTeIbHbIe SBICHHUS 10 CTENEHU MPUIHHHO-
CJIEICTBEHHOM CBSI3U, HAIIPUMEP, BO3MOXHO 00YCIIOBIIEHBI M HE 00YCIOBIIEHBI, LU UCIIOJIb30BATh
JPYTYIO IIKaTy, HAlpUMeEp, He CBSA3aHbBI WIIM BO3MOXKHO, BEPOSITHO, OTIPEICIICHHO CBsI3aHbl. [laxke
MIPU UCIIOIb30BAaHUH OLIEHKHU MPUYMHHO-CIIEACTBEHHON CBA3HM B TAOJIUIIBI ClIeAyeT BKIIIOUUTH BCE
HEXKENIATeIbHBIE SIBIICHUS BHE 3aBHUCHMOCTH OT CTENCHH B3aMMOCBS3M C MPUHUMACMBIM
JIEKapCTBEHHBIM IIpErapaToM, BKJOYas SBJICHHS, KOTOPHIE CUUTAIOTCS MPOSBICHUEM
MHTEPKYpPPEHTHBIX 3aboneBanuii. [locnenyromue aHamu3bl UCCIICOBAHMS WIH CBOJHOW 0a3bl
JaHHBIX O€30MaCHOCTH MOTYT IIOMOYb BBISIBUTH HEKEJIaTeNIbHbIE SIBJICHHSI, KOTOPbIE 00YCIOBIEHBI
WK He OOYCIIOBICHBI HCCIEIyeMBbIM JIEKAPCTBEHHBIM TpernaparoM. [loatomy ans aHanmza u
OLICHKH JAaHHBIX, MPUBEIACHHBIX B TAaKUX TaOJMIAX, HEOOXOAUMO HUIACHTHUPUIMPOBATH KaXKIOTO
MaIueHTa, y KOTOpOTro BO3HUKIIO pacCMaTpUBaeMOe HexelaTenbHoe sBieHne. Huxke npeacrasiex
MpUMep TaKO# TaOJIUIIBI.

[Tpumep Tabmuibl
HexenarensHbIe ABIEHUS: KOJIUYECTBO HAOIIOICHUNA
Y 9acTOTa, C MACHTHU(UKAINEH MareHTa

I'pynna nedenns: X N =150
Jlerkue Cpenneii crenenn Tsoxenble Hroro Bceero
c* | HC c | HC c | HC c | HC |c+HC
Cucrtema opraHos A 6(12%) 2M4%) 3(6%) 12%) 3(6%) 12%) 12(24%) 48 %)
SBnenue 1 N 11** N 21 N 31 N 41 N5l N6l
N 12 N 22 N 32 N 52
N 13 N33 N 53
N 14
N 15
N 16

SIBnenue 2
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[Tpumeuanue: *C — cBszanbl, HC — He cBsizanbl. ['pananms «cBsi3aHbD MOXKET OBITh paclIvpeHa, HalpuMep Ha
«OTIPEJICTICHHO», «BO3MOIKHOY», «BEPOSITHO.
**/ neHTH(UKALMOHHBII HOMEP TaIEHTA.

B nomonreHue kK TakuM oApOOHBIM Ta0IHIIaM, peCcTaBIsseMbIM B pazaene 14.3.1 otuera
(cormacHo pyOpMKalMU pa3lelioB OTYETa, YKAa3aHHOW B HACTOSIIEH YacTH JIOKyMEHTa), B
OCHOBHOHM YacTH OT4YeTa HEOOXOAMMO INPEACTaBUTh JOMNOJHUTEIBHYIO CBOJAHYIO TaONHMIly, B
KOTOpPOM CpaBHHMBaJIMCh OBl HcclenyeMass M KOHTPOJIbHAs TIpymmbl  0e3  yKa3aHHA
UACHTU(DUKALMOHHBIX HOMEPOB IMALMEHTOB, ONPaHUYMBAIOLIYIOCS YAaCTBIMU HEXeIaTeIbHBIMU
SABIICHUSIMU (HAIpUMep, TEMH, KOTOPbIE BO3HUKAIN HE MeHee YyeM y | % ManueHToB TPyIIb).

YroObl yCTaHOBUTh HCTHHHYIO YaCTOTY HEXEJATENbHBIX SBJICHUH, NPU UX ONUCAHUU
HE00XO/IMMO HE TOJBKO OTPa3UTh OPUTHHAIBHOE OMpEeNCHHE, JaHHOE HCCIIeA0BaTeNeM, HO U
HOMBITAThCS CIPYNNUPOBATh CBA3AHHBIC SBJICHUS (SBICHUS, KOTOPbIE BO3MOXHO MPEACTaBISIOT
coboif oguH u TOT ke QeHomeH). OIHUM U3 TaKUX CIOCOOOB SIBJISIETCS HCIOJIb30BAHUE
CTaHJAPTHOT'O CJIOBAPS HEXKENATENbHBIX PEAKIINN (SIBICHUI).

12.2.3. AHanu3 HeXeNnaTelbHbIX SBJIECHUN. B 1ensx cpaBHEHUs HCCIETyeMOM Ipynmbl U
IpyNIbl KOHTPOJII HEOOXOJUMO HCIOJIb30BaTh 0a30BbIE CBEJIEHHUS O YAaCTOTE HEXeIaTelbHBIX
SBJICHUH, KOTOpBIE OBLIM MPOAHATU3UPOBAHBI B pa3zaeie 12.2.2 oTueTa ¥ CBEACHUS 110 KOTOPHIM
OblTM mpencTaBieHbl B pazgene 14.3.1 oruera (cormacHO pyOpWKamuMu pa3feioB OTYETA,
yYKa3aHHOW B HACTOAILICH 4YacTH JOKyMeHTa). Iy Takoro aHaimm3a cieqyeT oOBbeIMHUTH BCeE
SIBJICHUSI HE3aBUCUMO OT TSDKECTH M IPUYMHHO-CIIEICTBEHHON 00YCIOBIEHHOCTH € LENIbI0 OoJiee
MIPOCTOTO MapajUIeTbHOTO COMOCTABJICHUSI CpaBHUBAeMbIX Ipymi. HecMOTpst Ha TO 4TO OOBIYHO
TAaKOM aHaJau3 NPOBOJAT MPU LEJIOCTHOM aHalIM3e O€30IacHOCTH, €CIIM MO3BOJSIOT pa3Mep
MCCIICIOBAHMS U €T0 JIM3aifH, PeKOMEHIyeTCsl M3YyUHUTh OoJiee YacThle HEeXKEJaTeNbHbIC SIBICHUS,
KOTOpBbIE MOJO03PEBAIOTCS KaK OOYCIOBJIEHHBIE JIEYEHHWEM, Ha NPEAMET MX BO3HUKHOBEHHUS B
3aBMCHMOCTH OT J03bI (B TOM YHCJIE B MI/KT WIH MI/M>), peKUMa J03UPOBAHMUS, JITUTEILHOCTH
JeueHwust, o01el 103bl, 1eMorpaduuecKuX XapaKTepUCTHK, TAKUX KaK BO3PACT, MOJI, paca U UHBIX
MCXOJIHBIX MPU3HAKOB (HAarpuMep, PYHKLIUHU OYEK), UCXOA0B 3P (HEKTUBHOCTH M KOHLIEHTPAIH
JEKapCTBEHHOTO mpenapaTa. Takke pEKOMEHAyeTCcs HW3y4YuThb BpeMs BO3HMKHOBEHUS
HEXKEJIATEJIbHBIX ABJIEHUN U UX JUIMTENBbHOCTh. OCHOBBIBAsCH HA pe3yibTaTax MUCCIEA0BAaHUN WIH
(apMakoJIOTHYECKUX CBOMCTBAX HCCIEIYyEMOr0 JIEKAPCTBEHHOIO Iperapara, JOMOJIHUTEIbHO
JIOITyCKaeTCsl MPOBOJIUTD PsIl APYTUX aHAJIN30B.

ITpoBeneHue TIATENBHON CTATUCTUYECKOM OLIEHKU KaXKI0T0 HEKENATEIbHOTO SIBIECHUS HE
TpeOyercs. Ilpu mepBUYHOM MpeNCTaBIEHMH W HW3YYEHUHM MAHHBIX MOXKHO BBISIBUTH, UTO
3Ha4YMTENbHAs 4acTh SIBJICHUI He 0O0yCIOBJEHAa AeMOrpapMuecKUMHU U MPOYUMHU HUCXOAHBIMU
napamerpamu. Ecnu uccrnenoBaHue BBINOJHEHO Ha HEOOJBIION MOMyNSIUH CYOBEKTOB, a
KOJINYECTBO SIBJICHUH OTHOCUTEIBHO HEOOJIBIIIOE, OBIBAET 1OCTATOYHBIM OIPAaHUUYUTHCS aHATTU30M
CPaBHEHHUs TPy JICYEHUS] U KOHTPOJIS.

ITpu ompeneneHHbIX OOCTOATENBCTBAX 110 CPABHEHUIO C MIPEACTABICHUEM OOIIEH 4acTOThI
HEXKEeJaTeNbHbIX SIBICHUH 00s1ee HHPOPMATUBHBIM SBIISETCS UCTIONIb30BaHUE TAOIUI] CMEPTHOCTH
WIA JpYrMX aHalIu30B MOA0OHOro poja. Ilpm LMKIMYHOCTH JIeUEHUs, Hampumep, IpH
IIPOTUBOOITYX0JIEBOM XMMHOTEPANNH, PEKOMEHIYETCS NPOBECTH aHAJIM3 PE3YJIbTaTOB B PaMKax
KaX/10T0 OT/EIbHOIO LIUKJIA.

12.2.4. IlepeueHb HeXeNaTENbHBIX SABJIECHUH 110 KaXKA0MY MMalueHTy. B npunoxenun 16.2.7
K OTYeTy (COrjgacHO pyOpHKaluH pa3/ieloB OTYeTa, YKa3aHHOM B HACTOALIEH YacTH JOKYMEHTA)
HEO0XOIMMO TEPEUUCIIUTh BCE HEXeNaTeIbHbIC SBJICHUSA 110 KaXKIOMY HalUeHTY, BKI0Yas OJHO
U TO K€ SIBJICHUE, BO3HHUKILIEE HECKOJBKO pa3, C yKa3aHHEM KaK CTaHAApTHOTO INPHHSITOrO
TEPMHHA, TaK M MCIOJIb30BAHHOIO MCCIEAOBATEIEM OpUTHHAIBHOIO TepMHuHA. llepedeHb
COCTABJISAETCS [0 KAXKAOMY UCCIIEIOBATENI0 U U3y4aeMOl TPpyIIIe JeUeHHs U JI0JIKEH BKIIIOYaTh B
ceOs CIeNyIoNIe CBeICHUS:

UACHTU(DUKATOP MAIMEHTA;

BO3pacT, paca, I10J1, Macca Tena (PoCT — €CJIM UMEET 3HAUECHHUE);

pacnionioxenue PK B otuere (mpu Hammuun);
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HeXKeJlaTeJIbHOE SIBJIeHHE (CTaHIapPTHBIN MPUHATHIA TEPMHUH, OPUTHHAIIBHBIA TEPMUH);

JUTUTEIHHOCTh HEXKETATeIILHOTO SIBICHHUS,

TSDKECTDh (HarpuMep, JIerKasi, CpeTHEH CTETICHH, TsoKemas);

CephE3HOCTH (CEPbE3HOE MITH HECEPhE3HOE);

MpearnpuHsATbie Mephl (0€3 BMeEIIaTeNlbCTBA, CHIKEHUE J103bl, MPEKpalleHHe JeueHus,
Ha3HAYCHUE JTOTIOJHUTEIHLHOU TEPANUU U JIp.);

nucxonbl (Hanpumep, B hopmate CIOMS);

OLIEHKAa MMPUYMHHO-CJICICTBEHHOM CBSI3U (Hampumep, CBsi3aHa WM He cBsizaHa). Mcnomnb3ys
TaOIMYHBINA (pOpMaT WK IPYyruM 00pa3oM HEOOXOIUMO OIHUCATh AJITOPUTM €€ TTPOBEICHHUS;

JaTa BO3HMKHOBEHHS WJIM JaTa BHU3UTA, HA KOTOPOM OBLIO BBISBICHO HEXKENATeIhbHOE
SIBIICHUE;

BpeMs BOSHHMKHOBEHHS HEXKEIATEILHOTO SBJICHHUS 110 OTHOIIECHUIO K TOCIEHEeNH MPUHATON
7103€ UCCIIeyEeMOro JIEKapCTBEHHOTO MpernapaTa (€Ciu MPUMEHHMO);

Tepamnusi Ha MOMEHT BOSHUKHOBEHHSI MJIM HEABHO MTPOBEACHHYIO TE€PAIIHUIO;

BEJIMYMHA J103bI UCCIIElyeMOro JIEKApCTBEHHOTO Mpemnapara B aOCOIIOTHOM BbIpaKEHUH, B
MI/KT WM MI/M?> B MOMEHT BO3HMKHOBEHHS SBIICHUS;

KOHIICHTpAIUs JIEKAPCTBEHHOTO MperapaTa (eciid U3BECTHA);

JUTUTEITHHOCTD JICUEHUS UCCIEAYEMbIM JIEKAPCTBEHHBIM MIPETapaToM;

COITyTCTBYIOILIAsl TEPAIKs BO BPEMS UCCIIEIOBAHUSI.

B Hauvane mepeuyHs wiM Ha KaxJaoW cTpaHuue (Oojiee MPEANOYTHTENbHBIM BapHAHT)
HEeoOXoauMo pacimudpoBaTh Bce aOOpEeBHATYPHI U YCIOBHBIE COKpAIICHUSI.

12.3. JleranpHble HCXOABI, IPOYHME CEPHE3HBIE HEXKENATEIbHBIE SBIEHUS U JApYyTue
3HAYUMBIE HEXKeJIaTeJIbHbIC SIBICHUS.

Heobxonumo ynenuTh ocoboe BHUMaHHE JIETAJbHBIM HCXOJaM, IPOYUM CEPbE3HBIM
HEKeJIaTEJIbHBIM SIBJICHUSIM U JPYTUM 3HAUMMBIM HEXeJIaTeIbHbIM SBJICHUSM.

12.3.1. IlepeueHp JeTaJbHBIX MCXOMOB, IIPOYMX CEPHE3HBIX HEKENATEIbHBIX SIBICHUN U
IPYTUX 3HAUYMMBIX HEXEJaTelNbHBIX SBJICHUI. B OTHOLIEHMM HIKEyKa3aHHBIX SIBICHUM
HE00XOIMMO MPEACTaBUTh NEPEUHH, COeprKaliue HHPOPMaIMIo, ONMCaHHYIO B pazzaene 12.2.4
otdera (coriacHo pyOpHKaIuu pa3AesioB 0TYETa, yKa3aHHOW B HACTOAIICH YacTH JTOKYMEHTA).

12.3.1.1. Jleranbublie ucxoasl. B paznene 14.3.2 ordyera mo KaxxjoMy MaiueHTy HEOOX0IUMO
MEPEYUCIIUTD BCE JIETAIbHBIE MCXOJbI, 3aPETUCTPUPOBAHHBIE B XOJ€ HCCIEAOBaHHUSA, BKIIOYas
nepuosl HaOMIONEHUs IO 3aBEpIICHUHM TEpaluu, a TaKKe JICTaJbHBbIE HMCXOJbl, BO3HUKIIHE
BCJIE/ICTBHE MPOLIEcCca, HAYaTOro BO BPeMs UCCIIeI0BaHUSI.

12.3.1.2. Tlpoune cepbe3HbIe HEKENAaTeIbHBIC siBJICHUS. B pa3aene 14.3.2 otuera (corimacHo
pyOpuKaIu pa3iesioB OT4YeTa, yYKa3aHHONW B HACTOANIEH YacTH JOKYMEHTa) HEO0OXOIUMO
NPEJCTaBUTh BCE CEpPbE3HbIE HEXeNaTelbHbIC SBJICHHUA (IOMUMO JIETaNbHBIX HCXOJO0B, HO
BKJIIOYAsi CEpPbE3HbIE HEXKENATENIbHbIC SIBICHUS, CBA3aHHbIC BO BPEMEHU WJIM MPEALIECTBYIOIINE
cMepTH). B mepeueHb HEOOXOOUMO BKIIOUMUTH JIAOOpAaTOpHBIE HAPYLICHHS, MAaTOJOTHYECKH
M3MEHEHHbIE )KU3HEHHO Ba)KHbIE NTOKA3aTeNu U MaTOJIOrMYecKre JaHHbIE OCMOTpPA, paclieHEHHbIE
KaK Cepbe3HbIe HeXKeaTeIbHbIC SBICHHS.

12.3.1.3. JIpyrue 3HaunMbIC HEXKENIaTeNbHbIC siBJIeHUA. B pa3nene 14.3.2 otuera (cormacHo
pyOpuKauu pa3/ieioB OTuYeTa, YKa3aHHOM B HACTOSIIEH YacTh JOKYMEHTa) HEoO0XOAMMO
MPE/ICTaBUTh BBIPAXKEHHBIE T€MAaTOJIOTUYECKUE U MPOYHe J1abopaTOpHbIE HApyIIEHUs (IOMHUMO
SBJICHUM, MOAMAAIOIMX O] ONpEAETICHUE CEePhe3HBIX HEXKENATeNbHbIX SBICHUH) U Ipyrue
COOBITHS, KOTOpbIE MPUBEIM K BMEIIATENbCTBY, BKIIOYas OTMEHY TEpaluud HCCIeTyeMbIM
JIEKapCTBCHHBIM TIPENapaToM, CHIDKEHUIO JI0O3bl WU 3HAYUTEIBHOW JIOMOJHUTEIHLHOM
COMYTCTBYIOIIEH Tepaluu, KOTOpble He TMOAMANAl0T TOJ  OINpeAeiieHHEe CepPhe3HBIX
HEXKENATEIbHBIX SBICHUH.

12.3.2. Onucanue JeTaJbHbIX UCXOJO0B, NMPOYUX CEPHE3HBIX HEXKEIATEIbHBIX SBJICHUN W
IPYTUX 3HAYMMBIX HEXKENATeIbHBIX sIBICHUU. HeoOXoamMo TpencTaBUTh KPATKOE OMHCAHUE
Ka)KJI0T0 JIETAIBHOTO MCX0/1a, KaX/I0T0 MPOYETo CEPbEe3HOr0 HEXKENATEIbHOTO SIBICHUS, a TAKKe
JIPYTUX 3HAYUMBIX HEXKENaTeNbHBIX SBJICHHMA, KOTOPBIC PACIEHEHBI KaK WMEIOIIUE OCOOBIi
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MHTEpEC BCIEACTBHE UX KIMHUYECKONW 3HAUMMOCTHU. B 3aBHCHMMOCTH OT KOJMYECTBA TaKue
OIMCaHMUs HEOOXOIUMO TPEICTaBUTh MO0 B OCHOBHOW 4YacTW OTYeTa, Jubo B pazzaene 14.3.3
otyera (COTyIacHO pyOpHKaIuu pa3/iejioB OTYETa, YKa3aHHOW B HACTOSIICH YacTH JOKYMEHTA).
SIBneHus, KOTOphIE OJHO3HAYHO HE CBSA3aHBI C HUCCIEAYEMBIM JIEKAPCTBEHHBIM IPENapaToM,
JIOTTyCKaeTCsl He OIMUCHIBATh WJIM ONUCAaTh OuYeHb KpaTko. Kak mpaBuiio, omucaHue TOJIKHO
COJIepKaTh CIIEAYIOIINE CBEICHUS:

XapakTep U BHIPAKEHHOCTD SIBJICHUS;

TedeHHe 3a00JieBaHMs, TpPHUBEANICE K SBICHUIO, C YKa3aHUEM BPEMEHH BBEICHUS
HCCIIETyeMOro JIEKapCTBEHHOT'O IIperapara;

3HAYUMBIC J1a00paTOPHBIEC MOKA3ATEIH;

OTMEHSJICS JIM JIEKapCTBEHHBIH Mpenapar U Koraa;

KOHTPMEpHI,

HAXOJKU Ha BCKPBITUU;

MHEHHUE HCCIIeJIoBAaTeNsl U CHOHcOpa (MpH HEOOXOAMMOCTH) B OTHOIICHWU MPHUYUHHO-
CIICICTBEHHOM CBS3U.

JIOTIOJTHUTETHPHO HEOOXOUMO MPEICTABUTE CIICIYIOIINE CBEACHHMS:

UICHTUPUKATOP MAIMEHTa;

BO3pAcCT U TOJI TAIUCHTA,

o011ee KITIMHUYECKOe COCTOSTHUE TaIfieHTa (Mpyu HEOOXOAMMOCTH );

3a0oieBaHKe, HA OCHOBAHMH KOTOPOTO MAIMEHT ObUT BKIIOYEH B MICCIIEAOBAHUE (€CITH s
BCEX IMAllMEHTOB OHO COBIIAJIAET, €ro HE YKA3bIBAIOT), C YKa3aHUEM €T0 JTUTEIbHOCTH (TEKYILEro
AMU30/4);

3HAYUMBIE COIMYTCTBYIOIINE U (MJIN) IIEpEeHECeHHbIE 3a00JIeBaHMs C YKa3aHHUEM BPEMEHH HX
BO3HUKHOBEHHUS U JIIUTEILHOCTH,

3HaYuMMasi COIYTCTBYIOIIAas W (WJIM) MPEIIIeCTBYIOUIas MEAMKAMEHTO3Has Tepamusi ¢
YKa3aHHEM PEKUMOB JO3HPOBAHMUS;

Ha3HAYCHHBIA MCCIIEAYyEeMbI JIEKAPCTBEHHBINA Mperapar, j03a (ecld OHa OTJIMYajach OT
MAaIMEeHTa K MAlUeHTY) U JITUTEIBHOCTh €r0 IPUMECHECHHUS.

12.3.3. AHanu3 u 00CYXJICHHE JICTATbHBIX UCXOJIOB, TPOUYUX CEPHE3HBIX HEKEIIATeIbHBIX
SBIIGHUW ¥ JIPYTHX 3HAYMMBIX HEXKENaTelIbHBIX sBICHUNA. HeoOXoammo BO B3aMMOCBSI3U C
0€30MaCHOCTBhIO HCCIEAYEMOr0 JIEKapCTBEHHOI'O Mpernapara OLEHUTh 3HAYUMOCTH JIETabHBIX
MCXOJIOB, MIPOYMX CEPHE3HBIX HEXKEIATEIbHBIX SBICHUM W APYTUX 3HAYUMBIX HEXKEIaTeIbHBIX
SIBIIGHUH, MPUBEAIINX K OTMEHE UCCIIEyEMOT0 JIEKAPCTBEHHOTO MpernapaTa, CHUKEHHIO €ro J103bl
WIM TPUMEHEHHIO BCIIOMOTATeNbHON Tepanuu. Heobxomumo 0co00 mpoaHAIM3UpPOBATh, HE
SBIIAETCS JIU Kakoe-TH0O U3 3TUX SIBJICHHUM paHee HempeIBUICHHBIM BaKHBIM HEKeJIaTeNIbHbIM
SIBIIGHUEM HCCJIEyeMOro JICKApCTBEHHOTO TIperapaTa. B OTHOIIEHUY Cephe3HBIX HeXKEIATEThHBIX
SIBIIGHUN 3TO OOCTOATENHCTBO UIPaeT 0co00 BaXKHYIO poJib. B 1ensiX BBISBICHHUS 3aBUCUMOCTH
SIBIIGHUH OT BpEMEHH MTPUMEHEHUS UCCIIEAYEMOT0 JIEKapCTBEHHOTO MpemnapaTa U OlEeHKH PUCKa BO
BPEMEHH PEKOMEHAYETCS UCIOIb30BaTh TAOIHIIBI CMEPTHOCTH WIJIH MO00HbBIE aHATTU3HI.

12.4. Ouenka 1ab0paTOPHBIX MMOKa3aTeNeil.

12.4.1. [lepeyeHb WHAWBUIYATbHBIX JAOOPATOPHBIX JAHHBIX 110 KAKIOMY MAIUEHTY
(mpencraBieHHBIN B pa3zaene 16.2.8 oTueTra) U OTKIOHEHUH J1a0OPATOPHBIX AAHHBIX OT HOPMBI
(npencraBnennbii B paszaene 14.3.4 ordera). [lo TpeOoBaHWIO YIIOJTHOMOYEHHBIX OpPTraHOB
PE3yNIbTAThl BCEX MMEIOIIUX OTHOIIEHUE K 0€30MaCHOCTH JIA0OPATOPHBIX MCCIEAOBAHUN JOIKHBI
OBITH TOCTYIHBI B BUJE TaOJMYHBIX NEpeyHel B cliefyromeM ¢GopmaTe: KaKIblid psii TaHHBIX
OTHOCUTCSI K BHU3UTY TMAIMEHTa, B TEUEHHUE KOTOPOTO OCYIIECTBISUIMCH JIabopaTOpHBIC
UCCIIEIOBaHMsI, B KOTOPOM MAaIlMeHThl CrPYNIHPOBaHbI 10 HCCIIEIOBATEN0 (B Cllydyae eciu B
WCCIIEIOBAaHUH OBLIO HECKOJNBKO UCCIIEOBAaTeNe) W Tpynme JIeUeHHs; Kaxablii cTonber
BKJIIOUaeT B ce0sl BakHble AeMorpaduyeckue IaHHbIE, CBEACHHA O J03€ JIEKapCTBEHHOIO
mperapara u pe3yibTaThl 1a00paTopHBIX HccheaoBaHui. [IoCKONbKY HE Bce UCCIEAOBAHUS MOTYT
yMecTUTbcsl B 1 Tabnuie, UX HEOOXOAMMO JIOTUYECKH CrpYyNIUpPOBaTh (FreMaTOJOTHYECKHe
UCCIICIOBAHMS, OMOXMMHS TIEYCHU, DSJICKTPOJIMTHI, aHAIW3Bl MOYM H Jp.). HeobOxommmo ¢
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[IOMOILBIO TOAYEPKUBAHUSA, 3AKIIOYEHHS B CKOOKM MM HMHBIM 00pa3soM BBIAEIUTH BCE
OTKJIOHAIOILIMECS OT HOPMBI 3HaueHus. Ecinu Toro TpedyeT ynoJHOMOUYEHHBIH OpraH, MepedeHb
HEOO0XOAMMO TPEACTaBIATh HE B OTYETE, a KaK OTAEIbHYIO YacTh PErMCTPALMOHHOIO J10ChE
JIEKapCTBEHHOTO Mpenapara, JIn00 3TOT MepeyeHb JOKEH ObITh HArOTOBE B CIIydae 3ampoca.

[Tpumep TabauIIBI
[Tepeuenn 1aboOpaTOPHBIX U3MEPEHHI

IManuent Bpems Boszpact | Ilon | Paca l\::gza JHo3a AT J'[a6|o P aTZI();I:Ie T(T:TLI 1
Ne 1l To 70 M E 70 xr 400 mr Vi* Vs Vo
T, \% Vs Vio

T, Vs \%i Vi

T; V4 Vg Vi

Ne 2 T1o 65 X H 50 xr 300 Mr V13 V16 V19
Ta Vis Viz Vao

T3, Vis Vis Vai

IIpumedanue: *V, — 3HaueHUE JJaOOPATOPHOTO MapaMmeTpa.

Jy1s1 yIIO-THOMOYEHHBIX OpraHoB B pazjaene 14.3.4 otyera (coriacHO pyOpHKaluy pas3iesioB
OTYeTa, YKa3aHHOW B HACTOSIIEH 4YacTH JTOKYMEHTa), HCIIOJIb3yS BBINICONHMCAHHBIA (hopmar,
HE00XOMMO IMPEJICTABUTh NEPEUYEHb BCEX J1a0OPATOPHBIX OTKJIOHEHHUH MO KaKOMYy MAIUEHTY.
ITo naGopaTOpHBIM OTKIOHEHHSIM, UMEIOIIUM 0COOYIO 3HAUUMOCTh (JIaOOpPaTOPHBIE OTKIOHEHUS,
UMEIOIME  MOTEHLUUAIbHYI0  KIMHUYECKYH0  3HAYUMOCTb),  CIEAyeT  IpPEICTaBIAThH
JIOTIOJIHUTENIbHBIE CBEJCHUS, HAalpUMEp, HOPMaJbHbIE 3HAUYEHUs [0 U IOCIE OTKJIOHEHM,
3HAa4YEeHUs B3aMMOCBSI3aHHBIX JIAOOPATOPHBIX INOKa3areneld. B HEKOTOpBIX Cilydyasx KelaTesIbHO
UCKJIIOUUTH OTIpeJieIeHHbIE J1a0opaTopHbIe OTKIOHEHHS U3 TOCIeayoNero anainusa. Hampumep,
W30JIMPOBAaHHBIE HE MOBTOPSIOIIMECS HEOOJbIINE OTKJIOHEHUS HEKOTOPBIX JIAOOPaTOPHBIX
napaMeTpoB (HarpuMep, KOHLIEHTPAIMS MOYEBOW KUCIOTHI WIIM 3JEKTPOJIUTOB) WM CIy4aiHble
HU3KHE 3HAYEHHMsS HEKOTOPBIX JIAOOPAaTOPHBIX MCCIEJOBAHUN (HampuMep, AaKTHUBHOCTH
TpaHCAMHHA3, IMIEIOYHON QocdaTasbl, COACpkKaHUSI a30Ta MOYEBHMHBI KPOBH M JIp.) MOXKHO
pacLeHUTh KaK BEPOSITHO KIMHUYECKH HE3HAYMMbIE U UCKIIOUNTh. OnHAKO 1100ble MOA0OHbIE
peleHust He00X0AMMO YeTKO 00OCHOBATD, a B IPEACTABICHHOM (JIOCTYITHOM JIJIsl IPE/ICTaBICHUS
I10 3aIPOCy YIOJIHOMOYEHHOT'0 OpraHa) MOJIHOM IIepeuHe 3HaYeHUI He00XOAMMO yKa3aTh Kax/10€e
nabopaTopHOE OTKIOHEHHUE.

12.4.2. Ouenka kaxmgoro JjaboparopHoro mokazatens. HeoOxomumas — oleHKa
71a00paTOPHBIX 3HAUCHUH JT0JKHA OTIPEIENIATHCS MOMyYSeHHBIMH Pe3yJIbTaTaMU, OHAKO, B IIEJIOM,
B OTYETE€ HEOOXOAMMO IpPEJICTABUTh PE3yJbTaThl IPOBEAECHUS HMKEONMCAHHOTO aHanu3a. B
OTHOIICHUU KaXJI0T0 Ja00OpaTOPHOTO MCCIIEOBAHUS HEOOXOIMMO MPOBECTU CPAaBHEHHE MEXKIY
UCCIIEAyeMONM M KOHTPOJIBHOW TIpynnamMu (€cid 3TO INPUMEHMMO U T03BOJISIET pa3Mep
uccnenoBanust). B mornonxenue B anann3e HEOOXOAMMO yKa3aTh TUana3oH HOPMaJIbHBIX 3HAUCHHH
KaX/10T0 J1JaDOpaTOPHOI 0 MOKa3aTes.

12.4.2.1. lunamuka n1abopaTOpHBIX MOKa3aTesei Bo BpeMeHu. [1o kaxxaoMy mapameTpy B
KaX/1bIif IEpruOoJ BpEMEHU Ha MPOTSHKEHUH BCET0 UCCIIEA0BaHU (HAIIpUMeEp, IPU KaXKA0M BU3HUTE)
HEOOXOMMO YKa3aTh B OTUYeTe CIEAyIOIIMEe MaHHbIC: 3HAUEHHs TPYIIOBOTO CPEAHErO WIH
MeIMaHbl, pa3Max 3HaYCHHUH, KOJIMYECTBO MAMEHTOB C OTKJIOHSAIOIIMMUCS OT HOPMBI 3HAYECHUSMUA
WIK C OTKJIOHSIOUIMMMCS Ha OIPEAEICHHYIO BEIMYMHY 3HAUYECHUAMU (Hampumep, 2-KpaTHO
IIPEBBIIIAIOIIMMYA BEPXHIOK TPAHMILy HOPMBI, B 5 pa3 BbIIE TI'PAHULBI HOPMBI, IIPU 3TOM
HE00X0IMMO 000CHOBATh TaKOM BbIOOD). JlomyckaeTcst HCIoNIb30BaTh rpaduKy.

