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O BHeCeHHMH M3MEHEHHI B IpHKa3 MuHMCTpa 3apaBooxpaneHUA PecmyOmmku
Kazaxcras ot 2 anpens 2018 roma Ne 142 "O6 yrBepxaennu IIpasun npoBeaecHUs
JOKIIMHAIECKAX (HEKIMHAYECKHX ) UCCICHOBAaHMH, KIMHAISCKUX HCCIICTOBAHMIA,
KJIMHUKO-1a00paTOPHBIX MCIBITAHWH MEIUIIMHCKUX W3eJIUH JUIS JUArHOCTUKH in vitro
, @ TaKKe TpeOOBaHUH K JOKIMHUISCKHM U KIIMHUIeCKUM Oazam"

YrparuBmmii caTy
[Ipuka3 Munuctpa 3npaBooxpanenust Pecriyonuku Kazaxcran ot 1 utons 2020 roga Ne
KP JCM-60/2020. 3apeructpupoBan B MuHuctepcTBe roctunuu PecmyOnnku
Kazaxcran 2 uronsa 2020 roma Ne 20808. YTpatun cuny npukazoM MwuHuCTpa
3npaBooxpaneHus: PecmyOmmku Kazaxcran ot 11 gexa6ps 2020 roga Ne KP JICM-248/
2020.

Cnocka. YTpatun cuity npukazoM Munucrtpa 3apasooxpanenus PK or 11.12.2020
Ne KP ICM-248/2020 (BBOAUTCS B JACHCTBUE MO MCTCUCHUU JICCATH KaJICHIAPHBIX
JHEH mocie AHs ero NepBoro o(UIUaIBLHOTO OMYOIMKOBAHUA).

B cootBercTBUM ¢ moanyHnkToM 1) crateu 10 3akona Pecy6nuku Kazaxcran ot 15
arnpens 2013 roga "O rocygapcrBennbix yeayrax'" [IPUKA3BIBALO:

1. Baectu B npuka3 Munuctpa 3apaBooxpaneHus: Pecryonuku Kazaxcran ot 2
armpenst 2018 roma Ne 142 "O6 yrBepxkaenuu [IpaBui mpoBeaeHUs] TOKIMHUYECKUX (
HEKJIMHUYECKUX ) HCCIIeIOBAHUH, KJIMHUYECKUX UCCIIeI0BaHUH,
KJIIMHUKO-1a00paTOPHBIX UCTIBITAHUN MEAUIIMHCKUX U3JEIUMN 711 JUAarHOCTUKH in Vitro
, & TaKKe TpeOOBaHUM K TOKJIMHUYECKUM U KIMHUYECKUM 0a3zaM" (3aperucTpupoBaH B
PeecTpe rocyaapcTBeHHOM perucTpainni HOpMaTUBHO-IIPABOBBIX akTOB 3a No 16768,
onyonukoBan 17 ampens 2018 roma B DTaJlOHHOM KOHTPOJBLHOM OaHKe
HOPMAaTUBHO-IIPABOBBIX aKTOB) CIEIYIOIINE U3MEHECHMUS:

3aroJIOBOK MPHUKa3a U3JI0KUTh B CIAEAYIOIIEH peAaKIIUU:

"OO6 yrtBepxknennu [IpaBwi mpoBenaeHUs NOKIMHUYECKHX (HEKIMHUYECKUX)
UCCJIEeI0BaHUM, KIIMHUYECKUX HCCIEAOBaHUM, KIMHUKO-Ia00paTOPHBIX HUCHBITAaHUN
MEIHUIMHCKUX W3AEIUNA I AUMArHOCTHUKHM 1n Vitro, a Takxke TpeOOoBaHUU K
JOKJIMHUYECKUM U KIMHUYECKUM Oazam" M OKa3aHUsl TOCYJAapCTBEHHOW YCIyru
Brinaua paspemieHuss Ha TPOBEICHHE KIMHUYECKOTO HCCIENOBaHUS M (MJIM)

n

UCTIBITaHMS (PapMAKOJIOTHUYECKUX U JIEKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX U3,
MYHKT | U3JI0KUTH B CIENYIOIIEN PEIAKIIUN:
"1. VYTBepauts npunaraemele lIpaBuiia mpoBeneHUs AOKIMHUYECKUX (
HEKJIMHUYECKUX) MCCIIe0BaHUN, KIMHUYECKUX HCCIEIOBAHUIN JEeKapCTBEHHBIX
CPEACTB Y MEIUIIMHCKUX U3EINH, KIMHUKO-Ia00paTOPHBIX UCIIBITAHUN MEAUIIUHCKUX



W3ACIUN IS NUArHOCTHKH In Vitro, a Takxke TpeOOBaHHSA K JOKIMHHUYCCKUM H
KJIMHUYECKUM 0a3aM M OKa3aHHs TOCyJapCTBEHHOU yciyru "Beijgaya paspenieHus Ha
IPOBEJICHUE KIIMHUYECKOTO UCCIE0BaHMS U (M) UCTIBITAaHUS (papMaKOJIOTHUYECKUX U
JIEKapCTBEHHBIX CPEJICTB, MEAUITMHCKUX U3JETHil";

npuiokeHue 1 K mpukazy U3JI0XKUTh B HOBOM peAaKIMK COTJIACHO MPHIJIOKEHUIO K
HACTOSILLEMY ITPUKA3Y.

2. JlemapTaMeHTy HayKM M YEJIOBEYECKMX pecypcoB MmuHHCTEpPCTBA
3npaBooxpaneHus PecryOonukn KazaxcTaH B YyCTaHOBICHHOM 3aKOHOJATEIbCTBOM
PecnyOnuku Kazaxcran nopsigke 00ecrneunTh:

1) rocyiapcTBEHHYIO PETUCTpAILMI0 HACTOSIIEro Mpukaza B MUHHCTEpPCTBE
roctuiuu PecyOnuku Kazaxcran;
2) pa3MelleHHe HACTOSIIEro MpukKa3za Ha MHTEpPHET-pecypce MuHucTepcTBa
3npaBooxpaHeHust Pecriyonuku Kazaxcran nocie ero opuuuasbHOTO Oy OIMKOBAHUS;
3) B TeueHHE AeciITH paboyux JHEW Mmocie rocydapCTBEHHOW perucTpaluu
HACTOSILEr0 NpuKasza npeacrasienue B KOpuandecknii nenaprameHT MuHucCTEpCcTBa
3apaBooxpaHenusi PecyOnuku Kazaxcran cBefieHUN 00 MCMIOTHEHUM MEPOTPUSITUH,
PEeAYCMOTPEHHBIX MOAMYHKTAMHU 1) U 2) HaCTOAIIETO MyHKTA.
3. KoHTpoJib 32 UCTIOTHEHUEM HACTOSIIIIETO MPUKa3a BO3JIOKUTh Ha BUILIE-MUHUCTPA
3napaBooxpaneHus Pecnyonuku Kazaxcran Aobumera O.A.
4. Hactosimuii nmpuka3 BBOAUTCS B JIEMCTBHE MO MCTEUYEHUHU JIBAAUATH OJHOTO

KaJICHAAPHOTO AHS IMOCJIC JHA €T0 IICPBOTO OQ)I/II_[I/IEU'IBHOFO OHY6J'H/IKOB21HI/I5I.
Munnctp 3apaBooxpaHeHHS

E. bupraHoB
Pecrry6nkn Kazaxcran P

[Ipunoxenue K npukasy
MuHHCTp 31paBOOXpaHCHHS
Pecny6inku Kazaxcran
ot | mions 2020 roga
Ne KP ICM-60/2020
[Tpunoxxenue 1 k mpukazy
MuHucTpa 31paBoOXpaHEHUs
Pecnyonmku Kazaxcran
ot 2 anpens 2018 roga Ne 142

ITpaBuia npoBexeHNA JOKIMHNICCKUX (HEKIMHUIECCKUX) UCCIICAOBaHMH,
KIIMHA9ECKUX MCCIICIOBaHNUHM, KIIMHUKO-1a00paTOPHBIX HCIBITAHI!
MEIUIMHCKUX M3AEJINi UII JUarHOCTHUKH in Vitro, a Taxke Tpe6oBaHHA K
JOKIMHUICCKAM M KIMHWISCKHM 0a3aM B OKa3aHHUs rOCYyJapCTBEHHOM YCIyTH
"Beiaga pa3pemeHns Ha MPOBEACHUE KIMHAYIESCKOTO HCCIICAOBAaHNA U (HIH)
HCHILITaHAA (PapMaKOIOTHIECKHUX M JIEKAPCTBEHHBIX CPEACTB, MEAUITHHCKAX
w3enmit"



I'masa 1. O0OmIue moJIOXKEeHU

1. ITpaBuna npoBeAcHUS JOKJIUHUYECKUX (HEKJIMHUYECKUX) HCCIIEIOBAHMUIM,
KJIIMHUYECKUX HCCIIEIOBAaHUN JIEKAPCTBEHHBIX CPEACTB M MEIULMHCKUX W3JEIHH,
KJIIMHUKO-JIA00PATOPHBIX UCIIBITAHUNA MEAUITMHCKUX U3JIETUHN ISl AMAarHOCTUKY 1n Vitro
, a TaKKe TpeOOBaHMS K TOKIUHUYSCKUM M KIMHUYECKUM Oa3zam (nmanee — [IpaBuna) u
OKa3aHHMsl ToCyJapCcTBeHHOW yciuyru "Beimaua paspenieHuss Ha MpOBeAEHUE
KIMHUYECKOTO HCCIeAOBaHUS MW (WJIM) HCHBITAaHUS (PapMAKOJOTHYECKUX W
JIEKapCTBEHHBIX CPEICTB, MEAUIIMHCKUX U3enuil (nanee — ['ocyapcTBeHHas ycnyra)
pa3paboTaHbl B COOTBETCTBUM C IMYHKTOM 2 cTaThu 72 u myHKToM 3 cratbu 74 Konekca
Pecniy6nuku Kazaxcran ot 18 centsaops 2009 roga "O 310poBbe HApO/ia U CUCTEME
3apaBooxpaneHus" (manee — Kopgekc), ¢ moamynktoMm 1) cratbeit 10 3akona
PecnyOnuku Kazaxcran "O rocygapCTBEHHBIX ychnyrax'" W ONpEeAessiioT MOPSIOK
NPOBEACHUS JOKJIMHUYECKUX (HEKIMHUYECKUX) HUCCICAOBAHUN, KIMHUYECKUX
UCCIEeNOBAaHUN  JIEKAPCTBEHHBIX CPEJICTB M  MEIUUMHCKUX  H3JCIIHH,
KJIIMHUKO-JIA00PATOPHBIX UCTIBITAHUNA MEAUITUHCKUX U3ICTUHN ISl AMAarHOCTHKY 1n Vitro
, @ TAKXKE€ YCTaHABIMBAIOT TPEOOBAHUS K JOKIMHUYECKUM U KIMHUYECKUM Oa3zaMm u
NOPSIIOK OKa3aHUs FOCYIapCTBEHHOM YCITyTH.

