3apeructpupoBano B Muntocte PO 20 utonst 2003 1. N 4808

MHWHHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOM ®EJIEPAITANA

IMPUKA3
ot 19 uronsa 2003 r. N 266

Ob YTBEPKIEHNUH ITPABUJI FHHHHHECKOI?'I
INPAKTUKHU B POCCUUCKOU ®EAEPALINN

B cootBercTBHM ¢ DeaepaibHbIM 3aKOHOM OT 22.06.1998 N 86-®3 "O nmekapCTBEHHBIX cpeacTBax"
(c m3menenusmu U pononHenusmu) (CoOpanue 3akoHonmatenbcTBa Poccuiickoit @enepanmm, 1998,
N 26, ct. 3006; 2000, N 2, ct. 126; 2002, N 1, cr. 2; 2003, N 2, ct. 167), Ilonoxenuem
0 Munucrepcre 3apaBooxpanenus Poccuiickoit ®Penepannu, yTBepkAcHHBIM IlocTaHOoBIEHHEM
[IpaButensctBa Poccuiickoit ®eneparuu ot 24.04.2002 N 284 (CobOpanme 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2002, N 18, ct. 1771), npukasbiBato:

VYr1Bepauts [IpaBuna kmuHndeckoi npakTuku B Poccuiickoit denepannn (MpUIoxKeHue).

MunucTp
10.JI. IEBYEHKO



[Ipunoxenue

YTBepKAECHBI

[Tpukazom

MuHucTepcTBa 31paBOOXpaHEHUS
Poccuiickoit deneparuun

oT 19.06.2003 N 266

_ ITPABUJIA . .
KIMHHUYECKOMU ITPAKTUKHU B POCCUUCKOU OPEJAEPALIUN

I. O6mue momoxeHus

1.1. TIlpaBuna xnuHM4eckoil mpaktuku (GCP) B Poccuiickoit ®enepamum pazpaboTaHbl
B cooTBeTcTBUU ¢ DenepanbHbIM 3akoHOM OT 22.06.1998 N 86-D3 "O nexapcTBEHHBIX cpeacTBax”
(Cobpanue 3axkonomarenbcTBa Poccuiickoit @enepamuu, 1998, N 26, ct. 3006; 2003, N 2, ct. 167;
2000, N 2, ct. 126; 2002, N 1 (vacts 1), ct. 2) u [lonoxenuem o MUHHUCTEPCTBE 31PAaBOOXPAHEHUS
Poccuiickoit  ®enepanuu, ytBepxkaeHHbIM [locranoBnenueM IlpaButensctBa  Poccuiickoi
Oeneparn ot 29.04.2002 N 284 (Cobpanue 3akoHonatenbctBa Poccuiickoit denepanuu, 2002, N
18, ct. 1771).

1.2. Hacrosmme IlpaBuna ycraHaBIMBalOT TpeOOBaHUS K IJIAHUPOBAHUIO, IPOBENICHUIO,
JOKYMCHTAJIbHOMY O(i)OpMJIeHI/IIO U KOHTPOJIO KIMHHUYCCKUX HCCHGHOBaHHﬁ, IMPU3BaHHBIX
rapaHTUpOBaTh 3alIUTy TNpaB, OE30MaCHOCTh U OXpaHy 370pPOBbS JIHI, YYAacTBYIOIIUX B
HCCIICOOBAHUAX, IIPU MPOBCACHHU KOTOPBLIX HECJIL3A HCKIIOYHUTHL HCEXKCIATCIbHOC BJIIMAHHUC HaA
0€30MacHOCTh M 3JI0POBbE UEIOBEKA, a TAKXKE 00ECIEUYUTh JOCTOBEPHOCTh M TOYHOCTH MOTy4aeMoii B
X0JIe UccaeAoBaHus HHGOPMAITUH.

Hactosimue IlpaBuna oOs3aTenbHbl A BBINOJHEHHUS BCEMHM YYaCTHUKAMU KIMHUYECKHX
HCCJIE0BAHMM JIEKAPCTBEHHBIX CPEACTB Ha TeppuTopun Poccuiickoit denepanuu.

1.3.  Kuunuueckoe  ucciefoBaHMe — TNpeAcTaBiseT  co0oMl  u3yueHHe  KIMHUYECKHX,
dapmaxonornuecknx, (apMaKOJUHAMHUYECKHX CBOWCTB HCCIEIyeMOro Ipernapara y 4eloBeKa,
BKJIIOUAsl IIPOLECCHI BCACBIBAHMSI, PACTIPEICIICHUS, U3MEHEHHUSI U BBIBEJCHMS, C LENbIO MOITYUYCHUS
HAYYHBIMH METOJaMH OIICHOK M JIOKa3aTelIbCTB 3()()EKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHBIX
CPEICTB, JAHHBIX 00 0XMIaeMbIX MOOOYHBIX 3((eKTax OT MPUMEHEHHs JICKaPCTBEHHBIX CPEICTB U
s dexTax B3auMOJCHCTBUS C IPYTUMH JIEKAPCTBEHHBIMHU CPEICTBAMH.

1.4. KinHnyeckue wucciaenoBaHus IPOBOAATCS B YUPEXKACHUAX 3APaBOOXPAHECHHSA, IEPEUEHb
KOTOPBIX COCTaBisieTcs U myonukyercst Munsnpasom Poccun.

1.5. I[J'I}I NpUHATHUA PCUHICHUA O TIIPOBCACHUN KIMHUYCCKUX HUCCIeIOBaHUI KOHKPETHOT'O
JICKAPCTBCHHOTO CPCACTBA 3asABUTCIIb IIPEACTABIISACT B MI/IHSI[paB Poccun ClIcaAyromue 10KyMCHTEI:

1) 3asBNEHUE;

2) TOJOXUTEIBHOE 3aKIFOUCHHUE KOMHUTETa IO JTHKE TpH (eAcpalbHOM OpraHe KOHTPOJIS
KauyecTBa JICKAPCTBEHHBIX CPE/CTB;

3) OTHYeT ¥ 3aKIIF0YCHHE O JOKIMHUYECKIX MCCIIeIOBAHUAX JICKAPCTBEHHOTO CPE/ICTBA;

4) UHCTPYKLMIO 110 IPUMEHEHUIO JIEKapCTBEHHOTO CPE/ICTBA.

1.6. 3asBUTENEM MOXKET BBICTYINATh OpPTraHU3alMs - pa3paboTyuK (MpeanpUATHE-TPOU3BOAUTEND)
JIEKAPCTBEHHOT'O CPEJICTBA WM APYTOE JIUIIO [0 UX MOPYUEHUIO.

1.7. Mun3apaB Poccun opraHusyeT W MPOBOJIUT TOCYMAPCTBEHHBIH KOHTPOJIh d(PPEKTUBHOCTH WU
0€30MacCHOCTH TPEJCTABICHHOTO IS KIMHUYECKOTO HCCIEIOBaHUS JIEKAPCTBEHHOTO CPEACTBA BO
B3aumogieiictBun ¢ DI'Y "HayuHblii LEHTp SKCHEPTU3BI CPEACTB MEIMIIMHCKOTO MPUMEHEHUA"
MunznapaBa Poccun, @apmakonornueckum komutetoM Munsapasa Poccun, Komurerom no stuke
npu ¢enepadbHOM OpraHe KOHTpOJII KadecTBa W MHBIMH  IOJIBEIOMCTBEHHBIMH HAy4HO-



HCCICAO0BATCIIbCKUMHU YUPCIKACHUAMU U J'Ia60paTOpI/If{MI/I, BXOOAIIUMHU B CUCTEMY I'OCY AaPCTBECHHOI'O
KOHTPOJIS KauecTBa, 3PPEeKTUBHOCTH U 0€30MMaCHOCTH JICKAPCTBEHHBIX CPEJICTB.

1.8. Ha ocHOBaHMU IpencTaBIeHHBIX TOKyMEHTOB Mun3apas Poccuu B TeueHue 15 qHel npuHumaet
pelIeHHe O BO3MOXKHOCTH IPOBEACHHS KIMHUYECKHX MCCICNOBAHUN JIEKaPCTBECHHOIO CPEACTBA,
opopMisieT W BBLIACT 3aABUTENI0 WIM HMHOMY JIMIy IO €ro MOPYYEHHIO pa3pelieHue I10
yCTaHOBJICHHOU (popme.

1.9. IIpaBoByXO OCHOBY NpPOBEICHMSI KIMHUYECKMX MCCIEAOBAHUN JIEKAPCTBEHHOIO CpEACTBA
COCTaBIISIIOT CIIEAYIOIIME TOKyMEHThI: 1) pemenne Munzapasa Poccun o npoBeieHUN KIMHUYECKUX
MCCJIEIOBAaHUM JIEKAPCTBEHHOI'O CPEJICTBA; 2) AOrOBOP O MPOBEIACHUM KIMHUYECKHUX HCCIIEI0BAaHUIN
JICKapCTBEHHOTO  CpPEACTBA MEXKAY YUYPESKICHHEM 3/IpaBOOXpAaHEHUS M  OpraHu3anmueil -
pa3paboTYMKOM JIEKAPCTBEHHOT'O CPECTBA.

1.10. JloroBop O MpOBEACHUM KIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHOTO CPEACTBA IOJKEH
COJIEpXaTh CBEJICHUSA:

1) o cpokax n 0ObeMax KIMHUYECKUX UCCIICIOBAHMM JIEKAPCTBEHHOTO CPEJICTBA;

2) 06 0011eit CTOMMOCTH IPOTPaMMBbI KIIMHUYECKUX UCCIIEIOBAaHUH JIEKAPCTBEHHOT'O CPEJICTBA;

3) o dhopme TIpeACTaBICHHUS PE3yIbTATOB KIMHUYECKUX UCCIEIOBAaHUN JIEKAPCTBEHHOTO CPEACTBA
B Mun3znpas Poccuu;

4) 00 YyCIOBHSIX CTpaxOBaHHUS 370POBbS TMAIMEHTOB, YYacTBYIOIIMX B KIWHUYECKHUX
HCCJIEIOBAHUSX JIEKAPCTBEHHOI'O CPE/ICTBA.

1.11. JloroBop 0 mNpOBEACHUHM KIMHUYECKHX HCCICIOBAHUA MOXKET COJAEpKaTh CBEICHHUS 00
YCIOBHSIX  CTpaxoBaHUsi MNpPOGECcCHOHATBHOM  OTBETCTBEHHOCTH MEIUIIMHCKOrO TEepcoHaa,
OCYIIECTBIISIONIETO KIMHUYECKHE UCCIIeIOBAHUS.

1.12. B xozme mIaHMpOBaHUS  KIMHUYECKOIO  HCCIEIOBaHUS  OpraHu3alus-pazpaboTUHK
NPEJOCTaBIAET JOCTATOYHOE KOJUYECTBO JOKIMHUYECKUX U (MJIM) KIMHUYECKUX JaHHBIX O
6e3omacHocTH U 3(deKTuBHOCTH Tpenapara, 00OCHOBBIBAIOUINX €ro MPUMEHEHHE y YelIOBEKa, B
JAHHOMW MOIYJISILUN UCIIBITYEMBIX, IIPU UCIIOJIB30BAHUHN IUIAHUPYEMBIX TO3UPOBOK, KypCOB U IyTel
BBEJICHUS.

1.13. Opranuszanus-pa3paboTUUK MOXKET MPUBJIEKATh B YCTAHOBJIEHHOM IOPSJKE K MPOBEICHMIO
KJIMHUYECKUX HCCIIEeIOBAHUN JIEKAPCTBEHHBIX CPENICTB IOPUAMYECKUX JIUIL 000N OpraHU3allmOHHO-
npaBoBOi (OpMBI (asiee - KOHTPAKTHAsL UCCIIE0BATENIbCKAsl OpraHU3alus ), P 3TOM COOTBETCTBHE
KJIMHUYECKUX MCCIEIOBaHUNA TpeOOBaHMSIM 3aKOHOAATEIbCTBA, a TaKXKE KaueCTBO U TIOJHOTY
HOJYYEHHBIX B X0JI€ MCCIIEIOBAHNUS JaHHBIX 00€CIeunBaeT OpraHu3alusi-pa3paboTUuK.

1.14. ®unancupoBaHUE KIMHUYECKUX UCCIIEOBAHUHN JIEKAPCTBEHHOTO CPEICTBA OCYIIECTBIISIETCS U3:

1) cpenctB deaepanbHOro OIOIKETA;

2) cpelcTB OpraHU3aIuy - pa3paboTIHKa JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHHU C YCIOBUSIMU
JIOTOBOPa O MPOBEICHUH KIIMHUYECKUX UCCIICAOBAHUH JICKAPCTBEHHOTO CPEICTRA;

3) MHBIX UCTOYHUKOB.

1.15. ®unaHcupoBaHME KIMHUYECKUX MHCCIENOBAHUN JIEKAPCTBEHHOIO CPEACTBA W3 CPEIACTB
OpraHu3alyM - pa3paboTyHKa JIEKAPCTBEHHOIO CPE/ICTBA OCYILECTBIAETCS B (hopMe OIIaThl cyera,
COCTAaBJICHHOI'O YYPEKICHUEM 3APABOOXPAHCHUS, IPOU3BOALIUM KIMHUYECKUE MCCIICIOBAHUS
JICKapCTBEHHOI'O CPENCTBA, B COOTBETCTBHM C JOIOBOPOM O IIPOBEJIEHUM KIMHHUYECKHX
UCCJIEA0BAHUM JIEKAPCTBEHHOI'O CPELICTBA.

1.16. 3anpemaercs omiara Tpyda CHEUUAIHUCTOB YUYPEXKACHUS 3IPAaBOOXPAHEHHUS, MPOBOJAIIETO
KJIMHUYECKHE UCCJEJOBAHUS JIEKAPCTBEHHOI'O CPEJICTBA, HEMOCPEACTBEHHO OpraHu3anuen -
pa3paboOTYMKOM JIEKAPCTBEHHOT'O CPE/ICTBA, MHBIMU IOPUIUUYECKUMH, a TakKe (PU3MUECKUMU JTUIaMH,
(bUHAHCUPYIONIMMHE KIMHUYECKUE MCCIIEIOBAHNUS JICKAPCTBEHHOTO CPEICTBA.

1.17. Mun3zapaB Poccuu BripaBe oTKazaTh B TPOBEACHUH KIMHUYECKUX MCCIIEAOBAHUN B CIETYIOIINUX
clyvasx:



1) mpencraBieHus: opraHu3anueii - pa3paboTYMKOM JIEKAPCTBEHHOTO CPEACTBA MIIM MHBIM JIULIOM
0 €€ MOPYUYCHHUIO HETIOJIHOTO KOMILIEKTa JOKYMEHTOB, HEOOXOJUMBIX JUISl IPUHATHS PEIICHUS O
MPOBEICHUY KIIMHUYECKUX UCCIICIOBAaHUIA;

2) TpencTaBICHUS OpraHM3alMel-pa3padOTYMKOM WM HHBIM JIMIOM 10 €€ IOPYYCHHUIO
HE/I0CTOBEPHOM MH(pOpMAIIHH;

3) B ciydae, eciaM CBEICHUS O CIEHU(PHYECKON aKTHBHOCTH M TOKCHYHOCTH JICKAPCTBEHHOTO
CPEJCTBa, COACPIKAIINECS B OTUETE U 3aKIIOUYEHUHU O JOKIMHUYECKUX MCCIIEAOBAHUIX, SBIISIOTCS
HEJIOCTAaTOYHBIMH JJISI IPUHATHS PELICHUS O MIPOBEICHUN KIMHHYECKUX UCCIIEIOBAHUM.