12.4.2.2. UnauBuayanbHbIE U3MEHEHUS. Heo0xomnmo MPEJICTaBUTh a”HaIn3
WH/IMBUYaIbHBIX J1A00OPaTOPHBIX M3MEHEHHMH MO Kaxaoi uccienyemoil rpymme. s 3Toro
JOITyCKaeTCs UCIOIb30BaTh PA3HBIE IMOAXOAbI, BKIHOYA:
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TaOJIULIBI CABUTOB — TAOJIMIIBI, OTPaXKaIOU[1e KOJINYECTBO MAI[UEHTOB, HAXOSIINXCS HUXKE,
B IIpeJesiaX WM BBIIIE HOPMAJIbHBIX 3HAUEHUH MOKazaTels 4epe3 OINpe/ielieHHbIe TPOMEKYTKH
BpPEMEHH;

TaOMUIIBI, co/ieprKaliue HHPOPMAIIUIO O KOJIMYECTBE UM J0JI€ MAIMeHTOB ¢ U3MEHEHUEM
1abopaTopHOro TMoOKa3aTells Ha 3apaHee YCTAaHOBJIEHHYIO BEIIMYMHY dYepe3 ONpeelIeHHbIE
POMEXYTKH BpeMeHu. Hanpumep, 17151 a30Ta MOYEBHHBI KPOBH MOTJIO OBITH IPUHSTO PEIICHHE O
HEOOXOIUMOCTH €ro OMHCaHus, eclii u3MeHeHne npesbimaer 10 mr/mn. [lo aTomy mapamerpy
HE00X0AUMO ObLTO ObI PEACTAaBUTH KOJMYECTBO MALIMEHTOB ¢ U3MEHEHHEM, HE MPEBHIIIAIOIINM
WIM TPEBHIIIAIONIMM JIAHHYIO TPaHUIy, Ha OJHOM BH3UTEe WU Ooiyiee, OOBIYHO MAIIEHTOB
TPYNIUPYIOT OTAECNBHO B 3aBHCHUMOCTH OT MCXOAHOTO 3HAYEHHUS a30Ta MOUYEBUHBI KpPOBH
(HOpMaJgBbHOTO WM  TIOBBIMICEHHOTO). BO3MOXHBIM MPEUMYIIECTBOM TaKOTO cCroco0a
NpPEJCTaBICHUS IO CPaBHEHHMIO C TaOJMIIAMU CIBUTOB SIBISIETCS CIHOCOOHOCTH BBISIBUTH
M3MEHEHHUS ONpeIeNIEHHON BETMYHMHBI, 1aXKe €CIIM KOHEUHOE 3HAUEHUE SIBIISIETCS HOPMaIbHBIM;

rpaduK, COMOCTABIISIOMMN UCXOIHOE 3HAYCHUE U 3HAYCHUS J1aOOpaTOPHBIX MMapaMeTpoB,
Ha0JII0/IaeMBIX B XOJI€ JICUEHUS MO KaXXI0OMy IMalMEHTy, B BUJAE TOUKH, XapaKTepusyromeics 2
KOOpAMHATaMHU: MO0 OCH a0CIMCC — UCXO/AHbIE 3HAYCHHS JTa0OpaTOPHBIX MOKa3aTelNei, a mo ocH
OpAMHAT — 3HAYEHUS STUX K€ TToKa3aTesel BO BpeMeHH (1ocie Kypca jiedenus ). Ecinu nsmenenuit
HE MPOUCXOAUT, TOUKA, MPEACTABIISIONIAs KaKI0T0 MallMeHTa, OyJeT HaXOAUThCS Ha JIUHUU 45
rpagycoB. O6muii cABUT rpaduka B CTOPOHY BBICOKMX 3HAUEHUU MPOSIBUTCS B BUJAE CKOIUICHUS
Touek (kyactepa) Hax JuHHUer 45 rpagycos. ITockonbky Takoil coco0 mpeacTaBieHus: OOBIYHO
OTpakaeT TOJbKO | BpEeMEHHYIO TOYKY uisi | Tpynmbl, ¢ LEIbi0 MHTEPIpPETAalrd JIaHHBIX
noTpelyroTcs Cepuu TakuxX rpa)uKoB BO BPEMEHH JUIS UCCIEAyeMON U KOHTpoJbHOU rpymnm. C
JPyroi CTOPOHBI, YKa3aHHBINA CIIOCO0 MPeICTaBICHHSI TO3BOJISIET OTPA3UTh UCXOIHOE U Hanbosee
OTKJIOHAIOLIeecs 3HaueHHs. OH JIETKO BBISBIISICT PE3KO OTKJIOHSIONIMECS 3HAYCHUs (A TaKuX
3HaYEHUHN peKOMEHAYEeTCs YKa3bIBaTh UACHTHU(PUKATOPHI AIUEHTOB).

12.4.2.3. KnuHu4yeckln  3HAYMMble  WHIMBHIyaJbHbIE  OTKJIOHeHHA.  Heobxommumo
MPOaHAIU3UPOBATh KIMHUYECKH W3MEHEHHs, OIpEe/eleHHbIE 3asBUTENEM Kak 3HaunMble. B
pazgenax 12.3.2 u 14.3.3 oruera (cormacHo pyOpHMKamuMu pas[esioB OTYeTa, yKa3aHHOH B
HACTOAIIEH YacTh JOKYMEHTa) HEOOXOJUMO MPEACTaBUTh ONMHCAHUE KaXAOro MalleHTa, YbU
nabopaTopHble OTKJIOHEHHsI OBLIM PACICHEHBl KaK CEephe3HOE HEXKEeNaTeNbHOE SIBICHHE WU B
HEKOTOPBIX CIyyasx — Kak Ipoyee 3HAYUMOE HekenareiabHoe siBieHue. llpu ucnonb3oBaHuM
IIKaJIbl CTETNIEHN TOKCUYHOCTH (Hampumep, BO3, mkana HanmonansHoro uncrutyta paka CIIA)
HEoOXOIUMO  HE3aBHCHMO  OT  CTEHNeHH  TSKECTH  OXapaKTepu30BaTh  M3MEHEHWS,
KBaJIM(HUIMPOBAHHBIE KaK TspKenble. [1o kaxxaoMy mapamerpy HE0OXOAUMO MPEICTaBUTh aHAIN3
KJIMHUYECKH 3HAUYMMBIX M3MEHEHUIl U KpaTKoe ONHMCAaHWE OTMEHBI TEpaluu MO pe3yjbTaTaMm
nabopaTopHbIX HM3MepeHuid. HeoOXonumMo ONeHHTh 3HAYMMOCTh M3MEHEHUH M UX MPHUYUHHO-
CIIEICTBEHHYIO CBf3b C HCCIEAyeMOM Tepanueld, HalpuMmep, C IOMOIIbIO aHaldh3a TaKHUX
NPU3HAKOB, KaK 3aBUCHUMOCTb OT JO3bl, KOHIEHTpAallMd JICKApCTBEHHOIO IMperapara,
MCYE3HOBEHHE B TEUYEHHE TEpamuu, IMOJIOKUTEIbHAs peaklHss Ha OTMEHY, MOJOKUTEIbHas
peakiys Ha BO30OHOBJICHUE U XapaKTep COMYTCTBYIONIECH Tepanuu.

12.5. )Ku3HeHHO BaKHBIE IMOKa3aTe, MaHHbIE OOBEKTHUBHBIX HCCIEAOBAaHUN U MPOUYHE
HaOmiofeHus, 3arparuBaromue  Oe3omacHocTh. IlogoOHO  7mabopaTOpHBIM — TapameTpam
HE00X0IMMO TPOAHAIU3UPOBATh U MPEACTABUTH CBEICHHUS O JKU3HEHHO BAXKHBIX MOKAa3aTelsix,
NPOYMX JAaHHBIX OOBEKTUBHBIX MCCICIOBAHUN M JPYIHMX HaOIIOACHUSAX, 3aTPardBarOIIUX
O0e3onmacHOCTh. Ecnm uMeETCs JoKa3zaTenbcTBa Hanuuus (apmakosorundeckoro 3¢dekTa,
HEOO0XO/IMMO YCTaHOBHUThH BCSKYIO 3aBHCHMOCTH OT JI03bl WJIM KOHLIEHTPAIMH JEKapCTBEHHOTO
mpernapaTa WJIM B3aMMOCBS3b C XapaKTepUCTUKAMU TMalueHTa (Hampumep, 3aboJeBaHHEM,
neMorpagpuuecKuMH JaHHBIMHU, COIYTCTBYIOIIEH Tepamueil), a TakKe OMHCaTh KIMHHYECKYIO
3HAYMMOCTh HaOmoneHnid. HeoOxoaumo mpu aHanmu3e B OTYETE YNEIUTh 0CO00€ BHUMAHHE
M3MEHEHMSIM, KOTOpble HE OBLTM OTHECEHBI K IMEepeMeHHBIM 3((PEeKTUBHOCTH, U TEM CaMbIM
PaCIICHEHHBIM KaK HeXeJlaTeIbHbIEC SIBJICHHUS.

12.6. 3aknrouenue o 6€30MacHOCTH.
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Heo6xomumo mpoananmu3upoBath 0OIIyI0 0€30MacHOCTh MCCIENIyEMOTO JIEKapCTBEHHOTO
npemnapara, HOI[pOGHO MMpOoaHAJIN3UPOBAB ABJICHUA, BOZHUKIIUC BCJICACTBHUC U3MCHCHHA OO3bI,
HEOOXOJMMOCTH COITyTCTBYIOIIECH TEPaINnu, CEPhe3HBIM HEKENIATEILHBIM SIBJICHUSM, SIBICHUSM,
BO3HUKIIMM B OTBCT HAa OTMCHY TCpalnu, U JICTAJIbHBIM HCXOAaM. HGO6XOI[I/IMO BBIIBUTH BCEX
MAIMEHTOB WJIM WX TPYIIIbI, TOIBEPKEHHBIX OBBIIICHHOMY PHCKY, IIOAPOOHO NIPOaHATH3UPOBAB
TCX U3 HUX, KOTOPBIC ABJIAKOTCA IMOTCHHUAILHO YA3BUMBIMU HJIM MOTYT 6I>ITB NpCaACTAaBJICHBI
HEOOJIBIIIUM YUCIIOM CYOBEKTOB (Hampumep, 1eTH, OepeMeHHbIe, OCTa0JICHHBIC TTOXKIIIBIC JIHIIA,
ManuCHTBI CO 3HAUUTCIIbHBIMU HAPYIICHUA MeTa6OJ'II/13Ma U  BBIBCACHHUA JICKAPCTBCHHBIX
npenaparoB U ap.). Heo6xoaumMo omucath MOCIEACTBUSI OIEHKH O€30MaCHOCTH BO3MOXKHOTO
MIPUMEHEHHUS IEKAPCTBEHHOTO TIperapara.

13. Obcyxnenue u oo1Iee 3aKII0UeHUE

JIOJDKHBI OBITH KPAaTKO M3JI0KEHBI U 00CYKICHBI PE3yJIbTaThl OLEHKH Y(PPEKTUBHOCTH U
0€30MacHOCTH, COOTHOIIEHHWS MOJb3a-PUCK CO CCBUIKOW Ha TaONWIBl, pPHCYHKH U
COOTBETCTBYIOIIIME pa3fenbl oTdyera (MpU HeoOXxomumocTH). JlaHHBIA paszgen He JOJKEH
IPEACTaBIATH COOOH MPOCTOE MUTHPOBAHNE ONMCAHMS JAaHHBIX MIIH BBOANUTH HOBBIC JaHHBIC.

OOcyxaeHre M BBIBOJBI JIOJDKHBI SICHO OXapaKTepU30BaTh BCE IOJYYEHHBIE B XO€
WCCIIEJOBaHMsI HOBBIC WJIM HENpEIBUACHHBIC TaHHBIC, TPOKOMMEHTHPOBATh WX 3HAYUMOCTH U
00CYUTh BCE MOTEHIIMATbHbIE TPOOIEMBbI, HATPUMED, IPOTUBOPEUHNS MEXKTYy B3aUMOCBI3aHHBIMH
tectamu. KiimHu4eckast 3HaYMMOCTh ¥ BAKHOCTH PE3YJIbTATOB TAKXKE TOJDKHBI OBITH 00CYKICHBI
UCXOMA W3 JIPYTMX HMEIOIMXCs HaHHbIX. JlOMKHBI OBITh YKa3aHbl Bce cHelHM(HUUecKue
NPEeUMYINECTBa WIHM CIICIHAIbHBIE TPEJOCTEPEKEHNSI, HEOOXOAMMBIE KaK M OTAEIBHBIX
NAIMEeHTOB, TaK U JUIA TPYMIl PUCKA, a TaKXKe JII0ObIe MOCIEACTBHS JUIsl IPOBEACHHS Oy IyIIuX
uccienoBaHui. B kauecTBe albTepHATUBHOTO BapUaHTA, PE3yJIbTAThl TAKUX OOCYXKICHUH MOTYT
OBITH BKIIIOYEHBI B pe3ioMe Mo 0e30macHOCTH U 3()(PEKTUBHOCTH B COCTaB PETUCTPAL[HOHHOTO
0Che (MHTETPUPOBAHHOE PE3IOME).

14. Tabnuupl, pucyHKkH, rpaduku, Ha KOTOPBIE JaHbl CCHUIKU, HO KOTOPBIE HE BOLLIH B TEKCT
oTuera

PucyHKM NOTKHBI MCTIOIB30BATHCS IS TpahuuecKoro oToOpaKeHHs BaXKHBIX PE3yIbTaTOB
WIH JJ15 TIOSICHEHUS PE3yJIbTaTOB, KOTOPBIE CI0XKHBI I BOCIIPUATHS B (hopMe TadIIuLI.

Baxusle nemorpagdudeckue JaHHbIE, @ TAKXKE JaHHBIE 110 3((PEKTUBHOCTH U O€30M1aCHOCTH
JOJKHBI OBITh MPEACTABIEHbl B CBOAHBIX PUCYHKax M TaOnMuax B TekcTe ordera. Eciam 3to
HEBO3MOXKHO CJeJaTh IO KaKUM-IIMOO MpUYMHAM W, HANpuUMep, U3-32 pa3MEepoB HIU UX
KOJINYECTBA, UX HEOOXOUMO NPEICTABUTh B JAHHOM pa3Jiesie 0TUeTa C yKa3aHUEM IePEKPECTHBIX
CCBUIOK Ha TEKCT, a TaKXe BCIIOMOTaTEeNbHbIC WM JOMOJHUTEIbHBIC PUCYHKH, TAOIHIBI WIH
HEPEYHH.

B nanHOM paszzene ordera O KIMHMYECKOM HCCIIECIOBAHUM MOXET OBITh INpe/icTaBieHa
cnenyromas nHpopMaIus:

14.1. Jlemorpadudeckue 1aHHbIC (CBOIHBIC PUCYHKH, TAOJIHIIbI).

14.2. Jlannbie 110 3 PeKTUBHOCTH (CBOHBIC PUCYHKH, TAOTHIIHI).

14.3. Jlannplie o 6€30MacHOCTH (CBOIHBIC PUCYHKH, TAOJIHIIbI ):

IIPEJOCTaBIICHUE JaHHBIX O HEXKENATEIbHbIX SIBICHUSAX;

NEpeYeHb CIIy4yaeB CMEPTH, APYTHX CEPhE3HBIX U 3HAUUMBIX HEXeNaTeIbHBIX SIBICHUIA;

ONMCaHME CIIy4aeB CMEpPTH, JPYTUX CEPbE3HbIX M HEKOTOPBIX JPYTUX 3HAYUMBIX
HE)XEJaTeNbHbIX SBICHUM;

NepevYeHb OTKJIOHAIOIIMXCS OT HOPMBI IOKa3aTejael 1abopaTOpHBIX HMCCIeJOBaHUM (IO
KaKJOMY MalMEHTy).

15. Cnucok nureparypbl
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JlomkeH OBbITh MPENOCTaBICH CHHCOK HAYYHBIX CTaTedl W3 JUTEpaTyphbl, HMEIOIIeH
OTHOIIIEHHE K OIIEHKE Pe3yJbTaToOB HccieAoBaHusa. Konuu BakHBIX MyOIMKalui JOJKHBI OBITH
npencraBieHsl B npuwiokeHusx 16.1.11 u 16.1.12 x ordery (corimacHo pyOpUKaluu paslenoB
OTyeTa, YKa3aHHOW B HacTosIed yacTH JokyMeHTa). CChUIKM Ha JIMTEpaTypy MIOJIKHBI OBITH
MPEAO0CTaBIIEHBI B COOTBETCTBUH C MEXIYHApPOIHBIMU cTaHapTamu (BankyBepckas Jnexinapanus
1979 r. «kEquabie TpeOOBaHMAM K PYKOIUCSAM, TIPEICTABIIEMBIM B OMOMETUIIMHCKUE )KYPHAITBD» ),
MexrocynapctBeHHbiM  crangaptom  ['OCT  7.1-2003  («bubnuorpaduueckass — 3amuch.
bubnmuorpaduueckoe onucanue. O6mme TpeOOBaHMUS U MPaBHJIa COCTABICHUS») WU CUCTEMOM,
npuMeHsieMol B pedepaTiuBHOM xypHasie «Chemical Abstractsy.

16. [Tpunoxenus

B nmanHOM pa3zene AOoMmKeH OBITh TIPEJCTABICH TMEPEYeHb BCEX MPHIOKCHHIA,
MPE/ICTAaBJICHHBIX B OTYETE IO MCCIIEOBaHMIO. B ciyyae moyydeHus pas3pelieHusi co CTOPOHBI
YIOJHOMOYEHHOTO OpraHa HET HEOOXOIWMOCTH MPEIOCTaBISATh HEKOTOPHIE MPUIOKEHUS B
OTYeTe, HO OHM JOJKHBI ObITh TOTOBBI K IIPEIOCTABICHUIO MO TpeOOBaHMIO. 3asiBUTEINb AOKEH
SICHO 00O03HAYUTh MPHIIOKEHUS, KOTOpPBIe OYIYT MPEACTaBICHBI ¢ OT4eTOM. JlJIs TOTO, YTOOBI
MPWIOKEHNs OBLIM JIOCTYIHBI IO TpeOOBaHUIO, cClieAyeT OOecHeuuTh HX OKOHYATEIbHOE
YTBEPKICHHUE KO BPEMEHH MPEAOCTABICHHS OTYETa B YIIOJIHOMOUYEHHBIN OpTaH.

[IpunoxkeHnss K OTYETy pacloiaraloTcs B CIEIYIONIEM MOpSAAKE U HyMepyrloTcs IO
CIIeyIoIel pyOpUKaIiu:

16.1. Uadopmarus o0 ncciae10BaHUM:

16.1.1. mpoTOKOI U NONPaBKU K IPOTOKOILY;

16.1.2. obpazens ”HAUBUAYATLHON PETUCTPAITMOHHON KapTHhI;

16.1.3. mepeuenr DCO (HIK), oOpasupl nmuchbMeHHOW WHpOpMALMU A MALUCHTOB H
(dhopmbI HHPOPMUPOBAHHOTO COTIIACHS;

16.1.4. nepedeHb U XapaKTEPUCTUKHU HCCIIEIOBATENEH, a TAK)KE APYTUX OTBETCTBEHHBIX JIUI]
WCCIeOBaHMs, BKIIOYasi KpaTkoe pestome (1 cTpaHmma) amOO0 SKBUBAJEHTHOE OIHMCAHHUE
00y4YeHHS 1 OTbITa paOOTHI, UMEIOIIET0 OTHOLIICHHE K IPOBEACHHUIO KIIMHUYECKOTO UCCIIeIOBAHNUS;

16.1.5. noanucu TIaBHBIX MCCIEAOBATENE, UCCIEA0BaTENed KOOPAUHATOPOB WM
OTBETCTBEHHOT'O MPEJCTABUTEINS CIIOHCOPA — B 3aBUCUMOCTH OT TpeOOBaHHUH yIIOJIHOMOYEHHOTO
Oprasa;

16.1.6. B cnyuae WCHONB30BaHUS B HCCIENOBAaHUU Oonee | cepuu uCCIeayeMOTo
npernapaTa — IepeyHH KOJIOB MallMeHTOB, MOTYYaBIINX Mpenaparbl pa3HbIX CEpHii;

16.1.7. cxema paHgoMH3alMKi M KOABI (MACHTU(UKALNMS TMANUEHTOB W HAa3HAYCHHOE
JICYCHHE),

16.1.8. ceptudukarsl aynura (€CIU MPOBOIMIUCH);

16.1.9. nokymeHTalus Mo CTaTUCTUYECKUM METOAaM;

16.1.10. nokyMeHTanusi MO0 METOJUKAaM BHYTPEHHEH J1a0opaToOpHOM CcTaHAapTU3aLUU M
nporieaypam o0ecreueHrs KauecTa (€Ciii MPUMEHSITUCH);

16.1.11. myGnukanuuu, 6a3upyronmecs Ha JaHHOM HCCIICI0BaHUH;

16.1.12. BaxxHBIC MyOIMKAIIMN, HA KOTOPHIE CCHIJIAIOTCS B JTAHHOM OTYETE.

16.2. TlepeueHb TaHHBIX IO CYOBEKTaM MCCIIEIOBAHMS:

16.2.1. mepedeHb CyOBEKTOB, KOTOPHIE JOCPOYHO BHIOBLIN U3 UCCIEIOBAHUS;

16.2.2. OTKIOHEHUS OT IPOTOKOJIA;

16.2.3. manueHThl, KOTOPBIX UCKIIIOYMIN U3 aHan3a 3P PEeKTHBHOCTH;

16.2.4. nemorpaduyeckue JaHHBIE;

16.2.5. cobmoienne pexxuma JiedeHus («KKOMIUTAeHC») U (MJIM) JaHHBIE O KOHIIEHTPAIH
JIEKapCTBEHHOI'O CPEJICTBA (IpU HAIUYMH);

16.2.6. vHaIUBUTyaIbHBIC JAHHBIE OTHOCUTENHHO d()PEKTUBHOCTH;

16.2.7. nepeueHb HeXeNaTENbHBIX SABICHHUH (TI0 KKIOMY CyOBEKTY);
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16.2.8. mepedeHb ~ MHOWBHUIYAIbHBIX  IOKa3aTeledl  Ja0OpaTOPHBIX  WCCICIOBAHHM
MAIMEeHTOB, €CIIU TPeOyeTcsl YIIOJTHOMOUYEHHBIM OPTraHOM.

16.3. UnauBuayanbHbie peructparmonabie kapthl (MPK).

16.3.1. UPK no cnyuyasm cmepTu, APYTMM CEpPbE3HBIM HEXKENATEIbHBIM SIBICHUSM U
CIly4asiM BBIBEJICHUS U3 UCCIICOBAHUS B CBSI3U C PA3BUTHEM HEXKeNIaTeNIbHbIX SBJICHUM;

16.3.2. npyrue UPK, npeacraBieHHbIe Ha paCCMOTPEHUE.

16.4. TlepeueHb JaHHBIX MO KAXKIOMY CyOBEKTY UCCIEIOBAHUS.
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IIpunoxenune Ne 2

K [IpaBunam Haamexanen
KJIMHUYECKOW MpakTuku EBpazuiickoro
3KOHOMHYECKOTO COI03a

DPOPMA

CHHOIICUCA (KpﬂTKOl"O ONMUCAaHHUA KINHHYECKOI0 I/ICC.]ICIIOBaHI/Iﬂ)

HaumeHoBaHME CIIOHCOPA
(KoMTIIaHWH):

OtaenpHas Tabiauia UCCIIEI0BAHMS,
OTHOCSILASACS K YACTH I0ChE

[HauMeHOBaHHE TOTOBOTO npemnapara

Tom:

HauMeHOBaHNE aKTUBHOTO
MHI'PCAUCHTA:

Crtpanumna:

(ITone ucmonb3yeTcs TOIBKO
HAITOHAEHBIMU
YIOJTHOMOYEHHBIMU OpPTaHAMM)

Ha3Banue ncciegoBaHus:

Mccnenosarenu:

MccrenoBaTenbCKuil EHTP:

[TyOmukamus (CChlKa):

Mccnenyemslii mepuon (roaa):
(nara Havyaa HaOopa)
(maTa mocieHero BU3NUTA)

daza pazpaboTku npenapara:

[emm:

MeTOom0JIOTHS:

Hucao NalmuCHTOB (SaHJ'IaHI/II)OBaHHOC u HpoaHaHI/ISI/IpOBaHHOG)Z

/larHO3 M OCHOBHBIE KPUTEPHUH IS

BKJIFOUCHHUA:

I/ICCHGZ[yeMLIi;I npenapar, 103a u cI1oco6 MPUMCHCHMSA, HOMEp CEpUU:

HpOL[OJ'I)KI/ITGJ'ILHOCTL JICUCHUA:

[Mpenapar cpaBHEHHS, 1033 U CIIOCOO NPUMEHEHHS, HOMED CEPHH:

Kputepuu oneHKu:
D dexkTuBHOCTS:

Ibe3omacHOCTE:

CTaTUCTHYECKHE MCTOBI:

KPATKHI OB30P — BEIBO/IbI

PE3VJIbTATBI OHEHKN 5®DPEKTHUBHOCTU:

PE3VJIbTATBI OHEHKH BE3OITACHOCTU:

3AKJIIOYEHUE:

aTra OT4YcCTa.

IIpunoxenne Ne 3

K [IpaBunam Haamexanien
KJIMHUYECKOH npakTuku EBpazuiickoro
3KOHOMHYECKOTO COI03a

OPOPMA

CTPAaHMIbI MOAIUCH IVIABHOI'O HCCJIEA0BATEC/IA UIIH UCCTICA0BATEIA-KOOPpANHATOPA
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HHOATINCE I'N'TABHOI'O UCCIIEAOBATEJIA
NJIN NUCCIIEJOBATEJIA-KOOPAMHATOPA
MNJIN OTBETCTBEHHOI'O MEJJULITMHCKOI'O
CIIELIMAJIMCTA CIIOHCOPA

HA3BAHUWE UCCIIEJOBAHMS: ..o
MCIIOJIHUTEJIb UCCIIEJJOBAHUS: ..o,

51 opoynTan HACTOSIIHAA OTYET 1, OCHOBBIBasICb HA MOEM 3HAHUH JAHHOT'O UCCICAO0OBaHWsA, HACTOAIINM
MOATBCPKAA0, UYTO B HEM IIPABUJIBHO U3JIOKCHBI MTPOUCAYPHI ITPOBECACHUA UCCIIEA0OBAHUA U €T0 PE3YJIbTATHI.

MCCJIEJJOBATEJIb: [NOAIMNCh

MNJIN OTBETCTELEHHI)II\/II

MEJULIHCKUU CIIELIUAJIUCT

CIIOHCOPA

BJIAJIEJIEL] OTYETA:

TTATA:
IIpunoxxenue Ne 4
K [IpaBunam Haamexanien
KJIMHUYECKOH npakTuku EBpazuiickoro
3KOHOMHYECKOTO COI03a

D®OPMbI

IJ1IaHa "u III/I33171H3 KIMHUYECKOIro uccjiea0oBaHus

I. ITnan KIMHUYECKOTO MCCIeIOBaHUS U TpaduK ero OLeHKU

IMEPHOJI JIEYEHHST A B C
Bl B2 Cl C2

TecTHpyemelii npenapat Tectupyemblii npenapat

Hecnepvemutii npenapar Heeneayemslil npenapart

A A

5 M 10 mr 10 mr

Brojinbrii
HEPHOI  fHecneayemuli npenapal Hecneayemuii npenapant

Heeneayvemplil npenapat Hecmeayemsiil npenapat

(5] B

Swr 10 mr 10 mr
Henenu -2(-3) 0 3 6 9 12
Busut 1 2 3 4 5 6
Tect ¢ pusnueckoii Harpy3kou 24 u X! X? X X X X
MenuimHCKNE aHaMHE3 X
Odu3ukanpHoe 00CIIeI0BaHIE X X
OKI X X
JlaGopatopHble Hcclea0BaHUS X X
HesxenarenbHble sIBIEHUS X X X X X
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114-20 gmeii moce Bu3uTA 1.
21-7 nHeii MOCIIE MEPBOTO JHS TECTa ¢ PU3UIECKON HATPY3KOIA.