2. Hacrosimue [IpaBuna pacnpocTpaHstoTCs Ha:

1) noknuHMyeckue (HEKJIMHUYECKHUE) HCCIEIOBAaHUS, BKJIIOYAIOIIUE
JNOKJIMHUYECKHE (HEKJIMHUYECKHE) HCCIEJOBAHMUS JIEKAPCTBEHHBIX CPEIACTB H
uccineoBanusl (UCTBITAHUSI) OIICHKH OHOJOTHYECKOTO JCHCTBHS MEIUIIMHCKUX
U3CIINM;

2) KJIMHAYECKUE UCCIIEOBAHUS JIEKAPCTBEHHBIX CPEJICTB, MEAUIIMHCKUX U3/IETUN B
KJIIMHUKO-1a00paTOpHbIe UCTIBITAHUS MEAUIIMHCKUX U3JIEIUN I TUarHOCTUKY in Vitro

3. B Hactosmux [IpaBmiiax HCIoNb3yrOTCS CIASAYIONINE TEPMUHBI U OTIPEICTICHHS
1) uadopMupoBaHHOE coryiacue — Npoleaypa 100pOBOJIHLHOTO MOATBEPKIACHUS
CyOBEKTOM HCCIIEAOBAHUS WM €T0 3aKOHHBIM TMIPEJICTABUTENIEM COTJIACHS Ha YYacTHE B
KOHKPETHOM HCCIICIOBAaHUU ITOCIIC TTOyYSHUST HHPOpMaIUA 000 BCEX 3HAYMMBIX JIJIS
NPUHATHUS UM PEIIEHUS aCTIeKTaX UCCIIeI0BaHMUS,
2) HeTIpeABUICHHAS HEXeaTelbHAs PEaKIisl — HeXKenaTelIbHas peakIlys, XapakTep
, CTENEHb TSIXKECTH WJIM HCXOJ KOTOPOM HE COOTBETCTBYIOT HWH(MOpMAIUH
JICUCTBYIONMEH WHCTPYKIIUU IO MEIUIIMHCKOMY TPHUMEHEHUIO JIEKapCTBEHHOTO
cpeacTtBa nub0 Opommope HCCIeAoBaTeNs IS HE3aperucTPUPOBAHHOTO
JIEKapCTBEHHOTO CPEJICTBA;
3) Ouonoruyeckas >KBUBAJEHTHOCTh (OMOAKBUBAJIEHTHOCTb) — OTCYTCTBHUE
3HAYUMBIX PA3JIMUUNA MO CKOPOCTU M CTETICHH, C KOTOPHIMU JCHCTBYIOIIEE BEIIECTBO
WM aKTUBHAS 4YacTh MOJICKYJIBl JEHCTBYIOMIEr0 BemecTBa (hapMarieBTHICCKUX



AKBUBAJICHTOB WX (hapMalleBTUUECKUX aTbTEPHATUB CTAHOBSTCS JIOCTYITHBIMUA B MECTE
CBOETO JICHCTBHSI TP BBEJICHUU B OJITMHAKOBOW MOJIAPHOM J03€ B CXOXKHX YCIOBHSIX B
UCCJICIOBAHUHU C HAJUICKAIUM JAU3aHHOM;

4) wuccrnenoBaHue OWOPKBUBAICHTHOCTH — CPAaBHHUTEIBHOE H3YyUYCHUE
OMOIOCTYITHOCTH C TEIbI0 YCTAaHOBICHUS (apMaKOKMHETUYSCKON SKBUBAJIICHTHOCTH
MEX1y TECTUPYEMBIM IPETapaToM U MpernapaToM CpaBHEHUS,

5) GuosrTHYECKast FKCIEepPTH3a — PACCMOTPEHUE OUOMETUIIMHCKOTO UCCIIEIOBAHUS U
BbIJlaua 000CHOBAaHHOTO 3aKitoueHusi Komuccun mo OMOATHKE € MO3UIUU ITHYECKOM
IPUEMIIEMOCTH, OE€30MacCHOCTH JISI YYaCTHUKOB M I1€71ecO00pa3HOCTH JAaHHOTO
UCCJIeIOBAHNUS,

6) JTeKapCTBEHHOE CPEICTBO — CPEACTBO, MPEACTAaBISIONIEe COO0O0M WM
COJIeprKalliee BENMIECTBO JIMOO KOMOWHAIIMIO BEMIECTB, BCTYMAIONEe B KOHTAKT C
OpraHU3MOM YeJIOBEKa, NMpeJHa3HauYECHHOE IS JIeUeHUs, MPOPUIAKTUKH 3a00JIeBaHUN
YeJIOBEKa WJIM BOCCTAHOBJICHHS, KOPPEKIIMHA WM U3MEHEHUS €r0 (PU3MOIOTHIECKUX
byHKIM 1ocpencTBOM  (hapMaKoJIOTHYEeCKOT0, HWMMYHOJIOTHYECKOTo JIHOO
META00INYSCKOTO BO3JACUCTBHS, WIH I JUArHOCTHKH 3a00J€BaHUN M COCTOSHMS
YeJI0BEKa;

7) UCKIIOYEHHE M3 CTaHIAPTHOW MPOUEAYphl KIMHUYECKOTO HCCIEIOBAHUS
JEKapCTBEHHOTO CpPEACTBAa — TpoIeaypa JAOMycKa HE3aperucTpUupOBAHHOTO
JEKApPCTBEHHOI'0 CPEACTBA K KIMHUYECKOMY MPUMEHEHUI0O B HCKIIOYUTEIbHOM
TOPSZIKE B OJTHOW MEIUIIMHCKOW OpPTaHU3AIuU 110 WHINBHTyTbHBIM MTOKAa3aHUSIM;

8) cnoHcop - (hU3UYECKOe WIH IOPUIMYECKOE JIUIO, SBISIOIICECS HHUIUATOPOM
KJIMHUYECKOTO MCCIIEIOBAaHUS M HECyIllee OTBETCTBEHHOCTh 3a €r0 OpTaHM3aIuio u (
win) GUHAHCUPOBAHUE;

9) HexxenaTenbHOE ABJICHHE — JIF000€ HEOIAronpusITHOE U3MEHEHUE B COCTOSHUM
3I0POBbSI MAIlUEHTAa WU CyObEKTa KIMHUYECKOTO HCCIeIOBaHUs (MCIBITAHUS),
KOTOPOMY Ha3HA4JaJCs JIEKapCTBEHHBIN (MCCIeAyeMblil) TpenapaT, He3aBUCUMO OT
IPUYUHHO-CJICICTBEHHON CBSI3U C €70 IPUMEHEHHUEM;

10) HexenarenbHas peakius — HEMpeAHAMEpEeHHas, HeOJaronpusITHas peaKus
Opranmsma, CBs3aHHas ¢ MPUMEHEHHUEM JIEKapCTBEHHOTO (MCCIeyeMOro) mpemnapara u
peArnoiaralias HaJludyhe BO3MOXHOW B3aMMOCBS3U C MPUMEHEHHUEM JIaHHOTO
JIEKapCTBEHHOTO (MCCIeyeMOoro) mpenapara;

11) nHeGnaronpusTHoe cOObITHE (MHIMACHT) — JII00asi HEUCIIPABHOCTh U (WJIN)
YXYIIICHUE XapaKTepUCTUK WM HapylieHne (PYHKIIMOHWPOBAHUS MEIHITUMHCKOTO
U3JICNNS, WM HEJOCTAaTOYHOCTh JHOO HEKOPPEKTHOCTh COMPOBOAUTEIHHOM
uHpopManuu (JOKyMEHTAIlMK) HA MEIULMUHCKOE U3JIeiue, TOOOYHbIe NEUCTBUS WU
HEXXeJaTelbHasl peakiusi, HE yKa3aHHbIC B HWHCTPYKIUH IO MPUMCHEHUIO WIIH



PYKOBOJCTBE O IKCILTyaTal[iy, KOTOPBIE MPSMO WJIM KOCBEHHO IIPUBEIN WM MOTJIU
OPUBECTH K CMEPTU WJIH CEPhE3HOMY YXYIAUIEHUIO COCTOSIHUS 3J0pPOBBS
M0JI30BATENICH WM TPEThUX JIUI;

12) unnuBuayanbHas peructpanuonHas kapra (nanee — MPK) — nokymeHT Ha
OyMa)XKHOM W/WJIA 3JIEKTPOHHOM HOCHUTEJE, NMpeAHa3HAYCHHBIA UIsi BHECEHHS BCEH
IPEeIyCMOTPEHHON MPOTOKOJIOM U MOJIeKAIIEH Mepeaade CroHcopy UHPOpMaIIUU 110
KaKJOMY CyOBEKTY UCCIIEI0BAHMS;

13) uccnenyemMsblil mpenapart — JeKapcTBeHHasi (opMa aKTUBHOTO BEIECTBA WITU
iane0o, u3yyaemasi Uiu UCIoJIb3yemasi Uisl KOHTPOJIS B KIMHUYECKOM MCCIIEI0BaHUU
, B TOM UHMCJIE 3apEerUCTPUPOBAHHBIN JIEKapCTBEHHBIH Mpenapar B ciiydae, eciiu Crocoo
€ro MpUMEHEHUs OTJIMYAETCS OT YTBEPKIACHHOTO, a TAK)KE MPU €ro UCIOIb30BAHUU T10
HOBOMY TMOKa3aHUIO WU [JIg TOJYUYEHHUs JOMOJHUTEIbHOW HHGOpMALUU IO
YTBEPKIAECHHOMY NTOKa3aHUIO;

14) pykoBOAUTENb UCCIAEAOBAHUS — JIUILIO, OTBETCTBEHHOE 3a 00Illee MPOBEICHUE
HEKJIMHUYECKOTO UCCleloBaHUs O€30MacHOCTH IS 370POBbsSI UEliOBEKa W
OKPYXarOUIEN CPEeIbL;