1.18. Pemenne MunsnpaBa Poccun 00 oTka3e B MPOBEACHUN KIMHUYCCKUX HCCICIOBAHUN MOMKET
OBITH 00KaJIOBAHO B MOPSJIKE, YCTAHOBIEHHOM 3aKOHOAATeNbcTBOM Poccuiickoit @enepannu.

1.19. B cnydae BbIABICHUA HECOOTBETCTBUS MPOBOJUMBIX KIMHUYECKUX HCCIIECIOBAHUHN
3aKOHOI[aTeHBCTBy, HaCTOAIIIUM HpaBI/IHaM nu HpOTOKOHy KIIMHUYCCKOI'0O HCCIICOJOBAHUA MI/IH3,Z[paB
Poccun BmpaBe NMpUHATH peIICHHUE O MPUOCTAHOBJIICHHHM KIMHUYECKOTO HCCIICIOBAHUS M OT3BIBE
BBIJJAHHOT' O pa3pemeHH51 0 ITOJIHOTO UX yCTpaHeHI/IH.

II. TepmuHsb! U onpeneIIeHUs

Jl1st miereit HacTOSAIEro JOKYMEHTA UCTIONB3YIOTCS CISAYIOIINE TEPMUHBI M OTIPEACIICHHUS :

Bpomtopa wccnenoBarens - pedepaTHBHOE H3IOKEHHE pPE3yJbTaTOB JOKIMHUYECKOTO U
KJIMHUYECKOTO0 M3y4YeHHUsl JICKapCTBEHHOIO Ipenapara, 3HAYUMBIX [UIsl €r0 HCCIEeIOBaHUS Ha
YEJIOBEKE.

JIOKTMHUYECKOE UCCeIOBAaHUE - XUMHUUYECKOoe, PU3HIecKoe, OMOJIOTHIECKOe, MUKPOOHOIOTHIECKOE,
(bapMaKoIOTHIECKOE, TOKCHKOJIOTHYECKOE M JI000€ Npyroe 3KCIEPUMEHTATbHOE HCCIIeIOBaHUE,
MIPOBOJIUMOE C TIEJIBIO MOTYUYEHHUs HAyYHBIMH METOJIaMHU OIIEHOK M JI0Ka3aTelbCTB 3 (HEKTUBHOCTH U
0e30MMacHOCTH JIEKAPCTBEHHOTO MIperapaTa, He BKII0Ualolee SKCIIEPUMEHTOB Ha YETIOBEKE.

JoxymenTanus - nHpopMmanys, xpaHsmasics Ha Bcex (popmax Hocurtenen (OyMakHBIX, MAaTHUTHBIX,
ONTUYECKUX, OIEKTPOHHBIX, a TakKXKe OJJIEKTpOKapauorpaMmax, peHTTeHOorpaMMax W Jp.),
OTpa’Karomias XoJ MPOBEeICHUS M (W) Pe3yIbTaThl KIMHUYECKOTO HCCIIECIOBAHUS JEKAPCTBEHHOTO
npernapara.

NunuBuayanbHas KapTa HCHBITYEMOTO - IMEYATHBIM, 3JEKTPOHHBIM WA ONTHYECKUH JOKYMEHT,
OpeHAa3HAYCHHbIM JUIi BHECEHHUS B HEro HHGOpMAIMM IO KaKIOMY HCHBITYEMOMY,
PEeyCMOTPEHHON MPOTOKOJIOM KIMHUYECKOTO UCCIIEI0OBAHUS.

WNudopmupoBaHHoe coriacue UCTIBITYEMOro - 100pOBOJIbHOE, THCHBMEHHOE COTJIACHE HMCIBITYEMOTO
Ha y4acTue B KJIMHUYECKOM HCCIIEI0BAaHUHU 1OCIIE O3HAKOMIIEHUS CO BCEMH OCOOCHHOCTSIMU JJAHHOTO
UCCIIeIOBaHMS B 00BbeMe, IIPEAyCMOTPEHHOM 3aKOHOAATEIbCTBOM.

Hccnenyemblit mpenapar - jJeKkapcTBeHHass (hopMa aKTHBHOI'O BEIIECTBAa WM IUIane0o, M3ydaeMble
WIN UCIOJIb3yEMBIC JJII KOHTPOJS B KIMHUYECKOM MCCIIEOBAaHWU, B TOM YHCIIE JIEKAPCTBEHHBIM
npernapar, pa3pelieHHbI K MeIULIUHCKOMY MPUMEHEHHIO, B ClIydae, €ClId CIOCO0 ero mpuMeHEHHs
OTJIMYAETCS OT YTBEPKACHHOr0; IPH €ro HCMOJIb30BAHMM 10 HOBOMY IIOKAa3aHUIO WIH A
MOJTyYEHUs AOMOJHUTEIBHON HH(POPMAIIH 110 YTBEP>KIEHHOMY MOKa3aHUIO.

HCCHCZ[OB&TGHBCKHP'I LHCHTP - MCCTO MMPOBCACHHUA KIIMHUYCCKOI'0 UCCIICAOBAHM .

Kox ucnbiTyeMoro - yHUKaabHBIA HIEHTU(GUKATOpP, NMPUCBAUBAEMBIM HCCIIEOBATEIEM KaKIOMY
UCTIBITYEMOMY IIJISl  OOECIIEUeHUs] €ro aHOHWMHOCTH M HUCHOJB3yeMbId BMecTO (amumuu
UCIBITYEMOI0 B OTUETaX M0 KIMHUYECKOMY HCCIIEIOBaHUIO.

KoopanHaioHHBI KOMUTET - Oprad, oOpa3yeMblil 10 MHUIMATHBE OpPraHU3alUU-pa3padOTYHKa C
LEIbI0 KOOPAUHALIMY NPOBEAEHUS MHOTOLIECHTPOBOTO KIIMHUYECKOIO UCCIIEN0BAHUS.

MHOroLeHTpOBOE KIMHUYECKOE HCCIEAOBAaHUE - KIMHUYECKOE HCCIEAOBAHHUE, MPOBOAUMOE IIO
€MHOMY MPOTOKOJTy O0Jiee YeM B OJHOM HCCIIEIOBATENLCKOM IIEHTPE.

HexenarenpHple sBIEHUS - IIOObIE >Kajlo0bl WM CHUMITOMBI 3a0ojeBaHUS (B TOM 4YHCIIE
MaTOJIOTUYECKHE HW3MEHEHHUs JIabOpaTOpHBIX IMOKa3aTenieil), BbIABIECHHbIE Yy OOJIBHOTO WJIU



HCIIBITYEMOI'O, KOTOPBLIC CBA3daHBI BO BPECMCHHU C HCIIOJIB30BAHUCM HCCICAYCMOI'0 JICKAPCTBCHHOI'O
Impenapara, HE3aBUCHUMO OT HAJIUYHA HpH‘IHHHOﬁ CBA3U C €0 IPUMCHCHUEM.

HenpeasunenHsiit mo604HbIH 3¢ (eKT TeKapCcTBEHHOT0 CpeICTBa - MOOOUHBIH 3 dekT, XapakTep Hiu
TSDKECTh KOTOPOTO HE COTTIACyIOTCS C MMEIoLIeHcsl HH(pOpMaIHen O JIEKApCTBEHHOM CPEJICTBE.

OO0ecrieueHue COOTBETCTBUSI KIMHUYECKOTO WCCICOBAHHUS - COBOKYITHOCTh CHCTEMAaTHYECKU
MIPOBOJAMMBIX IIPOLEAYDP, 00ECIEUUBAIOIINX MTPOBEICHNE KIIMHUYECKUX UCCIIEJOBAaHUM, pEerucTpaluu
U 0000IIIEeHHUs MMOJYYCHHBIX JaHHBIX B COOTBETCTBUH C HacTosmuMu [IpaBuiamu ¥ AEHCTBYIONIUM
3aKOHO/1aTEIbCTBOM.

OT4eT 0 KIMHHYECKOM HUCCIICAOBAaHUU - TIPCACTABJIICHHBIC B IMMCBMCHHOM BHJAC PC3YJIbTAThI
KIIMHUYCCKOIr'0 HCCICAOBaHUA JICKAPCTBCHHOI'O0 CpEACTBA, BKIHOYAIOIIWEC OIMMCAHUC KIIMHUYCCKUX,
CTATUCTUYCCKUX MCTOAOB, a@ TAKIKC aHAJIN3 IMOJTYYCHHBIX JAHHBIX B HArJIAAHOM BUIC.

[To6ounbie 3¢ (HEKTH JIEKAPCTBEHHOTO CPEACTBA - OTPHUIIATEIBHBIE PEaKIWH, B TOM YHCIIE
HCIIPCABUICHHBIC, CBA3AHHBIC C BBCIACHUCM HIO60ﬁ A03bI HE3APCTUCTPUPOBAHHOTO JICKAPCTBCHHOI'O
npernapara Wid OOBIYHBIX 103, UCTIOB3YEMBIX C LENbI0 MPOPUIAKTUKH, JHATHOCTHKU WIIH JICYCHUS,
3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO TIperapaTa.

[Ipemapar cpaBHEHUsS - HCCIEIYyE€MbId WM KOMMEPYECKHH JIEKApCTBEHHBIM  Mpemnapar
(TTOJIOKUTENBHBIA KOHTPOJIb) WM Iane0o, HCHOJb3yeMble MJIsi CpaBHEHHUS B KIMHHUYECKOM
UCCIIETOBaHUH.

HpOTOKO.H - JOKYMCHT, KOTOpLII\/JI OMMUCBIBACT 3aaa4du, MCTOOOJIOTHIO, MPOLUCAYPbl, CTATUCTHYCCKUC
ACIICKTBI U OpraHrU3alui0 KIMHUYCCKOTI'O HCCICOOBAaHM.

[Ipsimoit nmocTynm - paspelieHHe Ha HW3ydeHHue, aHajlu3, NMPOBEPKY M KOMHUPOBAaHHE KaKOH-THOO
JOKYMEHTAIlMU ¥ OTYETOB KJIMHUYECKOIO UCCIICJOBAHMS.

Pangomusanus - mpouecc cily4aiiHOTO paclpeieeHHs] UCTIBITYEMbIX M0 ONBITHBIM U KOHTPOJIbHBIM
rpymnmnam, Mo3BOJISIOUIMNA CBECTH K MUHUMYMY CUCTEMAaTHUYECKYIO OIIMOKY U MPEIB3SITOCTb.

Cepbe3Hble HeXenaTelbHbIe SBICHHUS M (WJIM) Cepbe3Hble MOOOYHbIE 3(PQEKTH JTEKaPCTBEHHOTO
cpeAcTBa - JIt0ObIe HEOJAronpuUsATHBIE KIMHUYECKUE IPOSBICHUS, KOTOPbIE BHE 3aBHCHMOCTU OT
JI03bI TIperapara NPUBOIAT K CMEPTH, IPEACTABISIIOT Yrpo3y Ul JKU3HHU, TPEOYIOT TOCTIUTAIN3ALUN
WIN €€ MPOJUICHUs, IPUBOAAT K CTOMKOM WJIM BBIPAXEHHOM yTpare TpyJoCHOCOOHOCTH U (WIIN)
UHBAJIMAHOCTH, SIBJISIOTCS BPOXKICHHON aHOMAJIUEH/TIOPOKOM Pa3BUTHSI.

"Cnemoi" METO UCCIEOBAHUS - CIIOCOO MPOBEACHHS KIMHUYECKOTO UCCIEAOBAHUS, TIPH KOTOPOM
OI[HOﬁ 1501851 60)168 y‘-IaCTBYIOH_II/IM B UCCJICAOBAHUHN CTOpOHaM HE M3BCCTHO, KaKOﬁ n3 I/ICCJIe,Z[yeMBIX
MpenapaToB Ha3HAYCH UCTIBITYEMOMY.

CranpmapTHele  OpOLENyphl - MOAPOOHBIE TNUCBMEHHbIE HHCTPYKIMH, OOECIEUMBAIOIINE
€IMHO00pa3ue BBIIIOJIHEHUS ONPEACIICHHBIX (DYHKIUH.

III. O6ecnieuenue npas,
0€30MacHOCTH U OXPaHbI 370POBBS UCIIBITYEMBIX

3.1. ®usnyeckoe JIHUIO, KOTOPOMY HA3HAYAETCS MCCIEAYEMBIM JIEKapCTBEHHBIM Mpenapar Wiu
Ipernapar CpaBHEHHUs (Jajlee - UCHBITYEMbIH), [JaeT NUCbMEHHOE COIJacMeé Ha Yy4acTHE B
KJIMHUYECKUX MCCIEAOBAHUAX JIEKAPCTBEHHOI'O CPEJCTBA. YYacTHE HCHBITYEMbIX B KIMHUYECKUX
HCCIICAO0BaHUAX JICKAPCTBCHHBIX CPCACTB ABJISACTCA I[O6pOBOJII:HI>IM.

3.2. UcneiTyeMblit 1omKeH ObITh HHOOPMUPOBAH:

1) o nexapcTBEHHOM CpEICTBE W CYIIHOCTH KJIMHUYECKHUX HCCICIOBAHUN YKa3aHHOTO
JIEKapCTBEHHOT'O CPE/ICTBA;

2) 06 oxunaemMoil 3((eKTUBHOCTH, O 0€30MACHOCTH JEKAPCTBEHHOTO CPEACTBA, CTENCHU pPHUCKA
JUISl TIAIMCHTA,

3) o neicTBUAX NHalMEHTa B clydyae HeNpeABUIACHHBIX 3()(EKTOB BIUSHHS JIEKAPCTBEHHOTO
CpeZCTBa Ha COCTOSIHUE €ro 3/10pOBbs; 4) 00 YCIOBHAX CTPAXOBAHUS 3/10POBbS MALUCHTA.



3.3. HcnbiTyeMblil HMMEET TMpaBO OTKAa3aTbCs OT YYacTHUS B KIMHUYECKUX HCCIICIOBAHUIX
JIEKapCTBEHHOT'O CPEJICTBA HA JIFOOOM CTAaIUU MTPOBEACHUS YKA3aHHBIX MUCCIICIOBAHUM.

34. He pomnyckaooTcd — KIMHUYECKHME  HCCIEJOBAHMS  JIEKAPCTBEHHBIX  CPEACTB  Ha
HECOBEPILIECHHOJIETHUX, 338 UCKIIFOYEHUEM TEX CIIy4aeB, KOIAa UCCIENyEMOE JIEKAPCTBEHHOE CPEACTBO
npeHa3HaYaeTCss UCKIIOYUTEIbHO JUIS JICUCHUS IeTCKUX OOJIe3HEH MM KOTJa IeNbI0 KIMHUYECKUX
UCCJICIOBAHUN SBIIAECTCA IOJy4CHHE NaHHBIX O HAWIy4dllIed IO3MPOBKE JEKAPCTBEHHOI'O CPEICTBA
JUIsl  JICYCHUS HECOBEpLICHHOJIETHUX. B mocienHeM ciyyae KIMHMYECKUM MCCIIEIOBAHUSAM
JIEKapCTBEHHOI'0 CPEICTBA HA HECOBEPLICHHOJIETHUX IOJDKHBI MPEAIIECTBOBATh HUCCIENOBAaHUSA HA
COBEPILECHHOJIETHUX.