II. {n3aitH KIMHUYECKOTO UCCIIeIOBaHMs U TpaduK ero OLICHKH

(popma)
JBoiiHoe cienoe
ITnane6o
IIpocToe cnenoe |
CKpUHHUHT ITInane6o JHoza 1
TepUOI
1 2 3 4 P | | | 11
Busur | | | |
(7mH) (7 mH) (7 mH) (7mH) Jo3a 2 (141m)
| | | 10
|I[03a 3 | |
(7mm) (7 nm) (711) (7 nm)
5 6 7 8 9
(dpopma)
Orenka CxkpunuHr Bronub1i icxonHbIi Jleuenne Haomonenue
Henens -2 -1 0 1 2 3 4 5 6 7
Wudopmuposannoe X
coryacue
AnamHue3 X
duznKaabHOE X X
o0ceoBaHue
D¢ddexkTuBHOCTS:
IlepBuuHas nepemeHHas X X X X X X X X X X
Bropuunsle nepemeHHbIe X X X X X X X
besonacHocCTb:
HesxenarenbHble sIBIEHUS X X X X X X X X X X
JlaGopatopHbIe TeCThI X X X X X X
Macca Tena X X X X
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IIpunosxenue Ne 5
k IIpaBwiiam Hagnexamen

KJIMHUYECKOU pakTuku EBpasuiickoro

OKOHOMHYCCKOI'O COr03a

[Tpumep 1

DOOPMbI
NIpeacTaBJIeHUs pacnpeaeeHus NaueHToB
Pacnpenenenue nmanueHToB
N=1.724
BCETO MAIHEHTOR MOJIVUAIO JIeHeHHe B JIBOHHOM CllenoM JiHzaiiHe
]
I I 1 | 1
N =340 N= N= N N =
pekHM A peanm B peknm C pesum D pesam E
N = 281 N =239 N = N= N = N = N= N = N= N=
SABCPIINHIIO BLIOELTO JABRCPITHID BLIOLLIO SABCPINHIIO BEIORLTO TARCPITHIIO BLIOELIO TARCPIITHITD BLIOLLIIO
I I I | I

HeenaTenkHoe Apnerne | 20) HeenaTenbHoe spnerne | 19) He#RenaTeTbHOS ARITEHHS (26) HewenaTenbHoE ARNeHne (24) HeRenaTelkHoe sRIeHHe (42)
HEJOCTATOWHAS HeIOCTATOYHAS HEJ OCTATOUHAA HEOCTATOUHAA HEIOCTATOWHAL
apiperriBHOCTE (1) sipperTHEROCTE (2) apperTiEHOCTE (1) adpeperrieHoCTE (1) sipderrierocTE ()
NOTEPSIHEL A5 MOTEPAHEL 5 MOTePAHE A4 MOTEPAHEL 114 NOTePAHEL A4
HabmoneHHA (6) HabmoneHnd (8) Hab mone A (7) HaGmoneHnd (6) HabmogeHnd (6)
OpVTHE MeIHITHHCKHE OpYTHE MeIHITHHCKHE ApYyTHE MeTHIHCKHE ApyrHe MeIHIHHCKIE IpYTHE MeIHIHHCKHE
M HHHHEL (5] MpHUHHEL (8) MpHEHHE (4) NP HAEE () mpraHHEL (14)
APYIHe HEMEIHIIHHCKHE APYIHE HEMCIHIIHHCKHE APYIHE HEMEIHITHHC KHE APYTHE HEMEIHLHHCKHE APYTHE HEMEIHITHHCKHE
MPHYHHEL (3) npiaiHEL (4) MPHIHHE (6] IMPHYHHE (T} TPHYHHEL (1)

HApYLIeH npotokan (10]
pemenne nammenTa (12)

HAPYIIEH MpoToko [ 10)
pemenne narmenTa (10)

HAPYIIEH NMpoToKo (3)
pemeHne nanHenTa (25)

HAPY IEH MpOTOKON (6)
pemesie nampenTa (27)

HApYIIEH npoTokon (14)
pemenne maimenTa (15)

N=1.361

llanHenTE, JaBepmIHBIIHE HCCIEIOBAHHE
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[pumep 2
Pacnpenenenue nanueHToB
N=26T0
CEPHHHPOBAHO
MALHEHTOR
|
N=1732 N=938
PaHAOMHIHPOBAHO IIPHYMHHK BRIOBITHH
NALHEHTOR TPH CKPHHHHIE:
(300)
(271)
N=8
HE MOy TH HHEAKOTO
JICTCHHA, ITPHMHHBL
(2) N=1724
(4) NANHEHTEL, MOTYYaBIIHE
{2) JIEMEHHE B B0 HHOM
crenoM Juiaite

poHHM A peaiy B pestnm O

I I I | | I
N N

SABCP LA BRIOBLIO

HeKemaTeIbHoe Antenne (20)
HU}’,'I.UHJI{.:TIHIPHTK‘.IIHH [ 8] ﬁ.
oTeeT (32)

AP. covss

ap. ...
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IIpunoxxenue Ne 6
K [TpaBunam Haamexanen

KJIMHUYECKOU MpakTuku EBpazuiickoro

OKOHOMHYCCKOI'O COr03a

D®OPMA
NpeacTABJICHHS NepeYyHs] NAlUeHTOB, JOCPOYHO NMPEeKPATHBIINX NIPHeM Npenapara

Hccnenoanue Ne
(Unentudukamnus Habopa TaHHBIX )
[TepeueHs MaIMEHTOB, JOCPOYHO MPEKPATUBIINX MIPUEM MIpenapaTa
enTp:
Jleuenne Harment Ne Ilon  Bospacr Hocnennnii BU3UT nurenbHocTh Loza ConyTcTBylolee JeveHue

Hccnenyemslii penapat (9KCIIEPUMEHTAIBHBIN TIperapar)

JlcueHue ITammeHT No Ilon Bo3spact IlocnenHUIM BU3UT JUTMTETEHOCTH Jlo3a ConyTCTBYIOIIEE JCYCHHE

IIpenapat cpaBHeHUs

JlcueHue ITammeHT No Ilon Bo3spact IlocnenHUN BU3UT JUTMTETEHOCTH Jlo3a ConyTCTBYIOIIEE JCYCHHE

[Tare60
(IToBTOPUTH 1151 APYTHX IIEHTPOB)

ITpumedanne: *Crenuduieckas peakius, SBUBIIASCS MPUYWHON MPEKpaIIEHUs IpUeMa.

ITpyuumHEI IpeKpaICHHS

HexenarenpHas peakuus™
[ ]
[ ]

HesdbdextuBHOCTS TIpETapaTa

ITpuumHEI IpeKpaICHHS

ITpuumHEI IpeKpaICHHS
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P®OPMA

TIpunoxenue No 7

K [IpaBunam Haamexanen
KJIMHUYECKOW MpakTuku EBpazuiickoro
3KOHOMHYECKOTO COI03a

NepeYHs NANMEHTOB U HA0II0AeHHIl, HCKJIIOYEHHBIX U3 aHAJIN3a 3P GeKTHBHOCTH

Hccnenoanue Ne
(MUnentudukamnus Habopa TaHHBIX )

[Tepevenn marueHTOB U HAOIIOACHHM, HCKITIOYCHHBIX U3 aHan3a 3PGEeKTHBHOCTH

enTp:

JleueHme ITammmeHT No Ilon

Bo3spact

Hccnenyemslit npenapar (3KcnepUMeHTaIbHbII Npenapar)

Jleuenue IlamenT Ne Iloxn

[Ipenapar cpaBHeHHs

Jleuenue IlammenT Ne Iloxn

ITnaue6o
(IToBTOPUTH 1151 APYTHX IIEHTPOB)

CrpaBouHble TaOJIHIIEI

Kpartkoe 0600menue:

Bo3spact

Bo3spact

D®OPMA

Uckntouen u3 TIpuunnbt
HaOMIOICHUS IpeKpaIneHus
Hcknrouen u3 IIpuunnbL
HaOMIOICHUS IpeKpaIneHus
Hcknrouen u3 IIpuunnbI
HaOoIeHUs IpeKparieHus

IIpunoxenne Ne 8

K [IpaBunam Haamexanen
KJIMHUYECKOH npakTuku EBpazuiickoro
3KOHOMHYECKOTO COI03a

yuyeTa 4yMcJia NauMeHTOB M HA0II0JeHU i, MCKJIIYEeHHBIX U3 aHaau3a 3@ PeKTHBHOCTH

HUccnenosanue No

(MUnentudukamnus Habopa TaHHBIX )

Uwucio manyueHToB U HaOMIOACHUH, HCKITIOUEHHBIX W3 aHam3a Y (HEeKTUBHOCTH

Hccnenyemplii mpenapat (SKCIIEpUMEHTAIBHBIN TTpernapar) N=

IIpuunna 1

Henens
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Htoro

AHanornyHble TaOIUIIBI TOJKHBI OBITH MMOATOTOBJICHBI TSl IPYTUX TPYIII JICUCHHUS.

IIpunoxxenne Ne 9

K [IpaBunam Haamexanien
KJIMHUYECKOW MpakTuku EBpazuiickoro
3KOHOMHYECKOTO COI03a

TPEBOBAHUNS
K pasaeay 11.4.2 «ctaTucTHYeckne (AHAJIUTHYECKHE) BONIPOCHD> 0TYETA 0 KIMHUYECKOM
HCCJIeIOBAHNH M NPUJIoKeHus 16.1.9 K oTUeTy 0 KIMHHYECKOM HCCJIeIOBAHNHU

1. Cratuctrueckuii anainus

1. B npunoxeHun HEOOXOAMMO NPEICTaBUTh HOAPOOHOE OMHCAHME CTATUCTHUYECKOTO
aHaIM3a KaXI0M NepBUYHOW mnepeMeHHOUW 3((GeKTUBHOCTH. MUHUMalIbHBIE TPEeOOBaHUS K
NeTaTM3UPOBAHHOMY OTYETY:

a) CTaTUCTHYECKAass MOJIeNb, JieKallas B OCHOBE aHaiu3a. OHa MOAJEKUT TOYHOMY H
MOJIHOMY OMMCAHUIO, TPU HEOOXOIUMOCTH CO CChUIKAMH Ha JIUTEPaTypy;

0) GopMyIHMpOBKa HCCIEAYEMOro KIMHMYECKOTO MPEIMNOJI0KEHUS, BBIPAKCHHAs B
KOHKPETHBIX CTAaTUCTHYECKUX TEPMHHAX, Hampumep, B (GopMe HyJIEeBOW M albTepHATHBHOU
TUIOTE3;

B) CTAaTUCTUYECKHE METOMbI, HCIOJIb30BaHHbIE [UId OLEHKU d(QeKTa, MOCTPOCHHS
JIOBEPUTENIbHBIX HHTEPBAJIOB U Jp. B cOOTBETCTBYIOMIMX Cllydasx HEOOXOIHMMO YKa3bIBaTh
CCBUIKHU Ha JIUTEPATYPY;

I') JOIMYIIEHHUS, JIe)Kalllie B OCHOBE CTAaTUCTUUECKUX MeT010B. Heo6Xx011Mo, HaCKOJIBKO 3TO
MO3BOJISIOT CTAaTUCTHYECKUE BBIKJIAIKH, IOKa3aTh, YTO JaHHBIC YJOBICTBOPSIOT KIFOUYEBBIM
JOMYIIEHUSM, OCOOEHHO MPU HEOOXOAMMOCTH MOATBEPKACHHUS 00OCHOBAHHOCTU 3aKIIIOUYCHMUIA.
Ecnu 3asBuTENEM MpOBEACHBI OOMIMPHBIE CTATUCTUYECKUE aHAIM3BI, HEOOXOAUMO PacCMOTPETh
CTENEeHb UX COOTBETCTBUS 3aIUIAHUPOBAHHBIM JI0 MTOJTy4YEHUs pe3yIbTaTOB UCCIEA0BaHNUS, U, €CIIU
OHU HE COOTBETCTBYIOT JAPYT IPYTy, HEOOXOAMMO OINHUCaTh, KAKUM O0pa3oM IMpH MOCTPOCHUU
BBIBOJIOB B IIEJSX HCKIIIOYCHHS CYOBEKTUBHOW OMMOKH (CyOBEKTHBHOCTH) OBLIHM BBIOPAHBI
KOHKPETHBIE BHJIbI aHAJTN3a. DTO OCOOCHHO BaYKHO IS aHAJIU30B MOATPYIII, TOCKOJIBKY €CIIU OHH
He ObUIM 3allJIaHUPOBAHBI, MOJOOHBIE aHAIM3BI, KAaK MPaBHJIO, HE OOECHEUMBAIOT HAIEKHBIX
OCHOBaHMU JJIs1 OTHO3HAYHBIX BBIBOAOB. [Ipu aTOM:

€ClIi JaHHbIE O COOBITUSAX TMOABEPraJiuCh NPeoOpa3OBaHUIO, CIEAYET MPECTaBUTh
000CHOBaHHE HEOOXOJUMOCTH TpPeoOpa3oBaHUS NAHHBIX, a TaKKe HHTEPIPETALUIO OIEHOK
3¢ deKToB JeUeHHs, OCHOBAaHHBIX Ha MPE0OPa30BAHHBIX JAHHBIX;

00CyX/IeHHEe TPAaBMWIBHOCTU BHIOOpAa CTAaTHCTUYECKUX Tpouenyp M 0OOCHOBAaHHOCTb
CTaTHUCTUYECKUX 3aKIIOYeHHH OyayT SBISATHCS OTIPaBHOM TOYKOW JUIsl  CTaTUCTHKA
YIOJIHOMOYEHHOTO OpraHa Ipu OIpeesIeHUH He0O0OX0AMMOCTH TOBTOPHOTO aHAIN3a IaHHbBIX;

1) KpUTEepHl 3HAYMMOCTH, BBIOOPOYHOE pacmlpeesieHne KpUTEepHs 3HAYUMOCTHU TpU
CIPaBEAIMBOCTH HYJIEBOM T'MITOTE3b], 3HAUCHHS KPUTEPUS 3HAYMMOCTH, YPOBEHb 3HAUUMOCTH (T.€.
p-3HAUE€HHE) M TMPOMEKYTOUYHbIE CBOJHBIE JaHHBbIE B (opMaTe, MO3BOJSIONIEM CTATUCTHKY
YIOJIHOMOYEHHOT'0 OpraHa ObICTPO M JIETKO Bepu(pULMpoBaTh pe3ybTaThl aHaan3a. Heo6xoanmo
yKa3aTb, SIBISIIOTCSI JIM p-3HAYEHMs] OJIHO- WU JBYCTOpOoHHUMH. HeoOxoammo mpeacTaBUThH
000CHOBAHHS UCTIONIb30BAHUS OJHOCTOPOHHUX KPUTEPHUEB;
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€) aHaJIi3, OCHOBAaHHBIM Ha mNpuMeHeHuH Kputepusi CTprofeHTa (t-KpUTEpHi) TOIKEH
COJIep>KaTh 3HAYCHUS t-CTATUCTUKHU, CBSI3aHHBIE C HEH CTETeHU CBOOO/IBI, P-3HAUCHUE, BEIIUYNHBI
JBYX BBIOOPOK (Tpymm), CpeAHee U JUCIEPCHIO0 KaKIIOH M3 BBHIOOPOK, OOBEAMHEHHYIO OIICHKY
nucnepcuu. JlokyMeHTaIus MHOTOLIEHTPOBBIX UCCIIEAOBAHUMN, IPOAHATTU3UPOBAHHAS C IOMOIILIO
JTUCTIEPCUOHHOTO aHalln3a, TOJDKHA BKJIIOYATH CIEIYIONIME MUHUMANbHBIE CBEJIEHUS: TaOIUILy
JTUCTICPCUOHHOTO aHalu3a C BBIICJICHHEM IICHTPOB, JIEKAPCTBEHHBIX IIpernaparoB, 3¢ dekra
B3aUMOJICHCTBUS ATUX (PAKTOPOB, OCTATOUYHYIO M OOy aucrnepcun. JIJisi WCClieoOBaHUM ¢
MEePEKPECTHBIM AU3aHHOM JOKYMEHTAIIUS JTOJIKHA BKIIFOUATh CBEIIEHUS O TOCIEI0BATEIILHOCTSIX
BKJIIOUEHUSI TMAalMEHTOB, MallMEHTaX BHYTPH IOCIEI0BATEIbHOCTEH, MCXOAHBIX 3HAUYEHHUAX B
HayaJe KaXJI0T0 Mepro/ia, OTMBIBKE U UTUTEITLHOCTA OTMBIBKH, BHITIA/ICHUSAX B TEUCHHE KAXKIOTO
nepuoja,  JEKapCTBEHHBIX  IIpemaparax,  I[epuojax,  JUCIEepCUH,  O0OYCIOBICHHOU
B3aMMOJICHCTBIEM 3TUX (AaKTOPOB (JICKAPCTBEHHBIX IMPEMapaTOB M MEPUOMOB), OCTATOYHOU U
oOuieit aucnepcusax. [ KaKaoro UICTOYHUKA U3MEHYMBOCTH, UCKIII0OYast OOIIYIO IHUCIIEPCHIO, B
Tabyiuile HeoOXOUMO yKa3aTh CTENCHH CBOOOJBI, CYMMY KBaJpaToB, CPEAHEE KBaJpPaTHUHOE,
COOTBETCTBYIOIIMI KpuTepuil F, p-3HaueHue u cpeaHee 3HaY€HUE CYMMbI KBaIpaToOB;

) B KQXKJIbIII MOMEHT HaOJI0IEHUI TIPOMEXKYTOUHBIC CBOJAHBIC JAHHBIE JOKHBI OTPaKaTh
nemMorpaduueckrie XapakTepUCTUKU U JTaHHBIE, COAepiKalllie OTBETHI Ha JiedeHHe (yCpeTHEHHbIE
WIN CTPYNIHPOBAHHBIE MHBIM 00pa3oM) MO KKAOW KOMOWHAIIMU «ICHTP-BU JICUEHUs» (WIn
IpyroMy 3J€MEHTY Iu3aiiHa, HapuMep, MOCIe0BaTEIbHOCTH).

II. ®opmar u copeprkanue TpedyemMoin nH(popMaIuu, MoaBaEMOM 10 3aMpocy IKCIepTa-
CTAaTUCTUKA YIIOJJHOMOYCHHOI'O OpraHa

2.B oryere KaXA0Oro KOHTPOJMPYEMOTIO KIMHMYECKOTO HCCIEI0BaHUS HEO0OXOAUMO
yKa3blBaTh MEPEYHU [aHHBIX (TaOIMYHBbIE) O TMAlMEeHTaX, HCIOJb30BAHHBIX CIIOHCOPOM B
CTaTUCTHUYECKUX aHaJIN3aX, U TAOJIHIIbI, MOJTBEPHKAAIOUINE BBIBOJABI M OCHOBHBIE HAXOJIKU. DTU
MEPEYHU JTAHHBIX TPEOYIOTCS CTATUCTUKY YIIOJTHOMOUYEHHOTO OpraHa, I03TOMY YIIOJIHOMOUYEHHbBIE
OpraHbl BIPAaBE 3allPOCUThH Yy CIIOHCOPA IPEACTaBUTh 3TU NIEPEYHU B JIEKTPOHHOM BHJIE.

IIpunoxenue Ne 10

K [IpaBunam Haamexanen
KJIMHUYECKOH npakTuku EBpazuiickoro
3KOHOMHYECKOTO COI03a

INEPEYEHDb
MONPABOK K pa3jeaM KIMHHYECKOr0 HCC/IeJ0BAHN, KOTOPbIe pACCMAaTPUBAIOTCH KaK
CyLIleCTBEHHbIE

1. B cnyuae BHeceHUsI U3MEHEHUW B pa3feNbl MPOTOKOJA KIMHHUYECKOTO HCCIETOBAHUS
CIIOHCOD IS PACCMOTPEHHUS IONPABKH B KA4eCTBE CYIICCTBEHHOH JaeT OIEHKY 3HAYUMOCTH
MOTPaBKU B OTHOIICHHH PUCKA U OXKUAAEMOH IMOIB3bI JUIS MAIMEHTa WCCIICOBAHMS, a TAKKe
HAyYHOU IEHHOCTH HUCCIICIOBAHUS.

2. [MonpaBku K pa3aenaM KIMHUYECKOTO MCCIEAOBAHUS CYUTAIOTCS CYIIECTBEHHBIMU, €CIIN
OHH MOTYT IOBJIHATH Ha:

a) 6€30macHOCTh WK (PU3HUECKOE TNO0 MCUXUUECKOE OIaromoayyne MmaueHTa;

0) Hay4YHYIO IIEHHOCTh MCCIICIOBAHUS.

3. CyliecTBeHHBIMH TIOTIPaBKaMU K pa3jesiaM KIMHUYECKOTO HCCICIOBAaHUS MOTYT
ABJIATHCA CIEAYIOIME H3MEHEH s .

1l_IpOFII/IC N3MCHCHHUA K pa3aciaM KIMHUYCCKOTO UCCICAOBAHUA CUUTAOTCA HECYIIICCTBCHHBIMU.

4. 3MeHeHHsI B MPOTOKOJIC UCCIICIOBAHUSI (MUCTIBITAHNSA):
1€ UCCIICIOBAHMS;

JIN3aliH UCCIIEOBaHUS;

MH(POPMHUPOBAHHOE COTJIACHE;

mporeaypa oToopa cyobeKToB (TIAIllEHTOB);

nokazatenu 3PpPEeKTUBHOCTH;
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cxema 3a0opa OMOJIOTHYECKUX 00Pa3IloB;

J00aBJICHNE WIIM UCKIIIOYEHHE TECTOB MIIM MOKAa3aTelCH;

KOJIMYECTBO CYOBEKTOB (TAIMEHTOB);

BO3PACTHOM JHMAINa30H CyOHEKTOB (MAIUEHTOB);

KPUTEPUU BKIIOUYCHHUS;

KPUTEPUHU HEBKIIOYEHUS;

MOHUTOPHHT O€30MaCHOCTH;

MPOJIOKUTENIBHOCTh TPUMEHEHUS UCCIEAYEeMOro Mpemnapara;

W3MEHEHUE JO3UPOBAHUS UCCIIEyEMOT0 Mpenapara;

M3MEHEHUE Mpenapara CpaBHEHHUS;

CTaTUCTUYCCKHM aHAIU3.

5. 3MeneHnus1, CBA3aHHbIE C OPraHU3aAUEN KIMHUYECKOTO UCCIIEA0BAHMUS:

3aMEHAa OTBETCTBEHHOIO WCCJIEAOBATENs WM NPHUBICYEHUE HOBBIX OTBETCTBEHHBIX
HCCIIeIoBaTeIICH;

3aMEHa MCCIIeI0BATENA-KOOPAUHATOPA;

3aMEHa HCCIIEOBATEILCKOTO IIeHTpa (MEIUIIMHCKON OpraHu3aluu) WKW J00aBJICHUE
JOTIOJTHUTEIBHBIX UCCIIEA0BATEIbCKUX IIEHTPOB (MEAUITMHCKUX OpTraHu3aIiuii);

3aMeHa CIIOHCOPAa WK O(QUIIMATBHOTO IPEICTABUTEINS CIIOHCOPA;

3aMEHAa KOHTPAKTHOW HCCIIEIOBATENIbCKOW OpPraHU3alMi, OTBETCTBEHHOM 3a BBIIIOJHEHHE
BA)KHBIX 3314 B paMKaX UCCIIEOBaHUS;

W3MEHEHUE YCIOBUM 3aBEPIICHUS UCCIEAOBAHUS.

6. I3MeHeHus1, CBsI3aHHbIE C UCCIIETyEMBIM MPENapaToOM:

Marepuayia NepPBUYHON YIIAKOBKH;

MIPOU3BOUTEINS ICUCTBYIOIIETO BEIIECTBA;

MPOU3BOJCTBEHHOTO MPOIECca JEHCTBYIOIIETO BEIIECTBA;

crienuuKanuil 1efCTBYIOIIEro BEIIECTBa;

MPOMU3BOACTBA UCCIIEAYEMOTO MIpenapara;

creruQuKauy UCCIEAYyEeMOT0 mpenapara;

cnenudukanuidi BCIIOMOTATEIbHBIX BEIIECTB, KOTOPHIE CIIOCOOHBI MOBIHATH Ha JEHCTBHE
JIEKaApCTBEHHOTO Mperapara;

CpOKa XpaHEHHWsI, BKJIIOYas TEPHUOJ] MPUMEHEHHUs TIOCJe IEePBOrO BCKPHITHS W (WJIH)
pa3BeCHUS;

CYIIECTBEHHBIX U3MEHEHUI COCTaBa UCCIIEAYEMOTO Mpenapara;

YCJIOBUM XpaHEHUs;

METOJMK UCCTIEAOBAaHUN aKTUBHOU CyOCTaHITUY;

METOAMK UCCIEAOBAHUIN HCCIIEyeMOTro Mpernapara;

METOAMK HCCeA0BaHNN HedapMaKOMEHHBIX BCIOMOTAaTEIbHBIX BEIECTB.

7. U3MeHeHHus, CBS3aHHbLIE C  JAHHBIMU  JOKJIMHUYECKMX  HMCCICAOBAHHHA U
CONPOBOXKIAIOIINECS] M3MEHEHUEM OIEHKHM COOTHOILICHHMS MOJib3a-pucK. [lompaBku JaHHBIX
JOKIIMHAYECKUX (HapMaKOJIOTUYECKUX U TOKCHUKOJIOTHYECKUX HCCICIOBAaHUN B OTHOIICHUU
TEKYUIUX KIMHUYECKUX MCCIEAOBAaHUM, KOTOPHIE COMPOBOXKIAIOTCA HW3MEHEHHEM OILECHKHU
COOTHOIIEHUS MOJIb3a-PUCK, B TOM YUCJIE B OTHOLICHUU:

PEe3yIBTAaTOB HOBBIX (hapMaKOJOTUYECKUX UCCIICTOBAHUI;

HOBOW MHTEPIIPETAINH CYIIECTBYIOMIHX (apMaKOJIOTUIECKUX UCCIICIOBAHUM;

pe3yJIbTaTOB HOBBIX TOKCHUKOJIOTHYECKUX UCCIETOBAHMI;

HOBOM MHTEPHPETALNU CYIIECTBYIOIIUX TOKCUKOJIOTHYECKUX UCCIIEI0BAHUI;

pe3yJIbTaTOB HOBBIX MUCCIIEAOBAHMI JICKAPCTBEHHBIX B3aUMOIACHCTBUH.

8. 3MeHeHus1, CBA3aHHBIE C JAHHBIMU KJIMHUYECKUX UCCIIEOBAaHUN U COITPOBOXKAAIOLIUECS
W3MEHEHUEM OILICHKH COOTHOILIECHUS MOJb3a-pucK. [lonmpaBku B KIMHUYECKOM HMCCIIEAOBaHUH, a
TaKKe MOMPABKU JTaHHBIX, OTOOPAKAIONINX OIBIT MPUMEHEHHUS Tperapara y 4ejloBeKka, KOTOpbIe
SIBJISIFOTCS. BOKHBIMHU JUISl TEKYIIUX HCCIECIOBAHUN W COMPOBOXKIAIOTCS U3MEHEHHEM OIEHKHU
COOTHOIIIEHUS MoJIb3a-puck. Hanmpumep, B OTHOILICHUH:

0€30MacHOCTH, CBSI3aHHOW C KIMHUYECKHM HCCIICIOBAHMEM WM OIBITOM IMPUMEHEHUS
HCCIIEAYEMOTr0 JIEKAPCTBEHHOTO MperapaTa y YelIOBeKa;

PE3yIBTATOB HOBBIX KIIMHUYECKHUX (DapMaKOJIOTUYECKUX UCCIICTOBAHMI;
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HOBOM HWHTEpIpETAIuU CYHIIECTBYIOIIUX KITMHAYECKUX (hapMaKoJIOTHUUECKHUX
HCCIICIOBAHMIA;

pEe3yJIbTaTOB HOBBIX KIIMHUYECKUX UCCIICIOBAHUM;

HOBOW MHTEPIPETALMH CYLIECTBYOIIMX JAHHBIX KIMHUYECKUX UCCIIECTIOBAHUM;

HOBBIX JAHHBIX IO OINBITY TPUMEHEHUS UCCIIEIyEMOT0 IIpenapara y 4ejioBeKa;

HOBOW HMHTEPIIPETALMHU CYUIECTBYIOIIUX JAHHBIX IO OIbBITY NPUMEHEHUS HCCIETyEMOIO
npernapara y 4ejaoBeKa.

9. Ilopsaok  paccCMOTpEHHs]  PEryJsTOPHBIMU OpraHaMd IONpPaBOK K  pazzieliam
KJIMHAYECKOTO WCCIIEAOBAHUS OIpeAesieTcss TpeOOBaHUSIMU B COOTBETCTBUHU C HAIMOHAITBHBIM
3aKOHOJIaTENIbCTBOM I'OCYIapCTB — WIEHOB EBpa3niiCKOro 3kOHOMUYECKOT0 COI03a.

IIpunoxenne Ne 11

K [IpaBunam Haamexanen
KJIMHUYECKOU MpakTuku EBpazuiickoro
3KOHOMHYECKOTO COI03a

MHHOPAJTOK
npeacTaBjieHust MHPOPMAIMY 1O 0€30MACHOCTH B X0/1€ MPOBeIeHUs KIMHNYECKUX
Hceae10BaHui

1. O6s3aHHOCTH CIIOHCOPA MO MPECTABICHNUIO HH(POPMALIUU IO OE30MTACHOCTH B X0/1€
MPOBECHUS KIMHIHYECKOTO NCCIIeIOBAHUS

1.1. Opranu3zanusi CUCTEMbI MUCbMEHHBIX CTAHAAPTHBIX MPOLETYP.

CrioHCOp HEceT OTBETCTBEHHOCTh 3a OPraHU3ALMI0 CUCTEMBI MUCHbMEHHBIX CTaHAAPTHBIX
Ipolenyp B Lelsix oOecrneueHus TpeOyeMOoro ypoBHsS CTaHJIApTOB KadecTBa IPH BbINOJIHEHUU
GyHKUMH JTOKyMEHTHpPOBaHHUS, cOOpa JaHHBIX, BaJIHJIALMH, OLEHKH, apXUBUPOBAHMUA,
pENoOpTUPOBAaHUS U TNPEACTaBIECHUS  IOCIEAyIoUed HWHPOpPMALUMU 1O  BBIABISIEMBIM
HEXEJIATEJIbHBIM PEAKIIMSIM NIPU MPOBEACHUN KIIMHUYECKUX UCCIIEJOBaHUI.

1.2. IIpencraBnenne MHGOPMALMU O CEPbE3HBIX HENPEIBUICHHBIX HEXeIaTeIbHbIX
peakuusax B YIOJHOMOYEHHBI OpPraH roCylapCTBa — WieHa EBpa3suiicKOro 3KOHOMHYECKOIO
Cor03a (Jaee COOTBETCTBEHHO — rocynapcTBa-wieHsbl, Coro3).

1.2.1. CnoHcop  NOMKEH  MpeAacTaBisaTh  HHGopMamuio 000 BCeX  CEpPbhE3HBIX
HENPEIBUICHHBIX HE)KEIATEIbHBIX PEAKIUAX HA MCCIEAYEMBIN NIpEnapar, BbISIBICHHBIX B XOI€
KIMHUYECKUX MCCIIeIOBaHUM, 0JJOOPEHHBIX K IPOBEIEHUIO B FOCYyIapCTBE-UICHE, HA TEPPUTOPUH
KOTOPOTO MPOBOIUTCS KIMHUYECKOE HCCIIEA0BaHNUE!

HE3aMeUTUTENbHO, HO HE M03/JHee 7 KaJeHJapHBIX THEH ¢ 1aThl MOIy4YeHus: HH(pOpMaIuu o
BBISIBJICHUH CEPbE3HON HENPEABUACHHON HEXKENATEIbHON PEAKIIMH, B CIIy4ae €CIM OHa ITPUBEINA K
CMEPTHU WIH MIPEACTABIIIA YTPO3Y IS AKU3HU;

He mno3fHee 15 KaneHJapHbIX JAHEH € JaThl MOJydYeHHs] MH(GOpPMAlMU O BBIABICHUU
CEPbE3HOM  HENPEABUIACHHOM  HEXKENIATEIbHOM peakuuu JUIsl  OCTalbHBIX  CEpPbE3HBIX
HEINPEIBUICHHBIX HEIKEIATEIbHBIX PEAKIIUN.

Pemenne o 1enecooOpazHOCTH CPOYHOTO HHGPOPMHUPOBAHUS (IKCHPECC-OTUETHOCTH) B
ApYTuX CUTyalusxX (HampuMep, B ClIydasiX Ba)KHBIX C MEAMLIMHCKOM TOUYKU 3pEHUs COOBITHA,
KOTOpBIE HE MPEACTABISIOT COO0I HEOCPEACTBEHHYIO YIPO3Y VIS )KU3HU MAllUEeHTAa, HE TPUBOIST
K CMEPTH WJIM TOCIUTAIN3ALUH, HO ITOIBEPraloT NallMeHTa PUCKY WK TpeOyloT BMEIIaTeIbCTBA
JUI TIPEIOTBPALIEHMs] OJHOTO W3 MCXOJOB, NPUBEIEHHBIX B OINPEACICHUU) MPUHUMAETCA Ha
OCHOBE MEIMLMHCKOM M Hay4yHOHl oleHkH. Takue ciaydaum OOBIYHO TaKXkKe CIEAyeT CUUTaTh
CEpbE3HBIMU HEXKETATENBbHBIMU SIBICHUSMHU.

1.2.2. lpu oTCYTCTBHMM TOJHOW WHPOPMAIIMKM Ha JaTy TWPEACTABICHHUS CPOYHOTO
COOOIIEHUsI O CIy4yae CMEPTH WM Pa3BUTHU IKU3HEYTPOXKAIOIIETO COCTOSHUS CIHOHCOPOM
IPEIIPUHUMAIOTCS MEPBI 0 MIPEACTABICHUIO MOIHON MH(pOpMauu B (opMe TOMOTHUTEIBHOTO
CPOYHOTO COOOIIECHHUS O BBISIBJICHHOW CEphe3HOM HENpeIBUICHHON HEXeNaTelbHON peakiuu He
1o3/1Hee 8 KaJIEHAAPHBIX JHEH C 1aThl MPEACTaBIECHUS IEPBUYHOTO COOOILEHMS.

1.2.3. B ciydae mosydeHus: CIIOHCOPOM HOBOHM 3HAYMMOHM HMH(OpPMAIMU 1O BBISBICHHOM
CEpbE3HONW HEMpEeIBUCHHON HEeXenaTeabHOM peakluM JaHHas HHQopMalus TODKHA ObITh
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npeAcTaBieHa B (hopMe MmocIenyomero cooomenns B TeueHue 15 KajneHaapHbIX THEH C 1aThl ee
MIOJIyYEHUSI.