15) uccrnenoBarenbCKuii IEHTP — OpraHu3aius, Ha 6a3e KOTOPOH MPOBOIUTCS
JOKJIMHAYECKOE (HEKIMHUYECKOE) HCCIEAOBaHUE, KIMHUYECKOE HCCIIeIOBaHUE
JIEKapCTBEHHBIX CPEACTB, METUIIMHCKUX U3JEINUN, KIMHUKO-Ia00paTOPHOE UCIIBITAHNE
MEIUIMHCKUX U3JICIUH 711 AMAarHOCTUKH 1n Vitro;

16) uccnemoBarenb — (Pu3MUECKOE JIMIO, OTBEYAIOIIEE 3a MPOBEIACHUE
UCCIIEOBAHUS B UCCIEN0BATEIBLCKOM LIEHTpE. B ciiyuae npoBeAeHus: UCCIEA0BaHUS B
UCCIIEOBATEIbCKOM IIEHTpE TPYNNoOM JHUIl HccienoBareneM (TJIaBHBIM
UCCJIEI0BATENIEM) SIBIISIETCS PYKOBOJAUTEIND IPYIIIIBI;

17) Oporiropa rcciaeaoBaTeNsi — CBOJHOE U3JI0KEHUE PE3YNbTATOB KIMHUYECKOTO U
JOKIMHUYECKOTO (HEKJIMHUYECKOT0) U3YUEHHS UCCIIEyEMOT0 Ipenapara, 3Ha4uMbIX
JUISL €70 MCCIIEIOBAaHUS HA YEJIOBEKE;

18) HEMHTEPBEHLIMOHHOE UCCIEN0BAHUE — UCCIEIOBAHUE, KOTOPOE MPOBOIUTCS
MIOCJIE TOCYJIapCTBEHHOM PErMcTpally JIEKAPCTBEHHOIO MpenapaTa U Ha3HAYAETCS B
paMKax MEJUUMHCKOW MPAKTUKU B COOTBETCTBUM C MHCTPYKIMEHN 110 MEAUIUHCKOMY
IPUMEHEHHIO;

19) uHTEpBEHLIMOHHOE HCCIEOBAHUE — UCCIEAOBAaHUE C YUYaCTHEM 4YeJOBEKa B
KayecTBe CyObeKTa MCCIeA0BaHUsA, IPU KOTOPOM Bpay-HCCIeA0BaTEIb HA OCHOBAaHUU
IPOTOKOJA MHTEPBEHUMOHHOTO KIMHUYECKOTO MCCIIEIOBAHUS, COOTBETCTBYIOIIETO
HOPSIAKY TPOBEIACHUSA KIMHUYECKUX MCCIeAOBaHUN, Ha3HayaeT CcyObeKTam
UCCJIENOBAHNUS CIIENUAIbHOE BMEIIATENIbCTBO;

20) xknuHUYeckass 6a3za — (aKTHUYECKOE MECTO MPOBEICHHS KIMHHYECKOTO
UCCJIEOBAHNUS;



21) noxnuHuueckas 0aza — opraHu3anus, SBIAIOMIAsACA (PAKTHYECKUM MECTOM
MPOBEJICHUS TOKJIMHUYECKOTO (HEKIIMHUYECKOT0) UCCIICIOBAHMUS;

22) NOKNMHUYECKOE (HEKIMHIUYECKOE) NCCIIEIOBAHNE — XUMUYECKOE, (U3HUECKOe,
OHoJOrUYecKoe, MUKpPOOHOJIOrHuecKoe, papMaKkoIOri4eckoe, TOKCUKOIOTHYECKOEe U
JIPYyroe 3KCIEPUMEHTAIbHOE MCCIEI0BAHUE WM CEPUsl UCCIEIOBAHUMN M0 U3YUYEHUIO
UCCJIeyeMOro BEelIeCTBa (JEKAPCTBEHHOTO CPEACTBA) MyTEM MPUMEHEHUS] HAYYHBIX
METOJIOB OIIEHKHU B IIEJISIX U3YYEHUS CelU(PUIecKoro AeUCTBUS U (WJIM) MOJTyYEHUS
JI0KA3aTeNIbCTB 0€30MaCHOCTH JIJISl 3/I0POBbsSI UEJIOBEKA;

23) KIIMHUYECKOE UCCIIEI0BAHNE — UCCIIEIOBAHNE C YYACTHEM YEJIOBEKa B KAUECTBE
cyObeKTa, MPOBOAMMOE JISi BBISBJICHUS WU TOATBEPXKICHUS O€30MaCHOCTH U
3(PEeKTUBHOCTU CPEICTB, METOJOB U TEXHOJOTUM MPOPUIAKTUKH, JUATHOCTUKU U
JedeHHs 3a00JICBaHMIA;

24) nepBas (¢aza KIMHUYECKOTO HCCIENOBAaHUS — IEPBOE HCIBITAHHUE
JIEKapCTBEHHOT'O CPEACTBA, MPOBOAMMOE Ha 3J0POBBIX JOOPOBOJIBLIAX MM MAllUEHTaX,
CTpaJarollUuX COOTBETCTBYIONIUM 3a00JieBaHUEM, KOTJa BBICOKAS TOKCHUYHOCTH
UCCIIelyeMOro Tpernapara JeflaeT MpPOBEJACHUE HCCIENOBAaHUS Y 3I0POBBIX
T0OpPOBOJIBIIEB HEATUYHBIM, B LIEISAX YCTAHOBJICHHS MEPEHOCHUMOCTH, 0€30MacHOCTH,
HaJIW4YMs  TepaneBTUYECKOTO  JAercTBUA,  (apMaKOKMHETUYECKUX U
dbapMakoAMHAMUYECKUX XapaKTePUCTHK;

25) BTOpas ¢aza KIMHUYECKOTO MCCIEIOBAHUS — UCCIIEIOBAHKE C LIETBIO OLICHKU
3(PEeKTUBHOCTU U KPATKOCPOUHOU O€30MaACHOCTH HCCIEAYEMOI0 JIEKaPCTBEHHOTO
CpeACTBa y MAIMEHTOB C KOHKPETHBIM 3a00JIEBAHHEM, a TaK¥XKe JOKa3aTeIbCTBO
KIMHUYECKONM 3(PEKTUBHOCTU JIEKAPCTBEHHOIO CpEACTBA U ONpPEICICHHE
TEpaNeBTUUYECKOI0 YPOBHS JO3UPOBAHUS IIPU UCIIBITAHUN Ha CPYIINE NAllUEHTOB;

26) yerBepras (asza KIMHUYECKOTO HCCIEIOBAaHHUS — HCCIEIOBaHUE
JIEKApPCTBEHHOI'O CPEICTBA, KOTOPOE OCYIIECTBISETCS IOCIE €ro PerucTpaluy H
MOCTYTUICHUS! Ha PBIHOK, C I[EJIbI0 TOATBEPKICHUS TepaneBTUUeCKON 3 (PEKTUBHOCTH,
CTpaTeruu €ro JaJbHEHIIEero HWCIOJb30BaHUS, a TaKXKe IS [OJYy4YEHUSs
JOTIOJIHUTENbHOW HH(GOPMAIIMU O CHEKTpe M YacToTe MNOOOYHBIX ACHCTBUU U
B3aMMOJEHUCTBUU MCCIENYEMOIr0 JIEKAPCTBEHHOI'O CpPEACTBA C JIPYTUMH
JIEKapCTBEHHBIMU CPEJICTBAMH;

27) TpeTha (aza KIMHUYECKOTO UCCIAEAOBaHUS — UCCIIEI0BaHNUE, IIPOBOJUMOE Ha
OONBIIUX TPyMHIaxX MAMEHTOB PAa3IUYHOrO BO3PACTa, C PA3TUYHON COMyTCTBYIOMIEH
NaTOJIOTUEH, B LIEJIAX U3YUEHHS BCEX acEeKTOB JIE€UECHHUs, BKIIOYAs OLICHKY MOKa3aTess
PUCK/TIONB3A;

28) OTYET O KIMHUYECKOM HCCIEOBAHUU — JIOKYMEHT, COAECpPKaIUiA OMUCaHUe
KIIMHAYECKOTO HCCJIEJOBAHUS TEPANEeBTUYECKOTO, MNPOPUIAKTUYECKOTO WU
JMarHOCTUYECKOTO CpPEJACTBA C Y4YacTHEM 4YeJOBEeKa B KauyecTBEe CYOBEKTa,
00BeUHSAIONIEE KIMHUYECKOE U CTAaTUCTUYECKOE OMUCAHUS, IPEICTABICHUE JaHHBIX U



WX aHaJIu3; OTJANICHHBIX 2P EKTOB, BKIIOYAs HEXKENATeIbHbIC PEAKIIUU UCCIEAYEMOT0
JIEKAPCTBEHHOTO CPEACTBA, MEIUIIMHCKOTO U3IETNS;

29) mpoTOKOI KIMHUYECKOTO HUCCIEeA0BaHUs (Hanee — MPOTOKOI) — JOKYMEHT,
ONUCHIBAIOIIMI 1I€NH, JHU3aiiH, METOJOJIOTUI0, CTAaTUCTUYECKUE AacIleKThl MU
OpPraHM3aLMIO UCCIIEN0BAHUS;

30) BcoMorartesnbHbIN JEKAPCTBEHHBIN IMpenapaT — 3aperucTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar, UCMOJIb3yEMbI B LEISAX KIMHHUYECKOTO HUCCIEIOBAaHUS B
COOTBETCTBUU C MPOTOKOJIOM KIWHUYECKOTO HCCIEAOBAaHMUS, HO HE B KauyecTBE
UCCIIEAYEMOTO JIEKapCTBEHHOIO IIpenapara; JeKapCTBEHHBIE NPENApaThl HE YKa3aHHBIE
B MPOTOKOJIE KIMHUYECKOTO MCCJIEJOBAHUSA HE OTHOCITCA K BCIIOMOTaTElIbHBIM
JIEKapCTBEHHBIM MpenapaTam;