3.5. 3anpeniaercs NpoBeACHUE KIMHUYECKUX UCCIIEA0BAaHUN JIEKAPCTBEHHBIX CPEJCTB Ha:

1) HecOBepIIEHHOJIETHUX, HE UMEIOLIUX POAUTEIICH;

2) OepeMEHHBIX JKCHIIMHAX, 3a WCKIIOUEHHUEM CIIy4aeB, €CIM TPOBOJATCA KIMHHUYECKUE
UCCIICIOBaHMs JICKAPCTBEHHBIX CPEJNICTB, MPEAHA3HAYCHHBIX IJisi OCpEeMEHHBIX KEHINWH, KOTAa
HeoOxoaumasi MHpOpMaIUsi MOXKET OBITh IMOJydYeHa TOJBKO MPU KIMHHUYECKUX HCCIIECIOBAHUSIX
JIEKapCTBEHHBIX CPEACTB Ha OCEPEMEHHBIX KCHIIMHAX M KOTJa MOJHOCTHIO HCKIIOYEH PHCK
HaHECEHMsI Bpe1a OEpeMEHHOM JKEeHIIMHE U TUIOY;

3) BOCHHOCTyXalllHX;

4) nunax, OTOBIBAIONIMX HAaKa3aHWE B MECTaX JIMIICHHUS CBOOOJBI, a TaKKe Ha JHIax,
HAXOJISAIIUXCS TI0J] CTPAXKEH B CIEICTBEHHBIX U30JIATOPAX.

3.6. Ilpu npoBeneHUHM  KIMHUYECKHX  MCCJIEAOBAaHWWA  JICKAPCTBEHHBIX  CPEACTB  Ha
HCCOBCPHICHHOJICTHUX HGOGXOI[I/IMO IIUCHbMCHHOC COTJIaCuc Ux pOHHTGHCﬁ.

3.7. JomyckaroTcs KIMHUYECKHE HCCIEAOBAHUS JIGKAPCTBEHHBIX CPENCTB, MpPEIHA3HAYCHHBIX JIJIs
JICUCHUS TICUXHUYCCKHUX 3360HeBaHHﬁ, Ha JINIax C IICUXHUYCCKUMU 3a6OJIeBaHI/I$IMI/I nu HpI/I3HaHHBIX
HEJICECITOCOOHBIMU B TIOPSJIKE, YCTAHOBJICHHOM 3aKOHOATENhCTBOM Poccuiickoit deaepanum.

3.8. JloroBop cTpaxoBaHMs 310pOBbs NAIMEHTA, YYaCTBYIOILErO B KIMHUYECKHUX HCCIIEIOBAaHUIX
JIEKapCTBEHHOTO CPEJICTBA, 3aKIHOYAETCsl MEXJy OpraHu3aluei - pa3paboTYUKOM JIEKapCTBEHHOIO
CpEeACTBa U MEAULIMHCKON CTPaXOBOM OpraHU3alueH.

IV. Iopsinox HHPOPMUPOBAHUS UCTIBITYEMOTO
0 KJINHUYECKOM HCCIIEI0OBaHUU

4.1. VupexneHue 31paBOOXpAaHEHHs HE HAUMHAET HcCcleoBaHMe, Moka KoMuTeT mo 3THKeE,
CO3JAIOIIMNCA KaK HE3aBHCHMBIN DKCIEPTHBIM OpraH, Ha ypOBHE YUPEXKIEHHUS 3IpaBOOXpPaHEHUS,
PErMOHOB WJIM CTPaHbl, U COCTOSIIMM M3 JIKL, paboTaloluX B 00JIACTH MEAMLMHBI, HAYKU U BHE
HayKM, B UbM (DYHKLMOHAJIbHbIE 00S3aHHOCTH BXOJAUT OOECleYeHUe 3alUThl MpaB, 0€30MaCHOCTH U
OXpaHBI 37I0POBbS HCIBITYEMBIX, HE OMOOpPUT (B NTHCBMEHHOM BHAE) (OpPMY IHCHMEHHOTO
UH(POPMHUPOBAHHOTO COTJIACUS M JPyTrHe MaTepHajbl, MPEeIOoCTaBIseMble HCIBITYEMOMY WM €ro
3aKOHHOMY IIPEICTABUTENIO.

4.2. ®opma nHGOPMHUPOBAHHOTO COTJIACUS U JAPYTHE MaTepHaIbl MOTYT MEPECMATPUBATHCS 1O XOIy
UCCJICTIOBAHMSI, €CJIH OTKPBIBAIOTCS OOCTOSTENBbCTBA, CIOCOOHBIE TMOBIHATH HA COTJIACHE
ucreiTyemMoro. HoBast pemakiusi MepevrcIICHHON BBINIE JTOKYMEHTAIlMM B 00S3aTEIBHOM TOPSIIKE
npoxoauT omodpenue Kommurera mo 3Tuke, a (pakT JOBEACHHUS €€ MO UCHBITYEeMOro JOJKEH OBITh
JIOKyMEHTAJIBHO MOATBEPHKICH.

4.3. Hasnagaemoe B paMKax Yy4YpeXKIEHHUS 31paBOOXPAHEHMS JOJDKHOCTHOE JIMLO, HECYIlee
OTBETCTBEHHOCTh 3a IPOBEIEHHE KIMHUYECKOIO HCCIEAOBaHMS B YUPEKACHUU 3]PABOOXPAHCHMS
(manee - uccuenoBarTesb), U €ro COTPYAHUKH HE JOJDKHBI OKa3bIBaTh JIaBJICHUE HA UCTIBITYEMOTO WM
BBI3BbIBATh Y HEr0 HEOOOCHOBAHHYIO 3aMHTEPECOBAHHOCTh B YYAaCTHM WM MPOAOKEHUM y4acTHsl B
UCCIJIEIOBAaHUM.

4.4, Nudopmarusa 00 uccieqoBaHUU JOHKHA OBITH JOBEICHA 10 HCHBITYEMOTO B JOCTYITHOW H
nousaTHOU ¢opme. K ycTHON mHpOpManuMu M NMUCBMEHHBIM MaTepuajaM JOJDKHBI HPEIbSBIATHCS
cieayromue TpeOOBaHMS:

- COACPKAHNC MUHUMAJIBHOI'O KOJIMYCCTBA CIICHUAJIbHBIX TCPMHUHOB,



- OTCYTCTBHC q)OpMy.]'H/IpOBOK, IpsAMO BBIHYXXIAIOOIUX HCHBITYCMOI'0 HWJIM €ro IpEACTABUTCIIA
O0TKa3aTbCAa OT CBOMX 3aKOHHBIX ITPAB;

- OTCYTCTBHUC 3a$IBJIeHI/II\/JI, OrpaHMYMuBarOIUX OTBCTCTBCHHOCTL MCCICAOBATCIIA, YYPCKIACHUA
3/IpaBOOXPaHEHUs, OpraHu3aIMU-pa3paboTIrKa U (HIIH) €€ TIPEICTaBUTEIICH.

4.5. VlccnenoBarenb UM €r0 COTPYIHUK AOJDKHBI 10 MOTyYeHHUsI HHOOPMUPOBAHHOTO COTJIACHS J1aTh
UCTIBITYEMOMY HJIM €r0 IPEeACTaBUTEI0 JOCTATOYHO BPEMEHU AJIsl IPUHATHS pelIeHus: 00 y4acTHH B
UCCIICIOBAaHUHU U MPEIOCTaBUTh BO3MOXKHOCTD HOJIYYHTh NOAPOOHYI0 HH(OPMAIHIO 00 UCTIHITAHUU.

4.6. Jlo BKJIIOUYEHMS HCHOBITYEMOTO B MCCIEIOBAHWE OH CaM WJIM €ro MNpeACTAaBUTENb U JIMLO,
MPOBOJIMBILIEE PAa3bsICHUTEIbHYIO Oecely, MOANUCHIBAIOT H JAaTUPYIOT (OpMYy MHCEMEHHOTO
coriacusl.

4.7. B ciydae, eciau HMCHBITYEMbBI WIM €r0 IPEICTaBUTENb HE YMEIOT WM HE MOTYT 4YMTarTh,
HEOOXOJUMO TIPHUCYTCTBHE (DU3MUECKOTO JIMIA, HEMPHYACTHOTO K MPOBEIACHHIO KIMHUYCCKOTO
UCCIIeIOBaHMSI (JJajiee - He3aMHTEPECOBAHHBIN CBUICTENh) B TCUCHUE BCEH Pa3bsCHUTEILHOMN OeceIbl.
[Tocre TpoYTeHHUST M PA3bICHCHHUS HCIBITYEMOMY HIIM €ro NMPEACTaBUTEII0 (POPMBI MHCHMEHHOTO
corjacus u ,Z[p}/FI/IX MaTepI/IaJ'IOB, HCHBITyeMBIﬁ nJIn €ro Hpe,Z[CTaBI/ITeJIB nacT YCTHOC corjjacuc Ha
y4acTHe WCIBITYEMOTO B HMCCICAOBAHWU M, €CJIHM CIIOCOOHBI, TMOJIIUCHIBAIOT W JATHPYIOT (Hopmy
corjacus. HC?)&HHTGPCCOBB.HHBIﬁ CBHUACTCIIb TAKXE IIOAIMMCBHIBACT U HpOCTaBHHCT z[aTy Ha (bopMe
MUCBMEHHOT'O COTJIaCHs, YeM MOATBEPIKIAACT, UYTO HHPOPMAIIHS, COACPKAIIASACI B JAHHOM JOKYMEHTE
U Jpyrux MaTepHallaX, pa3bsACHEHAa M IOHATA HUCIBITYEMOMY WM €ro IPEACTAaBUTENI0, a CaMo
corjlacue JaHo TOOPOBOJIBHO.

4.8. HcnpITyeMblii WM €ro NpEeACTaBUTENb TOJDKHBI ObITh MPOMH(OPMHUPOBAHBI IO BOMPOCAM,
IPEIYyCMOTPEHHBIM  3aKOHOJATEIbCTBOM, KOTOpBIE  JOJDKHBI ~ OBITH  OTPaX€Hbl B XO€
pa3bsiCHUTENBbHOM Oecenbl, B (opMe MUCBMEHHOTO COTJlacHs M JAPYTHX IPeIoCTaBIsIeMbIX
HCIIBITYEMOMY MaTEpHaJIOB.

4.9. Ecnu MCHIBITYEMBI HaXOAMTCA B HEOTJIOKHOM COCTOSIHUM M Yy HETO HEBO3MOKHO IOJYyYUTh
corJiacue JUlsl BKIFOUEHHsI B MCCIIeI0BaHUE, OHO JIOJIKHO OBITh ITOJIyYEHO y €ro MpeACTaBUTENs, €CIH
NOCIEAHUN MpPU ITOM NpHUCYTCTBYET. Koraa oTCyTCTBYeT M NpPEACTaBUTENb UCIBITYEMOrO, CIEAYET
NPUHATH MEpPBI, MPEAYCMOTPEHHBIE MPOTOKOJIOM U (MJIM) OPYT'MM JOKYMEHTOM (YTBEP)KIECHHBIM
KoMureToM mno »3THMKe) [ BKIIOYEHHS UCIBITYEMOIO B HccienoBaHue. B mocnenyromem
UCTIBITYEMBIN WU €T0 MPEICTaBUTENb JOJLKHBI ObITh IIOCTABJIEHBI B U3BECTHOCTh 00 UCCIIEJOBAHUY B
KpaTyaiiime Cpokd, U y HUX JJOJDKHO OBITh IOJIy4EHO COTJIaCHE Ha MPOJIOJKEHUE UCTIBITAaHUS.

V. MeaunuHckas oMoILb UCIBITY EMbIM

5.1. KpamuduuupoBaHHBIH Bpau, SBISIONUIICS HCCIEIOBATENEM, WIH €ro COTPYAHUK HECYyT
OTBETCTBEHHOCTH 10 BOIIPOCAM OKa3aHMsI METUIIMHCKOM MOMOIIY B paMKaX UCCIIEJOBaHMS.

5.2. B mporecce KIMHUYECKOTO HMCCIEIOBAHUSA U TIOCIIE €ro OKOHYaHMs HccienoBaTenb M (M)
YUpEXKICHUE 3IPAaBOOXPAHECHUS JOJDKHBI OOCCIEYUTh OKa3aHHE HWCIBITYEMOMY HEOOXOIUMOM
MEIUIUHCKON IOMOIIM B Cllydae JIOOBIX BBISBICHHBIX B XOJI€ HCCIIEJOBAaHUS HEraTUBHBIX
NPOSIBJICHUH, BKIIIOYAsi KIMHUYECKU 3HAUMMbIE H3MEHEHUS JIAOOPATOPHBIX MMOKa3aTeNei.

5.3. UccnenoBarens U (WIK) YUPEKICHHUE 3APABOOXPAHCHUS OO0S3aHBI COOOIIUTH HCIBITYEMOMY O
HeO6XO,[[I/IMOCTI/I JICUCHU 336OJICB3.HI/II71, BBISIBJICHHBIX B XO01€ UCIIBITAHUA.

VI. Komurer o 3tuke

6.1. OcHoBHas 3agadya Komurera mo 3TMKE - 3alllUTa IPaB U 3J0pPOBbS HMCHBITYEMBIX, a TAKXKE
rapantus ux Oe3omacHocTH. Oco0oe BHHUMaHHE YIENSeTCS TeM KIMHUYECKHM HCCIIEIOBAHUSM,
YYaCTHUKAMU KOTOPBIX MOTYT OBITh HCHBITYEMbIE, Yb€ JOOPOBOJILHOE COIJIacCM€ Ha ydacTHE B
KJIMHUYECKOM HCCJIEIOBAaHUM MOXET OBbIThb pe3ylbTaTOM HUX YpPE3MEPHON 3aMHTEPECOBAHHOCTH,
CBSI3aHHOW € OOOCHOBaHHBIMHM WM HEOOOCHOBAHHBIMU MPEJCTABICHUSAMU O MPEUMYIIECTBaX
y4acTusl B UCCJIEJOBAHUU U (WJIM) C CAHKLIMSMHU CO CTOPOHBI PYKOBOJCTBA B CIy4yae OTKa3a.