1.2.4. TpeboBaHusi TO TPEACTABICHUIO WHGOPMAIIMU O CEPHhE3HBIX HEMPEIBUICHHBIX
HEeXeaTelIbHBIX PEAKIUAX PacHpOCTPaHSIOTCS Ha MCCIEIyeMblil Ipenapar, BKIOYas mpenapar
CpaBHEHHUA. JTU TpeOOBaHUS HE PACIPOCTPAHSIIOTCS Ha IUanedo, 3a HCKIIOYEHUEM CIydyaeB
BBISIBJICHHSI CEPbE3HON HENPEIBUICHHON HEXKENATeIbHON peaklMy, UIsl KOTOPBIX YCTaHOBJIEHA
MIPUYHUHHO-CJIEICTBEHHAs CBSA3b C IPUMEHEHHEM I11a1e0o.

1.2.5. llepuon mnpexacraBneHuss uHpOpMaNMK, yKazaHHOM B myHKTax 1.2.1-1.2.3
Hacrosiniero Ilopsinka, wucuMcisgercss €  JaTbhl NOJYYEHHUS pPa3pelieHHs] Ha IPOBEICHUE
KJIMHUYECKOTO MCCIEA0BAHUS B IOCYJAapCTBE-UIEHE U 3aKaHUYMBAETCS IOCIE JaThl MOCIEIHETO
BHU3HTA MOCIEIHEr0 CyObeKTa HCCIeI0OBaHUS B rOCyJapCTBe-WieHEe, Ha TEPPUTOPUU KOTOPOTO
IIPOBOAMTCS UCCIIEN0BAHUE HCCIEAYEMOTO IIpenapara.

1.3. TpeGoBaHus K TPEIOCTABICHUIO WH(OpPMAIMU O CEpPhe3HOW HEMpeaBUACHHOM
HE¥KEJIATEeJIbHOM PEAKLIUH.

1.3.1. Tpebyemass =~ MuHUMaIbHass WHOpPMAIUS O  CEPHE3HOM  HEMPEIBHIACHHOU
HE¥KEJIATEeIIbHOW PEAKLINH.

MunumanbHas uHGOpMaLMs MPU NPEICTABICHUN B YCTAHOBJIEHHBIE CPOKHU MEPBUYHOTO
CpPOYHOTO COOOIICHHSI O BBISBJICHHOM CEpbE3HOW HENpeABUICHHON HEXENaTeNbHOH peakiuu
BKJIFOYAET:

yKa3zaHHUe 10JI03PEeBaeMOr0 UCCIIEeIyeMOTo Mpernapara, HAeHTU()UKAIMOHHBINA KOl CyObeKTa
HCCIEA0BAaHMS, Y KOTOPOrO pa3BUIIACh HEXKENIaTEIbHas PEaKIIts;

OINMCAaHNE HEXKENNATEIbHON Peaklui WM €€ UCX0/1a, KOTOPhIE ONPEAEIEHBI KaK CEPbE3HbIE
Y HENPEJBUJICHHBIE U JIJI1 KOTOPBIX MPENO0JIaraeTcsl HATMYUEe MPUIMHHO-CIEACTBEHHOM CBSI3U C
IIPUEMOM HUCCIIEyEMOT0 IIpernapara;

pe3yabpTaT OLICHKN NPUYMHHO-CIIEACTBEHHOM CBS3H;

WCTOYHUK TONydeHUss MHPOpMAIMU O HEXKENaTeNIbHON peaklud, HACHTU(UKAIMOHHBINA
HOMEp COOOIIEHUS O HEXeNaTeIbHON PeaKIMK, TPUCBOECHHBIN CIIOHCOPOM;

HOMEp IIPOTOKOJIAa KIIMHUYECKOTO HCCIIET0BaHUS.

1.3.2. ITonnas uHOpMaIUs 0 Cepbe3HON HEMPEIBUICHHONW HEXKENATSIIbHON PEaKIIUH.

Crenyer obecnieuuTs nocieayome cOop 1 MpeacTaBIeHHE MOJIHON HH(pOpMAIiK o ciaydae
CEpPhE3HOM HEMPEIBUACHHON HEXEIAaTEeIbHOW peaKUruH, KOTOpas OJKHA COOTBETCTBOBATH
TpeOoBaHUsAM pyKoOBoOJCTBa MexayHaponHoro Cosera mo rapmonuszanmu E2B «Ympasnenue
JaHHBIMU 10 0€30MaCHOCTH: AIEMEHTHI TaHHBIX IS Mepeiadl COOOIEeHUI 00 MHANBH Ty alIbHbBIX
CITyyasix HeXKeJaTeIbHbIX PEaKIIHil».

1.4. CnipaBounast uH(opmarus mo 6e30macHOCTH.

1.4.1. CrpaBounast uH(opmMars 1Mo 6€30MacHOCTH He3aPETUCTPUPOBAHHOTO UCCIICYEMOTO
npenapara.

B nensx ompeneneHus NpeABUACHHOCTH BBISBIEHHOW B X0J1€ IPOBEACHUS KIMHUUYECKOTO
HCCIIEA0BAHUS CEPbE3HOM HEKENATENbHOW PEaklMM Ha UCCIENYyEMBbIil MpenapaT MCHOJb3yeTcs
JeWCTBYIOIAs Ha JaTy BBIABICHHS CEPhE3HOW HEXKENaTeIbHONW PEeaKIMU BEpPCHsl OpOIIIOpHI
HCCIeA0BaTEeNA.

1.4.2. CnpaBouyHast uHpOpMaLus 1Mo OE30MaCHOCTH 3apETUCTPUPOBAHHOTO HCCIIEAYEMOTO
JIEKApCTBEHHOTO IIpernapara.

B nensx ompeneneHus NpeABUAECHHOCTH BBISBIEHHOW B X0J1€ IPOBEAECHUS KIMHUUYECKOTO
WCCIICIOBAHUSI CEPHE3HOM HEXKENaTeIbHOM peaklMu Ha MCCIEAYEeMblid Mpernapar, KOTOPBI
3apEruCTPUPOBAH HAa TEPPUTOPUU CTpPaHbl BBIABICHUS CEPHE3HOM HEXKEIATENBHON peakiui,
HCIIOJB3YETCS IEUCTBYIONIASl HA ATy BBISBICHUS CEPbE3HOM HEXKEIATENbHONW PEaKIUU BEPCHUS
o011Ieit XapaKTepUCTHKH JIEKApCTBEHHOTO MIperapara WiK ee aHaJIor B IPYTHX rocy1apcTBax JInbo
NecTByIONIAs HA YKa3aHHYIO J1aTy BepCcHsi OPOIIIOPHI HCCIIeI0BaTENs.

1.5. IIpencraBiaenne CIOHCOPOM HHOM MH(OpMAIK 1O OE30MaCHOCTH.

CnoHcop B TeueHue 15 KajdeHAApHBIX JHEW C AaThl MOMY4YEHUs WHOW WH(POPMAIMH IO
0€30MacHOCTH  JIOJDKEH MPEACTaBUTh B YIOJIHOMOYEHHBIH OpraH TIoOCyAapcTBa-diieHa,
uccaenoBatTeNissiM W B OKcmepTHhIM coBer opranm3anuu DCO (HOK) coorBeTcTByrommx
HCCIIEIOBATEIBCKUX IIEHTPOB MHYIO HH(OpMAIHIO TT0 6€30MaCHOCTH, KOTOpast MOXKET U3MEHHUTh
OLIEHKY COOTHOIICHHUS «II0JIb3a — PUCK» HMCCIEAYEMOro Mmpemnapara Jud0 CIyKUTh OCHOBaHUEM
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JUI U3MEHEHUI B peKOMEHAALNSIX 110 €ro Ha3HAuYeHUIO, a TaKKe JUIsl IEPecMOTpa BO3MOXKHOCTH
JaNbHENIIEro MPOBEICHUS UCCIIEIOBAHUS:

a) 0 KJIMHUYECKH 3HAYMMOM IPEBBIIICHUH OXUAaeMOI 4acTOThl U M3MEHEHUHU XapakTepa
OKUIAEMBIX CEPhE3HBIX HEXKENATEIbHBIX PEaKIUi;

0) 0 cepbe3HBIX HEIMpPEIBUJCHHBIX HEXEJIaTeIbHBIX PEAKIUAX, Pa3BUBIIMXCS Y MallEHTa
MOCJIE 3aBEPIICHUS €r0 Y4acTUsl B KIMHUYECKOM UCCIIEI0BAHNH;

B) O HOBBIX JAHHBIX, CBS3aHHBIX C TMPOBEJCHHEM KIMHUYECKOIO HCCIIEIOBAaHUS WIH C
pa3paboTKoil HccneayeMoro npemnapara, KOTopble MOTYT MOBIUSTH Ha 6€30MaCHOCTh MAlUEHTOB,
BKJIIOYAS:

CEpbE3HbIE  HEXKEJaTeIbHbIC SIBJICHUS, CBSI3aHHBIE C MPOLEAYpOH  MpPOBEIEHUS
MCCIIEIOBaHMsI, HA OCHOBAaHUHU KOTOPBIX TpeOyeTCsl BHECEHUE N3MEHEHUN B TPOTOKOJI TPOBEICHUS
HCCIIE0BAHUS;

oTCyTCTBHE 3(PPEKTUBHOCTH HCCIEIyeMOro IMpernapaTa, MPUMEHSEMOro Mpu MaTOJOTHUH,
MIPEICTABIISIONICH yrpo3y [UIs KU3HH,

HOBBIE€ Ba)KHbIE JaHHBIE TI0 OE30MaCHOCTH, MOJYUYCHHbIE B XO/JI€ HEJaBHO 3aBEPIIMBIINXCS
WCCIICTOBAaHMH HA )KUBOTHBIX (BBISBIICHHBIN KaHIIEPOTCHHBIN (D (DEKT U aHATOTHYHBIE TIO TSHKECTH
1 B&KHOCTH D (DEKTHI);

MPEeXAEBPEMEHHOE TPEKPAIICHUE WU PUOCTAHOBKA UCCIIEIOBAHUS B IPYTOM TOCY1apCTBE
(rocymapcTBax), OOyCIIOBJIEHHbIE HW3MEHEHHEM B OIlEHKE O€30MacHOCTH aHAJOTHYHOTO
HCCIeAyeMOro npemnapara;

MHBbIE JaHHbIE MO 0E30MacCHOCTH, KOTOPbIE U3MEHSIOT COOTHOILIECHHE «IOJIb3a-PUCK» IJIs
CyOBEKTOB HCCIICIOBAHUS;

I) 0 PEKOMEHJAIUIX HE3aBUCUMOr0 KOMHUTETa 10 MOHHUTOPHHIY JAHHBIX B OTHOIICHUU
OILICHKH 0€30MacHOCTH UCCIEAYEeMOT0 Mpernapara.

[IpencraBnenune nuoi mHpopManuu o 6e3onacHocT B ICO (HOK) coorBeTcTBYyIOMUX
HCCIIeIOBATENLCKUX IIEHTPOB B CPOK, YKAa3aHHBIN B a03aIle MepBOM HACTOSIIETO MyHKTA, MOXKET
OCYIIECTBIISITHCS CIIOHCOPOM TIOCPEICTBOM OOecledeHHs] Nepenadyd JaHHOM uHpopMauuu
uccnenosaresieM B 9CO (HOK) cooTBeTCTBYIOIIETO NCCIEA0BATENBLCKOTO IIEHTPA.

1.6. ®opma mpeacTaBICHNS CHOHCOPOM HH(POPMAIIMH 110 O€30MaCHOCTH.

1.6.1. ®opma mpencTaBICHHS] CIIOHCOPOM HH(OpPMAIIMH O CEPbE3HBIX HEMPEIBUICHHBIX
HEXKeJNaTEeJIbHBIX PeaKUsIX B YIOJHOMOYEHHbBIE OPTaHbl TOCYAapCTB-UJICHOB.

Nudopmanus o cepbe3HbIX HEMPEIBUICHHBIX HEXKENATEIBHBIX PEAKIIUIX B COOTBETCTBUHU C
MyHKTOM 1.2 HacTosimiero mnopsjka IMpeacTaBiIsSeTcsl CIOHCOpOoM B (GopMe cooOleHus o
HeXenarenbHoi peakiuu. DopMaT cooOIIEHHH JOKEH COOTBETCTBOBATH PYKOBOJCTBY
Mexnaynapoanoro Coseta o rapmonuzanuu E2B «Ymnpapienue qaHHBIMH 1O 0€30MMacCHOCTH:
AJIEMEHTHI JaHHBIX IS Mepeladdl COOOMIeHH 00 WHAMBHUAYAIBHBIX CIIy4asX HEKeIaTeTbHBIX
peakuuit». Ilpu dopMupoBanuM conepkaHus HWHAUBUAYAIBHOTO COOOIICHMS JOJDKHA
UCIOJIb30BAThCS TEPMUHOJIOTHS MEIUIIMHCKOTO CJIOBapsi TEPMUHOB HOPMATHBHOW IPaBOBOU
nesitenbHOCTH (MedDRA). ITpu 5TOM B cO00IIIEHUN JOKHBI UCIIOIH30BATHCS TEPMUHBI HYKHETO
ypoBHs (LLT).

1.6.2. ®opma mpeACTaBICHUSI CIIOHCOPOM HH(OpPMAIMKA O CEPhE3HBIX HEMPEIBUICHHBIX
HeXenaTellbHbIX peakiusax uccienosareiasiMm u B 9CO (HOK).

1.6.2.1. Uadopmaruss 0 Cepbe3HOM  HEMPEIBHICHHOW  HEXENATeIIbHOW  peaKIuu
MPENICTABISETCS MPEANOYTUTEIHPHO B O0OOIIEHHOM BHIE B (opMme mepeuHs HeKeIaTelbHbIX
peakuuii 3a MEepHoj, NPOAOHKUTEIBHOCTh KOTOPOrO JIOJDKHA ONpeNensThes npoduiem
0€30MacHOCTH  HCCIEMyeMOro IpemapaTa ¥ KOJUYECTBOM  BBISIBISIEMBIX — CEPHhE3HBIX
HENpPEeIBUJICHHBIX HEXKEeNaTelabHbIX peakuuid. JlaHHBI mNepeyeHb [O0JDKEH COMPOBOXKIATHCS
KpaTKUM 3aKJII0UYEHHEM IO TeKyIled oleHke npo¢uis 0e30macHOCTH 3a JaHHBIA nepuon. B
Clly4asiX HEBO3MOXKHOCTH IMpelcTaBieHuss HWHpopmanuu B 00OOIIEHHOM BUJE WU B Clydyae
HEOOXOIMMOCTH JIOMYCKAeTCsl Mpe/cTaBlieHue nHpopMauuu B (GopMe CPOYHOTO COOOILICHUS O
CEpPhE3HOM HENPEBUACHHON HEXKENAaTeIbHOU PEaKIIUH.

1.6.2.2. [IpencraBinenre WHGOPMAIMU O CEPHE3HONW HEMPEABUACHHON HEXeIaTelIbHON
peakmuu B CO (HOK) coOTBETCTBYIONMINX UCCAEA0BATEIIBCKUX IEHTPOB MOXKET OCYIIECTBIIATHCS
CIIOHCOPOM TOCPEJCTBOM OOECIeUCHUs Tepefadyd IaHHOW WHQPOpMAIMU HCCIeIoBaTeIeM
COOTBETCTBYIOIIETO HcchenoBaTenbckoro 1meHtpa B OCO  (HOK) coorBercTBylOMIEro
HCCIIEA0BATENIbCKOTO LIEHTPa, B COOTBETCTBUM ¢ yHKTamu 3.3.8 u 4.10.2 IlpaBun Haanexaien
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KJIMHUYECKOW MpaKTUKU EBpa3uilckoro 3KOHOMHUYECKOTO COK03a, YTBEPKICHHBIX PereHnem
Cogera EBpa3uiickoil s5koHOMUYecKoi komuccuu ot 3 HosOpst 2016 1. Ne 79.

1.6.2.3. Ilepuon mpencraBienus wuHOpMaIuy, ykazaHHOW B myHKTax 1.6.2.1-1.6.2.2
HACTOSIIETO MOPsAKA, HAYMHAETCS HE MO3/IHEE MOMEHTA OTKPBITUSI UCCIIEIOBATEIBCKOIO IIEHTPA
U 3aKaHYMBAeTCsl IIOCTEe TMOCIEAHEr0 BHU3UTAa TIOCIEIHEr0 CyObEeKTa HCCIENOBaHHUS B
HCCIIE0BATENIbCKOM LIEHTPE, B KOTOPOM MPOBOJAMUTCS HCCIIEJOBAHUE.

1.6.3. ®opma npeacTaBIeHUs CIIOHCOPOM MHOM MH(OpMaIuu 1o 0€30MacHOCTH.

WNuas nadopmarus mo 6€30MacCHOCTH B COOTBETCTBHH C IMyHKTOM 1.5 HACTOAIIETO MOPSAKA
MIPEJICTaBIsIeTCS] CIOHCOPOM B MUCHbMEHHOM BHJE C yKa3aHWEM HAaMMEHOBAaHUS KIMHHUYECKOIO
WCCIICTIOBAHMS, HOMEpPA MPOTOKOJIA UCCIICIOBAHUS M KPATKOTO OMUCAHMS HOBOM MH(POPMAIUH 110
0€301MacHOCTH.

1.7. O6nactb  pacnpoCTpaHEeHHUs  TpPeOOBaHHUS IO  MPEACTABICHUIO  CEPHhE3HBIX
HEMpPEeIBUICHHBIX HEKEIATeIbHBIX PEaKIIHA.

TpeboBanust mynkToB 1.2-1.4 u 1.6 HacTosAmIero mopsakKa pPacHpOCTPAHAIOTCS Ha Bce
Cepbe3HbIE HEMPEABHUICHHbIE HEXKENaTeIbHbIE PEaKIMU, BBIIBJICHHBIE B HCCIEIOBATENbCKUX
[IEHTPAX, PACIOJIOKEHHBIX Ha Tepputopru Coro3a M IPYTrUX rocyAapcTB, TAE CIIOHCOPOM JINOO
€ro MapTHEPOM MPOBOJUTCS UCCIIEOBaHUE, 0JJOOPEHHOE HAa TEPPUTOPUU TOCyIapCTBa-wIeHa, a
TakkKe Ha PEaKklUd, BBIABICHHBIC B KIMHUYECKHX HCCICIOBAHMUSX C MPUMEHEHHEM TaHHOTO
JCHCTBYIOIIErO BEIIECTBA, HE3aBUCHUMO OT JIEKAPCTBEHHOW (HOPMBI, JO3MPOBKH, pEXKHUMA
JO3UPOBAHUS U MIOKA3aHUI K MPUMEHEHHIO, IIPOBOIUMBIX CIIOHCOPOM JIMOO €ro MapTHEPOM.

1.8. Cepbe3Hble HEXeENaTEIbHbIC PEAKIIUU, HE CBSI3aHHBIE C UCCIIEAYEMBIM MPEAPATOM.

Nudopmannio 0 cepbe3HbIX HEXKENaTeNbHBIX PEaKIUSX, BBISBICHHBIX TPU MPOBEIACHUN
KJIIMHUYECKOTO UCCJIEIOBaHMUS, UIE  KOTOPBIX oTpeenseTcs B3alMOCBS3b c
3apEruCTPUPOBAHHBIMU JICKAPCTBEHHBIMH IIpEMapaTaMy, HE SBISIONIMMIUCS HCCICIyeMbIMU
npernapaTamMy 1 Ha3Ha4aeMbIMH B Ka4€CTBE CONMYTCTBYIOLICH Tepanuu, Mpu OTCYTCTBUH PEaKLuu
B3aUMOJICHCTBUSL C HUCCIEAYEMbIM MPENapaToM MCCIACAOBATENI0 CIEAYeT MPEACTABISTh B
YIOJHOMOYEHHbIE  OpPraHbl  TOCYJapCTB-WIEHOB WM  JEpXKaTelll0  PETrUCTPaLMOHHOIO
YIOCTOBEPEHHUS 3apPETUCTPUPOBAHHOTO JIEKAPCTBEHHOI'O MpEerapara B COOTBETCTBUM C aKTaMH
opranoB Coro3a 1o ¢papmMakoHaI30py.

1.9. PackpbiTue paH10MU3aIIMOHHOTO KOJIA.

1.9.1. TpeboBaHusi MO PACKPHITUIO PaHAOMH3AIMOHHOTO KOJAa B ClIydae Cephe3HOU
HENPEIBUAECHHON HEXKEIIATEIIbHON PEaKLIMH.

PackppiTre paHIOMU3alIMOHHOTO KOJa B CIIy4yae MOJyYeHHUs! COOOIIEHUS O HeXellaTeIbHOM
SIBJICHUHM, KOTOPOE OLIEHHMBAETCS KaK Cepbe3Hash HENmpeaBUACHHAs HeXKellaTeJdbHas peaklus,
BBITIOJTHSIETCS TOJIBKO 110 CYyOBEKTY UCCIIeI0BaHUS, y KOTOPOTO pa3BUIach JaHHAS HEKeaTenbHas
peakius. B COOTBETCTBUM € MOAMYHKTOM 1.2 HACTOSMIETO MOPSAKA CIIOHCOPY HEO0OXOIuMO
HE3aMEeUINTEIbHO TMPEICTaBUTh HH(POPMAIUIO O BBISBICHHOW CEpPhE3HOM HenmpeaBUICHHON
HEeXeaTelIbHOW PeaKIuu B YIIOJHOMOUYEHHBIH OpraH rocy/1apcTBa-4ieHa ¢ y4eTOM pe3yJbTaToOB
pacKkpbITUsl KoJa paHaoMu3anuu. [Ipu 3TOM CIIOHCOPOM JIOJIKHO COXPAHSATHCS OCIIEIJICHHE B
TaKMX CIydasx JUisl JUI, OTBETCTBEHHBIX 3a JalibHEiIIee NPOBEACHHE KIMHUYECKOTO
uccienoBaHus (TakuX KaK pPYKOBOAMTENIH, MOHMTODPBI, HCCIENOBATENU), a TaKxkKe JIHII,
OTBETCTBEHHBIX 32 aHAlU3 JAaHHBIX M WHTEPIPETAIHNIO PE3YJbTaTOB IIOCIEe 3aBEPIICHUS
uccaenoBaHus (TaKMX Kak TMEpcoHall oTaena omomerpun). MHBOpMamus 1Mo HexeIaTeIbHBIM
pEaKIusM C PacCKpPBITUEM PaHIOMHU3AIMOHHBIX KOJIOB CyOBEKTOB HCCIEIOBAHUS MOXKET OBITh
JOCTyIHA TOJBKO JIMIIaM, OTBETCTBEHHBIM 3a BBINOJIHEHHE TPEOOBaHUI MO MpEACTABICHUIO
MH(OPMALIUY O HEXKENIATEIbHBIX PEaKIHsIX B YIIOJIHOMOUYEHHBIC OpPTraHbl TOCYJapCTB-YICHOB, B
OCO (HDK) u He3aBUCHMMBIE KOMHUTETHI IO MOHUTOPUHTY JaHHBIX WM WHBIM JIAIIAM,
OTBETCTBEHHBIM 32 BBHITIOJHEHHE ITOCTOSHHOW OIICHKH O€30MacHOCTH B XOJ€ IPOBEACHUS
KJIIMHUYECKOro ucciefaoBanus. s uccrienoBareneil packpbITHE PaHIOMH3ALMOHHOIO KOJa B
XOJI€ BBINOJTHEHUSI KIMHUYECKOTO HCCIEAOBAHUS BBIMOIHAETCS TOJBKO B Clydae, €ClId 3TO
MIPEACTABIISIETCS HEOOXOAMMBIM JIJIs1 00ecIieueHust 0€30MaCHOCTH CyOBEKTa UCCIIEOBaHUS.

1.9.2. Pe3ynbTaThl pacKphITUs PaHIOMHU3ALMOHHOIO KOAA OTpaXkaloTcs B 0a3zax JaHHBIX
CIIOHCOpPa U YHOJHOMOYEHHBIX OPraHOB TOCYJapCTB-WICHOB. AKTyalu3auus HHPOpMAIUH MO
0e3o0macHOCTH B OpOIIIOpE HMCCIEAOBATENs BBIMONHICTCS HA OCHOBAHWM aHAIM3a JIaHHBIX C
PaCKpBITHIM KOJIOM JICUEHUSI.

1.9.3. Oco0ble oMy ISAIUH.



90

IIpn nmpoBeneHMHM KIMHUYECKUX HCCICIOBAaHUN C y4acTHEM MOMYJSLUUHU, I KOTOPOU
XapaKTepPEH BbICOKUI YPOBEHb OCJIOKHEHUI U CMEPTHOCTH, B CIIy4ae, €CJIM KOHEYHbIE TOUKH IO
OLlEHKE A(PPEKTUBHOCTH MOTYT SBJIATHCA OJHOBPEMEHHO CEPbE3HBIMU HENpPEIBUICHHBIMU
HEXXeJIaTeIbHBIMH PEaKIUsIMH TMO0 KOTJ]a CMEPTh UM MHOM cephe3HbIN HeOIaronpusTHBIA HCXO
MOJKET SIBJIATHCA KOHEYHOH TOYKOW MO OIeHKe 3(P(PEKTHMBHOCTH HCCIEIYyEMOro Ipernapara,
JTOCTOBEPHOCTh PE3YJIbTATOB KIMHHUYECKOTO HCCIECIOBAaHUS MOXET OBITh HapylleHa IpH
CUCTEMATUYECKOM PACKPBITUM PAaHJOMM3ALMOHHBIX KONOB. B Takux ciydasx CIOHCOpPY NpHU
MOJIyYeHUH OJ00pEHMS MPOTOKOJA KIMHUYECKOIO MCCIEIOBAHMS CIEAYET IO COTJIACOBAHHUIO C
YIOJHOMOYEHHBIM OPraHOM IOCyAAapCTBa-4jIeHa ONPEACINTD, KAKHE CEPhE3HBIC HEKEIATCIIbHBIC
ABNICHUsI, OOYCIIOBJICHHbIE TEUYEHHWEM OCHOBHOrO 3aloyieBaHMs, HE OyAyT MOAJIeKaTh
CUCTEMAaTUYECKOMY PAaCKPBITUIO PaHIOMHU3ALMOHHBIX KOJAOB M CPOYHOMY IPEICTABICHUIO
uHpOpMaIMK B YIOJIHOMOYEHHBIH OpraH rocyjaapcTBa-wieHa. B 3Tux ciydasx o0s3aTenbHBIM
ABJISIIOTCSL Ha3HaueHWe M obecredeHue (yHKIMOHUPOBAHUS HE3aBUCUMOIO KOMHTETa IO
MOHHUTOPUHIY JAHHBIX JUISl BBINOJIHEHMS] IIOCTOSIHHOM OLIEHKM W aHalM3a JaHHBIX 10
0€30I1aCHOCTH BBITNOJIHIEMOr0 KIIMHUYECKOT0 UCCIIEJOBAHUS U ONIPEAEIICHHs] pEKOMEHJAluH 115
CIIOHCOpPa B YaCTU BO3MOYKHOCTH JAJbHEHIIET0 IPOBEIEHUS KIMHUYECKOTO MCCIEI0BaHUS,
BHECEHUS U3MEHEHUH B IIPOTOKOJI UCCIIENOBAaHUS WIH OCTAHOBKH KIIMHUYECKOTO UCCIIEIOBAHUS.

1.9.4. ExxerogHoe npexacraBieHue HHGOpMaIiy o 6e30macHOCTH.

CroHCOp B TEYEHHE BCErO0 CpOKa NPOBEICHHUS HCCIENOBAHHUA JIOJDKEH €KErOJHO
IIPEICTABIATh B YIOJHOMOYEHHBIH OpraH TIOCYJapCTBa-wi€Ha, Ha TEPPUTOPUHM KOTOPOIO
IIPOBOJIUTCSI UCCIIE0OBAaHUE JIEKAPCTBEHHOT'O Npenapara, NepuoJuuecKuii oT4eT (epruoandeckue
OTYeThl) MO OE30MacHOCTH pa3pabaThIBAEMOIr0 JIEKApCTBEHHOTO TIpernapara, CoJepKaHue
KOTOPOro (KOTOpBIX) JOJKHO OTBEYAaTh TPEOOBAaHUAM, NMPUBEACHHBIM B NpuiokeHHH Ne 12 k
IIpaBunaM Hajanexalled KIMHUYECKOW NPAKTUKA EBPasuiiCKOro sKOHOMHYECKOro corosa. He
TpeOyercst B 0053aTEIbHOM MOPSIIKE MPEACTaBIATh MEPUOJUUECKUE OTUETHI 10 OEe30MaCHOCTH
pa3pabaTbiBaeMOTO  JIGKAPCTBEHHOTO  Mperapara B KIMHUYECKHUX  HCCIIEJIOBaHMSX,
IIPOJOJDKUTEIIBHOCTh KOTOPBIX COCTaBIISIET MeHee | rona.

B DCO (H3K) cnoncopom mpeacrapisercs 1100 MepHOAMUECKUI OTYET M0 O€30MaCHOCTH
paspabaTbiBaeMOro mpenapara, J1M00 KpaTKoe M3JI0KEHHE OCHOBHOIO coJepKaHMs oTdera. B
MIOCJIEAHEM CJIy4yae CTPYKTYPUPOBAaHHBIM II€PEUEHb CEPBE3HBIX HEXKENIATENbHBIX peaKUni
coryiacHo npuoxkenuto Ne 12 k [TpaBuniam Hajuiexanieil KIMHUYECKOW TpakThuku EBpasuiickoro
SKOHOMHYECKOTO CO03a MPECTABIISETCS CIOHCOPOM Ha ocHoBanuH 3arnpoca DCO (HOK).

2. O0s13aHHOCTH UCCIIEIOBATEIIS 110 MPEICTABICHUIO HHPOPMALIMH O BBISBJICHHBIX B X0J1€
UCCIIEI0BAHNS HEXKENIATEIbHBIX SBICHUAX CIIOHCOPY

2.1. UccnienoBaTenns JOMKEH HE3aMEMIMTEIILHO, B TeUueHHEe 24 9acOB C JAaThl BBISABICHUS
(6o momyuyeHuss WHGOPMAIMKM O BBISIBICHUHM) TNPEACTaBUTH CIHOHCOPY HH(MOpManuio B
OTHOIIIEHNH CEPbE3HBIX HEXKEIATCIIBHBIX SIBJICHUH, KPOME TEX, KOTOPBIE OTPE/ICIICHBI B TPOTOKOJIS
WIM B JAPYroM JOKyMeHTe (Hampumep, B OpoIIope HcclefoBareis), Kak He TpeOyromue
HEMEIJICHHOTO YBEJIOMJICHUS.

2.2. Tlocne mpeacTaBieHUuss CPOYHOTO COOOIICHHS O CEPhE3HOM HEKENATEIHbHOM SIBIICHUU
HCCIeA0BaTeNb JIOJDKEH MPEACTaBUTh CIIOHCOPY cooOIeHrne ¢ moapoOHOW HH(pOpMamuer o
CepbE3HOM HEXKENaTeIIbHOM SIBIICHUH, TIO3BOJISIONIEH CIIOHCOPY CeNaTh OLIEHKY HE00X0UMOCTH
MePECMOTPa COOTHOIIEHHUS II0JIb3a — PUCK» KIIMHUYECKOTO UCCIIEIOBAHUS.

HccnenoBatens mpeacTaBiIsieT CIOHCOPY MHGOPMAIUIO O HEXKENATeNbHBIX SIBICHUSX U
OTKJIOHCHHSIX J1a0OpaTOPHBIX TOKa3zaTesiel, KOTOPBIE OMpENeTIeHBl B MPOTOKOJE UCCISIOBAHUS
KaK KpUTHYECKHE, Il OICHKHM OE30MacHOCTH B CPOKH, OIpeAeNsieMble IMPOTOKOIOM
KJIMHUYECKOTO MCCIEIOBaHNUS.