31) cepne3noe HexenatenbHoe siBiieHue (manee — CHS) u (unm) cepbe3nas
HexenatenbHas peakuus (manee — CHP) — HexenarenbHas peakius, KoTopas
OPUBOAUT K CMEPTH, MPEJICTABISIET Yrpo3y Al KM3HU, TPEOYeT roCHUTAIN3aUUuU
nalmyeHTa WM €€ NPOJJICHUS, MPUBOJUT K CTOMKOM 1uOO0 BBIpaKEHHOU
HETPYJO0CIOCOOHOCTH MM MHBAIMIHOCTH, K BPOXIACHHBIM aHOMAIHUSAM WM NOPOKAM
pa3BuTHUs, TpeOyeT MEIUIIMHCKOTO BMEMIATENIbCTBA JIJISl MPEIOTBPAIICHUS PAa3BUTHUS
IIEPEYUCIICHHBIX COCTOSIHUM;

32) oOmiass xapakTepHCTHKA JEKApCTBEHHOTO Mperapara JJjisi MEIUIIUHCKOTO
npuMmenenus (manee — OXIJIIl) — mokyMeHT, conepxamuid wHOOpMaALMIO IS
MEJUIUHCKUX paOOTHUKOB O Oe3omacHOM U 3(G(EKTUBHOM HCHOJIb30BAHUH
JIEKapCTBEHHOI'O0 Ipernapara B LENAX MNPaBWIbHOTO HA3HAYEHHS JIEKAPCTBEHHOIO
npenapara ¥ KOHTPOJISI 33 €ro IPUMEHEHNEM;

33) MenuIMHCKas OpraHu3alus — OpraHU3alMs 3JpaBOOXPAHEHUS, OCHOBHOMU
NESTEIIbHOCTHIO KOTOPOU SIBJISIETCS OKA3aHWE MEIUIIUHCKOMN TTOMOIIIH;

34) DKcnepTHBIA COBET rOCyJapCTBEHHOW 3KCNEPTHOM OopraHu3anuu (panee —
DKCIEpPTHBIN COBET) — KOJUIETHMalbHBIM OpraH, co3JaBaeMblii B TOCyJapCTBEHHOM
OKCIIEPTHOW OpraHM3alMU MO PACCMOTPEHHIO CIIOPHBIX BOIPOCOB B pe3yJIbTaTax
AKCIEPTU3bl, OCHOBAaHMH (NMPUYUH) BBIJAYM OTPUIIATEIBHBIX 3aKIIOUYEHUU IO
3¢ peKTUBHOCTH, O€30MACHOCTU U Ka4eCTBY JIEKAPCTBEHHBIX CPEACTB, MEIULIMHCKUX
U3JIEJINA U IPUHSTUIO OKOHYATEJIbHOTO PEILICHHUS;

35) nekapcTBeHHBbIE Mpenaparsl nepenooil tepanuun (namee — JIIIIIT) —
J€KapCTBEHHbIE Mpemnaparbl MEAULUUHCKOTO NPUMEHEHHS, SBISIOLINECS
JIEKapCTBEHHBIMU TMperapaTaMu IeHHON Teparuu, Tepanuiu COMaTUUYEeCKUMHU KJIETKaMH,
TKAaHCWH)KCHEPHBIMU TIperapataMyd MIH KOMOWHUPOBAHHBIE TMpemapaThl JJis
NEPEAOBO TEpaNNH;

36) KOMOMHHUPOBaHHbBIE MTpenapaThl JJIs MEPEAOBOM Tepanuu — JEKAPCTBEHHBIE
npenaparbl, s MEPeOBOW Tepanuu, MpPeACTaBICHHbIE B KOMOWHAIUM C
MEJUIUHCKUM U3JIETUEM;



37) nmpenapat cpaBHEHHsI — 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar oo
1ane0o0, UCIOIb3YEMbIN KaK KOHTPOJIb B KIIMHUYECKOM HCCIIEIOBAaHUY;

38) KoMuccus mo orieHKe MaTepranioB KIMHUYECKUX UCCIETOBAHUIN SKCIIEPTHOM
OpraHU3alliy — KOJIJIETHABHBIN OpraH JIsl IPUHSATHS PEIICHUS C 1ETbI0 HallpaBIeHUS
pPEKOMEHAAIMU B YIIOJTHOMOUYEHHBIA OPTaH O KIMHUYECKOM HCCIIEIOBAHUH;

39) skcnepTHasi OpraHu3alus — rocy/1IapCTBEHHAsl SKCIEPTHAsE OpraHu3alus B
chepe oOpallieHus JIEKapCTBEHHBIX CPEACTB, MEIUIIMHCKUX W3/ICIINH;

40) crannmapTHble oneparnoHHbie npoueaypsl (manee — COIl) — moapoOHbIe
MMCbMEHHBIC WHCTPYKIIUHU, TPEeAHA3HAYCHHBIE IJI1 JOCTHXKEHUS €IMHOO0Opasus mpu
OCYLLECTBJIEHUH OIPECICHHON JEATENbHOCTH;

41) cyOBekT (cyOBeKT uccienoBanus) — GU3UUECKOE JUI0, YUYaCTBYIOIIEE B
KIIMHUYECKOM HCCJIEJJOBAHUU B COCTaBE TPYIIbl, MOTyYaloUled HCCIeayeMbIi
npenapar, JIM00 B COCTaBe KOHTPOJIbHOU TPYIIIIbI;

42) TepamneBTHUYECKasl SKBUBAJICHTHOCTh — JOCTHKEHUE KIMHHUYECKU
COTMIOCTaBUMOTO TeparneBTUYeCKoro 3(d@exkra mpu MNPUMEHEHUU JIEKAPCTBEHHBIX
npenaparoB i1 OAHOW U TOM ke IrpyMIibl OOJBHBIX MO OAHUM M TEM K€ MOKa3aHUsIM";

43) TexHuueckuil ¢paiiia — KOMIUIEKT TEXHUYECKON JOKYMEHTAIIMHN Ha MEIUIIMHCKOE
u3jenue, BKIIOYAOMMKA B ceOs oOmucaHue MEAUUMHCKOTO HU3JENUs U €ero
IpEeANoJiaraéMoe UCIOJIb30BAHNE, a TAKKE OXBATHIBAIOIINI BOMPOCHI TPOCKTUPOBAHHUS
, I3TOTOBJICHUS U DKCIUTyaTallu¥ MEAUIMHCKOTO U3/IEINs;

44) mannexanias kmmHIYecKas npaktuka Good Clinical Practice (I'ya knmuHuKan
npaktuk) (nanee — GCP) — cranaapT miaHUpOBaHUS, OpPTaHU3ALMH, TPOBEACHUS,
MOHUTOPHUHIA, ayJIUTa, JOKYMEHTUPOBAHUS KIMHUYECKUX HUCCIEIOBAHUM, a TaKkKe
aHaju3a U MPEJICTaBICHUS UX PE3YJbTATOB, CIyKAlIUK TrapaHTUENH JOCTOBEPHOCTH U
TOYHOCTH TIOJYYEHHBIX JaHHBIX M MPEJCTABICHHBIX PE3YyJIbTAaTOB, a TaKke
o0ecrieunBaONINN 3alIUTy TMPaB, 3A0POBbS M KOH(PUIECHIHAIBHOCTH CYOBEKTOB
UCCJIeIOBAaHNUS;

45) TKaHEeMHKEHEPHBIN npenapaT — Ipenapar, KOTOPbIA COAECPHKUT UIIU COCTOUT
U3 MOJIBEPTHYTHIX MHKEHEPHUH KIJIETOK WJIM TKaHEH M 00JialaeT CBOMCTBAMHU, a TaKXKe
OPUMEHSAETCS WM HAa3HA4YaeTCs 4YEJIOBEKY B LIEJISIX pEereHepaluy, pernapanud Uiu
3aMEHbI TKaHH YEJIOBEKa;

46) cuHONCUC MPOTOKOJA — KPAaTKOE H3JI0KEHUE MPOTOKOJIA KIMHUYECKOTO
UCCIIEIOBAHHUS.

4. ToxnuHuveckue (HEKJIMHUYECKUE) UCCIIeIOBAHMUs, KIMHUYECKUE UCCIIEA0BAHMS,
KIIMHUKO-1a00paTOpHbIE UCTIBITAHUS MEIUIIMHCKUAX U3JICTUH IS TUarHOCTHKY in Vitro
IPOBOJISITCS IPU OJJHOBPEMEHHOM COOJTIOICHUH CIEAYIOMINX TPeOOBaHUIA:

1) uccnenoBanusi HampaBJI€Hbl HAa TMOJIyY€HUE HOBBIX HAYYHBIX JAHHBIX U
BHEJIPEHUE UX B MMPAKTUYECKOE 3IPABOOXPAHEHUE;



2) obecmedeHbl 3allUTa HHTEPECOB CYyOBEKTa HUCCICNOBAHUS U
KOH(PUACHIIMATBLHOCTh €r0 MEAUIIMHCKON nH(pOpMaInu;
3) moxydeHo coriiacue cyObeKTa UCCISAOBAHUS W €r0 3aKOHHOTO TIPEJICTaBUTEIS
Ha y4yacTue€ B MCCJIEJOBAaHUU WJIM UCIOJIb30BaHUE €ro OMOJOTHYEeCKUX 00pa3loB U
MEIUIIMHCKON WH(OpMaluK, B TOM YHCIE JUIs 3armojHeHHus Omo0aHKa B HAayYHBIX
HEJSIX;
4) MHTEPBEHIIUOHHBIC KJIMHUYECKUE UCCIEIOBAHUS MPOBOMSITCS C pa3peuieHust
YHOJHOMOYEHHOTO OpraHa.

5. C nenpro obecrnieyeHus: 0€30MACHOCTH W 3alUTHl NPaB yYaCTHUKOB
MEIUIMHCKUX HUCCIEIOBAHUMN MPU MPOBEACHUU IOKIMHUYECKUX (HEKIMHUYECKUX),
KIIMHUYECKUX, KIMHUKO-Ta00pATOPHBIX MCIBITAHUN MEIUIIMHCKUX W3ACTUN IS
JTMATHOCTHUKH in Vitro co3natorcs LlenrpanpHas u JlokambHass KOMHCCHH.

[{enTpasibHast KOMUCCHUS CO3JAETCs TIPU YIIOJIHOMOYEHHOM OpraHe B COOTBETCTBUU
¢ npukazoM Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 5 anpens 2019
rojna Ne KP JICM - 20 "OG6 yTBepxaeHuu nojoxxkeHus o LlenTpanbHoit koMmuccuu mo
ouostuke" (manee — Ilonoxxkenue o Kommuccuu) (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPaBOBBIX akTOB 1o Ne 18480).