6.2. Komurer mo 3THKe paccMaTpUBAET BONPOC O MPOBEACHUM KIMHUYECKOTO HCCIEAOBAHUS B
YCTAHOBJICHHBIE CPOKHM M JAeT NHCbMEHHOE 3aKIIOYEHUE, YKa3blBas Ha3BaHUE HCCIIECIOBAaHMUS,
PacCMOTPEHHBIE JOKYMEHTBI U JaTy OJHOTO U3 CIEAYIOMIMX BO3MOKHBIX PELICHUN:

1) onoOpeHust Ha TPOBEICHHUE UCCIICIOBAHNS,

2) TpeOoBaHMS O BHECCHHMHM W3MEHEHUW B MPEAOCTABICHHYIO IOKYMEHTAIUIO AJis TOTY4YeHUS
0J100peHUs Ha TIPOBEACHUE HCCIICIOBAHNUS;

3) oTkaza B 0JJOOpEHUH Ha MPOBEICHUE UCCIICAOBAHMS;

4) ormeHsl u (WJIM) TPHOCTAHOBIEHHUS BBIJIAHHOTO paHee OJ00peHUsT Ha MPOBEICHUE
UCCIICIOBAHUSI.

6.3. KoMureT mo »THKe OLlEHMBAaeT KBATU(UKALMUIO UCCIEI0BATENsI Ha OCHOBAHWU HUMEIOUIMXCS Y
HEro JOKyMEHTOB Ha HACTOSIIWN MOMEHT U (WJIM) APYTUX HEOOXOIUMBIX MaT€pPHAJIOB, IMOJTy4YEHHBIX
1o 3anpocy Komurera 1o sTuke.

6.4. B npouecce uccinenoannus KoMUTeT M0 3TUKE NEPUOJAUYECKN PACCMATPUBAET JOKYMEHTALIUIO C
YacTOTOM, 3aBUCSIIEH OT CTENEHH pHCKa, KOTOPOMY IIOJIBEPraroTCsl UCHBITyeMble, HO HE pexe
OJIHOTO pasa B ro.

6.5. Komurer mo 3Tuke MOXKET MOTpeOoBaTh, YTOOBI HCIBITYEMBIM OBUIM MPEIOCTABICHBI
JOTIOTHUTEIbHBIE CBEACHHUS 00 WCCIeNOBAaHUM, €CiH, Mo MHeHuio Komutera mo 3THKe, 3TO
HEOOXOUMO JUIS 3aIIUTHI IIPaB U 310POBbS UCIIBITYEMBIX.

6.6. Ecnu coriacue Ha ydacThe MCIBITYEMOTO B MCCIEIOBAaHUU JAET €ro npejacraButenab, Komurer
[0 ATHKE JOJDKEH YOeIUThCSs B TOM, YTO B MPEAOCTaBICHHOM MPOTOKONE W (WUJIM) ApPYyroi
JIOKYMEHTAIIMU MTOJIHOLEHHO OTPAXXEHbI 3TUYECKHUE ACTIEKThI IaHHOT'O UCCIIEIOBaHUSI.

6.7. Ecium mpoOTOKON KIMHUYECKOTO MCCIEAOBAHMSA YKa3blBACT HAa HEBO3MOXHOCTH IIOJy4YECHHS
COrjacus HCIHBITYEMOIO MWW €ro IMPEACTaBUTENs [0 MOMEHTA BKJIKOYEHUS HCIBITYEMOIO B
uccienoBanve, Komuter no sTuke A0JKEH yOEIUTHCS B TOM, YTO B IIPEJOCTABIEHHOM MIPOTOKOJIE U
(unu) Apyrol JOKyMEHTAIMH MOJTHOLEHHO OTPAaXXEHbI STUUECKUE aCTIEKThI TOr0 UCCIEeIOBAHNUS.

6.8. KomuTter mo 3THKe paccMaTpuBaeT MOPSAIOK U CYMMBbI BBIIUIAT UCTIBITYEMbIM, YTOOBI YOEAUTHCS
B OTCYTCTBUHM HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTH WIIH MPUHYKIACHHUS UCIIBITYEMBIX.

6.9. Komurer mo »THKE MAOMKEH YyOEAWThCS B TOM, 4YTO HHGPOpPMAIUsS O MaTepUaTbHOM
BO3HArpaxJI€HUU UCIILITYCMBIX, BKIIKOYad MCTOAbl, CYMMbI U IMOPAAOK BBIIUIAT, ITOJIHOCTBIO OTPAKCHA
B (opMe MUCHMEHHOTO MH()OPMUPOBAHHOTO COTJIacHsi M (WJIM) IPYTUX MaTepHalax C yKa3aHHEeM
9Talla UuCCJICa10BaHUA.

6.10. B coctaB KomuTera mo 3THKE OOMKHO BXOJWThH IOCTATOYHOE YHCIIO JIUIl, OO0JIagaroIux
HGO6X0,III/IMI>IM OIIBITOM H KBaHH(I)HKaHHCﬁ JUUIA BKCHepTHOf/'I OILICHKHN Hay‘IHBIX, MCOAUIIUHCKUX U
ATUYECKUX ACMEKTOB IJIAHUPYEMOTO HCCIICIOBAHUS.

6.11. Komurer mno 3Tuke JAEMCTBYET B COOTBETCTBHUM C YTBEPXKACHHBIMH CTaHIApTHBIMU
HpoLeaAypaMH, BeJeT HEOOXOIUMYIO0 JOKYMEHTAallMI0 W TPOTOKOIHpyeT 3acemaHus. Ero
JeSITeIbHOCTh JIOJDKHA COOTBETCTBOBATh HACTOSIIMM llpaBmiaM M JEWCTBYIOIIMM HOPMAaTHBHBIM
TpeOOBAHUSM.

6.12. Ha odunmansubix 3aceqanusx KoMuTeT 1o 3THKe NPUHUMAET PelIeHHs TPU HAIUYHH KBOpyMa,
OIPENIEIIEHHOT0 COOTBETCTBYIOIUM ITOJIOKEHUEM.

6.13. YyacTBOBaTh B rOJIOCOBAaHUU U aBaTh PEKOMEHALIMHU 110 BOIPOCY MPOBEACHUS UCCIEIOBAHNS
MoryT wieHsl Komurera 1no 3THKE, KOTOpPbIE NIPHHHMAIOT HENOCPEACTBCHHOE YYacTHE B
paccMOTPEHHH U 00CYKIEHUH JOKYMEHTAIIUH 110 UCCIIEIOBAHUIO.

6.14. HccnenoBatenp mpenocraBinser uHpopmaruio Komurery mo 3THKE TO JHOOBIM acleKTam
HCCJIICAO0BaHUA, OJHAKO HC NPUHHUMACT YYaCTUC B €ro MpCHUAX WKW B I'OJJOCOBAHUH II0 BOIIPOCY
0/100peHus Ha MPOBEICHNE UCTIBITAHUS.

6.15. KoMuteT mo 3THKEe MOXET MpHOerats K MOMOIIM HE3aBHCUMBIX HKCIEPTOB IO CHELHATbHBIM
BOIIPOCAM.

6.16. KoMuTeT 110 3THKE TOKEH:



1) UMeTh HDOKyMEHTaIbHO O(GOPMIICHHBIE CTAHIAPTHBIE MPOIEIYpPHl, KOTOPBIE TOBOASTCS [0
CBEJICHUS OpTraHU3aIHii - pa3padOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

2) cobuoaaTh MOJOKEHHS, PETJIAMEHTUPYIOIIHNE €0 e TeIbHOCTh;

3) cBoeBpeMeHHO B TeueHue 10 gHEl B MUChbMEHHOW (OpMe COOOIIMTh MCCIIEIOBATEII0 U (M)
VUPEXKICHUIO 3PABOOXPAHEHHUS O pe3yibTaTax pPACCMOTPEHHSI MAaTepHAOB KIMHHUYECKOTO
UCCIICIOBAHMSI JIEKAPCTBEHHOT'O CPENICTBA M MPHUHSITHIX PEKOMEHAANUAX, B TOM YHCIIC MPHYNHAX
OTKa3a;

4) XpaHWUTh JOKYMEHTAIlUIO (CTaHIApTHBIC MPOICIYphl, CIIMCKH WICHOB C YKa3aHHEM poja
ACATCIIBHOCTH MW MECTa pa6OTLI, NPpCACTABJICHHLIC Ha pPaCCMOTPCHUC AOKYMCHTHI, ITPOTOKOJIbI
3acelaHuil M KOPPECIOHICHIMIO) HE MEHEee TpeX JIeT IOCe 3aBepIICHUsS HCCICIOBAHHUA U
NpeaoCTaBJIATH €€ 110 Tpe60BaHI/IIO 3aUHTCPCCOBAHHBIX OPraHOB B MPC/CIaX UX KOMIICTCHIIUU.

6.17. UccnenoBaTtenu, opraHu3aiusa-pa3pabOTYMK, 3aWHTEPECOBAHHBIE OpTaHbl B Tpeaesiax HX
KOMIICTCHIIMU MOTYT 3allpoOCUTh Y Komurera mo sTHKE CTAaHAAPTHBIC TIPOUCAYPBI U CIHUCOK Cro
YJICHOB.

VII. Ob0ecneuenue
KadeCTBAa KIIMHUYCCKUX I/ICCJ'IGILOBaHI/Iﬁ

7.1. PykoBoauTenb YUpEKICHHUS 3IPaBOOXPAHEHUs, IMPOBOAALIETO KIMHUYECKUE HCCIEI0BaHMS
JIEKapCTBEHHOTO CPEJCTBA, YTBEPKAAET MPOrpaMMy KIMHUYECKOIO MCCIEIOBAHUS M HA3HA4aeT €e
PYKOBOJUTEIIS.

7.2. PykoBoauTenemM mporpaMMbl yKa3aHHBIX HCCIICIOBAHUNA MOXKET OBITh Ha3HAYEH Bpay CO CTaXKEM
paboThI O MPOrpaMMaM KIMHUYECKUX MCCIIEOBAHHM JIEKapCTBEHHBIX CPEICTB HE MEHEE JIBYX JIET.

7.3. IlporpamMmma KIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHOTO CpEACTBA pa3palaThiBaeTcs C
yuactueM Komwurera mo 3TuUKe HpU YUPEKAECHUU 3APAaBOOXPAHEHUS, NMPOBOASIIEM KINHUYECKUE
UCCIICI0BaHMU.

7.4. PYKOBOI[I/ITGJ'IL nporpamMmsbl KIMHHUYCCKUX HUCCIeI0OBaHUMN JICKApCTBCHHOTO CpCACTBa OJIZKCH
OBITH O03HAKOMJICH C pe3yibTaTaMu JOKIIMHUYCCKUX I/ICCHGILOBaHI/Iﬁ AAHHOTO JICKAPpCTBEHHOI'O
cpeacrtBa U UMECT IIPpAaBO Ha IIOJYUYCHHUC r000i JOTIOJIHUTEIIHLHOM I/IH(i)OpMaI_[I/II/I, OTHOCSIIIUICS K
JAOKIIMHHUYCCKUM HCCJIICAOBAHUAM YKA3aHHOTO JICKAPCTBCHHOI'O CPCACTBA.

7.5. PYKOBOI[I/ITGJ'IL nporpamMmbl  KIIMHUYCCKUX HCCIEIOBaHNN JICKAPpCTBCHHOTO  CPEACTBA
OCYHCCTBIIACT Ha60p ManuCHTOB, KOTOPBIC [0 MCAUIIMHCKUM IIOKa3aHUIAM MOTYT OBITH IMPUBJICYCHDBI
K Y4aCTHUIO B KIIMHUYCCKUX HUCCIICAOBAHHUAX JICKAPCTBCHHOI'O CPCIACTBA.

7.6. HccnenoBatenb IOMKEH 3HaTh M COONIONATh HACTOSAIIME IIpaBUIa U JACHCTBYIOLIHE
HOpPMAaTUBHBIE TPEOOBAHMUSL.

7.8. HccnemoBaTenb IOMKEH HWMETh 0Opa3oBaHWE, MPOPECCHOHATBHYIO TOJTOTOBKY H OIIBIT,
MO3BOJIIOIINE €My OCYHIECTBIISITh HAJJIeKalllee IPOBEACHHE KIMHUYECKOTO HCCIIEeIOBAHMS
JIEKapCTBEHHOTO CPEJICTBA.

7.9. UccnenoBatenem MOXET ObITh Ha3HAUEH Bpay CO CTaKeM pabOThI MO MPOrpaMMaM KIMHUYECKUX
UCCJIC0BaHMI JIEKAPCTBEHHBIX CPEICTB HE MEHEE JIBYX JIET.

7.10. HccnemoBaTenb JOHKEH HMMETh B CBOEM  pACHOPSHKEHUM — JIOCTATOYHOE — YHCIIO
KBAJM(PHUIUPOBAHHBIX COTPYAHUKOB M COOTBETCTBYIOLIYIO MaTepHaIbHO-TEXHHUECKYIO 0a3y (B
TEUEHHE BCETO CPOKA MCCIICIOBAHMS) I IPOBEICHUSI NCCIICIOBAHMS KaUeCTBEHHBIM U 0€30MacHbIM
JUUIA I/ICHLITyeMI:IX 06pa30M.

7.11. HUccnenoBarenb MOJDKEH OBITH O3HAKOMIICH C pe3yJibTaTaMU JOKIMHUYECKHX HCCICTOBAHUMN
I/I3y‘-Ia€MOI‘O HeKapCTBeHHOFO CpeI[CTBa n HUMCTHb HpaBO Ha HonyquHe HIO60ﬁ I[OHOJIHHTCJIBHOﬁ
nH(}OpMAIUU, OTHOCAIIEHCS K TOKIMHUYECKUM HCCIICTOBAHUSM.

7.12. HccnenoBatenb A0MKEH yOeAMThCS B TOM, YTO MEPCOHAJN, NPUHUMAIOIIMN ydacTHEe B
HCCIIEJOBAaHUH, O3HAKOMJICH C ITPOTOKOJIOM, HH(POPMAIIEH O Tperapare U co CBOMMH (YHKIHUAMH
0053aHHOCTSIMH B UCIIBITAHHH.



7.13. WccnenoBarenb JOJKEH OCYLIECTBUTh HAOOp MAIMEHTOB, KOTOPbIE IO MEAULIHUHCKUM
NIOKA3aHUSAM MOTYT OBITh IIPUBJIEUEHB! K YYACTUIO B KIMHHUYECKOM HMCCJIEJOBAHUU JIEKAPCTBEHHOTO
CpeACTBa.

7.14. VYupexneHue 3ApaBOOXpaHEHHs M (WJIM) UCCIEAOBAaTeNb HE JOJDKHBI TPEMSITCTBOBATH
MPOBCACHUIO NPOHCAYP MOCTOAHHOTO KOHTPOJIA KIIMHUYCCKOI'O HCCICAOBAHUA U 06CCH€‘-I€HI/I$I €ro
npoBeJeHUs, cOOpa JAaHHBIX M TPEICTABICHUSA PE3yJbTaTOB COIJIACHO HACTOSIIMM IIpaBHiIaM,
CTaHJAPTHBIM TPOIEAYpPaM H MPOTOKOIY KIMHHYECKOTO HCCIIECIOBAaHMS (Jajiee - MOHUTOPUHTA) U
HE3aBUCHMOI OLIEHKH COOTBETCTBHSI NMPOBOJUMOrO KIMHMYECKOTO HCCIIECOBAHMS U JIEATEIbHOCTH
€ro y4YaCTHUKOB TpeOOBAHMSIM 3aKOHOJATENIbCTBA, KOTOpass MPOBOAMTCA KaKk C  IIENBIO
MOJTBEPXKJEHUSI caMoro (akra KIMHUYECKOrO UCCIEJOBaHUS, a TaKkKe TIOoCyAapCTBEHHOMY
KOHTPOJTIO.