[Ipunoxxenne Ne 12

k [IpaBunam Hagyiexariei
KJIMHUYECKOU MpakTuku EBpazuiickoro
9KOHOMHYECKOTO COI03a
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TPEBOBAHUS
K MePHOANYECKOMY OTYETY M0 §e30MaCHOCTH pa3padaThIBaeMOro JeKapCTBEHHOT0
npenapara

1. Onpenenenus

Jns ueneit nHacrosmmx TpeOoBaHUN WCMONB3YIOTCS TMOHSATHS, KOTOpPHIE O3HAYAIOT
cleayolee:

«BAXHBIH WACHTU(PHUIMPOBAHHBIA PHUCK», «BaXHBIH NOTEHIMAJIbHBIM puCK (important
identified risk and important potential risk)» — uaeHTHPHUITMPOBAHHBIN WIIA TOTCHIIMAILHBIN PUCK,
KOTOPBI MOXET OKa3aTh BIUSHUE HA COOTHOIIIEHUE MOJIb3a-PUCK JICKAPCTBEHHOTO IIperapaTa uin
MMETh TOCTIEICTBUS ISl OOIIECTBEHHOTO 3/IpaBOOXPaHEHUS;

«zata okoHuaHus coopa nmaHHbIX (data lock point)» — narta 3aBepiieHus cOopa JaHHBIX IS
BKJIIOUEHUS B IEPUOAMYECKUN OTUET MO OE30MaCHOCTH UCCIIEyeMOro Ipenapara;

«3aBepIIeHHOe KIMHMYeCKoe uccienoBanne (completed clinical trial)» — knmHMYECKOE
UCCIIeIOBaHNe, 10 pe3yJibTaTaM KOTOPOTO COCTaBJI€H MTOTOBBI OTYET KIMHUYECKOIO
UCCJICIOBAHMS;

«uneHtuuimpoBanueii  puck  (identified risk)» — HexenmaTenpbHOE  TOCIEIACTBHE
(dapmakoTepanuu, Uit KOTOPOTO MOTYYCHO aIEKBAaTHOE JI0KA3aTeLCTBO HATMYNS B3AHMOCBSI3H C
10/103pEBAEMbIM JIEKAPCTBEHHBIM MPENapaToMm;

«MHTEPBEHIIMOHHOE KJIMHHYECKOoe wucciefgoBanne (interventional clinical trial)» —
KJIIMHUYECKOE HCCIIeIoBaHne, B KOTOPOM CyOBbEKTaM HCCIIeI0BaHNUS BBITTOIHAETCS MPOCIIEKTUBHOE
Ha3HAYeHUE OJHOTO WM  HECKONbKMX  MEIUIIMHCKAX  BMEIIATENbCTB  (HANpUMED,
npodurakTHYeckoe BMEIIATEIbCTBO, HA3HAUECHUE JIEKAPCTBEHHBIX IPEMapaToB, BBHINOJIHEHUE
XUPYPTrUYE€CKUX BMEIIATENLCTB, MOBEICHYECKAsT Tepanus W T.I.) C IENbI0 OLIEHKH BIUSHUS
JAaHHBIX BMEILIATEIbCTB Ha TOKA3aTEeIH COCTOSHUSA 3/I0POBBS;

«uccrnexyemMblit mpenapar (investigational drug)» — npenapar, HaxoaAMiics B pa3paboTke
(dapmarieBTHUeCcKOi KoMmaHuei. B pamkax Hactosimero [IpuioskeHusi TaHHBI TEPMUH UMEET
0ojee y3KOoe 3HAYCHHE [0 CPAaBHEHHUIO C HCMOIB3yeMbIM B Tekcte I[lpaBun Haanmexamei
KJIMHUYECKOW TpakTHKU EBpa3uilckoro 3KOHOMHYECKOI'O COK03a M HE BKIIIOYAET MpenapaTbl
CpaBHEHHMS U TUIa1Ee6o;

«MEXIyHapoJaHas JaTra OJOOpeHHs] pa3padaThiBa€MOro JIEKQpCTBEHHOTO IIpernaparay,
MJIOPJIIT (development international birth date) — nara mepBoro onoOpeHus JUIsl TPOBEACHHUS
MHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIIeI0BaHUs B JII000H U3 CTpaH MHUpa;

«HEeXeJaTeIbHbIe SBJICHUS, NpeAcTaBisomue ocoOblii nuTepec (adverse event of special
interest)» — HeXXelaTeabHOE SIBICHHE, WMEIOIIee OCOOBIH HAyYHBI M METUIIMHCKUN HHTEpec
MPUMEHHUTEIFHO K HCCIEAyeMOMY Tpernapary WIH HCCIeIOBATENIbCKOW MporpaMMe CIOHCOpa,
KOTOpOE MOXET MOTpeOOBaTh HEMPEPhIBHOTO MOHHMTOPMHIAa M HE3aMeJIUTEIbHOIO
nH()OPMHUPOBAHHS CIIOHCOpPA CO CTOPOHBI UccienoBarens. [laHHbIE HEXeNnaTelbHbIC SBICHUS
MOTYT MOTPeOOBATh JAJbHEHIIEr0 U3YUEeHUS C LENbI0 HaIeKaIlel XapaKTePUCTUKH U OLIEHKH.
B 3aBrucuMoOCTH OT XapakTepa HEKeJIaTeNbHOTO SBJICHUS, MPECTABISIONIET0 OCOOBI HHTEPEC,
MOJKET MOTPeOOBaThCsSI CPOUHOE MpPEJCTaBICHUEe MHPOPMAIMKU OT CIIOHCOpa TPEThel CTOPOHOMU
(HampuMep, YIOTHOMOYEHHBIM OpraHaM roCcyAapCTB — WieHOB EBpa3zuiickoro SKOHOMHYECKOTO
CO1032);

«HEWHTEPBEHIIMOHHOE KIMHUYECKOe HccheaoBanue (non-interventional clinical study)» —
nccaea0BaHue (UCTBITaHKE), KOTOPOE COOTBETCTBYET CICAYIOIIUM TPEOOBAHUSM:

JICKapCTBEHHBIN MpenapaT Ha3HA4YaeTcsl B COOTBETCTBUM C OOIIEH XapakTepUCTUKON
JIEKapCTBEHHOI'O IIpernapara;

pelieHre O Ha3HAYCHHWH MAalUeHTy OMNPEICICHHOTO JICYCHHUS HE MPUHHUMAETCS 3apaHee
COTJIACHO TMPOTOKOJY HCCIIEJIOBaHMS, HO COOTBETCTBYET MPUHATON MpaKkTUKE, U Ha3zHAuYEHUE
JEKapCTBEHHOTO TMpernapara 4YeTKO OTIEJICHO OT pelIeHUs O BKJIIOYCHWH IIallHeHTa B
HCCIIEIOBaHMUE;

K TalyMeHTaM HE MPHUMEHSIIOTCS KaKue-THOO OTOTHUTEIbHBIC IHATHOCTUYECKUE WU
KOHTPOJbHBIE MPOLEAYpbl, a JUId aHajdu3a [OJIYYCHHBIX JIaHHBIX  HCIOJB3YIOTCS
AMUAEMHOIOTHYECKUE METO/IBI;

«oxunaemas r¢dextuBHOCTh (TMoB3a)» (anticipated efficacy (benefit)) — adbdexTuBHOCTD
(monp3a), KoTopasi emie He ObUla YCTaHOBIIEHA JIS MCCIEMyeMOro MPOAYKTa, HO OXHUAAETCS
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MCXO0JII U3 UMEIOMUXCS 3HaHUK 00 3¢ PexkTuBHOCTH (IT0JIh3€) JAHHOTO KiIacca JICKapCTBEHHBIX
MPernapaToB MO0 JaHHBIX MPEIIECCTBYIOUINX KIMHUYECKUX WIIN TOKIMHUYECKUX UCCIIEIOBaHUA;

«mporpaMma  KJIMHWYECKOM  pa3pabotku  (clinical development programme)» —
COBOKYITHOCTb KJIMHHUYECKUX HMCCIEJOBAHUN OJIHOTO M TOTO K€ MCCIEAYeMOro Iperapara, BHE
3aBHCHMOCTH OT IIOKa3aHUI K HA3HAYEHUIO U JIEKaPCTBEHHOMN (OPMBI;

«TpoJI0JDKaroNIeecs: KIMHUYECKoe nccienaoBanue (ongoing clinical trial)» — kimHUYecKoe
HCCIIEIOBaHNE C HAYaBIIUMCS BKIIOUEHHEM CyOBEKTOB HCCIIEIOBaHMS, BHE 3aBUCUMOCTH OT €ro
NPUOCTAHOBKM MJIM 3aBEPUICHUS aHAJIW3a, MO pe3yjibTaraM KOTOPOTr0 HE MOJATrOTOBJICH
3aKJIIOUYUTEIbHBIN OTYET;

«MOTEHIMANBHBIN pucK (potential risk)» — HexenaTenpHOE MOCIEICTBHE (PapMaKoTEpanu,
B OTHOILIEHUU KOTOPOTO UMEIOTCS OCHOBAHMS JJIs MOAO3PEHUHN MO HAIWYUIO B3aUMOCBSI3U C
JICKapCTBEHHBIM MPENapaToM, OIHAKO JaHHas B3aWMOCBS3b HAJISKAIIMM 00pa3oM He Oblia
MOATBEPK/ICHA;

«peructp (registry)» — COBOKYITHOCTb JaHHBIX IO MAI[IEHTaM, XapaKTEPU3YIOLTUMCS KaKUM-
100 OJWHAKOBBIM IMPHU3HAKOM (Mpu3HaKaMu). JlaHHBIN NpHU3HAK MOXET MPEACTABISATH COOO0M
3aboseBaHue (peructp mo 3a00JeBaHHMIO) WM CIeUU(UYECKOe BO3ACUCTBHE JIEKAPCTBEHHOTO
npenapara (JE€KapCTBEHHBIM pErucTp). Peructp HampaBieH Ha MPOCIEKTUBHBIA CcOOp
OIpeJIeIEHHOW COBOKYIHOCTHU JAaHHBIX I10 MAllMEHTaM C UCIOJIb30BAHUEM CTaHAapPTU30BaHHOTO
onpocHuKa. (JlekapcTBEHHBIE pEruCTphl HANpaBlieHbl Ha CcOOp MaHHBIX Ha MPOTSHKEHUU
OIPEJICJICHHOTO0 BPEMEHM [0 TOMYJISAIHMH, [OJBEPraromieicss BO3ACHCTBUIO H3y4aeMOro
JIEKapCTBEHHOI'0 Ipemnapara, u (Win) 1o onpesesreHHor mnomynsuuu. [lanueHTsl MOryT OBITH
BKJIIOYEHbI B KOTOPTHOE HCCIeNOBaHME Ui cOOpa MaHHBIX O HEXKEJIATENbHBIX SBICHUSAX C
MPUMEHEHUEM CTaHIAPTU3UPOBAHHOTO ONPOCHUKA (CTaHAAPTU3UPOBAHHBIX OMPOCHUKOB).
Peructpel MoOryT OBITH TMOJNIE3HBIMH JUIS YCHJICHHSI CHUTHajla, OCOOCHHO ISl PEIKuX
HeKeJaTeJIbHBIX PeaKIuii);

«curHai (signal)» — uHGOpMaLKs, TOCTYNAIOIIAsk OT OJJHOTO MJIM HECKOJIBKHX HCTOUHUKOB,
KOTOpasi IMpearnoyiaraeT HajJu4yhe HOBOM MOTEHUUATbHOW MPUYMHHO-CIEACTBEHHON CBS3M WU
HOBOT'O aCHeKTa U3BECTHON B3aMMOCBSI3M MEXJy BO3JCHCTBHEM JIEKAPCTBEHHOIO INpernapara u
HEKeJIaTEIbHBIM SBJICHUEM WJIM COBOKYIHOCTHIO B3aMMOCBSI3aHHBIX HEXENIaTeNbHbIX SBJICHHI,
OILICHUBaeMasl KaK JIOCTaTOYHAs [Tl NAThbHEUIINX NEHCTBUH MO BepU(pHUKAIlMU CUTHANA;

«CTIOHCOp-HCCIIeIOBaTENh  (Sponsor-investigator)» —  (HU3WYEcKoe  JIUIO, KOTOPOE
MHUIMAPYET W BBINOJHAET KIMHUYECKOE HCCIEI0BAaHUE CAMOCTOSTENBHO JIMOO C HWHBIMH
UCCIIEIOBATENsIMU W TOJ HEMOCPEICTBEHHBIM PYKOBOJCTBOM KOTOPOTO  BBIOJHSIOTCS
Ha3HAYEHUE, Bblaya WK MPUMEHEHHE HCCIIeyeMOro npenapara cyobeKTaMu uccienoBanus. B
00s3aHHOCTH  CIIOHCOpPA-UCCIIEJIOBATENsl BXOAAT OOS3aHHOCTH Kak CIIOHCOpa, TaKk U
UCCIIeIoBaTEeNs.

2. O01ue moaoXKeHus

[lepuonnueckuil aHanu3 uHGoOpMaLUK MO OE30MACHOCTH NMPH KIMHUYECKOH pazpaboTke
UCCIIEyeMOro Mpenapara HMeeT pellarollee 3HAauyeHUe JUIsi HENpepbhIBHOM OLEHKH pHCKa
CyObeKTOB  ucciefoBaHus. BaxHo  oOecmeuwBarh  peryisgpHoe  HH(GOPMHUpPOBaHHE
YIOJHOMOYEHHBIX OPraHOB T'OCY/IapCTB — WieHOB EBpa3suiickoro 3KOHOMHUYECKOTo coro3a (zajiee
COOTBETCTBEHHO —  YIOJHOMOYEHHBIE OpraHbl, rocyaapcrBa-uieHsl, Cor03) ¥  HMHBIX
3aMHTEPECOBAHHBIX CTOPOH (HampuMmep, IKCHEpTHOro coBera opranusanuu (HesaBucumbrii
stuueckuii komurer) (manee — DCO (HOK))) o pesymbrarax AaHHOTO aHAIM3a M TOMyYEHUS
JAHHBIX B OTHOLIEHUH NMPOoQuIisa 6€30MacCHOCTH UCCIIEyeMOro MpernapaTa, a TakkKe YBeJOMIICHUs
O JEHCTBHSX, MPHUHATHIX B OTHOUIGHWM BO3HUKAIOUIMX BOIPOCOB IO OE30MaCHOCTH.
[Tepuoanueckuit oT4eT MO OE30MACHOCTH pa3padaThiBaeMOro (MCCIEeIyeMOT0) JEKapCTBEHHOTO
npenapata (manee — POODB) sBasercs craHgapToM Uil NEPUOAMYECKONM OTYETHOCTH IO
paspabaThiBaeMbIM (MCCIICTyEMbIM) ITpenapaTam (BKJIt0Yas 3aperuCTPUPOBAHHBIC TTPENapaThl, Mo
KOTOPBIM MPOJOKACTCSI BBIMOJIHEHUE pa3padOTKU) JUIs TOCYIapCTB-UJICHOB.

OcuHoBHoit 1ienpto POOB  sBisieTcss TpelCcTaBIICHHE HMCUEPIBIBAIONIETO M TITyOOKOTO
€XKEroIHOT0 0030pa U OLIEHKU HH(pOpMAIUH 110 0€30IaCHOCTH UCCIIEAYEMOT0 IIpernapara, KoTopas
ObU1a coOpaHa Ha MPOTSKEHUH OTYETHOTO MEPUO/Ia BHE 3aBUCUMOCTH OT €r0 PeruCTPalliOHHOTO
cTaryca MoCpeCTBOM:



93

OLIEHKH BO3MO>KHBIX OTJIMYMIA MMOJYYEHHOH 32 OTYETHBIN MEePHOJ] CIIOHCOPOM HH(POpMAITUN
Mo 0e30macHOCTH OT MPEIIISCTBYIONINX 3HAHUKW TO TPO(UI0 OE30MaCHOCTH HCCIIETyeMOro
MPOYKTa;

OIHMCAHUs HOBBIX BBISIBJICHHBIX aCleKTOB MPohuis 6€301acHOCTH, KOTOPHIE MOTYT OKa3aTh
BIIUSIHUE Ha oOecrieueHre 6€30MacHOCTH CyObEKTOB UCCIIEIOBaHUS;

0000IIeHNST TaHHBIX IO TEKYIIEH OIICHKE W YNPABICHHUIO HICHTHU(PUIIMPOBAHHBIMU U
MOTEHIIUAJIbHBIMUA PUCKAMU;

MPECTaBICHUS] OOHOBIEHUS TIO COCTOSIHHIO KIMHUYECKOTO W3y4YeHHUs (IIPOTrpaMMbl
pa3pabOTKH) U pe3yJIbTaTOB UCCIICAOBAHMS.

POOB nomkeH OBITh JTaKOHWYHBIM M TPEACTABIATH YIMOTHOMOYEHHBIM OpraHaM
rocy/apCTB-4I€HOB HMH(POpPMAIUIO, IO3BOJISIONIYI0 MOATBEPAUTh OOEcleyeHHe CIHOHCOPOM
HAJJIeXKAIET0 MOHUTOPUHTA M OIEHKU JaHHBIX MO MpoQuito 0e30MacHOCTH HCCIEIyeMOro
npenapara. B POOb monanexaT OTpakeHHIO BCE HOBBIC acHEKThl Mpoduiiss Oe30macHOCTH,
BBISIBJICHHBIE 32 OTUeTHBINA mepuoj. POOb He HOMKEeH HCIONIb30BaThCsS B ILEISAX MEPBUYHOTO
YBEIOMJICHUSI O 3HAYMMbBIX HOBBIX JAaHHBIX MO Oe30MacHOCTH JMOO B KayecTBe crocoba
BBISIBIICHUS] HOBBIX aCIIEKTOB MPOUIIL O€30MaCHOCTH.

OcuHoBHo#i Bkimowaemot B POOB wuHbopmarueit sBIAIOTCS JaHHBIE W PE3YJIbTaThI
KIIMHUYECKUX HCCIICIOBAaHUHM JIEKAPCTBEHHBIX MPEMapaTOB W OMOJOTUYECKHX BEIIECTB, BHE
3aBHUCHUMOCTH OT HX pPETrUCTPAallMOHHOTO cTaryca. B ciydae mnpoAomKeHHs KIMHHUYECKOTrO
M3YYCHHs TIOCIIE PETUCTPAIMH JIEKapCTBEHHOTO Mpemapata, POOB BkitouaeT Takke JaHHBIC
MOCTPEruCTpalMOHHBIX  HcciaegoBannii. POODB HampaBieH Ha OIEHKY HCCIEIyeMOro
(pa3zpabaTbiBaeMOro) mpemapara, HWHQpOpMaLus IO TIpernaparaM CpaBHEHHs M Ianebo
BKJIIOUAETCSl B HETO TOJBKO B CiIydae, €CIM 3TO UMEET OTHOLIEHHE K 0e30MacHOCTH CyObEKTOB
UCCIIeIOBaHUS.

B POOb Bxmowaercs wuHpoOpMamuss 1o OE30MaCHOCTH, IOIy4daeMmas B XOJE BCEX
MIPOJIOJKAFOIIMXCS KIMHUYECKUX HCCIIEIOBAaHUN M WHBIX HCCICIOBAHUM, BBITIONHSAEMBIX WU
3aBEpUICHHBIX CIIOHCOPOM Ha MPOTSHKEHUU OTYETHOTO MEPHO/ia, B TOM UHUCIIE:

KIIMHUYECKUEe  WCCIENOBaHUs  pa3padaTeiBaeMoro  (WccieayeMoro)  mpemapara
(papmakooruueckue ucciae10BaHus y 4esloBeKa, TePareBTUYECKUE TTOUCKOBBIE HCCIIEA0BAaHUS U
TepaneBTHYECKUEe MoATBepkaatome ucenenoBanus (daser [-111));

KJIMHUYECKHE HCCIIEeIOBAaHUSl 3apEeTUCTPUPOBAHHOIO JIEKAPCTBEHHOrO IIpernapara 1o
0JI0OpEHHBIM TTOKA3aHUsIM (HCCIIeIOBaHUE TepaneBTudeckoro npumeHenus (hasa IV));

TEeparneBTHYECKOe MPUMEHEHHE HCCIeAyeMoro Ipenapara (Hampumep, B paMKax
pacIIMPEeHHOT0 JOCTYyTa, MHANBUAYATHHOTO JOCTYIA U UHBIX),

KJIMHUYECKHE WCCIIEeIOBaHUS, IPOBOJUMBIE JJsi TOJACPKKHM HM3MEHEHHH Mpolecca
MIPOU3BO/JICTBA JICKAPCTBEHHOTO CPE/ICTBA.

POOB Takxke Bkio4aeT B ce0si HMHbIE JaHHbIE, KOTOpPHIC SBIAIOTCS 3HAYUMBIMU B
OTHOIICHUH 0e30MacHOCTH pa3pabaThiBaeMOro (MCCleIyeMoro) Ipemapara, B TOM 4YHCIE
clleytolue JaHHbIe:

HAOJIOIATEBHBIX U THIEMUOIOTUYECKUX UCCIIeIOBAHUMN;

JOKJIIMHUYECKUX HCCIIEIOBAaHUM (TOKCHUKOJIOTMYECKUX HCCIEIOBAaHUN M HCCIEIOBaHUI in
vitro);

npyrux POOB, koTopble UMEIOT OTHOILICHHE K UCCIIElyEMOMY Tpernapary;

MIPOU3BOJICTBEHHBIX 1 MUKPOOHOIOTHYECKUX N3MEHEHUI;

HEJaBHO OMYOJIMKOBAHHbIE B METUIIMHCKOM JINTEPATypE;

KIIMHUYECKUX HMCCIEIOBAHMIA, TIO pe3ybTaTaM KOTOPBIX ObLIa BBISBICHA HEJOCTATOYHAS
3(PEeKTUBHOCTD, YTO MOTJIO OKa3aTh HEMOCPEICTBEHHOE BIHMSHHUE HAa 0€30MacHOCTh CyOBHEKTOB
UCCIIeIOBaHMs (HalpuMep, YXYyIIICHHEe OCHOBHOTO 3a00JIeBaHUS B CIydyae CEpPhE3HON WiIH
KU3HEYTPOXKAIOUIEH MMaTOIOTHN );

WHBIX UCTOYHUKOB JIAHHBIX TI0 0€30MaCHOCTH aHAJIOTUYHOTO TePareBTUIECKOTO KJIacca;

KIIMHUYECKUX HCCIIeI0BaHUM, MPOBEACHHBIX MapTHEpPAMHU CIIOHCOpa MO pa3paboTke, eciu
3TO MPETYCMOTPEHO JI0TOBOPAMHU.

3. OO0mMe NpUHIHUITBI

3.1. Enunsiit POODB u1s1 1eficTByIOIIEro BEUIeCTBa
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C wmenpio obecrieueHHs] HMCUEPIBIBAIOIIETO aHaIM3a W MPEJICTABICHHUS JAaHHBIX II0
0€30MacHOCTH HCCIIEyeMOro TIperapaTa CIOHCOP MOJDKeH mpeAcTaBisaTh eauHbsii POOB,
BKJIIOYAIOIIMI JaHHBIE IO BCEM JIEKAPCTBEHHBIM (opMaM U JO3MPOBKAM, IOKa3aHUSAM K
Ha3HAYEHUIO, HCCIEAyeMbIM MOMyJsnusM (Korga BO3MOXHO). B ciywae, eciu 310 He
IIPEICTABISIETCS. BO3MOXHBIM (HampuMep, KOIZa JaHHbIE HEIOCTYIIHBI CIIOHCOpPY), CIEAyeT
MPEeICTaBUTh COOTBETCTBYIOIIEE O0BSICHEHNE BO BBOAHON YacTH OTUETA.

Ecnmu B pa3paboTke wHccieayeMoro Ipernapara y4acTBYIOT HECKOJIBKO CIOHCOPOB, B
YaCTHOCTH MPH BBHIMOJIHEHUH COBMECTHON Pa3pabOTKH MM HA OCHOBAaHUH MHBIX JJOTOBOPOB, MU
MOeET OBITh MpeacTaBieH eaunblii POOB.

3.2. [lepunognunocts npencrasienus POOb u nata okoH4aHus cOopa TaHHBIX

Hauano rogoBoro mepuoja mno mpeicTaBICHUIO OTYETAa OMPEIENseTCs B COOTBETCTBUU C
MEXIyHApOIHOW N1aToil ol0OpeHHsl pa3pabdaThIBAEMOTO JIEKAapCTBEHHOIO Ipernapara (xaiee —
MIOPJIII). Mecsir u nata MJIOPJIII siBnsitoTcs naToit Havana OTc4eTa roJ0BOro nepuojaa AJis
nonxauu POOB.

B cnyuae npoBeneHus nepBoro KIMHUYECKOTO WCCIEAOBAHUS HA TEPPUTOPHUM CTpaHbI, B
KOTOPOM OTCYTCTBYeT O(dHIMalbHAS Mporeaypa OA0OpEHUs KIWHUYECKOTO HCCIIECIOBaHMSI,
COOTBETCTBYIOIIAs /1aTa, CBSI3aHHAsI C HAYaJIOM IMEPBOr0 KIMHUYECKOTO UCCIIEIOBAHUS, JTOJKHA
ObITb Ha3HadeHa CHoHcopoM. /[l BceX cTpaH, B KOTOPBIX BBIMONHSIIOTCA KIMHUYECKUE
HCCIIEIOBaHMs MCCIEAYEMOro Mpemnapara, NoIepKUBaeTcs U ucnonb3yerca equnas MJIOPJIIT
nipu noaroroske POOB.

Haroit okonuanusi coopa nanueix POOB sBisiercs mocneqHuil 16Hb OTYETHOTO MEPUO/a,
cocrapisttoniero 1 roz. Jyist yioO6CcTBa BBITIOJIHEHHS aIMUHUCTPATUBHBIX MPOIEAYP 0 KETAHUIO
CIIOHCOpa JaTOW OKOHYAaHUS cOOpa JaHHBIX MOXKET OBITh OMpeseNieH MOCISAHUHA JIeHb MecsIa,
npenmectyromero MJIOPJIII.

B cimydae mpomoinDKeHUsS — BBIIONHEHUS MPOrpaMMbl  KIMHUYECKOH  pa3paboTku
JICKapCTBEHHOTO MpernapaTa Ha TEPPUTOPUHU TOCyAapCTBa-wieHa IMOCJE €ro rocyJIapCTBEHHOH
pEerucTpanuu, B COOTBETCTBUU C TPEOOBAHUSMHU 3aKOHOAATEIHCTBA TOCYIAPCTB-UICHOB JTOJKHBI
npeactaBimaThess kak POOB, Tak m mepuomnueckne OOHOBIISIEMBbIE OTYETHI MO OE30MaCHOCTH
uccienyemoro mpemnapata (manee — I1OOB). IMo xenmanmio cnoncopa POOB moxer ObITH
MTOATOTOBJICH MCXOMS M3 MEXIYHApOIHON AaThl peructpanuu (mamee — M/IP), ucnonb3yemoii B
[TOOB, 4TO MO3BOMUT CHHXPOHU3UPOBATH AAThl MOJA4YM OOOMX MEPHUOJUYECKUX OTYETOB. B
cinydae cuHxpoHuzanuu gat nogadn POOB u IIOOB, oTtderHbI mepuopd sl CIEAYHOLIETO
MEePHOJNYECKOr0 OTYeTa MO OE30MacHOCTH HUCCIEAYEeMOTo Tperapara He JOJDKEH MPEBHIIIATh
OJIWH TOJI.

POOBb nomkeH npeacTaBiasThCS BCEM YIOIHOMOUYEHHBIM OpraHaM rocyJapCTB-UJIE€HOB, HA
TEPPUTOPHUU KOTOPBIX MPOBOIATCS KIWHUYECKHUE WCCIICIOBAHUS (MCIBITAHUS) HCCIETyEeMOTO
npemapara, He mo3aaee 60 KaJeHIapHBIX THEH C 1aThl OKOHYAHUsS cOOpa TaHHBIX.

3.3. IlpogomxurensHocTsh nojgaun POOb

[MponomxurensHocTh nomaun POOB ompenensercs TpeOOBaHUSAMH 3aKOHO/ATENIbCTBA
rocyjnapcTBa-wieHa. Ecnu B rocygapcTBe-ujieHe UM B IPYroM TOCyJapcTBe JHO0 B OTAEIHHOM
pEeruoHe B COOTBETCTBHH C TPEOOBAaHUSAMHU COOTBETCTBYIOILIETO 3aKOHOIATENIBLCTBA MTPEKPAIIACTCS
nogaya POOB, cnoHcopy cieayeT caenarh ykasaHue, uyto 3akimounTenbHbli POODB sBnsercs
MOCJIEAHUM €KETOJHBIM OTYETOM I MCCIEAYEMOro Ipernapara B JaHHOM IOCyapCTBE-UICHE
(Ipyrom rocynapctBe, OTAeNbHOM peruoHe). CHOHCOpY Takke cienyeT cAelaTh yKa3aHHue O
HaJIMYUU TIPOAOIDKAIOIINXCS KIIMHUYECKUX UCCIIEI0BAaHUM B IPYTUX CTPaHaX.

3.4. OTBETCTBEHHOCTH 3a MOATOTOBKY U npeacTasienne POOb

3.4.1. OTBETCTBEHHOCTb CIIOHCOpA
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CHoHCOp KJIIMHHUYECKOTO HCCIENOBaHMUS SABJIACTCS OTBETCTBEHHBIM 3a IOATOTOBKY,
cogepxanne u nomady POOB. CrioHcOop mMMeeT mpaBoO JENerupoBaTh BBIMOJIHEHHE PabOT MO
noarotoBke POOB  TpeTthelt cTOopoHe (Hampumep, KOHTPAKTHOW HCCIIEIOBATEIbCKOM
OpraHu3aIum).

Ecnu cioHcop He uMeeT AocTyna K MH(GOpMaluu, BKIYaeMON B OIIPEEICHHBIE Pa3/IeIibl
POOB (nanpumep, CrioHCOp-UCCIEI0BaTEIb MOXKET HE paciojiarate HHpopManueil mo acnekTam
IIPOM3BOJICTBEHHOIO IpOLIecca, JaHHBIM JOKJIMHUYECKUX MCCIeOBaHUM, HMH(opManueid Mo

perucTpalyy JIEKapCTBEHHOTO MpernapaTa), JOKHO ObITh C/IETaHO COOTBETCTBYIOIIEE yKa3aHHE
B POOB.

3.4.2. OTBETCTBEHHOCTh HECKOJIbKHX CTOPOH

B ciydae BbINONHEHUS KIMHUYECKOTO MCCIEIOBAHUSA WIM IPOrpamMMbl pa3pabOTKH
HECKOJIbKUMH CITIOHCOPAaMH CTOPOHBI JOJDKHBI OPraHU30BaTh MOAr0oToBKY eannoro POOB (ecnu
BO3MO’HO). JlaHHOE TpeOOBaHHE PACHPOCTPAHSIETC NMPU HAIWYMM y CIOHCOPA JOTOBOPOB IO
COBMECTHOH pa3pabOTKe WM JHUIIEH3UOHHBIX JOTOBOPOB C OJHON MM OoJjiee CTOpoHaMu 100 B
Cllyyae BBIIIOJHEHMs OTAENbHBIX KIMHMYECKUX HCCIEAOBAaHMM MM NpOorpaMMmbl pa3pabOTKu
JIEKapCTBEHHOI'O IIpernapaTa C BOBJIEUEHUEM TIOCYJApPCTBEHHBIX M YAaCTHBIX OpraHM3aluil,
JCJIOBBIX MAapTHEPOB WM HHBIX CTOPOH. B 3THX ciy4asix CIOHCOp JOJDKEH paclojiaratb
MUCHbMEHHBIMU COTJIAIICHUSIMH, OIPEICISIONMMA TOPSA0K OOMEHa JaHHBIMU M JETalbHOE
pacmpeenenrue 00s13aHHOCTEH 0 TOr0TOBKe U npeacTasieHuto POOB.