JlokanbHBIE KOMHCCHHM CO3AIOTCSA MPHU MEIUIIMHCKUX OpraHu3alusax st
HE3aBHCHMOM OLIEHKU MCCIIEIOBAaHUM, POBOJUMBIX Ha X 0asze.

I'naBa 2. ITopsamox npoBeAcHAE JOKIMHUIECKUX (HEKITMHAICCKUX)
HCCIICIOBaHIHI

6. CrnoHcOp BBIOMpAET HCCIENOBATENBCKUM LEHTP MU MPOBEACHUS
JOKJIMHUYECKOTO (HEKIIMHUYECKOT0) UCCIIEI0BAHMS.

7. JoxIuHUYECKUEe (HEKIMHUYECKUE) UCCIIEOBAHUS JICKAPCTBEHHBIX CPEACTB
npoBojsTcss B coorBerctBuu co Crammaprom Good laboratory practice (I'ynx
nabopatopu mnpaktuk) ([lamee — GLP) yrBepkaeHHbIX mNpukazoM MuHHCTpa
3IpaBOOXpaHEHUS U colUalibHOTO pa3Buths Pecnyonuku Kazaxcran ot 27 mas 2015
roga Ne 392 "OO yTBepXJACHUHM HaIexkKamux GapMaleBTHYSCKUX MNpakTUukK" (
3aperucTpupoBaH B Peectpe rocy1apcTBEHHON PerucTpaliii HOPMaTUBHBIX TPABOBBIX
aktoB 1o Ne 11506) (nanee — [Ipuka3z Ne 392).

NccnenoBanus (MCIBITAaHUS) OIEHKHA OMOJIOTHYECKOTO JEUCTBHS MEIUIIMHCKUX
u3zenuil mpoBoasaTcs B cooTBercTBUU co CtanaaproMm ISO 10993, BxonsmieM B
[lepeuenb cTaHAapTOB, B pe3ysbTaTe MPUMEHEHUSI KOTOPHIX Ha JOOPOBOJIHLHON OCHOBE
MOJIHOCTBIO MJIM YACTUYHO 00€CTIeUNBACTCS COOTIOJICHUE COOTBETCTBUS MEIUITMHCKUX
u3aenuid O6muM TpeOoBaHUSAM 0e30macHOCTH W A(PHEKTUBHOCTH MEIMITUHCKUX
U3JIeNnid, TPeOOBAHUSIM K UX MAPKUPOBKE U IKCILUTyaTallMOHHON JOKYMEHTAIlMU Ha HUX
, pekomengoBanHbix Komerueit EBpaszuiickoil skoHOMHYECKOW komuccued ot 04



centsiops 2017 roma Nel7 (manee — pexomennmanusi Komneruum EBpasuiickoit
AKOHOMHUYECKOM Komuccueit Ne 17).

8. HoknuHuyeckoe (HEKIMHUYECKOE) HCCIEJOBAHHE MNPOBOAUTCS MO
YTBEPKJACHHOMY TUIaHY IMPOBEJCHUS HMCCIICJIOBAHUS C BEJACHHEM IPOTOKOJIA 3TOTO
UCCIICJIOBAHUS W COCTABICHHEM OTYETa, B KOTOPOM COJEPXKATCS PE3yJIbTaThI
HUCCIJICTOBAHUM.

9. Jlnst opranuzanuu M TPOBEACHUS JOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCIICIOBAHUSI CIIOHCOP MPHBJIEKACT OpraHU3alNHM, HMEIIHE HEO0OXO0IUMYIO
MaTepHaTbHO-TEXHUYECKYI0 0a3y M KBAIM(UIIMPOBAHHBIX CIICIUATUCTOB B
COOTBETCTBYIOIIIEH 00s1acTh uccienoBanus (nanee — CTOPOHHSISI OpraHU3aIus).

10. Opranuzanusi, NpoBOAAIIas HUCCICIOBAHUE, YTBEPKAACT CTaHIAPTHHIC
OTIEpAIMOHHBIE TMPOIEAYPHl, B KOTOPHIX MOAPOOHO M TOCIEIOBATEIBHO OINHCAH
NOPSZOK OCYUIECTBJICHUST M yudeTa BceX JIabopaTOpPHBIX M MPOU3BOJACTBEHHBIX
omnepannii, BKIKoJas:

1) mocrymienue, uAeHTH(UKAIINIO, MAPKUPOBKY, 00paboTKy, oTOOp mpoo,
UCIIOJIb30BAHNUE, XPAaHEHUE U YHUUYTOXKEHUE (YTHIM3AIUIO) UCCIeTyeMbIX 00pa3IloB
JIEKApCTBEHHBIX CPEJCTB, CTAaHJAAPTHBIX OOpa3IOB M TECT-CUCTEM (B cllydae HX
UCIIOJIb30BaHUS );

2) obcmy>)XMBaHUE U TIOBEPKY 000PYI0BaHNUS,
3) IpUrOTOBJICHHE PEAKTUBOB, MUTATEIbHBIX CPES;
4) BeleHUE 3aMKCeil, OTYETOB, TPOTOKOJIOB M UX XPAHCHUE;

5) obciykuBaHHE TMOMEIIEHUN, B KOTOPBIX MPOBOJUTCS JOKIMHUYECKOE (
HEKJIMHUYECKOE) UCCIIETOBAHHUE;

6) mpueM, TPAaHCHIOPTHPOBKY, pa3MEIICHHE, ONMUCAHUE, WUJCHTU(UKAIIUIO
AKCIIEPUMEHTAIBHBIX KUBOTHBIX, YXOJI 32 HUMH.

11. JIo Havana mpoBeICHHS UCCIIECOBAHUS YTBEPHKIAACTCS IJIAaH MUCCIIEIOBAHUS C
yKa3aHUEM JIaThl €T0 YTBEPKIACHUS. Y Ka3aHHBIN TJ1aH UCCIICIOBAHUS COICPKUT:
1) HanMeHOBaHUE UCCIICIOBAHNS;
2) HaMMEHOBaHUE M aJpec OpPTraHU3alNK, MPOBOASIIEH HCCIEeI0OBAHUE, MECTO
IIPOBEICHUS UCCIIEIOBAHMS;
3) bamunuro, UMsi, OTYECTBO (MIPU HATMYUHU) JIUIIA, OTBETCTBEHHOTO 3a IIPOBE/ICHUE
WCCIICIOBAHUS, U JIUI], YIaCTBYIOIINX B MPOBEJACHUH MCCIICIOBAHUI;
4) 1ienp ¥ 3a71a4u UCCIIeI0BaHUSI;
5) cpok (mecsIl, roj) Hayajlla U IUIAHUPYEMBIA CPOK (Mecsll, T0J) OKOHUYAHUS
UCCJICIOBAHNUS,

6) cBeleHUS 00 HCCIenyeMOM JIEKapCTBEHHOM cpenacTBe ((usnueckue,
XUMHUYECKHe, apMaleBTUYECKUE, OMOIOTUYECKUE CBOMCTBRA);

7) cBenmeHus o cTa”HAapTHOM ooOpasie (oOpasmax) (B ciydae ero (MX)
UCIIOIb30BaHUsA);



8) KOIMYEeCTBO SKCIEPUMEHTAIbHBIX JKMBOTHBIX B TpyIIe, crocoda M MyTH
BBEJICHUS DKCTICPUMEHTAJILHBIM )KHBOTHBIM HCCJICTYEMOTO JICKaPCTBEHHOTO CPEJICTBA,
9) MeproOANYIHOCTH OIEHKH COCTOSIHUSI IKCIIEPUMEHTAIbHBIX JKUBOTHBIX U 0TOOpa
po0, OIEHUBACMBbIC TTOKA3aTEIIM B MIPOIIECCE MCCASAOBAHUS M METOAUKH OIICHKH, UX
000CHOBaHHE;
10) ommcaHue OMOJOTHYECKOTO MaTepuana, OTOMpPaeMoro JUIsl TIPOBEICHHUS
UCCIIeIOBAHUS, CITOCOOOB €ro 0TOopa 1 XpaHeHHs, IX 000CHOBAHUE;
11) onrcanue nporeaypsl CTaTUCTUYECKON 00pabOTKH pe3yIbTaTOB UCCIIEIOBAHUS

12) o6ocHOBaHME HEOOXOIUMOCTH (OTCYTCTBHSI HEOOXOIUMOCTH) MPOBEICHUS
BaJIMJIAlIUA METO1a (METOJIOB) UCCIICIOBAHNS;
13) kputepun OLIEHKN KOHTPOJIUPYEMBIX B MPOLECCE UCCIEIOBAHMS TTOKa3aTeNe;
14) nopsiiok BHECEHUS U3MEHEHUH B TIJIaH MCCIIEIOBAHUS;
15) cchuiky Ha TUTEpaTypHbIE HCTOYHUKH (B CIIy4ae UX UCIOJIH30BAHUS);
16) nonoaHUTENbHYIO HHDOPMALIHIO (B CIydyae HEOOXOIUMOCTH).
12. IInan uccnenoBaHusl MOAIMKMCHIBAET JUILO, OTBETCTBEHHOE 3a MPOBEACHHE
JTOKJIMHUYECKOTO MCCIIEIOBAHUS, C YKa3aHUEM JOJDKHOCTH, MeCTa paboThI.

13. Tlpu mpoBeaeHUM HCCIEIOBAHMS JIMIA, YYACTBYIOIIME B MPOBEICHUU
UCCJIE0OBaHUs, BEAYT MPOTOKOJ MCCIEAOBaHUS Ha OyMaXHOM HOCUTENe U (WJU) B
AJIEKTPOHHOM BHUJIE, B KOTOPOM (PUKCUPYIOTCS JEHUCTBUS, MIPEAYCMOTPEHHBIE TIJIAHOM
UCCIIEIOBAHHUS.