7.15. WccnenoBareslb MOKET MNPUHATH PEIIEHUE O MNPEKPAICHUH KIMHUYECKOTO HCCIEIOBAHUS
JICKapCTBEHHOTO CPEJICTBA B CIIy4ae, €ClId B MPOIIECCe €ro MPOBEAeHUS 0OHAPYKEeHA OMACHOCTD IS
3JI0POBBS UCTIBITYEMBbIX.

7.16. UccnenoBarens U (WIM) YUpEXKACHUE 31paBOOXPAHEHUS JOJKHBI IPOBOJIUTH UCCIIEJOBAHHUE B
COOTBETCTBUH C IPOTOKOJIOM, 0JJOOpeHHBIM KOMHUTETOM IO 3THKE, COrJIaCOBaHHBIM C OpraHU3aluei-
pa3paboTYMKOM U pa3pelIuTeIbHBIMI OpraHaMu.

7.17. JIOTOBOPEHHOCTh MEXAy HCCienoBareaeM © (WIH) YUYPEKIACHHEM 3ApaBOOXPAaHCHUS U
OpraHu3anue-pa3padoTInKoOM (PUKCUPYETCs MPOTOKOIOM MU OTAEIbHBIM COTJIAIICHUEM.

7.18. UccnenoBarens U (WIH) YIPEKIESHHE 3IPAaBOOXPAHEHHUS HE IOJDKHBI JOITYCKaTh OTKJIOHEHHUH OT
IMPOTOKOJIa WX BHOCUTH B HCT'O U3MCHCHUSA 663 corjacusd opraHmauHH-pa3pa60TqHKa u Komurera
0 STHUKE.

7.19. HccnenoBatenb WJIM €ro COTPYJHHKH JOJDKHBI PETUCTPHPOBATH JHO0OE OTKIOHEHHE OT
YTBEPKICHHOIO IPOTOKOJIA C YKa3aHUEM ITPUYMH.

7.20. HccnenoBarenb MOXET OTKIOHHTHCS OT TPOTOKOJA WM BHECTH B HETO0 W3MEHEHus 0e3
peBapuTeNbHOr0 0100penus KomuTeTa 1o 3Tuke TOJIBKO B CIy4yae YCTPAHEHHUS YTPo3bl 3J0POBbs
UCIIBITYEMBbIX M KOTJa M3MEHEHHsI 3aTParuBalOT TOJBKO MaTEPUAIbHO-TEXHUYECKUE WIH
aIMUHUCTPATUBHBIE ACTIEKTHI UCCIIEIOBAHHUS.

7.21. Wudopmamyst o MOMYIICHHBIX OTKIOHEHHMAX MM HM3MEHEHUSX, a TaKKe HMX NpPUYMHA U
npejyiaraeMasi IornpaBKa K IPOTOKOJIy JOJDKHBI ObITh mpepocTaBieHbl: Komurery mo stuke s
paccMOTpeHHsI ¥ YTBEPXKICHHS;, OpTraHU3alMH-pa3pa0dO0TUMKy; pa3pelIMTENbHbIM OpraHaMm IJis
COIJIACOBaHUS.

7.22. Bce uccnenoBaTenyu Moay4yaroT HHCTPYKLIUHU MO COOJIOJICHUIO POTOKOJIA, €IMHBIX CTaHIapTOB
OLIEHKN KIMHMYECKUX U Ja0OpaTOPHBIX HAHHBIX, a TAKXKE IO 3alOJIHEHUIO KapT HCIBITYEMBIX.
HccenenoBareny UMEOT BO3MOKHOCTB CBSA3aThCS APYT C IPYTOM.

VIII. Yyer, XxpaHeHue, UCNoOJIb30BaHUE
HCCIIEIyEMOr0 JIEKAPCTBEHHOTO CPEJICTBA

8.1. OTBeTCTBEHHEBIM 3a Y4ET UCCIICAYCMOTO JICKAPCTBCHHOTO CPCACTBA ABJIAACTCA HUCCICAOBATCIIL U
(w) yupexxaeHue 3apaBooxpaHeHus. MccrmemoBarens W (WM) yUpEKACHHE 3IPaBOOXPaHEHUS
MOTYT IepelaTh 4acTh WM BCE OOS3aHHOCTU IO €r0 Y4eTy MPOBU30pY WJIM MHOMY CIICIHAIUCTY,
HAXOMSIIEMYCsl B TIOJYMHEHUH WCCIIEAOBATENs W (MIIM) SBISIOMIEMYCS COTPYIHHKOM YUPEKICHHS
3/IpaBOOXpaHEHUS.

8.2. IlpoBeneHne WHBEHTApU3ALUH HCCIEAYEMOTO JICKAPCTBEHHOTO CPENICTBA, PETMCTPAllMd U €ro
pacxofa Ha KaXIOTO HCIBITYEeMOTrO, BO3BpaT OPTraHU3ANHMHU-Pa3pabOTUMKy WIH HHOMY IIUILY,
NEHCTBYIOIIEMY TIO0 €€ IOpPYYEHHUIO, CHOCOObl YTHUIM3allMu HEHUCIOJIb30BAaHHOIO Ipernapara
MMPOBOJATCA UCCICAOBATCILCKUM HCHTPOM, YUPCIKIACHUCM 3PABOOXPaHCHUS.

8.3. B xxypHaJie yueTa yKa3bIBalOTCS JaThl, KOJUYECTBO, HOMEpa MapTuil (Cepuii), CPOKH XpaHECHUS U
KOABbI HCCIICAYCMOTI'O IMperapara M HCIBITYCMOTO. I/ICCJIC,Z[OBaTCJH: BCACT 3allUCh O IOJYYCHUU
UCIIBITYEMBIMHU UCCIIEyEMOT0 Tpernapara B MpelyCMOTPEHHBIX TPOTOKOJIOM J1032aX.



8.4. Uccnemyemoe IeKapCTBEHHOE CPEJCTBO JIOJDKHO XPAHHUTHCS B COOTBETCTBHH C MHCTPYKIIHSIMH,
NPEJOCTABIICHHBIMU  OpTraHU3alei-pa3padOTYNKOM, H  JCHCTBYIOUIMMH  HOPMATHBHBIMH
TpeOOBaHUSIMU.

8.5. HMccnenoBarenb JOJDKEH TapaHTUPOBATH MCIOJIB30BAHME HMCCIEAYEMOTO Ipernapara COrIacHO
YIBEPKIAECHHOMY IIPOTOKOILY.

8.6. MHccnemoBatenb JOMKEH OOBSICHUTH TpaBWIA IIPHUEMa HKCCIEAYyEeMOro Ipernapara BCEM
HCIIBITYCMBIM U CUCTCMATHYCCKHU IIPOBCPATH COGHIOIIGHI/IC HCIIBITYCMBIMHU 3THUX IIPABUJIL.

8.7. WccnenoBarenb NODKEH COOMIONATH MPOIEAYPY PAHIOMHU3AIMU B XOJE WCCICAOBAHHS, €CIH
TaKoBasi MPEAYCMOTpPEHA, M CICIUTh 32 T€M, YTOOBI PACKPBITHE KOJA OCYLIECTBIISIIOCH TOIBKO B
COOTBETCTBHU C TIPOTOKOJIOM.

8.8. MHccnemomatenb oOecreynMBaeT YETKOE BEACHHE JOKYMEHTAIlUU, TOYHOCThb, IOJHOTY,
JIOCTOBEPHOCTh M CBOEBPEMEHHOE MPEOCTaBICHHE OpraHU3aluU-pa3padOTUNKy JaHHBIX [0 KapTam
UCIIBITYEMBIX U IPYTOM OTUETHOM JOKYMEHTAIIUH.

8.9. JlaHHble B KapTax HCHOBITYEMbIX JOJKHBI COOTBETCTBOBATH MEPBHUYHOM JOKYMEHTAlMU, W3
KOTOpPOI1 OHM nepeHeceHbl. Bee pacxoxk1eH s JOHKHBI UMETh MMCbMEHHOE 00BSICHEHHE.

8.10. JIroObie MOTIOTHEHHUS WJIM MCTPABJICHHS B KAPTE UCIIBITYEMOTO JIOJDKHBI TIO3BOJISITH MPOYUTATH
NePBOHAYAIILHYIO 3aIUCh, OBITh MONKMCAHBI, TaTUPOBAHBI U, IPU HEOOXOIUMOCTH, OOBICHEHBI. DTO
OTHOCHUTCSI K U3MEHEHHUSAM U HUCIPABICHUAM Kak B OyMakKHOH, Tak U B AJIEKTPOHHOU (popme KapThbl
HCIIBITYEMOTO.

8.11. Opranuzamnusa-pa3paboTIMK WJIA HHOE JHIO, ICUCTBYIOIIEE IO €€ IMOPYYCHHUIO, JOJKHA
IIPOMHCTPYKTUPOBATH UCCIEAOBATENS O NOPSAJIKE BHECEHMs UCIIPABICHUI U CTAHIAPTHOM IIPOLEype
BHECEHUS] U3MEHEHUH WM UCTIPABICHHUM B KapThl UCIIBITYEMBIX, COIVIACHO KOTOPOH BCE OHU JOJKHBI
6BITI: 3apCruCTpUPOBAHBI, OGOCHOB&HLI U COrjIaCoBaHbl C HMCCICAOBATCIIEM, KOTOpBIfI XpaHUuT
COOTBETCTBYIOIINE 3aMKUCH 00 ITUX U3MEHEHUSIX U UCIIPABIICHUSX.

8.12. HccnenoBatens U (WIM) YUPEXKACHHUE 3APABOOXPAHEHHUS JIOJDKHBI BECTH JOKYMEHTALMIO IO
KJIMHUYECKOMY HCCIIEOBAHHIO JIEKAPCTBEHHOTO CPEJICTBA COIVIACHO AEHCTBYIOLIUM HOPMAaTHBHBIM
TpeOOBaHUSM.

8.13. HccnemoBarens u (WiIHM) YUYpPEXKACHHE 3IpAaBOOXpPAaHEHUsS OOsS3aHbl TPUHUMATH MEPHI,
IIPEAOTBpALIAIOIIUE CIIyYalHOE WIH NIPEKACBPEMEHHOEC YHUUTOKEHHUE OTUX JJOKYMEHTOB.

8.14. OCHOBHBIE TOKYMEHTHI IOJHKHBI XPAaHUTHCS HE MEHEE 2 JIET MOCJE YTBEPKIACHUS MOCIECIHEN
3asgBKM Ha PETUCTPALMIO MpernapaTa B CTPaHE - YUYACTHHIIE MCIBITAHUM WIN Mocie OQHUINATBHOTO
MIPEKPaIeHUs €ro KIMHUYECKOTO HUCCIICIOBAHUS.

8.15. JIOKyMEeHThl MOTYT XpaHUTbCA B TEYEHHE OoJiee UIMTENBHOIO CpOKa, €cld 3TO
npeaycMaTpuBaeTcs — JACHCTBYIOIMMH  HOPMAaTHBHBIMM — TpPeOOBAHUSAMH WM JIOTOBOPOM  C
OpraHu3anuen-pa3padoTINKOM.

IX. Ilopsaok oT4eTHOCTH

9.1. Otuer 0 pe3yibTaTax KIMHUYECKUX MCCIEAOBAHUM JIEKAPCTBEHHOTO CPEICTBA COCTABJIACTCS
PYKOBOAMUTENIEM IIPOrPAMMBbI KIIMHUYECKHUX UCCIIEAOBAHMM JIEKAPCTBEHHOI'O CPEICTBA.

9.2. HUccnenoBarens mnpenocrabisieT KomMuTeTy Mo 3THKE KpaTKUE€ MUCHMEHHBIE OTYETHI O XOJ€
HUCCICOOBAHUS €XKCTOAHO UJIN Yalle 110 €ro Tpe60BaHI/IIO.

9.3. HccnenoBarenb JOJDKEH HE3aMENIUTEIBLHO MPEIOCTABIATh MMCHbMEHHBIC OTYETHl OpraHU3aIlNH-
paspabotunky, Komurery mo 3THKE U, €CITi He0OX0IMMO, YUPEKICHHUIO 3IPaBOOXpaHEHUsI 000 BCeX
W3MECHEHUSAX, OKa3bIBAIOIINX CYIIECTBEHHOE BJIMSHUE Ha TPOBEICHHUE HWCCICAOBAaHUS W (WIIH)
YBEIMYUBAIOIIUX PUCK JJISI UCTIBITYEMBIX.

9.4. HccnenoBarenb IOJDKEH YBEIOMIISITH OpTraHU3alUIO-pa3paboTyrka 000 BCEX CEPhE3HBIX
HCIKCJIATCIIBHBIX SABJICHUAX, KPOMC OIIPCACIICHHBIX B IMPOTOKOJIC WKW B APYIroM HOKYMCHTC U HC
TpeOyIOUINX MPeI0CTaBIECHUSI HEMEJIEHHOTO 0TUeTa MJIM HEMEAJIEHHOTO YBEAOMIICHHUSL.



9.5. Cepbe3Hoe HexenaTelnbHOE SBJICHHE B JajbHEHIIEM HOIPOOHO OTpa)aercss B MHCbMEHHOM
OTYeTe, TJ€ UCIBITyeMble UICHTU(DUIHMPYIOTCA [0 UX MHIMBHIyalbHBIM KOJaM, a He N0 (haMuIny,
apeCy Win APYIruM JaHHBIM, ITIO3BOJIAIOIINUM YCTAHOBUTL JIMYHOCTH UCTIBITYCMOTIO.

9.6. MUccnenoBatenb  AOMKEH  COOMIOAATh  JICMUCTBYIONIME  HOPMATHBHBIE  TpeOOBaHWS,
pernaMeHTprIomHe HpeI[OCTaBJICHI/Ie OTYCTOB O CCpLQBHbIX HereI[BI/IILCHHBIX HOGO‘-IHLIX 3(1)(1)eKTax
pa3pemuTenbHBIM OpraHamM 1 KoMuTeTy 1o sTuke.

9.7. B cooTBeTrcTBMM C TpPeOOBAHUSAMHU K OTYETHOCTH M B OIPEIECICHHBIE MPOTOKOJIOM CPOKH
HCCJIEI0BATEIb JIOJDKEH COO0IIaTh OpraHU3alMU-Pa3pad0TUUKy O HETAaTUBHBIX MPOSIBICHUSAX U (MITH)
NaTOJIOTUYECKUX H3MEHEHHSX JaOOpaTOPHBIX MapamMeTpoB, MPEIyCMOTPEHHBIX MPOTOKOJIOM JUIS
OIICHKH 0€301acHOCTH U 3(P(HEKTUBHOCTH.

9.8. BMecte ¢ cooOmmieHneM O CMEpPTH HCHBITYEMOTO HCCIIEIOBATENb JOJDKEH IMPEIOCTaBUTh IO
TpeOOBaHUIO OpraHu3anuu-paspadoTunka u Komurera Mo 3THKE JIOOYIO JOMOJHHUTEIBHYIO
UH(OPMALIHUIO.