Ecin npeacraBnenue eauHoro POOB HEBO3MOXHO, CHOHCOPBI MOTYT HPHWTH K
corjameHuio o nogade otaenbHeIXx POOD Ha otuH 1 TOT e pa3pabaThiBaeMbIii ipemapart. JlanHas
CUTyalluss MOXET BO3HHUKHYTb, KOTJIa Ppa3jIM4YHbIe CTOPOHBI HCCIEIYIOT pa3pabaThiBaeMbIi
Ipernapar 1o pa3HbIM [TOKa3aHUsIM, WM CII0CO0aM BBEACHUS, WU C UCIIOIb30BAHUEM Pa3IMUHbIX
nekapcTBeHHbIX (GopMm. B kaxngom cimyyae B POOB nomxHO OBITH HpUBEIEHO OOOCHOBaHHE
IIPEICTABICHUS OTACIBHBIX OTYETOB.

3.4.3. POOBb my1st KoMOMHUPOBAHHOM TEepanuu

[Tockonbky KiIMHUYEcCKas pa3paboTka KOMOMHMPOBAHHOW TEpanuu CONpPSDKEHA C PsaoM
MOTEHIMATIBHBIX CIOXKHOCTEH, HacTosiuue [IpaBuna He MOTYT MPEayCMOTPETh BCE BO3MOXKHBIE
acniekTbl. CIIOHCOPY cleAyeT onmpenenuTh Hauboiee nmpueMieMblii BapuaHT noarotopku POOb
HAa OCHOBAaHWUHU OILCHKH psfa (akTOpOB, BKIIOYAS MOMYJSIUIO0 MAIMEHTOB, TOKa3aHUS K
HA3HAYEHUIO, JIEKapCTBEHHYI0 (OpMy M T.A., a TaKXkKe YCIOBUS MPOBEACHUSI KIMHUYECKUX
WCCIICIOBAaHUM M 3aKOHOJATENBbCTBO TocyaapcTB — wieHoB Coro3a. B oTdere AOMKHO OBITH
MPUBEICHO 00OCHOBAaHNE BEIOPAHHOTO MOAXO0A.

Kak mpaBuwino, 1o KIMHUYECKHM UCCIEAOBAHUSIM (UKCUPOBAHHBIX KOMOMHAIIUN
npeacrassieTcss eauHblii POOB (To ecTh NMpu Ha3HAYCHWM KaK MHUHUMYM 2 JIEHCTBYIOIIMX
BEIIECTB B (DPMKCHPOBAHHOM J103€ B OJHOMU JIeKapcTBeHHOW (opme). Eciau croHcop mpoBOAMT
KJIIMHUYECKHE HMCCIEAOBAHUS OTAENbHBIX KOMIIOHEHTOB, BXOJSAIIMX B COCTaB (DUKCHPOBAHHOU
koMOuHarmu, otaenbHbie POOB MomKHBI IPEACTaBISITHCS IS KAKI0T0 KOMIIOHEeHTa. MMeroue
OTHOIIIEHWE JTaHHbIe U3 Kaxaoro POOB nomkHbI ObITH 0000IIEHB B COOTBETCTBYIOIIEM pa3ieiie
npyrux POOB (cm. moapaznen 4.11.5 nacrosmux TpeGoBanwmii).

Jl5ig uccnenoBaHuii, KOTOPbIE BKJIIOYAIOT B ¢€0s MHOTOKOMIIOHEHTHYIO TEPaIuio, TO €CTh
KOMOMHAIIMK JIEKAPCTBEHHBIX CPEICTB HE SBISAIOTCS (PUKCUPOBAHHBIMH) CIIOHCOP MOKET
MOATOTOBUTH OJIUH U3 CIEAYIOIIUX OTYETOB!

a) POObB 1151 KOMOMHUPOBAHHOW TepanuH,

0) POOB(»1) mist ogHOro Miau Gosee WHIWBHAYATbHBIX KOMIIOHEHTOB (B JaHHOM Clydae
uH(poOpMaLUg TO KIMHUYECKHM HCCIECTIOBAHUSM MHOTOKOMIIOHEHTHOW TEpamuu MOXKET OBITh
BriroueHa B POOB Ha oiuH Uil Bce KOMITOHEHTHI).

[Tpumepsr ctpaternn moaroroBku POOD miis KoMOMHUPOBAHHOM Tepariu

KOM6I/IHI/Ip0BaHHaH Tepaliid, Ha3Ha4acMasl B KIIMHUYCCKUX
HCCICOOBAHUAX

POOB
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uccienyeMbli npenapar (A) eaunblii POOB
+ 3aperucTpUpOBaHHBIN(bIE) JIEKapCTBEHHBIH(BIE) Ha KOMOMHHUpoBaHHY!0 Tepanuio (A + X +Y + Z)
npenapar(sl) (X, Y, Z) WK

POOB Ha nccnenyemslii mpenapar (A), BKIIOYAIOMINN
JIaHHBIC 110 KOMOMHUPOBAHHOH Teparnuu

JIBa UCCJIeyeMbIX npemnapata (A) + (B) equnblii POOB
Ha KOMOMHUPOBAHHYIO TEPAIIHIO
(A+B)
Wi
nBa otnenbHBIX POOB Ha (A) u (B), B kKaxkabIit u3
KOTOPBIX BKIIFOUAIOTCS TAHHBIC 0 KOMOMHUPOBAHHOM
Tepanuu

nBa (uam OoJiee) 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX eaunslit POOBb
npenapara B KauecTse uccieayemoil komouHaumu (X, Y, Z) Ha komOnHMpoBaHHyI0 Tepanuio (X +Y +7)

3.5. CupaBounas nHpopmanus 1mo 6e30macHOCTH

B mensix ompeneneHus COOTBETCTBUS IMONyYaeMON Ha MPOTSDKEHUH OTYETHOTO IMEepHoja
nH(popManuu o 6€30MaCHOCTH UMEIOIIMMCS JAHHBIM T10 PO UITI0 6€30MaCHOCTH UCCIIETYyEMOTO
mpernapara HMCIOJIb3yeTcs JISHCTBYIOIIAas Ha HAyalo OTYETHOro Iepuoaa Opormropa
uccnenosarens. B coorBercTBytomeM paszaene POOB (cm. moapazaen 4.10.1 wHacTosmmx
TpeboBaHmii) yKa3bIBaIOTCS HOMEP BEPCHMM M JaTa OpOIIIOPHI HCCIENOBATENs, KOTOpas
UCIIOJIb3YETCs B Ka4ecTBe CIPaBOYHON MHOpMaIHu o 6e3omacHocTy. B ciyyasx eciu coriaacHo
3aKOHOJATEIbCTBY TOCyAapcTB — uieHoB Coroza Opomropa uccienoBatens He TpedyeTcs, B
KadyecTBe CIPaBOYHOW MHGOpPMAIMH 1O OE30MacCHOCTH MOXET OBITh  HCIOJIh30BaHA
COOTBETCTBYIOIAsl 00IIasi XapaKTEPUCTUKA JIEKAPCTBEHHOTO TIperapara.

Kak npaBuio, B kauecTBe cripaBOYHON HHGOPMAIIUHU MO OE30MaCHOCTH UCTIONb3YETCs OJIUH
nokymeHt. [Ipu ompexnenenHbix obcrositenbcTBax B POOB moxker ucnonb3oBaThest Ooree 1
JIOKyMEHTa B KaueCTBE CMPaBOYHON MHGOpManuu 1o 0e30MmacHOCTH (Hampumep, B CIydasx
noaroroBkn POOB s ucciaenyemoro mnpemnapara, KOTOPbI NpPUMEHSUICA KaK B KadecTBE
MOHOTEpAIINH, TaK U B COCTaBe KOMOMHUPOBAHHOW TEpaIum).

Ecnmu Ha mpOTSHXKEHUHM OTYETHOTO TMEPHOJa BBIMOJHSICS TMEPECMOTp OpOITIOPHI
UCCIIeIOBATeNsl U OHA HE MPECTaB/IsIIach paHee B COOTBETCTBYIOLINI YIOJTHOMOYEHHBIN OpraH,
CIIOHCOP JIOJDKEH IMPEJICTaBUTh KOMHMIO TEKYIIEH BEpCUU OpOIIIOpHI UCCIENOBaTENsl B KaUeCTBE
npunioxenus kK POOB.

4. TpeOoBaHUs K COCTaBY, COACPNKAHUIO U (opMe MOJauu MEPUOIUUECKOr0 OTYETA 110
6e3omacHocTH uccienyemoro npemnapata (POOB)

4.1. TurynbHas cTpaHuLa

TurynbHas cTpaHuLa JTOJDKHA COJEp)kKaTh MopsiikoBbli Homep POOD, HanMeHoBaHMe
UCCJIEyEMOr0 Tpenapara, OTYETHBIM NEPHOJ, ATy COCTaBICHMs OT4YETa, HAa3BaHME U ajpec
CIIOHCOpa, 3asBJIEHHE O KOH(UICHUMANbHOCTH HHpopManuu, conepxameiics B POOB, u
npenoctepexenue, uto POODB MoxkeT coaepxkaTh JaHHBIE C PACKPBITHIMU KOJAAMHU PaHI0MU3AIUH.

4.2. Kpatkoe uznoxenue POOb

Kpartkoe m3noxenne BMecTe ¢ TUTYJIBHON CTPAHUIIEH MOXKET CITYKHTh CAMOCTOSITEILHBIM
nokyMeHToM, noaxoasmmm ais nonadn B 9CO (HOK) B rocymapcTBax-uiienax (rae Tpedyercs).
B kparkoe m3noxxeHue A0mKHA OBITH BKIIIOUEHA KpaTkas WHGOpMAIHs MO HamOoJiee BaKHBIM
JTaHHBIM, BKJIIOYEHHBLIM B OTYET:

HOMEpP OTYEeTa W OTYETHBIA MEPHOJI, KpaTKas XapaKTEPUCTHUKA HCCIEAYEeMOro Ipemnapara
(MexaHU3M AeWcTBHs, (hapMaKOTepaneBTUUYECKUI Kilacc, MOKa3aHUs K MPUMEHEHUIO, CIocod
BBEJICHUS, PEXKUM JIO3UPOBAHUS, JICKAPCTBEHHBIE (POPMBI);

OIICHKa  KOJHMYECTBA CYOBEKTOB  WCCIEAOBAHMS, TIOJBEPTIINXCS  BO3ICHCTBHIO
HCCIeAyeMOoro npemnapara;
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PETUCTPALIMOHHBIN CTaTyC ¢ yKa3aHUEM KOJIMYEeCTBA CTPaH (ECiIH JeKapCTBEHHbIHN penapar
3apErUCTPUPOBAH);

KpaTKoe M3JI0)KeHHE O000OIIeHHOM OmeHKH mpoduis Oe3omacHocTd (cM. pasaen 4.21
HacTosmux TpeboBanuii),

KpaTKO€ U3JI0’KEHNE BKHBIX PUCKOB (CM. pazzaen 4.22 Hacrosmmx TpedoBaHuit);

MEpbl, MPUHATBIE B CBSI3M C JAaHHBIMH MO OE€30MacHOCTH, BKIIOYAs CYIICCTBECHHBIC
M3MEHEHHUS B OpOIIIOpe UCCIIe0BATES;

3aKJTF0YEHUE (BBIBOIBI).

4.3. OrnaBneHue
Pa3nen nomxken cogepxats ornasiaenue POOB.
4.4. Benenue

Bo BBeneHnM yKa3bpIBaeTcs cieayromas HHPOpManus:

MIAOPJIIT unu MJIP (ecnu mpuMEHUMO);

OTYETHBIN NIeproA 1 nopsaakoselii Homep POOB;

XapaKTepUCTHKA UCCIIelyEeMOT0 npemnapara (MexaHu3M neicrBus,
(apMakoTepaneBTUYeCKHii Kacc, CIoco0 BBEIEHUS, PEKUM JI0O3UPOBAHMS, JIEKAPCTBEHHBIC
(opmer);

KpaTKOe OIMCaHKUe TIOKAa3aHUN K MPUMEHEHHUIO U UCCIIEAYEMBIX MOIMYIISILINNI;

KpaTKO€ OIMCAaHUE XapaKTepa U BpEMEHHOM HalpaBIEHHOCTH KIIMHUYECKUX UCCIIEJOBaHUM,
BKJIIOYCHHBIX B OTYET (HampuMmep, Bce KIMHUYECKUE UCCIIEIOBAHUS HCCIIEyeMOro Mpernapara;

KIMHUYECKHE  MCCIENOBaHMA 10  ONPEAEICHHOMY  IIOKa3aHHIO;  HCCIIEIO0BaHMS
KOMOWHUPOBaHHOH Teparum);

KpaTKO€ OIIMCAHUE U MOSICHEHUS B OTHOILIEHUH KaKOH-1100 MHpOpMaLuu, KoTopas He Oblia
BKJIIOYEHAa B OTYET (HAmpuMep, HEMpeACTaBlIeHHE YacTH HMHGOpManuu Mo Oe30MacHOCTH
napTHEpaMHu 1o pa3paboTKe UCCIeNyEeMOro Mpenapara);

obocHOBaHue mpenacTaBieHuss Heckonbkux POOB nmis ofHOrO mccineayemMoro rnpernapara
(eci MPUMEHHUMO).

4.5. PeructpaiiliOHHBIN CTaTyC B MUPE

B nanHOM paznene OOMMKHO OBITh IPEACTABICHO KPAaTKOE W3JI0KEHUE COCTOSHUS 10
pETUCTpPallMOHHOMY CTaTycy (eciau mnpuMeHumo), Bkiarouas MJIP, 3aperucrtpupoBaHHBIE
MOKa3aHusl  (3aperUCTPUPOBAHHOE IIOKAa3aHWE) K TMPUMEHEHHMIO, OJIOOpEHHBIE 03B,
COOTBETCTBYIOILIUE CTPAHBI.

4.6. Mepbl, TpUHSTHIE 32 OTYCTHBIN MIEPUOJT B CBS3H C JAHHBIMU IO O€30MaCHOCTH

JlaHHBIN pa3Aen T0KEH BKIOYATh OMMCAHUE MPUHATHIX 32 OTYETHBIN MIEPUOJ] CIIOHCOPOM,
YIIOJITHOMOYEHHBIMM OPIraHAMM, HE3aBUCHMBIM KOMHMTETOM II0 MOHMTOPUHIY AaHHbIX, DCO
(HOK) B mensix 6€30macHOCTH Mep, KOTOPHIE OKa3alld BIMSHHUE Ha MPOBEICHUE OMPENCICHHOTO
KJIIMHUYECKOT0 HCCIeIoBaHus (MCCIeI0BaHUi) WM Ha MporpaMMmy KIMHUYECKOW pa3paboTKu B
1enoM. B pazgene momKHBI OBITH YKa3aHbl OCHOBAHUS TSI IPHHSITHSI MEP, & TAKXKE BO3MOXKHBIC
U3MEHEHUS TI0 paHee MPHUHATHIM MepaMm (HampuMmep, BO300OHOBJIEHHE KIMHHUYECKOIO
HCCIIETOBAHMS TTOCJIE €r0 MPUOCTAHOBKH). B 1emnsx 6€30macHOCTH MOTYT OBITh IPUHSTHI MEPHI:

OTKa3 CO CTOPOHBI YITOJTHOMOYEeHHBIX opraHoB uin DCO (HOK) B paszpemienuun npoBeneHus
KIIMHUYECKOTO UCCIIEIOBAHUS 110 ITHUYECKUM OCHOBAHUSM WIIH aclieKTaM 0e30MacHOCTH;

yacTUyHas (MOJHAs) MPUOCTAHOBKA WM MPEXKIEBPEMEHHOE MPEKpallleHue KIMHUYECKOTO
WCCJICTIOBAHMS MO0 MPHYUHE IMOJIYICHUs HOBBIX JaHHBIX MO 0€30MacHOCTH WM HEAOCTAaTOYHOU
3¢ PEeKTUBHOCTH UCCIIEAYEMOTO Mpernapara;

OT3bIB UCCIIEIyEMOT0 IIpenapara Ui npernapara CpaBHEHNUS,

OTKa3 B IOCYJApCTBEHHOM PETHCTPALMU IO MCCIEIYyEMBIM MOKa3aHUSIM K IMPUMEHEHUIO,
BKJIIOUasi JOOPOBOJIbHBIIN OT3HIB 3asBIICHUS Ha MPOBEICHNE TOCYIaPCTBEHHON PEerUCTpaIliy;



98

BBEJICHUE MEp IO YIPaBJICHHUIO PUCKaMU (BHECEHHE TOMPAaBOK B MPOTOKOJI B CBSI3U C
acreKTaMu 0e30MacHOCTH WK APPEKTUBHOCTH UCCIEyeMOT0 Mpenapara, BKIIoYas H3MEHEHHE
peXUMa TO3UPOBaHUSA, KPUTEPUEB BKIIOUYECHUS (HEBKIIOUEHHS), BBEACHUE OMOJHUTEIHHOIO
MOHUTOPHUHIA, OrpaHUYEHHE JIUTEIBHOCTH BO3JACHCTBHS, OrpaHMYCHHE HCCIELyeMOM
MOMYJISIUY WU TIOKa3aHUI K MPUMEHEHHIO;

M3MEHEHHE HH(POPMHUPOBAHHOTO COTJIACHS;

M3MEHEHUE COCTaBa Ipernapara;

BBEJICHUE  YMOJHOMOUYCHHBIMH  OpraHaMH  JIOTIOJIHUTENBHBIX  TpeOOBaHUM IO
MpeACTaBICHUIO HH(pOpMaIuy 1Mo 6€30MacHOCTH;

MOJrOTOBKA JIOTIOJIHUTENFHOW HH(pOpMAMKU JUIs  HMCCIIEeJoBaTeied W MEAMIHUHCKUX
PabOTHHKOB;

TUTAHUPOBAHHE HOBBIX UCCIIEIOBAHUN MO N3YUYEHUIO aCMIEKTOB MPOGUIIst 6€30MacHOCTH).

[Ipy HanuuuM TOCYJAapCTBEHHON PETUCTPALMM B JAHHBIM pa3/iesl TaKKe BKIIOYAKOTCA
CJICAYIOIINE MEPBI B OTHOILICHUH 3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOT'O TIpernapara:

0TKa3 CO CTOPOHBI YIIOJIHOMOUYEHHBIX OPTaHOB B MOATBEPKICHUH PETUCTPALIHH;

MPUOCTAHOBKA PETUCTPAIIUU WIIU OT3BIB C PHIHKA;

MPUHATHE YIIOJIHOMOYEHHBIMUA OpPraHaMu Mep IO YNpaBICHHUIO PUCKaMU (CYLIECTBEHHbIE
OTpaHUYEHUS B OOPAICHUH;

CYIIECTBEHHbIE H3MEHEHHUS B 00111el1 XapaKTepUCTUKE JIEKapCTBEHHOTO IIperapara, KOTopble
MOTYT MOBJHATH HA IPOTPaMMy KIMHHYECKOH pa3paboTKH;

MOATOTOBKA JOTIOJHUTEIHHONU HH(GOPMALIUU U IPYTUe MEPhl MUHUMU3AIUH PUCKA;

Ha3HAUYEHUE YIOJIHOMOYEHHBIMU OpraHaMH JOTOJHUTENBHBIX ITOCTPETUCTPALIHOHHBIX
MCCJIETOBAaHUM WJIM MHBIX MCCIIEAOBAHUMN IO OLIEHKE acleKTOB Mpouis 6€30MacHOCTH, BKIIIOYas
JOKITMHUYECKUE UCCIICAOBAHMS).

B nanHBIA pasgen Takke BKIIOYAIOTCS 3alpoChl YIOJIHOMOYEHHBIX OPraHoOB, KOTOPbHIE
BBOJAT ONpE/ACTICHHbIE OIPaHMYCHHUS B OTHOLICHWU TEKYLIEH WM IUIAHUPYEMOHW MpOrpaMMbl
pa3pabOTKK MCCIIENyeMOTo Tpernapara (Hampumep, TpeOOBaHWE NPOBEICHHS ITUTEIBHBIX
JTOKITMHUYECKUX MCCIIEJOBAHUHM IO Havyaja JOJITOCPOUYHBIX KIMHUYECKUX HCCIIEA0BAaHUM, 3ampoc
O TPEICTABIICEHUU CHEeUU(PUUECKUX AAHHBIX MO O€30MacHOCTH J0 Hayaia MeIuaTpUuecKoro
HCCIICIOBAHUA).

Hannass wHbOpManus TNpeacTaBisieTcss B (Gopme 00O0OIIEHHOTO MEepevyHs ¢ YKa3aHHEeM
OOHOBJICHUH (€CITM TPUMEHHUMO).

4.7. I3aMeHeHMsI, BHECEHHBIE B CIIPABOYHYIO HH(POPMAIIHIO 110 O€30MMaCHOCTH HCCIIEyEMOTO
npemnapara

JlaHHBIN pa3ien BKIIOYAeT B ceOs MepeueHb M3MEHEHWM, KOTOphle ObLTM BHECEHBI 3a
OTUETHBIA TIEpUOA B OpOLIIOPY HCCIENOoBATeNs WIM HHYIO CHPAaBOYHYIO HMH(OpMAIHIO IO
0€301aCHOCTH B CBSI3U C HOBBIMH acTieKTaMH Tpoduiis 0€30IMacHOCTH UCCIIEyeMOro Ipermapara.
JlaHHbIE M3MEHEHMS MOTYT KacarTbCs, HAIpUMEpP, H3MEHEHUN KPUTEPUEB HEBKIIIOUYCHHUS,
MPOTUBOMNOKAa3aHUN, Mep NPEIOCTOPOKHOCTH U OCOOBIX YKa3aHWHl, MepeuHs Cepbhe3HbIX
HEXKEIIAaTCIbHbBIX peaKHHﬁ 1 HECKCJIATCIIbHBIX HBHCHHﬁ, MNpEACTABIAIOIMINX OCOGBIﬁ HUHTCPCC,
JIEKapCTBEHHBIX B3aMO/ICHCTBUM, a TAK)KE BayKHBIE TAHHBIE, [TOJIyYEHHBIE B X0/1€ JOKJIMHUYECKUX
uccnenoBanuii. [lonpobHas nHdopmMarus o JTaHHBIM U3MEHEHUSIM JOJDKHA OBITH IIpECTaBIeHa
B COOTBETCTBYIOIMMX pazaenax POOB.

4.8. IlepedyeHpb NMPOAOKAIOIIMXCS U 3aBEPIICHHBIX B OTYETHOM MEPUOJIE KIMHUYECKUX
HCCIIEIOBAHUI

JlaHHBIA pa3zen BKIOYAaeT B ce0s KpaTKyr HMHGOPMAIHMIO IO MPOAOJDKAIOIIMMCS H
3aBEpUICHHBIM B OTYETHOM IEpHOAE KIMHUYECKHUM HCCIEAOBAHMAM C TIPEJICTABICHUEM B
NPUIIOKEHUN K MEPHOANYECKOMY OTuUeTy (B TabmuuHoOl (opme) netanbHON HMH(GOpMAIMU IO
CIIETYIOIINM pa3JiesIaMm:

UACHTU(UKAIIMOHHBIN HOMEp U (haza UCCIeI0BaHMS;

CTaTyC BBINOJHEHHS (TIPOJOJDKAIONICECS] HCCIEeIOBAHUE — KIMHUYECKOE HCCIEOBAaHHE
Hayayuoch);
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KJIMHUYECKOE MCCIIEI0BaHNE HaYaJI0Ch, HO B HACTOSIIEE BPEMs IIPHOCTAHOBIICHO;

KIMHUYECKOE UCCIIEIOBAHUE 3aBEPILIECHO, HO OTYET M0 KIMHUYECKOMY HCCIECIOBAHUIO €IIle
HE 3aKOHYCH;

3aBEpILEHHOE HCCIEIOBAHNE — OTYET MO KIMHUYECKOMY HCCIICOBAaHHUIO 3aKOHYCH);

roCy/IapCTBa-WICHBI, B KOTOPBIX PACHOI0OKEH KaK MUHHUMYM OJHMH HCCIICIOBATEIIBCKUH
LEHTP;

KpaTKoe Ha3BaHHE MCCIICAOBAHNS;

IM3aiiH ucce10BaHus (HEKOHTPOIMPYEMOe, KOHTPOJIMPYEMOE, OTKPBITOE, IIPOCTOE CIETOoE,
IBOIHOE cleroe, B TMapaIeNbHBIX TPYINIax, C MEPEeKPECTHBIM AW3aHHOM M T.J., BKIIOYas
paszeneHye Ha IpyIIIbl JICUSHHs);

J03bl M PEKUM JIO3MPOBAHMS HMCCIIEAYEMOro TIpernapaTa M IpenapaTta (Ipenaparos)
CpaBHEHUS,

XapaKTEePUCTHKA HCCIENyeMOl Momyssnuu (BO3pacT, MOJ, MOKa3aHUS K NPHMEHEHHUIO,
0co0bIe IpyMIbl CyOBEKTOB (MAIMEHTOB) (HapuMep, MalUeHTHl ¢ HapyIIeHHeM (DyHKIMH ITOYeK
WJTY TIAIUEHTHI C PE3UCTEHTHOCTHIO K JICYCHHIO));

JaTa Hayaja KJIMHUYECKOTO HCCIIeOBaHUS (IO OIpEeNIeHUIO CIIOHCOpa) (Hampumep,
MIEPBbII BU3UT MEPBOT0 BKIIOUEHHOTO CyObeKTa (MalueHTa) UCCIe0BaHu );

IUTAHUPYEMBIH 00bEM BKIIOUEHUS;

OILICHKa KYMYJSITUBHOTO YHCIIA TALMEHTOB (CYOBEKTOB) HCCIEAOBAHMSA, IOIYyYUBIINX
JieyeHre B KaX10il JeueOHOl rpymnme (ecnu NMpuMEeHHMo). B nanHOM pasnene JOIKHBI OBITH
NpUBE/IEHB! JaHHBIE MO0 (AaKTUYECKOMY KOJIMYECTBY BKIIIOUEHHBIX CyOBEKTOB HCCIIEIOBAHHS B
OTKPBITBIX WMJIM 3aBEPIICHHBIX KIMHHUYECKUX HCCIEIOBAaHMAX M (MJIM) OLIEHKa, OCHOBAaHHas Ha
croco0e paHIOMHU3AINH ISl CIIEIBIX UCCIICTOBAHHH.

4.9. OneHka KOJIMYECTBa CYOBEKTOB, TTOIBEPTIIMXCS BO3JACHCTBUIO UCCIIEyEMOTO MmpernapaTa

Hanuerii paznmen POOB pomxeH coaepkath wHpopMmanuio 00 00mEeM KOJIHYeCTBE
CyOBEKTOB, MOJBEPIIIUXCS BO3ACHCTBUIO (KYMYJSATUBHOMY BO3ICHCTBHIO) B KIMHHYECKHX
uccnenoBanusax (cm. moapaznen 4.9.1 Hacrosuux TpeOoBaHWil) W NPU TEPaNEBTHUUECKOM
npuMeHeHnn (cM. moapasnen 4.9.2 nacrosmux TpeboBanwmii). TpeOGoBaHus 10 TpeACTABICHUIO
nH(popMaIuy B TAaHHOM pa3elie BKIOYAIOT B ce0s Ceayrolee:

a) TaHHBIC JOJKHBI OBITh MPEACTABICHBI B TAOMUYHON (hopMe;

0) Ipy HATMYMM CYIIECTBEHHBIX PAa3IMUYUi MEXAy KIMHUYECKUMH HCCIEIOBAaHUSMU B
OTHOIICHUHU UCCIIEyEMOM JT03bI, CIOCO0a BBEICHUS, UCCIICyEeMOM MOMYJISIIUU JaHHbBIE B TA0JIHIIC
JOJKHBI OBITh COOTBETCTBYIOIIMM OOPa30oM OMUCAHBI JTUOO MpEICTaBIeHbl B BUJIE OTACIbHBIX
TaOJIHIL;

B) €CJIM CBOJHBIE TaOIHIIbI CEPHE3HBIX HEXKETATEeNbHbIX SIBICHUN MPECTABIECHbI OT/IEIHHO
M0 KaXJIOMY HCCIEAyeMOMY IOKAa3aHUIO, JAHHBIE MO OILEHKE BO3IACHCTBHUS (KYMYJISTHBHOTO
BO3JICHCTBUS) TOJKHBI OBITH TAKXKE CTPYIITUPOBAHBI 10 UCCIEAYEMBIM MTOKa3aHUSIM;

T) IPU HAJIMYHUU CYIIECTBEHHBIX PACXO0XKICHUN MO BPEMEHU KyMYJISTHBHOTO BO3JICHCTBUS
MEXIy KIMHUYECKUMHU HCCIECIOBAaHUSAMHU WM HCCIEIYyEeMbIM IperapaToM M IpernapaToM
(mpenaparaMu) CpaBHEHHs JaHHBIE MO OILEHKE BO3JCUCTBUS PEKOMEHIYETCS MPEICTaBISATh B
YCIIOBHBIX €IMHHUIAX «CYOBEKT — MPOMEKYTOK BPEMEHN» (UEIOBEKO-AECHb, YEIOBEKO-MECSI] WIH
YeJI0BEKO-To/1ax);

1) TaHHBIE TI0 BO3JICHCTBHUIO HAa 3JI0POBBIX JOOPOBOJBIEB (B OCOOCHHOCTH TIPH H3YYCHHH
OJTHOKPATHOTO Ha3HAYCHHsSI) MOTYT MPEACTABIATHCSA OTIEIHHO BBHUIY MX MEHBIICH 3HAYUMOCTHU
JUTsl OLIEHKHU TTpOouiist 6€301acHOCTH;

€) JUIsl 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPENapaToB, KOTOPbIE HAXOIATCS B
porpaMMe KJIMHHUYECKON pa3pabOTKHU, MOXKET ObITh HCIIOJIb30BAH MEHEe TOYHBIM MOAXOHd B
OIICHKE KyMYJSTHUBHOTO BO3JCWUCTBUS B XOAC KIMHMYECKUX WCCIEJOBAHMA B Cllydae
MHOTOJIETHEr0 TEpaneBTUUYECKOrO0 MPUMEHEHUs M (WIM) NPUMEHEHHUS [0 MHOTOYHMCIECHHBIM
IIOKa3aHUAM (CIOHCOP JOKEH KOMMEHTUPOBATh TaKUE Cllydan).

4.9.1. O6001IeHHast OIIEHKA KOJIMYEeCTBA CyObEKTOB, ITOIBEPTIINXCS BO3ACHCTBUIO
HCCIIEyeMOro IpernapaTa B X0/ BHIIIOJIHEHUS IPOrpaMMbl KITHHUYECKOI pa3paboTKu
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JlaHHBIM TIOApaA3/eN MOJDKEH BKIOYATh B ce0s (B TaOnMu4HOM (opMme) CIeAyIoNIylo
UH(pOPMALIHIO:

obmiee 4Yuciao CyOBEKTOB B MPOJOIDKAIOUIMXCS U 3aBEPLICHHBIX KIMHHUYECKUX
HCCIICIOBaHUSIX;

KOJMYECTBO CYOBEKTOB KIMHUYECKUX HCCIECIOBAHUM, TMOJYUYHUBIIUX HCCIETyeMbIi
npemnapar, mianedo u (wim) mpenaparsl cpaBHeHUs, HaunHas ¢ MJIOPJIII (B ciydae ciembix
MIPOJOJIKAIOIIMXCS UCCIIEOBAHUM UYUCIO CyOBEKTOB OIICHHBAETCS MCXOJS U3 HCHOJIb3yeMOIO
METO/a paHJOMHU3ALINH );

KyMYJIAITUBHOE KOJHMYECTBO CYOBEKTOB KIMHUYECKUX HCCIEAOBaHUN, IOABEPIIINXCS
BO3JCWCTBUIO HCCIIEAYEMOTrO IMpernapara IO BO3pacTHbIM TpylmaM, IMOJy, pacoBOU
MIPUHAIICKHOCTH (TIPU HAJTUYWH TaHHBIX ),

nemorpaduueckue XapaKTepUCTHKU O OTACTbHBIM HCCIIEIOBAaHUSAM O0COOOW Ba)KHOCTH
(manpumep, kimroueBsie nuccaeaoanus I1 dhassr).