14. TIpoTokoun uccaeaoBaHus BKIIOYAET:
1) HauMeHOBaHKE HCCIEOBAHUS, MTPOBOJUMOTO B paMKax JAOKIMHUYECKOTO (
HEKJIIMHUYECKOI0) UCCIIETOBAHMS;
2) omycaHue UCIOJIL30BAHHOTO 000PYI0BaHMs, CPEACTB U3MEPEHHUS U PEaKTHUBOB,
pEeareHToB, CTAaHJAAPTHHIX 00PA3IIOB U TECT-CUCTEM (B CIIydyae UX UCIOIH30BaAHNUSA);

3) nmepBUYHBIC TaHHBIE O pe3yJbTaTaxX U3MEPEHUN U HaOIIOACHUN (B TOM YHUCIE
XpoMaTorpaMMebl B poTorpadun mpu uX HATUINN);

4) pe3ynbTaThl BBIYMCICHUNW M NpeoOpa3oBaHHs JAaHHBIX (B TOM YHCIE
IPOMEKYTOUYHBIE);

5) onmcaHue W OIEHKY MPOIEAYp CTAaTUCTUUECKOr0 aHajiu3a C yKazaHUueM
UCII0JIb30BaHHOTO MTPOTPAMMHOT0 00€CTICUeHUS;

6) cBelleHUsI 00 MCTOJb3yEeMbIX IKCIIEPUMEHTAIBHBIX KUBOTHBIX (BHJ, BO3pACT,
KOJIMYECTBO, Macca, MoJI U KOJMYECTBO TPYII IKCHEPUMEHTATbHBIX JKUBOTHBIX B
Ka)XJI0OM BHJI€ UCCJIEIOBAHUM);

7) cBeAeHUs, UMEIOLIME HEMOCPEICTBEHHOE OTHOILIEHHE K MCCIEIOBAHHUIO U
MO3BOJIAIOIIUE BOCIIPOU3BECTHU X0 UCCIICIOBAHMUSI.

15. IIpoTokoa uccienoBanus MOMKUCHIBAETCS BCEMU JIMIIAMH, Y4aCTBOBABIIMMHU B

MPOBEJICHUU UCCIIEIOBAHMS, C YKa3aHUEeM (paMUIIMU, UMEHH, OTYeCTBa (TIPU HATUYHH),



YYEHOU CTerneHu (TP HaJM4YWH), a TAKKe C YKa3aHHEeM JIaThl MOJMMCAaHUs U HOMEpa
IIPOTOKOJIAa UCCIIEIOBAHMS, TTO3BOJISIOMIMX UICHTU(UIIUPOBATH TAHHBIA MPOTOKOI.

16. ConmepxaHue TPOTOKOJA TO3BOJSIET OJHO3HAYHO HACHTUPUIIUPOBATH
HCCIIeIOBAaHUE, HCIIOJIb30BABIIMECS 00pa3ilbl JICKAPCTBEHHOTO CPEJACTBA, BUI H
METObI UCCIICIOBAHMUSI.

17. 3MeHeHHUsT CBEIEHU, COAEPKAIMXCA B MPOTOKOJE HMCCIEIOBAHUSA,
0hOpPMIISIIOTCSL B BUJE JIOMOTHEHUM K MPOTOKOIY, KOTOPBIE MOIMUCHIBAIOTCS BCEMU
JWLAMHU, Y4YaCTBOBABIIMMHM B IPOBEICHUU HCCIEIOBAHUA, C YKa3aHUEM IPUYUH
U3MEHEHUM, TaThl 1 HOMEpPA JIOMOTHEHHUS K TPOTOKOJY UCCIIEI0BaHUS.

18. ITocne 3aBepiieHUs: JOKIMHUYECKOTO (HEKIIMHUYECKOT0) UCCIEOBAHUS JINIIOM,
OTBETCTBEHHBIM 3a TMPOBEJICHUE JAHHOT'O HCCJIEIOBAHUS, COCTABISIETCS W
MOJAMUCHIBAETCS OTYET O pe3yJibTaTaxX UCCIIECIOBAHUS, KOTOPBIA COAEPKUT:

1) HauMeHOBaHUE UCCIIEAOBAHMUS;

2) koA U uieHTU(UKAIUS OTYETA;

3) HauMeHOBaHUE, aJpec OpPraHU3alUU, MPOBOAUBIIEH UCCIEAOBAaHUE, U MECTO
MPOBEJICHUS UCCIICIOBAHUS;

4) natel Hayana v 3aBEPILICHUS UCCIEIOBAHNUS;

5) uenb U 3a7a4M UCCIICI0OBAHUS;

6) dbamunuio, UM, OTYECTBO, YUYCHYIO CTEINEHb (MPU HAIMYUHW) JIHIA,
OTBETCTBEHHOI'O 3a MPOBEICHUE UCCIEN0BAHNUSA, U JIUI], YYACTBYIOIIUX B IPOBEICHUHU
UCCJIEIOBaHNUS,

7) omucaHHE HCCIEAYyeMOro JEKapCTBEHHOTO CPEACTBA, BKJIIOYAs COCTaB,
(U3HKO-XUMHUYECKUE, OMOJIOTMYECKue, (papMalleBTUUECKHUE CBOMCTBA, HOMEP CEpUH,
CPOK TOJTHOCTH;

8) omucaHue X0J1a UCCIIEIOBAHUS C YKa3aHUEM HCIIOJIb30BaHHBIX MaTEpUaNIOB U
METO/OB;

9) onucaHue UCIIOIB30BAaHHBIX 000PYAOBaHUSI, CPEACTB U3MEPECHUS U PEAKTHUBOB,
peareHTOB, CTaHJIAPTHBIX 00Pa310B U TECT-CUCTEM (B CIydae UX UCIOIb30BaHUsA);

10) undopmanuo 06 3KCrepUMEHTAIBHBIX JKUBOTHBIX (BUJ, MOJI, BO3pacT, Macca
TeJa, KOJTUYECTBO KUBOTHBIX B TPYIIIE);

11) coco6 BBeneHUs, 1036l U KPATHOCTh BBEJCHUS JICKAPCTBEHHOTO CPEJICTBA;

12) onucaHue U OIEHKY MPOLENYyp CTaTUCTUYECKOrO aHAIN3a C YKa3aHUEM
UCIIOJIb30BAaHHOTO MPOTPAMMHOI0 00ECTICUCHHUS,;

13) pe3ynbTaThl UCCIIEIOBAaHUS CO CChUIKAMH Ha COOTBETCTBYIOIINE MTEPBUYHBIC
JTaHHBIC O Pe3yJbTaTax M3MEPCHUU W HAOIIOACHUM, a TaK)Ke MX CTaTUCTHYCCKHUM
aHamus;

14) BBIBOJIBI ICCIIEIOBAHUSI.



19. K oTuety o pe3ysibTaTax JOKJIUMHUYECKOTO (HEKIMHUYECKOTO) HCCIIEA0BaHUS
NPUIAraloTCd METOJbl KOHTPOJISI, TMOJJIeKAIINE BajJuJallMu, KOMHU MPOTOKOJIOB
BAJIMIAIMU (B CJIydae MX UCIIOIb30BaHMS).

20. PykoBoiuTeNb OpraHu3aliuy, IPOBOJISIICH TOKIMHUYECKOE (HEKIMHUYECKOE)
UCCJIe0BaHuE, O0ECIIEYMBACT BBITIOTHEHUE TPEeOOBAaHMM, yCTAHOBJICHHBIX IUTAHOM
UCCJIeI0BaHUsI, OOBEKTUBHOCTh U HE3aBUCUMOCTb MPOBEJICHUS UCCIIEOBAHUS, & TAKKE
JIOCTOBEPHOCTH MOJIy4YaE€MbIX Pe3yJIbTaTOB.

21. Ucnonb3yeMble MpH MPOBEACHUU JAOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCIICIOBAHUSI PEAKTUBBI U PEAreHThl, CTAaHJAPTHBIC BEIIECTBA U TECT-CUCTEMBbI
COOTBETCTBYIOT TPEOOBaHUSAM, YKA3aHHBIM B TIJIAHE MCCIICIOBAHUSA, TPUMEHSIOTCS 10
HUCTEUCHUS] CpoKa HX TOJHOCTH, HUMEIOT MapKHPOBKY, IMO3BOJSIONIYIO UX
UACHTHU(UITUPOBATD.

22. Bce npoueaypsl, CBI3aHHBIE C YXOJOM 32 3KCIIEPUMEHTAIbHBIMU KUBOTHBIMH,
MOJJIeKAT yYeTy Ha OyMa)KHOM HOcUTeNe U (MJIU) B DJIEKTPOHHOM BUJIE.

23. BHOBb NOCTYNHUBIIHE SKCHEPUMEHTAIbHBIE >KUBOTHBIE MOMJIEKAT
KapaHTUHUPOBAHUIO JJIs1 OLEHKU COCTOSIHUS 37I0POBBSI.

24. Jlns obecniedeHus MHIUBUIYATLHOTO HAOIOJACHUS B TIPOLIECCE MPOBEACHUS
JTOKJIMHUYECKOTO (HEKIIMHUYECKOr0) UCCIEOBAHMS SKCIIEPUMEHTAIbHBIE KUBOTHBIC
UACHTUDUITUPYIOTCA. B OTHOIIEHWH MENKUX TPBI3YHOB JOMYCKaeTCs TPYIIOBas
uaeHTUPUKALMS.

25. Bce knerku, BOIbEpbl, KOHTEUHEDPHI, NIPEIHA3HAYEHHBIE ISl CONEPKAHUSA
AKCIEPUMEHTAIIbHBIX )KUBOTHBIX MAPKUPYIOTCA.

26. DKCIEpUMEHTAIbHbBIE KUBOTHBIE OJHOTO BHJIA COACPKATCA B OJIMHAKOBBIX
YCIIOBUSIX, ONTUMAIBHBIX JUIsl JAHHOTO BUJA KUBOTHBIX, UMEIOT CBOOOIHBIN JTOCTYTI K
kopmam u Boje. KopmMa u Bojga oOecmeuMBarOT MOTPEOHOCTH KUBOTHBIX B
NUTATEIbHBIX BEIIECTBAX U HE BIUSIOT HAa PE3YyJIbTaThl UCCIICIOBAHMUS.