9.9. MccnenoBarenb U (WIM) yUpexkKICHUE 3IPAaBOOXPAHEHUS HE HAYMHAIOT HCCIIEOBAHHE 10 TEX
nop, moka KoMmureT mo 3THKE HE OJOOPHT C YyKa3aHWEM JaThl MPOTOKON KIMHUYECKOTO
uccienoBanus, GopMy MUCBMEHHOIO COTJIacHsl, €€ HOBbIE PelaKIUU, MaTepuaibl A MPUBICYCHUS
UCIIBITYEMBIX K YYacTUIO B MCCIEIOBAaHUM M APYyrHe MpeAHa3HAYeHHbIE UIsl MPeJI0CTaBICHUS
UCHIBITYEMbIM MaTepUabl.

9.10. BMecte ¢ apyrumMu JOKYMEHTaMHU HCCJEAOBaTeNlb U (WIM) YUYPEKIEHUE 31PaBOOXPAHEHUS
JIOJKHBI TipefocTaBuTh Komwurery mo 3Thke Komuio bpouropsl ucciepoBarenss B MOCIeAHEN
pPEeAaKIUY WK €€ HOBOW PEIaKIy, €CJIM OHA MepepadoTaHa B MpoIecce MPOBEACHHS KITMHUYECKOTO
UCCJIETOBaHMUS.

X. IlpexpanieHrne KIMHAYECKOTO UCCIIEIOBAHUS

10.1. B ciyuae mpexaeBPEMEHHOTO MPEKPAIICHHs] WM MPUOCTAHOBKH HCCIEAOBAHUS IO JIFOOOU
NpUYUHE UCCIenoBaTeNb U (WIM) YUYPeXKACHHE 3APABOOXPAHEHHUS JIOJDKHBI HE3aMEITUTEIBHO
COOOIIUTH 00 ATOM HCHBITYEMBIM, OOCCIEYUTh MM COOTBETCTBYIOIIEE JICUCHHE M IOCIECAYIOIIEe
HAOMIO/IEHUEe, a TaKXKe YBEJOMUTh pa3peUIUTeNbHbIE OpraHbl, €Cld 3TO TMPEAYyCMOTPEHO
JNENCTBYIOIIMMU HOPMaTUBHBIMU TPEOOBaHUSMU.

10.2. HccnemoBarenb W (WIM) YUYpEKICHHE 3IpPaBOOXPAHEHUS [OJKHBI HE3aMEIIUTEIBHO
MpOUH(POPMUPOBATH  OPraHU3ALMIO-pa3pabOTYMKA O  TPEKpAlleHHH WM MPUOCTAHOBKE
UCCJIEIOBAHMUS ¢ MOAPOOHBIM 0OBSICHEHHEM IPUYUH B MUCbMEHHOH (opMe.

10.3. Ecnmm opranuzanus-pa3paO0oTUMK MPEKpalaeT WM MPUOCTAHABIMBAECT WCCIICIOBAaHUE,
UCCIIEIOBATENb JIOJDKCH HE3aMEIUITMTEIBHO COOOIIUTh 00 3TOM aJIMUHHCTPALUU MEIUIIMHCKOTO
YUpEeKICHU.

10.4. HccnemoBatenb W (WIM) YUYpeXICHUE 31PAaBOOXPAHCHUS JOJDKHBI HE3aMEUIUTEIBHO
nponHpopMupoBath KOMUTET MO 3THKE O NpeKpameHHH WIM MPUOCTAHOBKE MCCIECIOBAHUS C
MOAPOOHBIM OOBSICHEHUEM MTPUYHH B MUCHbMEHHOM (hopMme.

10.5. Eciu KomuTeTr mo 3TMKE OKOHYATEIbHO WJIM BPEMEHHO OT3bIBAET PEIICHUE O MPOBEIECHUU
UCCIIEIOBaHMsI, HCCIEe0oBaTelb [JODKEH COOOIIUTh 00 HSTOM aJIMUHHMCTPALUU MEJUIIMHCKOTO
YUPEXKIEHUS.

10.6. UccnenoBatenr u (WiM) ydYpexkACHHE 3APaBOOXPAHCHHsI JOJDKHBI HE3aMETUTEIIBHO
nporH(pOPMUPOBATh OpPraHU3ALUIO-Pa3paboTUMKa 00 OKOHYATENFHOM WM BPEMEHHOM OT3bIBE
pelieHys Ha MpOBeIeHUE KIMHUYECKOTO MCCIEAOBAHUS C MOJAPOOHBIM MHUCHbMEHHBIM OOBSICHEHHEM
IIPUYMH.

10.7. WccnemoBarenb JOJKEH COOOIIUTh AIMUHUCTPAIMM METUIIMHCKOTO YUYPSXKIACHHS O
3aBepIICHUH KIMHUYECKOTO HcIbITaHus. MccnenoBatens W (WiM) ydpekICHHE 3ApPaBOOXPAHEHUS
JIOJDKHBI TIPEIOCTABUTh PE3IOME pe3yJIbTaTOB HcciieoBaHusl B KOMUTET 10 ATHKE, a TaKXKe JI0ObIC
OTYCTHI B pa3peIJ_II/ITeHI:HI>Ie HNHCTAHIIUU 110 UX Tp€60BaHI/IIO.



XI. Opranuzanus - pa3paboTuuK
JIEKapCTBEHHOTO CPEJICTBA

11.1. Oprasmzammst - pa3pabOTYMK JICKAPCTBEHHOT'O CPEACTBA OOECIEYHMBAET KadeCTBO
KIIMHUYCCKOr'0 HCCICAOBAHHA Ha BCCX C€ro 9TallaX MPOBCACHUA M HCCCT OTBCTCTBCHHOCTL 3a
COOTBETCTBUE KIMHUYECKOTO HCCIEA0BaHUs TPeOOBaHUIM 3aKOHOIATEIbCTBA.

11.2. Opranuzanus-pa3paOoTyiK JOJDKHA TPEIOCTaBUTh JOKYMEHTAIMI0 Ha HCCIEeIyeMoe
JEKapCTBEHHOE  CPEACTBO, BKJIKOYas  aKTUBHbIE IpemapaTbl  CpaBHEHUs UM Iuianedo,
COOTBETCTBYIOIIYIO CTaguH €ro pa3paboTKH, OOECHEYUTh €ro MPOU3BOJICTBO B COOTBETCTBUH C
HOPMAaTUBHBIMU TPEeOOBAHUSAMH, W, MPU HEOOXOAMMOCTH, IPOBECTH KOAMPOBAHUE M MAapKHUPOBKY,
rapaHTUPYIOLIUE IPUMEHEHHE "'CIIETIOr0" METO/1a UCCIIEOBAHMS.

11.3. B o0s3aHHOCTH OpraHu3anuu-pa3paboTIYMKa BXOAWT BBIOOp wuccaenoBaTesns u  (WIIH)
YUPEXKICHUS 3PAaBOOXPAHEHUS M Ha3HauYC€HHWE KOOPAMHALMOHHOTO HAyYHOTO IICHTpa, a TakKke
UCCIIEIOBATEISI-KOOPJIMHATOPA, ~ OTBEUAIOMIETO 33  KOOPAHMHAIMIO  JEATENBHOCTH  BCEX
HCCHCHOBaTeHeﬁ, YYaCTBYIOIIHUX B MHOT'OLCHTPOBBIX UCCJICIOBAHUAX.

11.4. Opranuzanus-pa3pab0oT4uK Ha3HAYAET COTPYAHHKOB, OOJAJAIONIUX COOTBETCTBYIOMIEH
KBalM(UKAIMe, Ha BCEX JTamax MNPOBEICHUS HCCIECJIOBAaHUS, HAYWHAS CO CTAaauu CO3JaHUS
MIPOTOKOJIA, KAPT HCCIIEIyEeMbIX, CTATUCTUKA M 3aKaHuMBasg OOpaOOTKOM AAaHHBIX M MOJITOTOBKOM
MPOMECIKKYTOYHOI'0O U OKOHYATCIIBHOI'O OTUYCTOB IJId PCHICHUA BOIPOCOB MCIAUIMHCKOI'O XapaKTepa,
BO3HUKAIOIINX B XOJAC HCCIICOBaHMS. B ciiyuae HEOOXOIMMOCTH MJI 3TOM IEIH MOTYT OBITh
MPUBIICYCHB] HE3aBUCHUMBIE KOHCYJIHTAHTHI.

11.5. Opranuzanusi-pazpabOTYUK MOXKET MPOBOAUTH HE3aBUCHUMYIO OILIEHKY HCCJIEIOBaHUS, B TOM
YKCIIe C TPUBJICYCHUEM CICIMAIMCTOB 10 BOMPOCAaM MPOAOIDKEHHS, U3MEHEHHSI METOIOJIOTUH HITH
MPEKpAICHUS WCCIICIOBAaHMS, I KOHTPOJS XOJa HMCCICJAOBAaHWS M JIAHHBIX 1O 0e30macHOCTH,
nokasareJsei 3pPEKTUBHOCTH UCCIIEAYEMOT0 Tipernapara.

11.6. Opranuzanus-pa3pad0TIdK HODKEH HWMETh JOKYMEHTaJIbHO O(GOpPMIICHHBIE CTaHAApPTHHIC
HpOLEAYPHl U BECTH MPOTOKOJBI 3aCEJaHMil, Ha KOTOPBIX NMPHHUMAIOTCS PEUICHUS MO0 peaTn3aluu
IPOTOKOJIA KIMHIUYECKUX UCCIIEOBAHMUI JIEKAPCTBEHHOTO CPEACTRA.

11.7. OpFaHI/ISaHHH-pa3pa6OT‘H/IK o0ecIeYnBaeT MOJIYYCHHUEC NUCbMCHHOT'O COTJIACHA BCEX CTOPOH Ha
MpeaoCTaBJICHUC NPAMOro A0CTyIa BO BCC YHACTBYIOIMUEC B UCHIBITAHUU UCCIICAOBATCIILCKUEC HCHTPLI
U KO BCEM ICPBUYHBIM I[aHHbIM/ILOKYMeHTaM U OTUCTaM IUII UX MOHHUTOpPHUHIA U HEe3aBHUCHUMOM
OLICHKU COOTBCTCTBUS, a4 TAKIKC rOCYJapCTBECHHOTO KOHTPOJIA.

11.8. [loroBophl, 3aki04aeMble MEXIY OpraHU3alUe-pa3pabOTUNKOM U YUpEXJIECHUEM
3paBOOXpAaHEHHs] WM JIO00M Jpyroil ydacTBYIONmIEH B WCCIEAOBAHHUH CTOPOHOW, JIOJIKHBI
CyILIeCTBOBaTh B IMUCHbMEHHOM (popMe Kak 4acTh HPOTOKOJA MM B KAaueCTBE CAMOCTOSTEIbHBIX
JIOKYMEHTOB.

11.9. Opranuzanus-pa3padoTuuk 00eCcreunBaeT CTPaxOBaHUE UCIIBITYEMBIX.

11.10. Tlopsamox BO3MelleHUS Bpena, MPUUYUHEHHOTO JKH3HU U 3J0POBBIO HCIIBITYEMOTO,
OTIpeNIeNsIeTCs] B COOTBETCTBUHU C 3aKOHO/1aTEIIbCTBOM.

XII. M3rotoBieHue,
pacdacoBka, MApKHPOBKA U KOJIUPOBAHUE
HCCJIeAYEMOro Ipenapara

12.1. Opranuzamnus-pa3paboTyuk o00s3aHa TPHHATH MEPhI, OOECIEYMBAIOIINE CTAOMIBHOCTH
HCCJIeTyeMOro TpernapaTa Ha IPOTSKECHHH BCETO UCCIICIOBAHUSI.

12.2. Opranuzanusi-pa3paboTIrK JOKHA UMETh JOCTATOYHOE KOJUYECTBO MCCIICyEMOTO IIpernapara
Js1 OHEHKU €ro COOTBETCTBUA HOpMaTHBHO-TeXHquCKOﬁ AOKYMCHTAlUKM W HOOKYMCHTAJIbHO
oQOpMIICHHbIE pe3yNbTaThl BHIOOPOYHBIX AHATU30B MAapTUH Mpenapara ¢ YyKa3aHHEM HX
XapaKTEPUCTUK U COCTaBa.

12.3. Opranuzanus-pa3pa00oT4uK JO0DKHA 0O0CCIEUYUTh XpaHEHHUE o0pasloB Ipemnapara (HaCKOJIbKO
IIO3BOJIACT CTaGHHLHOCTB) A0 OKOHYAaHHA aHaJIM3a JAHHBIX 110 UCCICAOBAHWUIO WX B TCUCHUC CPOKa,



OIpCaACIICHHOI'O I[CﬁCTByIOHIPIMPI HOPMAaTUBHBIMHA TpC6OBaHI/I$[MI/I, B 3aBHCHUMOCTH OT TOTO, KaKou
NEpHUOA XpaHCHHUA ABJIACTCA boinee IMPOAOIKUTCIIbHBIM.

12.4. MapkupoBKka mpenapara JODKHA OTBEYaTh JEHCTBYIOIIMM HOPMAaTHBHBIM TPEOOBAHHSM C
yKa3aHHEM CPOKa M yCIOBUI XpaHEHHUs UCCIIEyEeMOro Mpenapara.

12.5. YnakoBka ucciaeayeMoro mpemnapara JoJDKHA 3alMIIATh €ro OT 3arpsA3HEHUs WM MOpYH NpU
TPAHCIIOPTUPOBKE U XPAHCHHUH.

12.6. B pamkax "ciemoro" meroja cucTeMa KOJUPOBAaHUS HCCIIEILYyEMOIrO Ipenapara JOJDKHA
BKJIIOYAaTh B ce0s MEXaHM3M, IO3BOJSIONIMHA HMICHTU(GUIUPOBATh €ro B CIydae HEOTIIOXKHBIX
COCTOSIHU, HO U HE JOITyCKAIOLIUI BO3MOKHOCTH HE3aMETHOT'O PACKPBITUS KOAA.

12.7.  Opranmzanus-pa3padOTYWK  TIOCTABISIET  HMCCIACAYEMBId  Mpemapar  yUpekKIACHHUIO
3/IpaBOOXPAHEHHUSI TOJIBKO MOCIE TOTO, KaK MOJTY4YEHbI OJIOKHUTENIbHOE 3akitoueHne ot Komurera no
3TUKE U pelieHrne MUHHCTEpPCTBAa 3apaBooxpaHeHus Poccuiickoi ®enepanyii 0 MPOBEACHUU
KIIMHUYECKOT'O UCCIICOOBAaHUA.

12.8. B muChMEHHBIX TpOLEypax OpraHU3aIluU-Pa3paboTIMKa JTOHKHBI COJAEPIKATHCS WHCTPYKIIUU
AJId UCCIICAOBATCIIsL 110 IIpaBUJIaM IIOJYYCHUA, Y4YCTa, XpaHCHU, BbIAAa4YU Mpcriaparta, HU3bATUA
HEHUCTOJIb30BaHHOTO MpernapaTa y HCIBITYEMBbIX M BO3BpAIICHHS €ro OpraHu3alUU-pa3zpaboOTUHKy
WIA JpyrHe CIocoObl €ro yTWIM3alud, HE MPOTHBOpEYAIlUe JACHCTBYIOIIMM HOPMATHBHBIM
TpeOOBAHUSIM.