B nanHOM moppaszene NMpuUBOIUTCS YKa3aHHWE U OOOCHOBAaHHE HCIIOJIIb30BAHHOIO METOZa
(MeToI0B) OIIEeHKH 0000IIEHHOTO (KYMYJISITUBHOTO) BO3ACHCTBHS, a TAK)KE OTPAHUYCHHS TAHHOTO
METO/A.

4.9.2. OneHka BO3€MCTBUSI IPU MOCTPETUCTPALIMOHHOM IPUMEHEHUH JIEKAPCTBEHHOTO
npemnapara

B cnyuae ecnm umccnemyeMblii mpemnapaTr 3aperHCTPUPOBAH Ha TEPPUTOPUHM KAKOH-THOO
CTpaHbl (CTpaH), CIIOHCOPOM JIOJIKHBI OBITh BKJIIOUEHBI B OTUET JAHHBIE MO OLIEHKE 0000IEHHOTO
(KyMyJISTUBHOTO) BO3JCHCTBUS Ha MAllMEHTOB IO pe3yJibTaTaM MOCTPETUCTPALMOHHOTO
MPUMEHEHHSI, OCHOBaHHbIE Ha MaHHBIX mocienHero [IOOb wnm MHBIX MCTOYHUKAX MAHHBIX C
yKa3aHHeM U 000CHOBAaHHUEM HCIIOJIB30BAHHOTO METO/1a (METOIOB) OLICHKH BO3/ICHCTBHUSI.

4.10. JlaHHBIC B BUJIC CTPYKTYPHUPOBAHHBIX MEPEYHEH M 0000IIEHHBIX (KYMYJISITUBHBIX ) TaOIHI]

Hannbiii paznen POObB nomkeH coaepkarh CTPYKTYPUPOBAHHBIE MEPEUYHH CEPbE3HBIX
HEXXEJIATeNbHbIX pEaKIHid, 3aperuCTPUPOBAHHBIX CIIOHCOPOM 32 OTYETHBIM TNepuoj, W
000011IeHHbIE TaOJUYHBIE JaHHBIE 1O CEPbE3HBIM HEXKENATENbHBIM SIBJICHHSIM, KOTOpbIE ObUIN
3apeructpupoBanbl crioHcopom ¢ MJIOPJIIL, To ecTh TabMUIBI JOKHBI BKIIOYATh B ceOs Bce
cepbe3Hble HexenarenbHble siBiaeHus (mamee — CHS), a ve tompko CHP mns umccnemyemoro
mpernapara M TpenapaTtoB CpaBHEHHs. VICTOYHMKOM J[aHHBIX B TEpPEUHSAX U TabauIax c
PacKpbITBIMH ~ PaHAOMHU3ALIMOHHBIMA KOJAaMH MOTYT OBITh 3aBEepUICHHbIE KIMHUYECKHE
MCCIIIOBAHMS, a TAK)KE MHIMBUAYAIbHBIE CITyYaH, B KOTOPBIX OBLIO BHITIOJIHEHO PACKPBITHE KO/A
paHJOMU3ALMK 10 TpUYUHAM, OOYCIOBIIEHHBIM O€30MacHOCTbIO CYOBEKTa HCCIIEOBAHMUS.
CrioHCOpBI HE TOJKHBI paCKpbIBAaTh PAHIOMU3ALMOHHBIE KOJIBI € 1enblo noarotosku POOB.

[To ycmoTpeHuto crioHcopa uis 0OJieryeHusi BOCHPUATHS W MOHMMaHUsA MH(pOpMalud B
paszerne MOXKET HCIOJIb30BaThCs rpaduyeckoe oToOpakeHHE ONMPEAETICHHBIX acleKTOB JaHHBIX
10 HEXKENAaTeIbHBIM PEAKIUSIM.

B nenom tabmuuel CHS nomxHBI BKIIOYATh B ce0sl TOJIBKO T€ TEPMHUHBI, KOTOPbIE OBLIH
WCIIOJIb30BaHbl ISl KJIacCU(UKALMM CEePbe3HOCTH HEXKEJIaTeNbHbIX SBJICHHUM; TaOIULbl He
JIOJDKHBI BKITIOYAaTh HECephe3HbIE HEXKENAaTebHbIC SIBICHUS.

OnpeneneHHble HexXeNaTeNbHbIE SBIEHUS MOTYT ObITh UCKITIOUEHBI U3 CTPYKTYPHUPOBAHHBIX
nepeyHeil U OOOOIEHHBIX TAOJMYHBIX JAHHBIX, OJHAKO IO BCEM CJEIaHHBIM HCKIIOYCHHSIM
JIOJKHBI OBITh 1aHbI 00bSICHEHUS B oTueTe. K unciny Takux HeKenaTeNbHbIX SBJICHUI OTHOCSTCA,
HanpuMep, HeXKeJlaTeNIbHbIC SBICHUS, ONpe/esieMble IPOTOKOJIOM KIMHUYECKOT'O UCCIIEI0OBaHUS
KaKk He TpeOyromme cOopa W BBOJA JaHHBIX B 0a3y MaHHBIX MO OE30MAaCHOCTH, a TaKXKe
SBIISIIOIINECS COCTABIISIOIIMMHU KOHEUHBIX TOYEK OIIEHKH 3(P(PEeKTUBHOCTH (HampuMep, JeTalbHbIe
UCXOJbl, OOYCIIOBJIEHHbIE TPOTPECCUPOBAHMEM OCHOBHOIO 3a00JieBaHUsA, B KIMHUYECKHX
MCCIIEIOBAHMSX C YYaCTHEM MAIMEHTOB CO 3JI0KaY€CTBEHHBIMU HOBOOOPA30BaHUSIMH).

4.10.1. CripaBouHast HHGpOpMAIUsI



101
B nannoM noapaszene yka3plBatoTCsi BepcHsl (BEpCUH) UCIOIB30BAHHOTO JUTsl KOJUPOBAHUS
TEPMUHOJIOTUYECKOTO CIIOBapsi M Ha3BaHUE JIOKYMEHTa C HOMEpPOM €ro BEPCHH, KOTOPBIi
MCIIOJIb30BAJICSl B KayecTBE CIpPaBOYHOW HMHGOpMAnuu 1Mo Oe30MacHOCTH ISl OMpesesieHus
MPEIBUICHHOCTH MPU COCTABJICHHUH TAOIMYHBIX JAHHBIX, € 3TO TpeOyeTcs B COOTBETCTBHUHU C
3aKOHOJATEIHCTBOM IrOCYAapCTB-UJICHOB.

4.10.2. CTpyKTypUpOBaHHBIN NIEPEUEHDb CEPHE3HBIX HEXKENATEIbHBIX PEAKIINI 32 OTYETHBIN
IEpUOJ

B nanHOM mopapaszaene NpuBOAUTCA KPAaTKOE OMMCAHWE IMPUHIIMIIA BKIIOUEHUS CEPhE3HBIX
HEXKEJIATENIBHBIX PEAKIUN B IIEPEUEHb, CAMH IIEPEYHU CEPBE3HBIX HEXKEIATCIIBHBIX PEAKIU,
3apErMCTPUPOBAHHBIX IIPU IPOBEJEHUM KIMHUYECKUX HCCIEAOBAHMM 3a OTYETHBIM NEpUOA,
npuBoasaTcs B npwioxkeHun k POOB. He ciemyer ucmosib30BaTh 3TOT pasaen i aHaln3a
CEPbE3HBIX HEXKENATENbHBIX pEakUui WM BbIBOAOB. CTPYKTYpHUpPOBAaHHBIE NEPEYHU JOJIKHBI
IPEJCTABIATh MH(MOPMALIUIO IO BCEM CEPbE3HBIM HEKEJIATEIIbHBIM PEAKIHM (IO OCIIEIIIEHHBIM
CIIy4asiM U CJIy4asiM C PACKPBITBIM KOJIOM JIEUEHHS) U3 KIIMHUYECKUX MCCIEA0BAaHUN CIIOHCOpA B
OTYETHBIN epuoA. JlaHHbIe B IEPEUHSX JOKHBI ObITh CIPYNITUPOBAHbI CHauaJIa [0 KIMHUYECKUM
MCCIICIOBAaHMSIM U 3aTeM 110 OpraHO-(pyHKIIMOHAIBHBIM KJIaccaM.

Ciaydyan 1o KaxkJoOMy OTIEIBHOMY CYOBEKTy HCCIENOBaHMs (€CIM BO3MOYKHO) IOJKHBI
BKJIIOUATbCS B CTPYKTYPUPOBAaHHBbIE NEPEYHH EAMHOXABI BHE 3aBUCHUMOCTH OT KOJUYECTBA
TEPMHHOB CEPbE3HBIX HEKEIATEIbHBIX PEaKIMM, BKIIOUYEHHBIX B ONWCaHue ciydasd. Ecimm y
CcyObeKTa HCCIeIOBaHMs Pa3BHIOCH Oojiee OJHOM Cepbhe3HOM HEeXenaTeNbHOW peakUu, OHU
JOJKHBI OBITH NEPEYUCIICHBl B ONMCAaHUK OJJHOTO Cilydas I0J| Ha3BaHWEM Haubojee Cepbe3HOM
HEeXXeJIaTeNbHOH peakuu (kaio0bl, CHMITOMA WM IMAarH03a) COTJIacHO OIeHKe croHcopa. Ecnu
y CyOBbeKTa UCCIeI0BaHHs Pa3BUIIUCh PA3JINYHbIE CEPbE3HbIE HEXENATeIbHbIE PEaKLIUU B Pa3HOE
BpeMs Ha MPOTSHKEHUHN KIMHUYECKOTO MCCIeI0BaHus (HapuMep, C HHTEpBaJloM 0oJiee HEenn),
JIAHHBIE CEPbE3HbIC HEXKETATEIbHbIE PEAKLUHU JOJKHBI ObITh MEPEUUCICHBI OT/IEIBHO U CyOBEKT
MOJKET OBITh BKJIIOUEH B CTPYKTYpPUPOBAHHBIH IepedeHb 0osiee 0JHOTrO pasa.

WNHudopmanus 1o cepbe3HbIM HEXKENATEIbHbIM PEAKIUAM B CTPYKTYPHUPOBAHHBIX MEPEUHSX
JIOJKHA BKJIFOYATH CIIEIYIOIINE JaHHbIE:

UACHTU(DUKALMOHHBINA HOMEP KIMHUYECKOTO UCCIIEIOBAHNUS;

UACHTU(UKAIIMOHHBIN HOMEp CyOBbeKTa UCCIEIOBAHNUS;

UJIeHTU(DHUKAITMOHHBIN HOMEp COOOIIEHUS O CEPhE3HON HEXKEeIaTeIbHOW peakiuu mo 0asze
JAaHHBIX CIIOHCOPA;

roCyapCTBO, B KOTOPOM BBISIBIICHA CEPhE3HAs HEXKEIIATEIIbHAS PEAKLUS;

BO3PACT M I10JI CyObEKTa UCCIECIOBAHNUS;

yKa3aHWe TpYyIIbl JICYCHHWs WIM YKa3aHWe, 4YTO [JaHHbIE OCJICIUICHHBIE, €CIM He
BBITIOJIHSAJIOCH PACKPBITHE PaHI0MU3aLMOHHOIO KOJa;

7032 M JJIMTEIbHOCTh HA3HAYEHUS HCCIENyeMOro Ipemapara, a Takke (IpH
HE00XO0IMMOCTH) JIEKapCTBEHHAsA (hopMa U CIIOCOO BBEICHUS;

JaTa Havajga M (MJM) BpeMsl OT Hadaja IpueMa /10 Pa3BUTUSA CEPbE3HOM HEXKENaTelbHOM
peakiyu; JaThl Hayalla M OKOHYAHWS Ha3HAYEHHs MCCIelyeMOoro npemapara U (WJId) OLEHKa
IIPOJOJDKUTEIBHOCTH JICUEHHUS;

Ha3BaHUe (OMUCaHKE) CEPhE3HON HEeXKeNaTeIbHON peakuuu (mpu ncnoibs3zoBanuu MedDRA
CIIElyeT yKa3bIBaTh NPEANOYTUTEIbHbIA TEPMUH);

HCXOJI CEphe3HON HEXeNaTebHON peakiuu (HarpuMep, pa3pernioch, JeTaIbHbIA HCXO/,
yJIydllIeHUe, pa3pelmioch ¢ OCTATOUYHBIMU SIBJICHUSIMHU, HEU3BECTHO), CIENYET YKa3bIBaTh UCXOJ
HP y nanumenrta, B ciyd4ae HECKOJIBKUX HEXKEJIATEIbHBIX PEaKIUN YKa3blBa€TCAd HAUXYALIAN
HCX0N);

KOMMEHTapuu (HampuMep, OLIEHKa NPUYMHHO-CIEACTBEHHONW B3aUMOCBSI3U B CIIydae
pacxXoKIIeHUsI BO MHEHHAX CIIOHCOpAa M HCCIENOBATElNsA, COIYTCTBYIOIIME JIEKApPCTBEHHBIC
IpernapaTsl, €CIM IOJ03peBacTCd MX MpsAMas CBSI3b C HEXKEIATEJIbHOM peakuued wim
JIEKapCTBECHHOE B3aUMOJECHCTBHE, II0OKAa3aHMs, IO KOTOPBIM HA3HAYAJICS IOA03PEBAEMBIN
JIEKapCTBEHHBIN IIpenapar (IpenapaTsl), pe3yjbTaTbl OTMEHBI M IIOBTOPHOIO Ha3HA4YEHMs
HCCIIeAYEeMOro Tpenapara npyu HaATHIUU TaKUX CBEACHUH) (€CITU TPUMEHUMO).
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O60061menHas UHGOpPMAIHSI O BBISIBICHHBIX CEPhE3HBIX HEXKENATEIbHBIX PEAKIUIX T0JKHA
BKJIIOYATh JTAHHBIE CIENBIX U OTKPBITHIX KIMHUYECKUX MCCIIECIOBAHUMA.

4.10.3. O600611eHHbIE (KyMYIATUBHBIC) TAOJMYHbIE JJAHHBIE O BBISIBICHHBIX CEPbE3HBIX
HE)KeNaTeIbHBIX SBJICHUSIX

B nganHoM mopgpaszmene genaercss OTChUIKA K MPUIOKEHHIO € OO0OOLICHHBIMU
(KyMyJISTUBHBIMH) TaOJMYHBIMA JAHHBIMH 110 BBISBICHHBIM CEPHE3HBIM HEXKEIATEIbHBIM
SIBJICHUSIM, TMIOJIYYEHHBIMU CIIOHCOPOM KJIMHUYECKUX HccieaoBanuii 3a nepuoa or MOPJIIIT no
naThl OKOHYaHUs cOopa maHHbIX Tekymero POOB. B ciydae oTcyTcTBUSI KaKOH-THOO 4YacTH
JAHHBIX YKa3bIBACTCS MPUYUHA TAKOTO OTCYTCTBHs. O000IIEeHHbIE (KyMYJISTUBHBIC) TaOTUIHBIC
JAaHHBIC O BBISABICHHBIX CEPbE3HBIX HEKEIATCIbHBIX SBICHUSIX MPUBOMATCS B MPWIOKCHUH U
bopMUpPYIOTCSI C pa3efieHueM II0 OpraHo-(QYHKIMOHAJIbHBIM KJIaccaM, HCCIETyeMbIM
mpemapaTaM, a TakXe IO MpermapaTaMm cpaBHeHHs. J[aHHbIE MOTYT OBITh CTPYHITHPOBAHBI 11O
OTJENbHBIM TMPOTOKOJAM HCCIIEIOBaHMUM, MOKa3aHUAM, CHOcO0aM BBEIEHUS WM HHBIM
KareropusiM (ecnu 1enecoodpaszno). O6oOmeHHass WHGoOpMaNMs O BBIABICHHBIX CEPbE3HBIX
HEXKeJIaTEIbHBIX SBIEHUSX JOJDKHA BKIIIOYATh JIAHHBIE CIIETBIX M OTKPBITHIX KIMHHUYECKHX
HCCIIE0OBAHUM.

4.11. BaxuHble 1aHHbIE, TOJYYEHHBIE B X0/1€ KIMHUYECKUX UCCIEAOBAaHUHN 32 OTUETHBIN EPHOJT
4.11.1. 3aBepiieHHbIE KIMHUYECKUE UCCIIEI0BAHUS

B nmannom mopapasznene POOB B 0000meHHOM BHAE CIIOHCOPOM MPHBOIUTCS KpaTKas
uHbopMalMsg 1O HOBbIM KIMHUYECKM Ba)XXHBIM JIaHHBIM, IIOJyYEHHBIM IO pe3yJbTaTam
3aBEPIIUBIIMXCS 32 OTYETHBIH NEpUOJ KIMHUYECKHX HccienoBaHuidl. MHopmanus moxer
BKJIIOYATh B c€0s1 JTaHHBIE, KOTOPBIE MOATBEPIMIN JIUOO ONIPOBEPIVIM PAHEE BBISBICHHBIE BaXKHbIE
acrekTbl mpoduist Oe30MacHOCTH, a TaKXkKe JAHHBIC 1O BBISBICHHBIM HOBBIM CHTHAJaM IIO
0€30I1aCHOCTH.

4.11.2. ITponomxaromuecs KIMHAYECKUE NCCIIECTOBAHUS

B manmnom mogpaznene POObB B 00001eHHOM BHIE CIOHCOPOM MPHUBOAMTCS KpaTKas
HH(bOpMaL[I/IH 0 KIMHHUYCCKM BAaXXHBIM JAaHHBIM, BBIIBJICHHBIM B XOJ€ HpOBe,Z[eHI/ISI CIIC HE
3aBEPIIUBIIMXCSA KIMHUYECKUX HCCIICIOBAHUN (HampuMmep, MpHU MPOBEACHUH MPOMEKYTOYHOTO
aHaIM3a NAHHBIX WA B PE3ylIbTaTe PACKPBITUS PAaHAOMHU3ALUOHHBIX KOHOB IIPH pPa3BUTHUU
HEeXeaTeNbHBIX peakuuii). HdopMarus MOKET BKITIOYATh JaHHBIE, KOTOPHIE TOATBEPIUIIN JTN00
onpOBeper paHee BBIABJICHHBIC BAXKHBIC ACIICKTHI HpO(i)I/IJIH 6€3OHaCHOCTI/I, a TaKXKE NAaHHBIC 110
BBLISIBJIEHHBIM HOBBIM CHTHAJIaM IT0 0€30I1aCHOCTH.

4.11.3. lnurenbHOE TIOCIeayolee HabIt0IeHHE

B npannwiii mompasmen go/mkHa OBITH BKIOYeHa WHOOpMaius (€cad MPUMEHHMO) O
peByHBTaTaX JJINTCIIBHOI'O HOCJIC,Z[YIOH_IGI‘O HaGHIOI[eHI/I}I 3a CY6’beKTaMI/I HUCCJICOOBAHUS ITOCIIC
3aBEPIICHMUs] y4YacTHs B KIMHAYECKOM HccienoBanuu. [lociae 3aBeprieHUss TPOrpamMMbI
pa3pa60TKH JJIIUTCIIBHOC HOCJIC,Z[YIOH_IGG Ha6JIIOI[eHI/Ie MOXET OCTaBaThCiad CAUMHCTBCHHBIM
MIPOJIOJDKAFOIIMMCS BUIIOM JCSTENHHOCTH, B X0JI€ KOTOpOro noxyyaercs nHpopmanus 1 POOB.
B sTOM ciyuae Tonbpko B ganHOM nonpasnaene POOB Oynet npenctaBisThecsi HOBasi HHGOpMAIHSL.

4.11.4. lnoe TepaneBTUYECKOE NPUMEHEHHUE UCCIIEYEMOI0 IIpenapara

B nansblii moapasznen BKIIOYAIOTCS KIMHUYECKH BAaXKHBIC JAaHHBIE MO 0€30MacHOCTH,
KOTOpble OBLIM TMOJY4YEHBl TMpPU TMPOBEACHUM CIOHCOPOM CIIEHUAJIBHBIX IMPOTOKOJIOB
WCCIICIOBAaHMM, B XOJI¢ KOTOPBIX BBIMIOJNHSACTCS OPraHM30BAHHBI CcOOp W TIPEICTaBIICHUE
nH(pOpMallUd O HEXeJaTeNbHBIX peakuusx (HampuMmep, B paMKaX pacUIMPEHHOro IOCTyIa,
WHJIMBUIYAIBHOTO IOCTYNa U UHBIX).
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4.11.5. HoBble nanHble 10 6€301MacHOCTH KOMOMHUPOBAHHOHN Tepanuu

Ecnu uccnemyemslit npemnapar pa3pabaTbhiBaeTCsl Tak kK€, KaK KOMIIOHEHT (PUKCHPOBAHHOM
KOMOWHAIIMK WJIM MHOTOKOMITOHEHTHBIX PEXKHUMOB Tepanuu, B JaHHOM monapasnene POObB mo
OTJETbHOMY KOMIIOHEHTY NPUBOISATCS NaHHBIE MO BaKHOW WHpoOpManuu 1o OE30MacHOCTH,
MOJIyYeHHOI TMpH OIEHKE Ha3HAUEeHMs HCCIEIYyeMOro Ipernapara B COCTaBe KOMOMHALIUU
nekapcTBeHHbIX npenapatoB. Ecnmu POObB cocraBnsercs st KOMOMHUPOBAHHOM Tepamnuu WIIH
(UKCUPOBAaHHOW KOMOWHAIIMKM, B OTOT TOJpa3lei CIeIyeT BKJIOYaTh HWH(OpMAIUIO 10
0€30MaCHOCTH, OJTYYCHHYIO U3 UCCIIEIOBAHUI OT/IEIbHBIX KOMIIOHEHTOB.

4.12. Jlannble o 0€30MacHOCTH, MOJyUYEHHBIE B X07I¢ HEMHTEPBEHIIMOHHBIX HCCIIeI0OBaHUN

B nmanHbI pa3nen gomKkHA OBITH BKIIIOYEHA 0000IIaroas nHpopmaius mo 6e30macHOCTH,
MOJTyYEeHHAsT CIIOHCOPOM 32 OTYETHBIM IMEePUOJT B PEe3yJIbTaTe MPOBEACHHUS HEHMHTEPBEHIIMOHHBIX
UCCIIEIOBaHUM  (Hampumep,  HAONIOAATEIbHBIX  HMCCIENIOBAaHUM,  SMUIEMHOJIOTHYECKHIX
WCCIICIOBAHHH, PETUCTPOB U IIPOrPaMM aKTHBHOTO MOHUTOPHHTA).

4.13. Jlanable 10 6€30MaCHOCTH, TTOJIYUCHHBIE B XO/I€ IPYTUX KIMHUICCKUX MCCIICTOBAHUN

B nannwiii pa3aen nomkHa ObITH BKITIOUEHA 0000Mmaromas nHGopMarus 1mo 6€30MmacHOCTH,
HOHy‘IeHHaH CHOHCOpOM 3a OT‘-IGTHBIﬁ nepnoz[ B peByHBTaTe HpOBeI[eHI/I}I HNHBIX I/ICCJIG,Z[OBaHI/Iﬁ
(HampuMep, aHaTU3a CBOJHBIX JAHHBIX WM METa-aHaIu3a PaHIOMH3HPOBAHHBIX KIMHUYCCKUX
WCCIICIOBAaHMM, NaHHBIX MO O€30MacHOCTH, MPEJOCTABICHHBIX MapTHEpaMH MO pa3paboTke
HCCIIeyeMOTo TperapaTa JIn00 MCCIIeIOBATEIISIMHE, SBIISIOMUMUCS WHUIIMATOPAMH MPOBEICHUS
KIIMHUYCCKOI'O I/ICCJ'IGI[OBaHI/I}I).

4.14. Jlannblie o 0€30MacHOCTH, MOJIyYEHHBIE B X0OJI€ MOCTPETUCTPALIMOHHOTO IPUMEHEHUS

B cnyuae ecnu uccrenyemMblii mpenapar 3aperucTpupoBaH Ha TEPPUTOPHH KaKOTO-THOO
rocyJapcTBa, B pasfieie NPeICTaBIsIeTCs KpaTkas o0oOmieHHass wHGOpMAIUs M0 OCHOBHBIM
AJaHHBIM II10 6630HaCHOCTI/I, KOTOPBIC 6I>IJ'II/I IMOJIYYCHBI B XOAC IMMOCTPCTrUCTPAIIMOHHOTO
MPUMEHEHUSI U CTaJu JIOCTYIHBI CIIOHCOPY B OTYeTHOM mepuoze. Oco0oe BHUMaHUE CIEAyeT
YACIUTH TCM JaHHBIM, KOTOPBIC ABUJIUCH OCHOBAHHUEM IJIs1 BHCCCHU U3MEHEHUH B HHCTPYKIIUIO
0 MEIUIMHCKOMY MPUMEHEHHIO, OpOLIIOpY HccienoBaress, THPOPMUPOBAHHOE COTJIACHE HIIN
IUIaH YIpaBlieHUs puckamMu. JlaHHbIEe TI0 0€30MacHOCTHM B HACTOSIIEM IOApAa3Neie MOTYT
BKJIIOUaTh B ce0s pe3ynbTaThl NPUMEHEHUS KaK B COOTBETCTBHH C OOMIEH XapaKTepUCTUKOU
JIEKAPCTBEHHOI'O Ipernapara Wid WHCTPYKLHMEH 10 MEIMLMHCKOMY IPUMEHEHHIO TaK U HE B
COOTBETCTBUH C OOIIEH XapaKTePUCTUKOW JICKAPCTBEHHOTO Tperapara WIM WHCTPYKIMEH IO
MEIULIMHCKOMY TPHUMEHEHHIO (pe3yibTaThl OIIMOOK Ha3HAYEHMs, CIydau MepeOo3HpPOBKH,
pa3BUTHA 3aBUCUMOCTH, MPUMEHEHHS Y OCOOBIX TPYII MAlMEHTOB (Hampumep, y O6epeMeHHbIX
KEHIIUH)).

4.15. JlanHbIC TOKIMHUYCCKUX UCCICAOBAHUN

B manHOM pa3zerne H0KHBI ObITh IPUBEACHBI 00OOIICHHBIE TaHHBIC 110 Han0O0JIee BAYKHBIM
CBEJICHUSIM I10 0€301TaCHOCTH, TTOJYYCHHBIM 32 OTUETHBIN TIEPHO/I TTO pe3yIbTaTaM MPOBEACHHBIX
WIN TPOJOJDKAIOIIMXCS JTOKIMHUYECKUX HCCIeNOBAaHUN in vivo W in vitro (Hampumep,
WCCIEAOBAaHUSl KaHIIEPOTCHHOCTH, PENPOAYKTUBHON TOKCHYHOCTH, HMMYHOTOKCHYHOCTH).
Onenka BIUSHUS JOKIMHUYECKUX JaHHBIX Ha KIMHHYECKYIO O€30MacHOCTh JOJKHA OBITh
OTpa)k€Ha BBITIOJHEHA B paszeiie 0000MEeHHON OIeHKH Mpoduisi 6€30MaCHOCTH UCCIIETyEeMOTO
npernapara nepuoanyeckoro ordera (cM. paszaen 4.21 macroaumx TpeboBanmii).

4.16. JIutepaTypHble JaHHbIE
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B nmannOM pa3zzene B 00001IeHHOM BUAE TOTKHBI OBITH IPUBE/ICHBI HOBBIC, a TAKXKE BayKHBIC
JaHHbIE MO OE30MacHOCTH, HMMEIOLIMEe OTHOLICHWE K HCCIeIyeMOMYy Ipernapary, KOTOpble
OmyOJIMKOBaHbl B HAyYHOW JINTEpAType, BKIIOUEHBI B HEOMyOJMKOBaHHBIE MOHOTpaduu, ObLIH
NPEJCTaBICHbl Ha HAYYHBIX KOH(pEPEHIHX, JTU00 OMyOJMKOBaHBI B BHUJE aOCTPAKTOB M CTaJH
JOCTYIIHBI CIIOHCOPY B OTYETHBIN mepuoa. JlaHHBIA pa3men IODKEH BKIIOYATh B ceOs JaHHBIC
KIMHUYECKUX W JOKIMHUYECKHX HCCIEIOBaHMM, a Takke (ecau NPUMEHHUMO) JaHHBIE IO
COEIMHEHUSIM aHAJIOTHYHOTrO Kiacca. CIIOHCOp JOIDKEH HPEACTaBIATh KOMHHM a0CTPAaKTOB IO
JaHHOMY pazfeiny (€CIu BO3MOXKHO).

4.17. Apyrue POOBb

Cnoncop nomxkex npeactasiasath equnbii POOB. Ecnu cioncop roroBut Heckoinbko POOB
JUI OJHOTO HCCIIEyeMOro mpernapara (HampuMmep, MO0 Pa3iMYHBIM MOKa3aHUSM, MPOrpaMMaM
pa3paboTKH, JIEKapCTBEHHBIM (OpMaM), B JAaHHOM pa3Jjieie NPUBOAUTCS B OOOOIICHHOM BHE
BakHas nH(popManus 1o 6e3omacHoctu u3 apyrux POODB, ecnu oHa emie He mpencTaBiieHa B
npyrux pasgenax Hacrosimero POOB. B pasnene mpencraBistoTcsi 0000IIEHHBIC JaHHBIE 3a
OTUETHBIN TEepHOa MO 3HAYMMOW HHpOpMamuu Mo Oe3omacHOCTH, BkiIoueHHOW B POOB,
MPEAO0CTaBIEHHON APYTUMH CIIOHCOPAMH, BBITOJIHSIONIUMU KJIMHUYECKHE UCCIIEIOBAHUS TOTO K€
HccaeayeMoro npenapara (Mpy uxX HaIMIUn).

4.18. JlaHHBIC TIO HEOCTATOYHON TEPaANIEBTUUECKOMN 3 (HEKTUBHOCTH

B nanHOM pa3zznene cyMMUPYIOTCS TaHHBIE, KOTOPbIE CBUACTEILCTBYIOT O HEAOCTATOYHON
3¢ EKTUBHOCTH MCCIIEyEeMOro Mpernapara JIM00 ero MeHbliei 3()()eKTUBHOCTH 110 CPAaBHEHHIO C
WCIIONB3YEMON ISl JICYCHHS CEPhE3HBIX M IKU3HEYIPOXKAIOMUX 3a00JeBaHUN Tepanuen
(Hampumep, OoJbIlee KOJUYECTBO HEXKEIATEIbHBIX CEPIEYHO-COCYAMCTHIX SIBICHUH B
UCCJIEIOBAaHUM HOBOI'O AHTHUArpEeraHTHOIO CpEJICTBAa IPHU JIEUEHUH OCTPOTr0 KOPOHAPHOIO
CHHJIpOMa) ¥ MOTYT OTPa)KaTh MOBBIIICHHBIN PUCK I CyOBEKTOB UCCIIEIOBAHMUS.