27. llpu pabote ¢ IKCIEpUMEHTATLHBIMU JKUBOTHBIMU COOJTIOIAOTCS CIICTYIOIINE
[IpuHIMIIBI TyMAHHOTO W O€PEKHOTO OTHOIIEHUS K )KUBOTHBIM:

1) ucnonp30BaHNEe HAYYHO OOOCHOBAHHOTO U COOTBETCTBYIOIIETO OCTABICHHBIM
3a/1a4aM UCCJIeI0BaHUs BUIa SKCIIEPUMEHTAIbHBIX KUBOTHBIX;

2) UCIIOJIB30BAaHUE FKCIIEPUMEHTAIIBHBIX )KUBOTHBIX B MUHMMAaJIbHOM KOJINYECTBE,
KOTOpO€ TpeOyeTcsl sl TMOJAYy4YEHHUS HAaydyHO JIOCTOBEPHBIX U CTATUCTUUYECKHU
000CHOBaHHBIX PE3yJIbTATOB;

3) ucnoap30BaHue, IPU BO3MOXKHOCTH, HAYYHO 0OOCHOBAHHBIX AJIbTEPHATUBHBIX
METOJIOB U MaTepHajoB, BKIIOYAIONIUX OECIIO3BOHOYHBIX >KUBOTHBIX, KYJIbTYPbI
KJIETOK, MUKPOOPTaHW3Mbl B3AMEH TEIJIOKPOBHBIX SKCIIEPUMEHTAIbHBIX KUBOTHBIX;

4) mpoBeAieHUE MPOJAOJIKUTENBHBIX, 00JIE3HEHHBIX MAHUMYJIAINN, XUPYPIrUIECKUX
omepanuid Ha HKCIEPUMEHTAJIbHBIX JKUBOTHBIX C IPUMEHEHUEM CEIAaTUBHBIX,



AHAJIbI€TUYECKUX JIEKAPCTBEHHBIX MPENapaTroB, JEKApCTBEHHBIX IPENapaToB s
HapKo3a;

5) ymepiBieHne KUBOTHBIX 0€300JIe3HEHHBIM CIIOCOOOM B KOHIIE WJTH B MIPOIIECCE
JTOKJITMHUYECKOTO UCCIEIOBAHUSI.

28. Ha navano npoBeneHUs] JOKJIMHUYECKOTO (HEKIMHUYECKOT0) UCCIIeI0BAHUS
UCIMOJIB3YIOTCSl 3/I0POBBIE JKCIEPUMEHTAIBHBIE KUBOTHBIC, HE SBJISAIOLIAECS
HOCHUTEJISIMA areHTOB, CITIOCOOHBIX MOBJIUSITH HAa PE3yJIbTaThl UCCIIEAOBAHUS, €CIIU HHOE
HE MPEAYCMOTPEHO MJIAHOM JOKIMHUYECKOTO (HEKJIMHUYECKOT0) UCCIEA0BAHUS.

29. OT60p poO OMOTOTUYECKUX MATEPUATIOB MPOBOAUTCS B MPOOUPKHU ((hJIaKOHBI,
KOHTEUHEPHI) C COOTBETCTBYIOIIEH MapKUPOBKOU M KOAUPOBKOM.

30. OOpa3upl JeKapCTBEHHOI'O CPEICTBa COMPOBOXKIAKOTCS MPEACTABICHHON
pa3pabOTUUKOM JOKYMEHTAalluel, cojaepKallel yCIOBUS U CPOKH XpaHEHUS,
uHpopManmio 0 Mepax Mo obecreyeHU0 Oe30MacHOCTH PabOThl C UCCIEAYEMBIM
JIEKApCTBEHHBIM CPEACTBOM, PACTBOPUTEISIMU U MPU HEOOXOIUMOCTH HHPOPMAIUEH O
IpOLEAYPE PACTBOPEHHS, YCTPOMCTBAMU [IJIsi BBEACHUS JIEKAPCTBEHHOI'O CPEACTBA
AKCTIIEPUMEHTATBLHBIM KUBOTHBIM.

31. O6pa31sl uccneayeMbIX JIGKAPCTBEHHBIX CPEJICTB MOICKAT YUETY TI0 MPUEMY,
pacxojy, BO3BpaTy WU yTHUIN3AIMU B COOTBETCTBUU C MPOLIETYPOM, YTBEPKICHHOU B
nabopaTopuu, MPOBOAIICH HCCIIeIOBAaHUE.

32. XpaHeHue o0O0pa3lOB HCCIEAYEMOTO JIEKAapCTBEHHOTO CpelCcTBa
OCYIIECTBIISACTCS B YCJIOBUAX, YCTAaHOBJICHHBIX pa3padOTYMKOM, B YITaKOBKE,
obecnieynBarolei 3alUTy OT 3arps3HEHUs WIM TMOpPYH, 00ECHeYMBAIOIIUX HX
CTaOMJILHOCTh B TIpOIlECCE€ XpaHEHUs, B OTACIbHOW 30HE TOMEUICHUH,
NpEIHA3HAYECHHBIX IS TPOBEACHUS JIOKJIMHUYECKOTrO (HEKJIMHHYECKOTO)
UCCIIeJIOBaHMS, C OTPAHUUCHHBIM J0CTynoM. [lapameTpsl okpyKaromiel cpejibl 30HbI
XpaHeHus 00pas3IoB PETryJsSIPHO PETUCTPUPYIOTCS B TMOPAJKE, YTBEPKICHHOM
OpraHu3aIMen, TPOBOASIIECH UCCIIEOBAHUE.

33. OOpa3upl JIEKapCTBEHHOTO CPEACTBA, MPEACTABICHHbBIC IS MPOBEICHUS
JOKJIMHUYECKOT0 (HEKIMHUYECKOI0) UCCIEOBAHUS, HMMEIOT CPOK TOJHOCTH,
JIOCTATOYHBIN 711 3aBEPIICHUS JOKIMHUUECKOTO (HEKIMHUYECKOTO) MCCIIEI0BaHUS.
Hcnonp3oBaHue B AOKIMHUYECKOM (HEKIMHUYECKOM) HCCIEAOBAaHUU OOpasIoB
JIEKapCTBEHHOI'O CPEJCTBA C MCTEKIIUM CPOKOM T'OJHOCTH WJIM XPAHUBIIUXCS B
YCIIOBUSIX, HE COOTBETCTBYIOLIUX YCJIOBHUSIM XPAaHEHUS, YCTAHOBJIEHHBIM
pa3pabOTUUKOM, HE JoNycKaeTrcs. B ciydae IJIUTEILHOTO JOKIWHUYECKOTOo (
HEKJIMHUYECKOT0) HCCIEA0BAHUS, MPEBBIIIAIONIETO0 CPOK TOJAHOCTH JIEKAPCTBEHHOTO
CpPEeACTBa, YCJIOBHUS 3aMEHBbl OOpa3lOB JIEKAPCTBEHHOT'O CPEACTBA M KPUTEPUU
MPUEMJIEMOCTH ONMCHIBAIOTCS B IJIAHE MCCIICIOBAHUSI.

34. YHUYTOXEHHUE OCTATKOB HCCIEAYEeMOTO o0paslia OCYUIECTBISETCS B
COOTBETCTBHUHM C YCTAHOBJICHHBIMH B J1a0OPATOPHUU MPOLIETYPaAMHU.



35. JlokymeHThl, odopMisgeMble TPU MPOBEIACHUU IJOKIMHUYECKOTO (
HEKJIMHUYECKOT0) HCCIEIOBAHUSI B COOTBETCTBUU C Hactodmumu [IpaBunamu,
NoJyIekKaT y4eTy B DIJIEKTPOHHOM M (WJK) OyMaKHOM BHJI€ OpraHU3aluen, ux
o(opMUBIIIEH, B KypHaJe ((KypHaJlax) y4yeTa.

36. JokyMeHTBI, odopmisieMble NPU HPOBEACHUU JTOKIMHUUYECKOTO (
HEKJIIMHUYECKOI0) UCCIIEA0BaHUs B COOTBETCTBUU € HacTosiuMu [IpaBunamu, wim ux
KOIMU NOJJIEKAT XPAaHEHUIO M0 YCTaHOBJIECHHBIM TPEOOBAHUAM Y UCTIOTHUTEIIA.

37. JlokymMeHThI, opopMiiieMble CTOPOHHEH OpraHu3alMel Mpu MPOBEIACHUU
JOKIMHUYECKOTO (HEKIMHUYECKOI0) MCCIIEIOBAHUS B COOTBETCTBUU C HACTOSIIIMMHU
[IpaBunamu, WM UX KONMUM MOAJIEKAT XPAHEHUIO B CTOPOHHHMX OpraHu3amnusax (B
clydyae WX MpUBJICYEHHUs) B TeueHue Tpex JjeT. HeoOxoamMocTh aanbHEHIero
XpaHEHUsT B CTOPOHHHUX OpPTraHU3ALMAX YKa3aHHBIX MaTepUaloB WIM HX KOMUU
oTpeJesieTcsl JOrOBOPOM, 3aKIIFOUEHHBIM PazpaboTYMKOM U CTOPOHHEH opraHu3anuen

I'maBa 3. ITopamok mpoBeACHNUA KIMHUICCKHUX HCCIICIOBAHNM

IMTaparpa¢ 1. ITopsaok moiydenns pa3pemenns Ha NPOBeACHNE KITMANISCKIX
HCCJIeJOBaHMIA

38. Pa3pemieHne Ha NMpPOBEACHUE KIMHUYECKOTO MCCIEIOBAHUS BbIIACTCA
YIIOJIHOMOYEHHBIM OPraHOM B CIIy4ae:

1) UHTEPBEHIIMOHHBIX KIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX CPEICTB
NepBOM, BTOPOH, TPEThel U ueTBepTOU (asbl, BKIIOUAS KIMHUYECKUE HCCIIEIOBAHUS
OJIHOBPEMEHHOI'0 MCIOJIb30BAHUSI HECKOIBKHX JIEKAPCTBEHHBIX CPEJICTB (HE MMEIOLIUX
U (WIK) UMEIOIIUX IOCYIapCTBEHHYIO PETUCTPALUIO);

2) OLIEHKU SKBUBAJICHTHOCTH BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) KIMHUYECKUX HCCIIEIOBAHUIN UMIUIAHTUPYEMBIX MEAUIIMHCKUX W3JENUi, a
TAaK)K€ KJIacCa MOTEHIIMAJIBbHOTO pUCKa NMpuMeHeHus 3 u 2b, eciu crienuaibHO HE
JI0Ka3aHO, 4YTO KIWHHYecKas 3(P(PEeKTUBHOCTL M OE30MaCHOCTh 3asBJISIEMOTO
MEIUIMHCKOTO U3JIeNus JOKa3aHa JPyruM CriocoOoM;

4) KIMHUYECKOTO HCCIEIOBAHUS MEIUIIMHCKUX H3JeIui, (YHKIIMOHATIbHbBIE
XapaKTEPUCTUKU, TMPHUHIUI JACHCTBUS, HA3HAUEHHE, MOKA3aHUS K MEIULIMHCKOMY
NPUMEHEHUIO WJIM OCOOEHHOCTH MEIUIIMHCKOTO MPUMEHEHUS, KOTOPhIX paHee He
VICCIIEI0BAJIUCH;