12.9. Opranusanus-pa3padoTunk o0s3aHa:

1) obGecnieunTh CBOEBPEMEHHYIO ITOCTABKY MCCIIEyeMOT0 Mpenapara uccie10BaTeto;

2) NOKyMEHTalbHO O(OPMIATH JOCTaBKY, IPHEMKY, BbIJady, BO3BpaT M YHHYTOXXCHUE
JIEKapCTBEHHOI'O CPEJCTBA;

3) yCTaHOBHUTH MHPOLEAYPHl M3BATUS U YTWIM3ALUU HCCIEAYEeMOro mpemnapata U O(pOpMIICHHS
COOTBETCTBYIOIIMX AaKTOB (OT3bIBa OpakOBaHHBIX MapTUH, BO3BpALICHUs Ipernapara Iocie
OKOHYAHUS UCCIIEOBAHUS UJIH 110 UICTEUEHUH CPOKA T'OJHOCTH).

XIII. Bei6op uccnenosaresns

13.1. o moamucaHusi JOTOBOpa C YUPEKIECHUEM 3IPAaBOOXPAHEHUS HA MPOBEACHUE KIMHUYECKOTO
UCCJIETOBAHMSI OpraHusalnus-pa3padoTuuK JIOJIKHA 3a0J1aroBpeMEHHO IPEIOCTABIATh
UCCIIEIOBATENI0 /Il O3HAKOMJICHHS TMPOTOKOJ KIMHUYECKOro HcclefoBanus U bpomropy
UCCIJIEIOBATENS B TEKYILEH pelaKIINU.

13.2. Ilpm mnommucaHuM JJOTOBOpa OpraHM3aAIMA-pPa3padOTYMK JOJDKHA IOJNYYHTh COTJIAcHe
UCCeIoBaTeNs U (UIN) yUpPEXKIEHUS 3paBOOXPaHEHMsI Ha:

1) mpoBeneHUE HUCCIEAOBAaHHMS B COOTBETCTBUU C HACTOSINUMU [IpaBuiaMu, ACHCTBYIOIIUMHU
HOPMAaTUBHBIMUA TpC6OBaHI/I$[MI/I, a TaKXeE IIPOTOKOJIOM KIIMHUYCECKOTI'O uccijaeaoBaHus,
coriacoBaHHbIM ¢ KoMuTeToMm 1o 3THke;

2) coluoeHne YCTAHOBJICHHBIX NpoLenyp cOopa M NpPEJOCTaBICHUS JAHHBIX; IPOBEACHUE
MOHHUTOPHHTA, HE3aBUCUMOH OIIEHKH COOTBETCTBHS U TOCYAaPCTBEHHOTO KOHTPOJIS;

3) XpaHeHUe JOKYMEHTAIMH 10 MCCIICOBAHHIO 10 TeX IMOp, MOKa OpraHU3alus-pa3paboTIuK HE
COOOITUT UCCIIEIOBATENIO U (M) YUPEKIECHUIO 3PaBOOXPAHCHHS 00 UCTEYCHUHU CPOKA XpaHEHUS
JOKYMEHTALIUU.

13.3. Ilpu moanucanuu AOTOBOPa OpTraHU3aIlMe-pa3pab0TYNKOM U YUPESKICHUEM 3IpaBOOXPaHEHUS
OroBapuUBarOTCsA (1)I/IHaHCOBI>Ie ACIICKThI KIIMHUYCCKOI'O UCCIICAO0OBaHUA.

XIV. Opranuszanus uccieoBaHusl,
cOOp TaHHBIX U BEeJICHUE 3amucei

14.1. Opranu3zanus-pa3pad0TINK MMPU HCIIOJIB30BAHUHA KOMITBIOTEPHBIX CIOCOOOB cOOpa JaHHBIX U
(unM) cUCTEMBI UX YJAIEHHOTO BBOJIA JOJIKHA:



1) obecrieunTh M AOKYMEHTAJIbHO O(QOPMUTH COOTBETCTBHE CHCTEM KOMIIBIOTEPHOTO cOOpa
JaHHBIX TpeOOBaHUSAM, NPEIBABISEMBbIM K IIOJHOTE U JOCTOBEPHOCTH MHaHHBIX, a TaKkKe
HaJIC’KHOCTH CaMOM CHCTEMBI;

2) UMeTh CTaHJAPTHBIE MPOLIETYPHI 10 UCTIOIb30BAHUIO ATUX CHCTEM;

3) yOeautbcsi B TOM, UYTO CHUCTEMa TIIO3BOJIAET OJHOBPEMEHHO KOPPEKTHPOBATH IaHHbBIE H
PETUCTPUPOBATH BHECEHHBIE U3MEHEHHUS;

4) UMeTh CUCTEMY 3aILUTHI JAHHBIX OT HECAHKIIMOHUPOBAHHOTO JAOCTYIIA;

5) UMETh CTIUCOK JIMII, YTIOJTHOMOUYEHHBIX PeJaKTUPOBATh JaHHBIE;

6) peryJsipHO OCYILIECTBIIATh PE3EPBHOE KOMUPOBAHUE JAHHBIX;

7) mpemycMOTpeTh BO3MOXKHOCTh COOJIO/IEHUs TpeOoBaHWU 'ciemoro" MeTonaa, T.e. COXPaHSThH
KOJMPOBaHUE BO BpeMs BBOJIA M 00paOOTKH JaHHBIX.

14.2. Jlna wuneHTHPUKAIMM KOHKPETHOTO HCIBITYEMOTO OpraHU3alusa-pa3pabOTYNK TOJDKHA
HCIIOJIB30BaTh MHANBUAYAJIBHBIC KOAbI, HC JOITY CKAarOInue ILBOSIKOI\/'I HHTCPIIPpCTALlNH.

14.3. Opranuzanusa-pa3paboTyuK J0JDKHA XPAHUTh BCE OTHOCSIIIMECS K UCCIICIOBAHUIO IOKYMEHTHI B
COOTBETCTBUH C TpeOOBaHUAMH HacTosmUX [IpaBuit.

14.4. Tlpu mpekpalieHuu pa3pabOTKX MperapaTta 1Mo OJHOMY HJIM BCEM IOKa3aHUSIM OpraHU3aIlus-
pa3paboTUYMK JTOJDKHA XPAHHUTHh JOKYMEHTAIMIO O HCCICIOBAHUIO B TEUYCHHE 2 JIET C MOMEHTA
OQUIMATBEHOTO MpeKpalleHus] pa3padOTKU UM B COOTBETCTBUU C JEHCTBYIOIIMMU HOPMAaTHBHBIM
TpeOOBaHUSIMU.

14.5. Tlpu mnpekpallleHuM KIMHUYECKHUX MCCIEAOBAaHUM JIEKAPCTBEHHOIO CPEJCTBA OPraHU3aLMsI-
pa3paboT4YMK CTaBUT B M3BECTHOCTh YUYACTBYIOIIUX B KCCIEAOBAHUU HCCIEIOBAaTeNeld M (WJIH)
YUPEXKACHUSA 3ApaBOOXpaHeHUsI 1 MUHUCTEPCTBO 3ApaBooxpaneHus: Poccuiickoit deneparumu.

14.6. Opranuzanus-pazpaOoTyuk CcOOOIIAeT HCCIeNoBaTeNl0 B NUCbMEHHOW (Gopme o
HEOOXOANMOCTH XPAaHHUTh JOKYMEHTAIIHIO IO HCCIICTOBAHUIO M YBEIOMIISIET €r0 00 MUCTEUEHHH CPOKa
XpaHEeHHUS.

14.7. Opranmzanus-pa3pad0TyuK JOKHA CBOECBPEMEHHO TPEJCTABISATh HCCIEIOBATEII0 KOMUHU
PCIICHUA MI/IH3,Z[paBa Poccun o MPOBCACHUU KIIMHHUYCCKOI'O HCCIICAOBAHUA, 06 OT3bIBC HWIIN
MPUOCTAaHOBKE paHee BhIJAHHOTO 3aKkioueHrs KomuTeTa o 3Tuke.

XV. Jloctyn K JOKyMEHTAIMHU IO UCCIETOBAHUIO

15.1. Opranuzanus-pa3paboTyiK J0JKHA 00ECIEUUTh TOCTYII JIUL, OCYIIECTBISIOIIMX MOHUTOPUHT
¥ HE3aBUCHMYIO OILIGHKY COOTBETCTBHS, IpeicTaBuTeneld Komurera mo 3THKE M KOMIIETEHTHBIX
OpraHoB K IIPOBEPKEC XOJAa MNPOBCACHUA KIMHUYCCKOTO HCCICAOBAHUA, HCXOAHBIM JaHHBIM U
JTAHHBIM, TTOJYYEHHBIM B XOJI€ HCCIICOBAHUSI.

15.2. Opranuzanus-pa3paboTyuk AOKHA YOEOUThCS B TOM, YTO KaXKAbIH HCHBITYEMbBIH Jaj
NHCbMEHHOE MH()OPMHPOBAHHOE COTJIACHE HA MPSIMOM JOCTYII JIUII, OCYIIECTBISIOINX MOHHTOPHHT
U HE3aBHCHMYIO OLICHKY COOTBETCTBHUS, MpejacTaBuTencii Komurera mo 3THKE M KOMIETEHTHBIX
OPraHoB K €r0 MEJUIMHCKUM 3aITHCSIM.

XVI. Ilopsnok OTYETHOCTH

16.1. Opranuzanusi-pa3padoTdyuKk 00eCIeYnBaET OLIEHKY 0€30MacHOCTH MCCIIENyeMOTro Ipernapara B
TEUYEHUE BCEr0 KIMHUYECKOTO WCCIICIOBaHUS W 00s3aHa YBEIOMIISATH HCCienoBarens W (WIN)
yupexaeHue 3apaBooxpanenus, Komurer no stuke u Munsapas Poccun 060 Bcex yCTaHOBIIEHHBIX
(akTax, KOTOPBIE MOTYT HEOJArOMPHUATHO MOBJIUATH Ha 0€30MAaCHOCTh UCTIBITYEMBIX, COOOIIAaTh 000
BCEX CEPhE3HBIX HEMPEIBUICHHBIX MMOOOYHBIX I dekTax IekapcTsa.

16.2. Opranuzanus-pa3paOoTyUK JJOJDKHA OOECHeYUTh BHE 3aBUCUMOCTH OT TOrO, OBLIO JIH
UCCIIEIOBAaHNE 3aKOHYEHO WM TIPEXKJIEBPEMEHHO IPEKpAIIEHO, MpPEACTABICHHE OTYETOB O
KJIMHUYECKOM HccieloBaHUK B MuH3paB Poccun B COOTBETCTBUM € 3aKOHOAATEIbCTBOM.

16.3. Ecnu wuccrnenoBaHue MNPexXACBPEMEHHO TMPEKPAIIEHO WA MPUOCTAHOBIICHO, OpraHU3allusi-
pa3paboT4YMK JIOJDKHA HEMEIUICHHO coOoOImuTh 00 3ToM B MunsapaB Poccun, a  Takke



MCCJIEAOBATEIIO U (MIIH) YUPEKICHUIO 3APAaBOOXPAHCHHSI C YKA3aHUEM MIPUYMH, a TAKXKE TTOCTaBUTH B
u3BecTHOCTh Komurer mo »THke O (akTe W NpUYMHAX [PEKpalleHuss WIA MPUOCTAaHOBKHU
UCCJIE0BaHUS.

XVII. MoruTOpuHT

17.1. MOHHUTOPUHT NPOBOAUTCS C ILIETbI0 OOECreUeHHs IpaB, 0€30MaCHOCTH M OXpaHbl 310POBbS
UCIBITYEMBIX; MOATBEP)KIECHUS TOYHOCTH U IOJIHOTHI MOJIYYEHHBIX B XOJI€ UCCJIEIOBAaHUS JaHHBIX;
MOJTBEPKJICHUSI COOTBETCTBHS MPOBOJAUMOIO KIMHHYECKOTO MCCIeA0BaHus HacToAmwuM lIpaBuiam,
JNENCTBYIOIMM HOPMAaTUBHBIM TPEOOBAHUSAM U YTBEPKIEHHOMY IPOTOKOIY HUCCIIEIOBAHMSL.

17.2. ®wusuyeckoe JMLO, OCYLIECTBIAIOLNIEE MOHUTOPUHI (Jajgee - MOHHUTOpP), HMeeT
COOTBETCTBYIOIIYIO MOATOTOBKY, a TakXe 00J1a/laeT HayYHbIMU U (WJIM) MEIUIIMHCKUMH 3HAHUSMU,
HEOOXOIMMBIMU JJISl HaJUIeXkKAILero BBINOJHEHHU cBOMX (yHKIMHA. HeoOXoaumo AOKyMeHTalbHOE
MOJTBEPK/IEHUE KBATU(PUKALUU MOHUTOPA.

17.3. MoHuTop J0/DKEH OBITh XOpPOIIO 3HAaKOM CO CBOMCTBaMHU HCCIEIyeMOro Ipernapara,
IIPOTOKOJIOM HCCJIEI0BaHMsl, (OpPMOIl MUCBMEHHOrO COrjacusi W JPYTUMH IPEIOoCTaBIIEMbIMU
UCIIBITYEMOMY MaTepHajlaMH, CTaHAApPTHBIMM MPOLEAYPAMU CIIOHCOPA, HACTOSIIMMU MPABUIAMH U
NENCTBYIOIIMMU HOPMaTUBHBIMU TPEOOBAaHUSMU.

17.4. Opranuzanus-pa3padoTuuk omnpeaenseT o0beM M OCOOEHHOCTH MOHHUTOPUHIA, KOTOpBIE
3aBUCAT OT LeJNed M 3a1ad, METOAOJIOIMHU, CIOXKHOCTH M BHJA KIMHUYECKOTO MCCIIEJOBAHUS,
KOJINYECTBA HCIIBITYEMbIX U XapaKTepa U3MEepsieMbIX MOKa3aTeNeH.

17.5. MoHutop paccMaTpuBaeT HaJW4YME€ COOTBETCTBYIOUIEH KBalM(HUKAUH, ONBITa Yy
UCCIIeIoBaTeNs U NIepCOHala, yYaCTBYIOLIETO B KIMHUUECKUX UCCIIEAOBAHUAX, HATMUNE YCIOBUH JUIs
IPOBEJCHUS HWCCIEIOBaHMs, B TOM YMCJIE MOMELIEHUH, OTBEIEHHBIX JUIs IIeJIel HCCiel0BaHus,
nabopatopuu u 000pyIOBaHUS.

17.6. MoHUTOp yKa3bIBaeT MCCIEIOBATENI0 Ha HApyLICHUs NPOTOKOJIA, CTaHAAPTHBIX MPOLEAYD,
Hactosmux IlpaBui, neHCTBYIOMIMX HOPMATHBHBIX TpeOOBaHMM, a Takke 0OecreunBaeT MPUHATHE
HaJJIeXkallluX Mep BO U30exaHue MOBTOPEHUSI OOHAPYKEHHBIX HapyILICHH.