4.19. Musple nanHsle 0 0€30MaCHOCTH, BEIIBICHHEIE B X0I€ KINHUYECKUX UCCIEN0BAHUN

B nmanHOM pazjene MOKET MPUBOIUTHCS JOMOHUTEIbHAS HHPOpMAIUs 1O 6€30MacHOCTH,
HaIpuUMep:

4.19.1. O600mmeHHbIe (KyMYJATUBHBIC) TAOJIMYHBIC TAHHBIC TTO CEPbE3HBIM HEXKEIATEIbHBIM
peakuusam

B nanHoM moxpaszene mpUBOAMTCS MH(OPMAIUS 1O BCEM CEPhE3HBIM HEXKENTAaTeIbHBIM
pEaKIMsIM ITyTeM YKa3aHUs OOILEro KOJUYECTBA CEPbE3HBIX HEXKEIATENbHbBIX PeaKIUii:

10 OPraHO-(PyHKIIMOHAIBHOMY KJIACCY;

10 TEPMUHOJIOTMYECKUM HaUMEHOBAaHUSIM HEXeNaTeIbHbIX PEAKIIU;

I10 TPYIIIIE JIEYEHUS (€CIIM IPUMEHUMO).

Crenyer BbIIEIUTH HENPEBUICHHBIC HEXKEJIATEIbHbIE PEAKLIUH.

4.19.2. [lepedyeHnb CyOBEKTOB KIMHUYECKUX MCCIICIOBAHUM, KOTOPBIC YMEPJIU B TCUCHUE
OTUYETHOTO MEepruoaa

B nanHOM monpaszaene npuBoauTcs WHGOpMALUS 0 CyObEeKTaM UCCIIEOBAHUMA, KOTOPBIC
yMEpJIH B XOJI¢ MPOBEACHUS KIMHUYECKUX HCCIICIOBAHUM, BKIIOUAIONIAs B CEOS CIEAYIOIIHE
JaHHBIC: WUICHTU(PHUKAIMOHHBIA HOMEp Ciydas JeTaJbHOrO0 HCXOJa, HAa3HAYEeHHOE JICYCHUE
(MOET COXpaHSThCS OCIICTUICHHE), TPUIMHA CMEPTH IO KXKIOMY CYOBEKTYy UccienoBanus. Bee
acTeKThI Mpoduiist 0€30MaCHOCTH, OIpeIesieMbIe 10 pe3yabTaTy 0030pa JaHHBIX IO JIETATHHBIM
MCX0J1aM, JOJDKHBI OBITh HAJUICKAIMM 00pa3oM OTpa)X€HbI B paszjiesne OOOOIIEHHON OIEHKH
npoduns OezomacHocTH wuccienyemoro mpemapata POOB  (cm. pazmen 4.21 Hactosmmx
TpebGoBanwuii).
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4.19.3. [lepedyeHb CyOBEKTOB KIMHUYCCKUX MUCCIICIOBAHUM, KOTOPBIC OBLIN UCKITIOUYCHBI U3
KIIMHUYECKUX HCCH@I[OBaHI/II\/'I B CBA3H C Pa3BUTUCM HCIKCIATCIIbHBIX SIBJICHUI B TEUCHUE
OTYETHOTO Meproaa

B nannom noppaszaene mpuBoAMTCS MHPOPMAIHA 1O CyObEKTaM HCCIIeIOBaHUH, KOTOPHIE
GBIJ'II/I HUCKIIFOYCHBI U3 I/ICCJIC,Z[OBaHI/Iﬁ B CBSA3HU C Pa3BUTHUCM HCKCIIATCIIbHBIX SIBJICHUU B TE€UECHUE
OTYETHOTO IIEpUoJa BHE 3aBUCHMOCTH OT YCTAQHOBJICHUS B3aWMOCBS3M C Ha3HAYCHUEM
ucciexyemMoro npenapara. Bee acriekTsl mpoduiis 6€30MacHOCTH, ONPeaesisieMbIe M0 PE3yJIbTaTy
0030pa aHHBIX IO BBIOBITHIO M3 KJIMHHUYECKHX HMCCIEAOBAHMH, JOJDKHBI OBITH HAJUICKAIIUM
o0pa3oM OTpakeHbl B pasjerne 00O0OIIEHHON OIEHKH MpOoQuis O€30MacHOCTH HCCIEAyeMOro
npenapara POOB (cMm. pa3nen 4.21 nacrosmux TpeboBanwmin).

4.19.4. CymiecTBeHHBIC TTONPABKH B MPOTOKOJIBI KIIMHUYECKUX UCCIIeIOBaHUM (a3bl |

B manHOM monpasznesne MoJpKHBI ObITh ONKMCAHBI CYIIECTBEHHBIE M3MEHEHHS B MPOTOKOJIAX
KIIMHUYECKUX HUCCieoBaHui ¢a3bl [, caenanHbie Ha MPOTSHKEHUN OTYETHOTO MIEPHOJIa, €CITH OHU
paHee He MPEICTaBIUINCH KaK MOMPAaBKH K TIPOTOKOITY.

4.19.5. CymecTBeHHbIE U3MEHEHUS MTPOIecca MPOU3BOICTBA

JlaHHBIA TIOZpa3/ied MOJDKEH BKIOYATh B ce0sl KpaTKOe OMUCAHWE CYNIECTBEHHBIX
M3MEHEHHH Tpolecca MPOU3BOACTBA WIM MHUKPOOHOJIOTMYECKMX HM3MEHEHUH (eciu Takue
MUMEITNCh), TIPOU3OMICIINX 332 OTUYETHBIH MEPUOJI, C OTPAKECHUEM OICHKH MX MOTCHIUAIBHOTO
BIMSIHUA Ha acleKkThl Npo¢uis Oe30macHOCTH B pasjene OOOOIIEHHOH OLEHKH Mpoduis
6e3onacHocTH uccienyemoro npemnapara POOB (cm. pazaen 4.21 vactosmux TpeOoBaHumiA).

4.19.6. Onucanue 00IIETO UCCIIEI0BATEILCKOTO IUIaHa Ha TIPEACTOSAIINN TO1 (€CIM TPUMEHUMO)

B namHoM mopapasznene TpUBOAMTCS KpaTKOE OINMMCAHWE MCCIIENOBATEIbLCKOTO IIJIaHa,
3aMEHSIOILETO IJIaH UCCIIE0BAHMS 3a MPEAIECTBYIOIINMA TOI.

4.20. lanHble, MOTYYSHHBIE TIOCIE ATkl OKOHUaHUs coopa naHHsix POOb

JlaHHBIH pa3/en T0JDKEH BKI0YaTh 00001eHHY 0 HH(OPMAIIUIO 110 MOTSHIIHATEHO BAXKHBIM
JAHHBIM TI0 0€30IMMaCHOCTH, KOTOPbIE OBLITN BBISBJIEHBI IMOCTIE AaThl OKOHYaHHS cOOpa JaHHBIX, HO
B iepuo moarotoBku qanaoro POOB. [loreHInanbHO BaKHBIE JaHHBIC BKIIOYAIOT B ce0s (HO HE
OTPAaHWYMBAIOTCS) KIMHUYECKH 3HAYMMBIMA HOBBIMH COOOIIECHUSMH, BaKHBIC IaHHBIC I10
MOCIIEAYIONIEMY HAOIOICHUIO, BAXKHBIC TaHHBIC JOKIMHUYCCKUX UCCIICOBAHUMA, JTFOOBIE MEPHI,
MIPUHATBIE CIIOHCOPOM, YMOJHOMOYEHHBIMH OpraHaMH WJIM HE3aBUCHUMBIM KOMHUTETOM TIO
MOHHUTOPHHTY JAaHHBIX B CBSI3U C U3MEHEHUSIMU npoduis 6e3omacHocT. CBECHMsI, BKIIIOUCHHBIC
B JIAaHHBIN pa3/iell, TOJDKHBI OBITh YUTEHBI B pa3jielie 00001eHHOM o1eHKH Tpoduiist 6€30macHOCTH
uccneayemoro npenapara POOB (cum. pazaen 4.21 nacrosimux TpeboBanwuii).

4.21. O6o0mieHHas oreHka npoduist 6€30MacHOCTH HCCIeyeMOro mpernapara

B mannoM paznene qomxkHa ObITh MpUBEACHA 0000IICHHAs OIIeHKa POt 0€30MacHOCTH
HCCIIeTyeMOT O Mpernapara ¢ 00beIMHEHHBIM aHAJTU30M BCEX UMEIOITUX K HEMY OTHOIIICHHE HOBBIX
KIIMHUYECKUX, JOKIMHUYECKUX, AMUJAEMHONOTMUECKUX JaHHBIX, TOMYyUYEHHBIX HAa MPOTSHKCHUU
OTYETHOTO TEPHOJIa, C COMOCTABICHHEM C MPESKHUMHU CBEACHHUSMHM IO TPOPUITIO 0€30MacHOCTH
uccienyeMoro mnpenapara. s 3aperucTpHpOBaHHBIX JIEKAPCTBEHHBIX TIPENapaToB OIEHKA
BKJIFOYAeT B CeOs KIMHUYECKH 3HAYMMBIC JIAHHBIC MOCTPETHCTPAIIMOHHOTO MOHUTOpWHTA. B
JAHHOM pa3jielie He JOJDKHA TyOIupoBaThes HHGOPMAIUs, BKIIOYCHHAS B TIPEIBITYIINE pa3Ieibl
0TYeTa, HO JIOJDKHA OBITh JaHa WHTEPIIPETaus HOBOH MH(OpMAIHK 10 0€30IaCHOCTH U OICHKA
€e BIUSHUS Ha HCCIEAYEMYIO MOMYJIISIUIO0 B IPOrpaMMy pa3pabOTKH UCCIIeTyeMOro mpenapara.
JlomkHa OBITH JaHa (eCJTM IMPUMEHUMO) OTJIeIbHAs OIEHKA 10 HAIPABICHUSAM TEPaNeBTUICCKOTO
MIPUMEHEHHUSI, Ty TSIM BBEICHUS, JICKAPCTBEHHBIM (popmMam U (W) TOKa3aHUSM K TPUMEHEHHUIO.
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4.21.1. OueHka puckoB

[Tpu onenke prcka 0co00e BHUMAaHUE JOKHO OBITh YJEIEHO MHTEPIIPETAMH JaHHBIX IO
HOBBIM WJICHTU(DHUIIMPOBAHHBIM MPOOIEMaM 1O OE30aCHOCTH WJIM 3HAYNMON HOBOW HMH(POPMAITHH
no Oe3omacHOCTH. JloikHa OBITH TpPEACTaBICHA OLEHKA CIEIYIOIUX AacleKTOB MNpoduIs
0€30macHOCTH (€CITM TPUMEHUMO):

a) HOBBIC BBISIBIICHHBIE aCIEKThI MPOduIst 6€30MacHOCTH:

JeTalbHOE OMUCAHKNE HeXEJIaTeIbHbIX SIBICHUN WIH PeaKuii;

CBSI3aHHBIE C TPUMEHEHHEM HCCIIEIYyeMOro Ipernapara H3MEHEHHUs JabopaTOpHBIX
apaMeTpoB;

(bakTOpHI pUCKa;

B3aMMOCBS3b C JI03aMU U MPOJIOJKUTEIILHOCTHIO JICUCHHUS,

00paTUMOCTh OCJIOXKHEHHI;

(bakTopbl, KOTOPbIE MOTYT OBITH IMOJIE3HBI AJII MPOTHO3UPOBAHUS HIIM MPEIOTBPALICHUS
HEKEJIaTEJIbHBIX PEaKLUi;

0) 3HaYMMBbIe U3MEHEHUS B XapaKTEPUCTUKE PaHEE 3apETUCTPUPOBAHHBIX HEXKEIATEIbHBIX
peaknuii (HampuMep, MOBBIIICHUE OXHJIAEMON YacTOTHl WJIM CTENEHU TSKECTH, yTKEICHUE
MCXOJI0B, YCTAHOBJIEHHE IPYII pUCKa Pa3BUTHUS OCIOKHEHUN);

B) CUMIITOMBI, KaJIOOBI, TaOOpaTOpPHbIE U3MEHEHHUs, XapaKTepHbIE IS TaKUX HOBBIX WIIH
paHee  WIOCHTU(GUIMPOBAHHBIX  KIMHMUYECKH  3HAYMMBIX  BHJIOB  TOKCHYHOCTH,  KakK
reraTOTOKCUYHOCTh, KapAMOTOKCUYHOCTD (BKJIIOUas yiymHeHue uHTepBasa QT M pe3ynbpTarhl
cnenuanbHbiX uccaenaoBanuii QT/QTc), MHETOTOKCHYHOCTHh, HE(PPOTOKCHYHOCTH, JIETOYHAsS
TOKCHYHOCTh, HEHPOTOKCUYHOCTh, UMMYHOT€HHOCTb U PEaKIH THIIePUyBCTBUTEIBHOCTH;

I') JeTaJbHbIE UCXObl HEXKENATEeNbHbIX SBICHUII;

) OCTAaHOBKAa KJIMHUYECKOTO HCCIICAOBAaHUS MO TPUYMHE pPA3BUTHUA HEXeIaTeIbHBIX
SIBIICHUH, BKJIIOYAsi U3MEHEHUS JTAOOPaTOPHBIX NMapaMeTPOB HIIM PE3yJIbTAaTOB 00CIET0BaHUI;

€) B3aUMOJICHCTBUS C JIEKAPCTBEHHBIMU MpenapaTaMy U MHbIC B3aUMOJICHCTBHS;

) BaYKHBIE JJAHHBIE TI0 O€30MaCHOCTH, MOTYYEHHbIE B TOKITMHUYECKUX HCCIET0BaHUSX;

3) acTeKThl MPOU3BOJICTBEHHOTO IpoIecca, KOTOPbIE MOTYT OKa3aTh BIMSAHUE HA NMPO(UiIb
0e30macHOCTH;

M) HEZIOCTaTOYHAsl  TepameBTHYecKass A(PQPEKTUBHOCTb, €CIM OHA  IPEIACTABISAET
JOTIOTHUTENBHBINA PUCK JUISI CYOBEKTOB KIIMHUYECKOTO UCCIIEeI0OBAHUS;

K) HaJIM4We JOTOJHUTEIBHOTO PHCKa IS TaKUX OCOOBIX MOIMYJSIUOHHBIX TPYII, Kak
MOKUJIbIE MAIIMEHTHI, I€TH, MAUEHThl ¢ HapylIeHHeM (YHKIMH MIeYEeHU WIIU MOYeK, JTU00 UHBIE
IpYMIIbI prcKa (Hanmpumep, CyOBeKThl C MEAJICHHBIM UM OBICTPBIM METa00JIM3MOM);

J1) BO3JIEHCTBUE B IIEpUO1 OEPEMEHHOCTH U JIAKTAIIUH U €TI0 UCXO/bI;

M) acCHeKThl 0€30MaCHOCTH IPU ATUTEIHLHOM IPUMEHEHUH;

H) JJaHHBIE 10 KIIMHUYECKU 3HAYMMbIM OIIMOKaM MPUMEHEHUS JIEKapCTBEHHOTO Mpernapara;

0) JaHHBIE 110 OTCYTCTBHIO MPUBEPKEHHOCTH MALMEHTOB JICYCHHUIO;

1) clyyau Nepeo3UPOBKU U €€ KOPPEKIUH;

p) Cilydau HENPaBUJIBHOTO YIIOTPEOICHUS U 3J10YNIOTPEOICHNUS;

C) acneKkThl 0€30MacHOCTH, CBSI3aHHBIE C MPOLEAYPAMHU, IPETYCMOTPEHHBIMH MIPOTOKOJIOM
KJIMHUYECKOTO HCCIeIoBaHus (HarpuMep, OpOHXOCKONHUs, OUOIICHS, YCTaHOBKA LIEHTPAIBHOTO
BEHO3HOTO KareTepa), JIMOO C MpOBEIECHHWEM WM AU3aiHOM KIMHUYECKOIO HCCIIeI0BaHUS
(HampuMep, HEAOCTATOYHBIH MOHHUTOPUHI CYOBEKTOB HCCIEIOBAHMS, CIMIIKOM JUIATEIbHBINA
nepuo/1 0e3 aKTUBHOM TEeparvm);

T) MOTEHUMAIBHBIA PUCK 3HAYMMBIX HOBBIX JAHHBIX MO 0€30MaCHOCTH, BBISBICHHBIX JJIS
JPYTroro COeIUHEHMS aHAJIOTHYHOIO KJlacca.

4.21.2. OueHka COOTHOIIEHHUS MOJIb3a-PUCK

B noapaznene m0mKHO OBITH TIPEACTABICHO KPATKOE 3aKITFOUYEHHUE IO OIIEHKE COOTHOIICHHMSI
COBOKYITHOTO PHCKa, YCTAaHOBIIEHHOTO IO pe3yJibTaTaM aHalin3a 0000MIEHHBIX (KYMYJISTUBHBIX )
JTAHHBIX 110 0€30MMaCHOCTH, U OKUIaeMOoi 2P HeKTUBHOCTH (10Jb361). ClienyeT cuenaTh yKa3aHue,
HACKOJIBKO HW3MEHHJIACh OIIEHKAa COOTHOIICHHS II0JIb3a-PUCK HCCIEAYEeMOro Ipemnapara Io
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CPaBHEHUIO C TPEIUIECTBYIOIIUM OTYETOM MO Oe3omacHOocTH. JlaHHBIM moapaszen He
MpeAHa3HaueH ISl IeTaJIbHOM OLIEHKH COOTHOIICHHUS T0JIb3a-pUCK HCCIIElyEMOr0 pernapara.

4.22. O600menHas HHGOpMAIUS O BaXKHBIX PUCKaX

B manHOM paznene nommkHa OBITH MpeACTaBlieHA KpaTkas o0oOmieHHas uWHGOpManus o
BaXHBIX WIACHTHU(PUIMPOBAHHBIX U MOTEHUUATIBHBIX pUCKaxX B ¢popme nepeyns. K unciay BakHBIX
PHUCKOB OTHOCSITCSI, HAIIPAUMEP, PUCKH, KOTOPHIE MOTYT IMPUBECTH K JOMOIHUTEIILHOMY BHECEHHUIO
Mep MPeIOCTOPOKHOCTH, OCOOBIX YKa3aHHUM MM MPOTUBOMNOKA3aHUI B OOIIYI0 XapaKTEPUCTUKY
JIEKapCTBEHHOTO TIpernapara. JlaHHble PUCKM MOTYT BKJIIOYATh, HAMPUMEP, XapaKTEPHBIC IS
OTIpEeICNIEHHOW MOJIEKYJIAPHOM CTPYKTYphl TOKcHueckue d(@exTsl win npobiaemMsl 1o
0€30MacHOCTH, BBISBICHHBIC [0 pe3yJbTaTaM HAKOIUICHUS JaHHBIX JOKIWHUYECKUX U
KJIMHUYECKUX HccienoBaHui. Kaxaplii pUCK TOJDKEH MOJBEPraThCsl €XKEroHOW MEPEOLECHKE C
aHAJIM30M BCEX MMEIOIIMXCS HAa TEKYIIUH MOMEHT OObEeIUHEHHBIX JAaHHBIX U 3HAHUH, IPU 3TOM
0co00e BHUMAaHUE CIeAyeT yAeISITh HOBBIM JaHHBIM 110 0€30IaCHOCTH, OJTYyYEHHBIM 32 OTUETHBIN
nepuoy. CreneHp JAeTanM3alii  ONUCAaHUS MOXET 3aBHCETh OT CTaaAud pa3paboTKu
JIEKApCTBEHHOTO TperapaTa: Ha paHHHX CTaJusSX pa3pabOTKu B 0000IICHHYIO HH(OPMAITUIO 10
B2XHBIM PHCKaM MOKET BKIIIOUATHCS ONMHMCAHWE WHAMBHUAYAIBHBIX CIy4yaeB, Ha 0oJiee TO3THHUX
JTamax, MO Mepe HaKOIUIEHUS 3HaHUN, WHPOpMAIUs IO PUCKaM MOXKET HOCHTh MEHee
JETAIU3UPOBAHHBIA XapakKTep.

Pucku, koToppie OBLIM IMOJHOCTHIO OMUCAHBl MM OTBEPTHYTHI, JOJIKHBI OCTaBaThCS B
0030pe B BHUJIE KPAaTKOTO OMUCAHUs (HapUMep, HAXOJKH U3 TOKCHKOJIOTUYECKUX HCCIIEAOBaHUN
WIM paHHUX KIMHUYECKUX HCCIeI0OBaHUM, KOTOpbIe HEe ObLTM MOJITBEPKIEHBI OoJiee MO3AHUMU
KIIMHUYECKUMU TaHHBIMH).

Nudopmanust mo qaHHOMY pas3zeiny MOXKET OBITh MpeacTaBieHa B (opme onmucaHus WiIu
Ta0IHII.

4.23. 3akmroueHue (BBIBOIBI)

3aKIIOYeHUEe JTOJDKHO COJIEP’KaTh KPAaTKOE OMUCAHWE BCEX H3MEHEHUN B MMEIOIIMXCS
3HaHUAX 1O A(HEKTUBHOCTH U 6€30TACHOCTH UCCIIEAYEMOro Mpemnapara, KOTOpbIe MPOU3O0IIUIN 32
OTYETHBIN nepuoa W MOBIHATIM HaA ONCHKY, CACIAHHYIO B HNPCAIICCTBYIOUICM OTUYCTC I10
0e30macHOCTH. 3aKII0YCHHE JOJDKHO BKIIOYATh YKa3aHWE JCUCTBUH, KOTOpbIE OBbLIN
NPpCANPUHATEI WA IUIAHUPYIOTCA C HCJIbIO HAJICKAIICTO OTPAKCHHSA BBISABICHHBIX HOBBIX
acnekToB Tpoduiisi 0e30MacHOCTH B MpOTrpaMMe KIWHUYECKOW pa3pabOTKH HCCIeTyeMOTo
mpermapara.

4.24. Ilpniio>XeHHs K OTUETY

POOB nomxen coaepxarh CIEAYIOLUUE PUTOKEHUS:

OporIopa uccienoBaTes;

KyMYJIATUBHAs TaOJIMIA CYIIIECTBEHHBIX 3aIIPOCOB CO CTOPOHBI YIIOJTHOMOYEHHOTO OpPTaHa;

CTaTyC BBIIOJIHEHUS MTPOJOIKAIOIIMUXCS M 3aBEPIICHHBIX KIMHUYECKUX HCCIEI0BaHUT;

KYMYJIATUBHBIE TaOIHIIBI IO AeMOTpaUIECKUM JaHHBIM;

CTPYKTYpHUPOBAHHbIE MIEPEYHH 110 CEPhE3HBIM HEXKEJIaTEIbHBIM PEAKIUSAM, BBISIBICHHBIM 32
OTYETHBIN NIEPUOL;

KyMYJIATUBHBIE Ta0JIMYHBIE JAHHBIE O BBISIBJICHHBIX CEPhE3HBIX HEKETATENIbHbIX SBICHUSX;

CUHOIICUC (€CTTU TIPUMEHUMO).

POOB moxeT conepkath CIeAYIONIUE TPUITOKEHUS:

KyMYJIATUBHBIE TAOIHYHBIC JAHHBIC TI0O BCEM CEPbE3HBIM HEXKENATEIIbHBIM PEaKIIHsIM;

nepeyeHb CyObeKTOB KIMHUYECKHUX MCCIIEIOBAHNUM, KOTOPBIE YMEPIIH B TEUEHUE OTYETHOTO
nepuoa;

nepeyeHb CyObEKTOB KIMHMYECKUX HCCIIEIOBaHUM, KOTOphle ObUIM MCKIIIOUEHBI U3
KIIMHUYECKUX HUCCIICIOBAaHUI B TEYCHHE OTYETHOTO IMEPUOJIA;

CYILIECTBEHHbIE U3MEHEHUS IPOTOKOJIOB KIMHUYECKUX HcciaenoBanuil | ¢asbr;

CYIIIECTBEHHBIE U3MEHEHUS MIPOIECcCca MPOU3BOJICTBA;
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omucaHue OOIIEero MjaHa UCCICIOBAHUNA HA MPEACTOSIINMA ro1 (€CIM MPUMEHHUMO).

4.25. dopma morauu MEePUOIUIECKOr0 OTYETa IO OE30MaCHOCTH MCCIIEyEMOTO TIpernapara

[Tepuoanueckuii oT4ET MO OE30MACHOCTH HMCCIIECAYEMOTo Ipernapara MoAJIeKUT To1a4ue B
3JIEKTPOHHOM BHUJIE€ C BO3MOXHOCTBIO TEKCTOBOT'O MOMCKA HA PYCCKOM WJIM aHTJIMICKOM SI3bIKE C
00s13aTeIbHBIM TIEPEBOJIOM HAa PYCCKUM S3BIK CIIEAYIOIMUX PAa3/CiIOB: KPAaTKOE H3JI0KEHUE W
3aKitoYeHre (BeIBOAbI). [1o 3ampocy ymoJHOMOUYEHHOTO OpraHa rocylapcTBa-uieHa 3asBUTENb
00s3aH B TeueHune 30 KaJeHIApHBIX THEH CO JHS TOJYYCHHS TAKOTO 3ampoca MpeACTaBUTH
MEpPeBOJ] HAa PYCCKUH SI3BIK JPYTHX pa3/ieloB MEPUOAMYECKOTO OT4eTa MO 0e30MacHOCTH
HCCIIeyeMOro Tpemnapara.
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[Tpumeps! Tabnuil epevHei JaHHBIX M0 KIMHUYECKUM HCCIIEI0BAHUSIM

CTaTyc MMPOAOJIKAOIIUXCS U 3aBEPIICHHBIX KIIMHUYCCKUX I/ICC.TIGI[OBaHI/Iﬁ

00630p MPOAOIKAIOMIUXCS KIMHUYECKUX UCCIICTOBAHHI

(uccnemyemslii mpenapar)

Tabnuna 1

ITepBorii N
o N Bo3znelictBue Ha
NnenTndukainoHHBIR HOMEp ®asa | Crpana Hazsanne Juzaitn Pexum Uccnenyemas BHU3UT [Inanupyemoe CVOLEKTOR
KITMHAYECKOTO MICCIIeIOBAHMUS P HCCIIeIOBAHUS HCCIIeIOBAHUS JIO3UPOBAHUS TIOTTY JISTTUS TIEPBOTO BKITIOYUCHHE I/ICCJ}IIQ,ZLOBaHI/Iﬂ*
TAIMeHTa
*Ha ocHOBaHHMH O0IIET0 KOJUYECTBA CYyOBEKTOB UCCIICIOBAHUS IO COCTOSIHUIO Ha Y TIPUMEHSIEMOU CXEMBI PAHJOMU3AIIHH.
Y _ umnp p
(nara)
Tabnuma 2
0O030p 3aBEPIIICHHBIX 32 OTYETHBIN MEPUO/] UCCIEAOBAHUN
(uccnemyemslii mpenapar)
N BosneiicTBre Ha CyOBEKTOB
WNnenTudukaimoHHBI HOMED Uccnenyemas

KIIMHUYCCKOT'O UCCIICAOBAaHUA

daza

Crtpana

HasBanune nccinenoBanust

Jln3aitH ucciie1oBaHus

Pexxum no3upoBanus

MOMyJIA s

(marMenToRB) 1Mo TpyIIaM
aeyenust (M/K)
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Tabnuua 3

Ornenka o0miero Koau4ecTsa cyObeKTOB, MOABEPTIIMXCS BO3CHCTBHUIO UCCIEAYEMOTO
npemapata (OIeHKa KyMYJISTUBHOTO BO3JICHCTBUS), HA OCHOBaHUU (DaKTUUYECKUX JTAHHBIX U3
3aBEPIICHHBIX KJIMHUYECKHUX UCCIIETOBAHUM U OLIEHKH 110 METOAY PaHAOMM3ALUHU U3

MPOIOKAIOIINXCS] KITMHUYECKUX MCCIIEIOBAaHUN

Jleuenue

Umncao cyObeKToB

JlekapcTBeHHBIN npenapar

[Ipemnapat cpaBHEHUS

[Tname6o

Tabimna 4

OrneHka 0o01Iero KoIn4ecTBa CyObeKTOB, MOJIBEPTIINXCS BO3JICHCTBUIO UCCIIEyEMOTO
npenapara (OleHKa KyMyJIATUBHOTO BO3JICHCTBHS), HA OCHOBAHUH JAHHBIX 3aBEPUICHHBIX
KJIMHUYECKUX MCCIIeI0OBAaHUN TI0 BO3PACTY U MOy ™

Uncno cyObeKToB

Bo3spacThHas rpynna

MyX4uHBI

JKeHmuHabl

Hroro

*I[aHHI)Ie 3aBCPUHICHHBIX KIIMHUYCCKUX I/ICCJ'IG,HOBaHI/Iﬁ 10 COCTOSAHUIO HA

(nara) .

Tabmuna 5

OrneHka 0o01Iero KoIn4ecTBa CyObeKTOB, MOJIBEPTIINXCS BO3JICHCTBUIO UCCIIEyEMOTO
npenapara (OLleHKa KyMyJISITUBHOTO BO3JEHCTBHUS), HA OCHOBAaHUU JITAaHHBIX 3aBEPILICHHBIX
KJIIMHUYECKUX UCCIIENOBAaHUM 110 paCOBOM IPUHAIEKHOCTH

Paca

Uucno cyObeKTOB UCCIICTOBAHHUS

IA3nartckas

AdpurkaHcKas

[EBponeiickas

NHas

IHensBecTHO

HToro
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Tabnuma 6
[Tpumeps! TabmwI 0000IIEHHBIX TAHHBIX O CEPhE3HBIX HeXeNMaTenbHbIX peakuusx (CHP)
CTpyKTypHpOBaHHBIN NIEPEYEHb CEPHE3HBIX HEXKETATEIbHBIX PEAKIUH
JlaTa nauana
NH* HNH* coobmenwust o Crpana Ormcare peakium*** ITono3peBaeMbrit CyTouHas 103a JlaTel Ha"aa ¥ OKOHYAHHS
kmangeckoro| CHP** (MH* cyOpekra | Boszpacr CHP Hcxon |[lepwon oT Havama JIeKapCTBEHHBIH Crioco06 BBeIeHUS JICUCHUS KomMeHnTapun
VICCIICTIOBAHMS nccienoBaHust) IToxn npreMa 1o Hadana|(rccienyeMslid npenapat) | Jlekapcreernas ¢popma | [IpogomkuTenbHOCTD TeYeHAS
peakuu i

1 2 3 4 5 6 7 8 9 10

*UH — uneHTu()MKaMOHHBIA HOMED.

**UccnenoBanue (LICHTP, MAICHT).

***TonpKo I NepBUYHBIX coobmenuit o CHP.

Tabnuna 7
[Tpumepnr 06001IEHHBIX (KYMYJISITABHBIX ) TAOJIMYHBIX TAHHBIX 110 CEPHE3HBIM HEXEIATSIbHBIM SIBJICHUSIM
O0600menHas (KyMyJISITUBHAS ) TAOJIUIIA TT0 CEPHE3HBIM HEXENATEIbHBIM SIBIICHUSIM
Oprano-(QyHKIMOHAJIBHBIH KJlacc OO61ee kosmuecTBo 1o cocTosiuuo 10 31 nexadps 2015 rona
. (HazBanwue uccnemyemoro .
[pennouTUTEbHBIIT TEPMUH OcJeneHHbl penapaTt [penapar cpaBHEHUs [naue6o
npenapara)

HccnenoBanus 18 4 7 2
[ToBbIIEHNE aKTUBHOCTH AJlAaHMHAMHUHOTpaHCc(hepasbl 9 2 4 1
[ToBbIIEHNE aKTUBHOCTH acrapTaTaMHUHOTpaHCc(epasbl 9 2 3 1
Hapy1enust co cTOpOHBI HEPBHOM CUCTEMBI 2 2 4 7
CuHKONaIbHOE COCTOSIHUE 2 2 4 7