17.7. MoHuTOp CcOONIOAeT CTaHAAPTHBIE M JpPyTUe IMpOLENypbl, YCTAHOBJIECHHbIC OpraHHU3alueii-
pa3pabOTYMKOM JUIsl JAHHOTO UCCIIEI0BAHUS.

17.8. Pe3ynbTathl cBOCH MpOBEpKU MOHUTOP OOPMIISIET MUCBMEHHBIM OTYETOM, KOTOPBINA COJIEPIKUT
7aTy, Ha3BaHME HCCIEIOBATEIBCKOTO IIEHTPA, (aMIJIMI0 MOHHUTOpA, MCCIEAOBATENS WIH JPYroro
JMIa, YYacTBYIOIIETO B IEperoBopax/NMEpernucke; KpaTKoe OMUCAaHHE OOBEKTOB MPOBEPKH,
IIOJlyYE€HHBIE  pE3yJbTaThl, BbISBJICHHBIE HEAOCTATKW W HApYLIEHMs, BbIBOJBI, OIHCAaHUE
OPEANPUHATHIX WIN IUNIAHUPYEMBIX Mep U (WIK) peKOMEHIAINH 110 YCTPaHEHHUIO HapyIIEeHU.

XVIII. He3aBucumasi orieHKa COOTBETCTBUSL

18.1. He3aBucumas orieHKa COOTBETCTBUS SIBISIETCSI CAMOCTOSITENILHOM MPOLIEAYPOH, HE CBSI3aHHOM C
MOHMTOPMHIOM M KOHTPOJIEM KauyecTBa, 3aJadell KOTOPOro SIBJISETCS MPOBEACHHE OpraHu3aluei-
pa3paboOTYMKOM BCECTOPOHHEW MPOBEPKU COOTBETCTBUS KIMHHUYECKOIO HCCIIEOBAHUS HACTOSILIUM
[TpaBmiaM, J#EWCTBYIOHNIEMY 3aKOHOAATEILCTBY, CTaHAAPTHBIM HpoLEAypaM M IMPOTOKOIY
KJIIMHAYECKOI'O UCCIIEOBaHUS.

18.2. Jlns mpoBeaeHUs] HE3aBUCUMOW OIIEHKH COOTBETCTBHSI OpraHU3allvs-pa3paOOTYUK HA3HAYAET
HE3aBHCHUMBIX JIUI], HE yYaCTBYIOIIMX B JIAHHOM HCCIICJJOBAHHHM M OOJIAJIAIONINX COOTBETCTBYIOMICH
MOJTOTOBKOM, KBanu(UKalMed W OMBITOM [UIsl TPOBEACHHS OLEHKH (Janee - MPOBEPSIONINX),
KBaTM(DUKAIHSI KOTOPBIX JODKHA OBITh JOKYMEHTAIBHO TIOTBEPKICHA.

18.3. OpraHnsauH;I—pa3pa60TqI/IK obecrneynBaer IIPOBCACHUC HE3aBHUCHUMOMN OIICHKH COOTBETCTBUS
KIIMHUYCCKOro HCCJICA0OBaHHMA B COOTBECTCTBHMM CO CTAHAAPTHBIMU HpoHecaypaMH, KOTOPLIC
OIIPCACIIAOT 00BEKTHI OLCHKHU, MCTOA M YaCTOTy IPOBCACHUA IIPOBCPOK, a TaAKIKEC (pOpMy u
COACPIKAaHNUEC OTUYCTOB ITPOBECPAIOIIUX.



18.4. Tlnan mpoBeAeHUST W TPOLEIypa HE3aBUCHMOW OIEHKH COOTBETCTBMS 3aBHCAT OT 3ajad
HCCJIEIOBaHMsI, KOJMYECTBA UCIBITYEMbIX, TUIA M CIOKHOCTH HCCJIEIOBAaHUS, CTETIEHU pHUCKa IS
UCTIBITYEMBIX M BBISIBJICHHBIX B XOJI€ HCCIEAOBaHUS MpoOieM. Pe3ynpTaThl HE3aBHCHMON OIICHKHU
O0(QOPMIISIFOTCS TOKYMEHTAIBHO.

18.5. KommereHTHbIE OpraHbl MOTYT 3allpallliBaTh OTYET MPOBEPSIOIIErO, Kak IMpPaBUiIO, IPU
BBISIBIICHMM CEPbE3HbIX HApyUIEHWH TpeOOBaHMM HACTOSIUMX NPAaBWI WIM B XOJ€ CyAEOHBIX
pazOupaTenbCTB.

18.6. BpIsiBIeHHBIE NPU HE3aBUCHMOW OIICHKE COOTBETCTBUS HapyIIEeHUS TpeOOBaHWUN MPOTOKOJIA
KJIMHAYECKOr'0 UCCIEAOBaHus, CTAaHAAPTHBIX Mpolenyp, Hactosumx [IpaBun u (uinm) nelcTBYOMMX
HOPMATUBHBIX TPEOOBAHMI JOJKHBI OBITH YCTPAHEHBI 1O KOHTPOJIEM OpraHu3aluu-pa3padoTyuKa.

18.7. Ecnu B xo/ile MOHUTOpUHTa U (WJIM) HE3aBUCUMOMW OIICHKU BBIABIISIIOTCS CEpPhE3HbIC U (WIIH)
MOBTOPSIOLINECS HapyIIeHUsI TpeOOBaHUM K MPOBEICHUIO UCCIIEI0BaHNUs, OpraHU3aIUsa-pa3padoTIHK
JIOJDKHA OTCTPAHUTh UCCienoBareNss U (WIU) YUYPEKICHUE 3IpaBOOXpPAHEHUsT OT Yy4dacTus B
UCIIBITAHUH, IOCTABUB B U3BECTHOCTH Pa3peIINTEIbHBIC OPTaHbI.

XIX. OCHOBHBIE JOKYMEHTBI
KIIMHUYECKOI'0 UCCIIENOBAHNS

19.1. OcHOBHBIMH  JOKYMEHTaMHU KJIMHHYECKOTO  WCCIENOBaHMs  SIBISIOTCS:  bpomropa
MCCJIEIOBATENsA, MPOTOKON KIMHUYECKOTO HCCIEIOBAaHUS, OTYET O TMPOBEACHUU KIMHUYECKOTO
UCCJIeIOBaHMsI, MHANBUAyaIbHAs KapTa UCIBITYeMOTro, nH(opManus i CyObeKTa UCCIeA0BaHUS U
dbopMa HHPOPMUPOBAHHOTO COTIIACHSI.

19.2. Undopmanust momKHA OBITH M3JI0KEHA B JTAKOHUYHOM, TOCTYMHOM, 00bEKTUBHOM, B3BEIICHHOM
U JIMIICHHOW PEKJIAaMHOTO0 OTTeHKa (opMe, IMO3BOJISIFONICH KIMHUIUCTY WM MOTCHIHUATHHOMY
uccienoBaTento  chopMupoBaTh CBOE COOCTBEHHOE HEMPEIB3STO€ MHEHHE OTHOCHTEIBHO
11eJI€CO00PA3HOCTH TUIAHUPYEMOTO MCCIIEAOBAaHMs, OCHOBAHHOE Ha COMOCTABJICHUH PUCKA U TIOJIb3BI
JUTS1 UICTIBITYE€MBIX.

19.3. XapaxTep u 00beM HHPOPMALIMN 3aBUCAT OT CTaTUH pa3pabOTKH W3ydaeMoro npenapara. Ecim
UCCIIeqyeMbIil MpenapaT HaXxOAUTCS B CBOOOTHON MpoJake W ero (papMakoJIOTHYECKHE CBOMCTBA
3HaKOMBI OOJBIIMHCTBY NPAKTUKYIOIIMX Bpadel, bpomropa mcciemoBarenst MOXKET OBITh MEHee
MOJIPOOHOM.

19.4. C cornacust Munzapasa Poccun BMecto bpoitopsl ncciaenoBaTenst MOIyT ObITh HCIIOJIB30BAHbI
CTaHAapTHBINA MH()OPMAIMOHHBIN JIUCTOK, HHCTPYKIHS 110 IPUMEHEHHUIO JIEKaPCTBEHHOTO TIperapaTa
WIN JIACTOK-BKJIAABIII, NpPUA YCIOBUH, YTO OHU COAEPKAT HEYCTApEBIIYIO, BCECTOPOHHIOW U
JOCTaTOYHO TOAPOOHYI0 HMH(pOpPMAIMI0 000 BCEX CBOICTBAaX M3ydyaeMoro mnpemnapara. bpomrtopa
HICCIIEIOBATENS COTPOBOXKAACTCS CIIMCKOM HCIIOIb30BAHHOM JTUTEPATyPHI.

19.5. Bpomrtopa wuccrienoBarens TepecMaTpUBAcTCsS HE pEXe OJHOTO0 pa3a B TOJI M, IpH
HeO6XO,[[I/IMOCTI/I, HUCTIPABJIACTCA U OOIMOJIHACTCA B COOTBCTCTBUU CO CTAHAAPTHBIMHU IMPpOLCAYpaMU
OpraHu3am-pa3padoTIrka. bpouropa uccienoBaTenss MOXET TIepecCMaTpUBAThCs B 00JIee 4acTo, B
3aBUCHUMOCTH OT CTaauu pa3pabOTKU TpermapaTa U 1O Mepe MOCTYIUICHHS HOBOW 3HAYMMOU
nHpopMaIuu.

19.6. Eciu Bximrouaemble B bpourtopy HOBbIE JaHHBIC SIBISIOTCS 0OCO00 BaXKHBIMHM, C HUMH
HE0OXOAMMO O3HAKOMUTH UCCieaoBarenei, a Takke Komurer mo stuke u (vwm) Munsapas Poccun
JI0 TOTO, KaK 3TH JaHHbBIE OyAyT BKIIOUYEHBI B HOBYIO PEAAKIINIO bpolTtopsl uccienoBarers.

19.7. Opraamu3zanus-pa3padoTuyuK 00eCTIeUMBAET CBOCBPEMEHHOE MPEIOCTaBICHUE HCCIICIOBATEIIO
TeKylleld penakuuu bpolirtopbl, a ucciaeaoBaTellb MepelaeT €€ B COOoTBeTCTBYyIomui Komurer mo
JTHKE.

19.8. B Tex cuydasx, KOIZJa COCTaBJI€HUE TpaJULMOHHONW bpoumopsl uccienoBaress
HEOCYIIECTBUMO, B KaueCTBE AJIbTEPHATUBBI MOXKET OBITh MPEACTABICHO IOMOJIHEHUE K IMPOTOKOIY
UCTIBITaHUs B BUJIE pazjena "OO00CHOBaHUE UCCIIEJOBAHUS", OCHOBAHHOTO HA MOCIIECAHUX JTaHHbIX.

19.9. Ha turyneHoM nucte bpommoper wucciemoBarens wian  "OOOCHOBaHMS HCCIEIOBaHUS"
YKa3bIBaIOTCS Ha3BAaHUE OpPraHU3AINH-Pa3paboTUnKa, HACHTU(PUKATOPH KOHKPETHOTO UCCIIETyEeMOTO



npenapara (KoJ, XdMMAYeCKOe WK YTBEPKIACHHOE TPATUIIMOHHOE Ha3BaHUE, a TAK)Ke MAaTCHTOBAHHOE
Ha3BaHME, €CIIM 3TO COIJIaCyeTcs C JKEJaHHEeM CIOHCOpa W HE MPOTUBOPEUYUT JIEHCTBYIOIIEMY
3aKOHO/IATENbCTBY) U 1aTa UX U3JIaHUA.

19.10. ITo »xenanuio opraHu3aluu-pazpadoTYnKa MOKHO BKJIIOYUTH B bporropy uccienosarens uiu
OO0ocHOBaHHME HCCIICIOBAHUS YBEIOMIICHHE HCCIeAoBaTeNei U (WMiIM) MoNydaTeneid JOKyMEHTa B
TOM, YTO JAHHBIA JTOKyMEHT JOJIKEH paccMaTpuBaThCs Kak KoH(puIeHIuanbHas WHGOpManus,
npeaHa3Ha4YCHHaA HNCKIHOYNUTCIBHO JJIA O3HAaKOMJICHUA )41 HUCITIOJIB30BaHUA KOJIJICKTUBOM
ucciaenoareneilt ¥ KoMUTETOM IO dTHKE.

XX. OT4ueT 0 KIMHUYECKOM UCHBITAHUU

20.1. OT4er 0 KIMHUYECKUX UCCIIEI0OBAaHUAX JIEKAPCTBEHHOIO CPEJICTBA I0JKEH BKIIIOYATh:

1) ocHOBaHUs, TAIOIIME IPABO HA MPOBEICHNE KIMHUYECKUX UCCIIETI0BaHUH;

2) naTy Hayvaja v 3aBepILICHUS KIMHUYECKUX HCCIIEA0BaHUM;

3) uensb, 3a1a4M ¥ BUJ UCCIIEIOBAHMUS;

4) KpUTEepHUH BKJIIOUYEHUS U UCKITFOUEHUS UCIIBITYEMBIX;

5) XapakTepUCTUKY KIMHUYECKOM TpYMIbl HCHBITYEMBIX, OTOOpPaHHBIX MJsi MPOBEICHUS
KJIIMHUYECKHUX UCCIIEIOBaHMIA;

6) cxemy IpOBE/IEHUs JICUEHUS, COMMYTCTBYIOIIYIO TEPAIHNIO;

7) onucaHue KPUTEPHEB OIICHKH KIMHHYECKON 3P (PEKTUBHOCTH, IEPEHOCUMOCTH, 0€30ITaCHOCTH H
METOJIOB CTATUCTHUYECKONW 00pabOTKU pe3yIbTaTOB.

20.2. Pe3ymbTaThl KIMHHYECKOTO W3YUCHHS JICKAPCTBEHHOTO Tperapara CJIeAyeT MPEACTABISATh B
Buje oboOmaronmx Tabnun (rpadukoB) C COOTBETCTBYIOUICH CTaTHCTUYECKOM 00paboTKoi u
KOMMEHTApHEB K HUM.

20.3. OTyer NOMKEH COAEP)KaTh pasfiell, MOCBAIICHHBIH 00CYKAEHUIO MOTYYEHHBIX Pe3yJIbTaToOB, U
3aKaHYMBAThCS BBIBOJAMH C PEKOMEHIALMSIMHU HCCIIEI0BATENeH O 11e71ecO00Pa3sHOCTH MEUIIMHCKOTO
NPUMEHEHHUS U PETUCTPaLUM Mpernapara.

20.4. K oruetry mpuiaraercs JOKYMEHTAlUsl MO Y4YeTy M pacXoJ]y HCCIEIyeMOro JIEKapCTBEHHOTO
cpenctBa. OT4ET MOANMCHIBAETCS PYKOBOIUTENEM YUPEXKIEHUS 3APAaBOOXPAHEHUS U CKPEILIAETCS
COOTBETCTBYIOIIEH nevarpio. OTyer Hampasiserca B Munsapas Poccun aist paccMoTpeHusl.