5) KJIMHUYECKOTO UCCIEI0BaHUS MOAU(DUKAIIUN MEIUIIMHCKOTO U3JENIHs, paHee
JOIYIIEHHBIX K MEAUIMHCKOMY MPUMEHEHUIO, B CJy4ae, €CJIM MPOU3BEIACHHBIE



U3MEHCHHS CBS3aHBI C TOSBJICHUEM HOBBIX (YHKIIMOHAIBHBIX XapaKTEPUCTHK,
W3MEHEHUEM MPOTrPaMMHOTO OOecTedeHuUs, TPUHIKUMNA IeUCTBUSI, Ha3HAYCHUS WJIU
0COOCHHOCTEN METUIIMHCKOTO MPUMEHEHHsI, KOTOPbIE paHee He UCCIIEJOBAIUCE:;

6) KIIMHUYECKOTO MCCJIEIOBAHUS MEAUIIMHCKOTO U3ENHs, COJAEpKaIIUX HOBBIE,
KOHTaKTUPYIOIIHE C OPraHU3MOM 4YEJIOBEKAa, paHEee HE HW3yYEHHbIE B YacTHU
OMOJIOTUYECKOTO JIEUCTBHS MaTEPHAIIbl MM U3BECTHBIE MATEpUaIbl, KOHTAKTUPYIOIINE
C TEMHU OpraHaMU WIM TKaHSMH YEJIOBEKa, B OTHOIIEHUH KOTOPBIX OTCYTCTBYET OIBIT
WX MEIUIIMHCKOTO MPUMEHEHUS, UK B CIIy4ae, €Clid TaKOW KOHTAaKT sIBJISETCS OoJiee
MPOJIOKUTEBHBIM, YEM paHee U3YUCHHBII.

39. IlonydyeHue pa3peuieHusi Ha MNPOBEICHUE KIMHUYECKUX HUCCIIEIOBaHUI
OCYILIECTBISIETCS TOCPEACTBOM OKa3aHHMsl TOCyJapCcTBeHHOM yciyru "Beigaua
paspenieHnsl Ha MPOBEACHHUE KIMHUYECKOrO HCCIEAOBaHUS M (WJIM) UCIBITAHUS
(dapMaKoJIOTUYECKUX U JICKAPCTBEHHBIX CPEJCTB, MEAUIIMHCKUX W3aenui" (nanee -
rocyJapcTBEHHAs yciayra) d4epe3 BeO-mopTan "3JIEKTPOHHOTO MpPaBUTENIHCTBA':
www.egov.kz, www.elicense.kz (nanmee — moprain).

40. IlepeyeHb OCHOBHBIX TPEOOBAaHUI K OKa3aHUIO TOCYJAapCTBEHHOW YCIyTH,
BKJIFOYAIOIINI XapaKTepUCTUKH TIpoliecca, popmy, coepkaHue 1 pe3ysibTaT OKa3aHus
, @ TAK)KE€ UHbIE CBEJICHUS C YUETOM OCOOEHHOCTEH Mpe0CTaBIECHMS TOCY 1apCTBEHHON
YCIYTU U3JI0KEHBI B CTaHJApPTE TOCYIApCTBEHHOW yciyru "Bblgaua paspeiieHus Ha
POBEJICHUE KIIMHUYECKOr0 UCCIEA0BaHMs U (MJIM) UCTIBITAaHUS (papMaKOJIOTMYECKUX U
JIEKapCTBEHHBIX CPEJICTB, MEAUIMHCKUX H3JEIHi" COrIacHO MpUiokKeHuio 14 k
HacrosmuM [IpaBunam.

41. I'ocynapcTBeHHas yciyra okasbiBaeTcsi KoMUTETOM KOHTpOJA KadecTBa
0€30IMMacHOCTH TOBApOB W ycIyr MuHHUCTEpCTBa 37paBooXpaHeHus PecrnyOnuku
Kazaxcran (nanee — yciayrojarens).

42. Jlng nojqy4eHus pa3peuieHusl Ha TPOBEJCHUE KIMHUYECKOTO HCCIEI0BAHMS
yCIIyTOIoIy4yaTelb MPeJA0CTaBIsAeT B YIOJHOMOUYECHHBIH Opral nepeyeHb JTOKYMEHTOB
HEOOXOJIUMBIX JJIsI OKa3aHUsl TOCYJapCTBEHHOM YCIYTU COrJaCHO MpUiIokeHuto 14 k
HacrosmuM [IpaBunam.

YcayromnonydarensMy SIBISIOTCS CIIOHCOP U HUCCIIEIOBATEb.

CBenleHMsI O JOKYMEHTAaX, YJIOCTOBEPSIOMIUX JIMYHOCTh YCIYyrOMOJIy4YaTels, O
rOCy/JapCTBEHHOM peructpauuu (mepeperucTpauuu) OPUIHYECKOro JHULA, O
pErucTpaluy yCiayronojaydaresss B KaueCTBE MHAMBHUAYAJIbHOTO MPEANPUHUMATENS,
yCIIyroJlaTeab MOoJy4yaeT U3 COOTBETCTBYIOIIMX IOCYAapCTBEHHBIX MH(OPMAIIMOHHBIX
CUCTEM uepe3 ILTI03 "2JIEKTPOHHOTO IPaBUTENbCTBA "

Yemyrononydarenb JaeT COrJacue Ha MCIOJIb30BAHUE CBEACHUN, COCTABIISIOIINX
OXpaHsIeMyI0 3aKOHOM TalHy, COJIEp)KaIlUXCsl B MH()POPMAIIMOHHBIX CHUCTEMAaX, MpPH
OKAa3aHUU TOCYJApPCTBEHHBIX YCIYT, €CIM HHOE HE MPEeAyCMOTPEHO 3aKOHAMU
Pecny6nnku Ka3zaxcras.



43. Pe3ynbTar OKa3aHHs TOCYAAPCTBEHHON YCIYTH — pa3pelieHUe Ha MPOBEACHUE
KJIMHUYECKOTO HCCIeAOBaHUs M (MJIM) HCHBITaHUS (PApPMAKOJIOTHYECKUX H
JIEKapCTBEHHBIX CPEACTB, MEIMIMHCKUX U3AeNUd (Jajiee — pa3pelIuTelbHbII
JIOKYMEHT), JIM0O MOTUBUPOBAHHBIA OTBET 00 OTKa3e B OKAa3aHWUU IOCYJIapCTBEHHOMU
YCIIyTH.

44. Tlpu nogaye yciayromoyiy4aTeleM BCEX HEOOXOIMMBIX JTOKYMEHTOB 4epe3
noprai — B "MMYHOM KaOuHeTe" yCIayronojydaress OToOOpaxkaeTcs CTaTyc O MPUHATUN
3ampoca JJisi OKa3aHHs TOCYJIapCTBEHHOM YCIYrM ¢ yKa3aHUEM JaThl MOJTYy4YEeHUs
pe3ynbTaTa rocyJapCTBEHHOM YCIyTH.

45. Ycnyroaarellb oOecClieUMBAeT BHECCHHUE JAHHBIX O CTaJUU OKa3aHUS
rOCyJJapCTBEHHOM YCIYyrd B HH(POPMAIMOHHYIO CHUCTEMY MOHUTOPHMHIA OKa3aHUS
roCyJapCTBEHHBIX YCIYT.

IIpu oka3aHMM TOCYIApCTBEHHOW YCIYyrM IMOCPEICTBOM TIOCYJapCTBEHHOMN
MH()OPMAIIMOHHOM CUCTEMBI pa3pelieHud U YBEAOMIICHUH JaHHBIE O CTaAUU OKa3aHUs
rOCy1apCTBEHHOW YCIyrH IOCTYHNAalOT B aBTOMAaTUYECKOM pEXHME B
UH(OPMAIIMOHHYIO CUCTEMY MOHUTOPUHIA OKa3aHUs FOCYAapCTBEHHBIX YCIYT.

46. OcHOBaHUs 1JI1 OTKa3a B OKa3aHUU FOCYIapCTBEHHOMN YCIIyTU MPEAYCMOTPEHBI
B ITyHKTe 9 npunoxenus 14 k nacrosmum [IpaBunam.

47. XKanoba Ha penieHue, AercTBui (0e31eMCTBUS) PAOOTHHKOB YCIyTroAaTesl
MOJKET OBITh MMOJJaHa HA UMSI PYKOBOJUTENS yCayroaaresns U (WiK) B YIIOJHOMOYEHHBIN
OpraH 1o OIIEHKE M KOHTPOJIIO 3a Ka4eCTBOM OKa3aHHUS rOCYJapCTBEHHBIX YCIYT B
COOTBETCTBHH C 3aKOHOJIaTEIHLCTBOM peciyOnnku KazaxcraH.

XKanoOa yciyromnomyyaTens, IOCTyIUBIIAs B apeC YCIYroaaress, B COOTBETCTBUU
C MYHKTOM 2 CcTaThu 25 3aKoHa MOJJICKHUT PACCMOTPEHUIO B TEYEHUU TSATH pabOdnX
JTHEN CO JTHS €€ PETUCTPALUU.

XKanoba yciayromnomyyaresns, HOCTyIHUBIIas B aApec YIOIHOMOUYEHHOTO OpraHa 1o
OLICHKE M KOHTPOJIO 32 KauyeCTBOM OKa3aHMs TOCYAapCTBEHHBIX YCIYT, MOJICKUT
PAaCCMOTPEHHUIO B TEUEHUH MATHAIUATH PAa00UYMX JHEN CO JHS €€ PETUCTPALIH.

B ciyuasx Hecormacus ¢ pe3yidbTaTaMU PELIEHUS YCIyroaaTens
YCIIyTOIOIYYaTelb MOXET 00KalI0BATh PE3yIbTaThl B CYZA€OHOM MOPSJIKE.

48. B TeueHun mnaTH pabo4yuX THEW CO JHS MPEACTABICHUS MaTEPHUAJIOB,
yka3zaHHbIX B nyHKTe 30 HacTosiuux [IpaBui ymoJHOMOYEHHBIH OpraH BbIJAeT
paspelieHre Ha MPOBEACHUE KIMHUYECKOTO HCCIeI0BaHUs MO0 MOTUBUPOBAHHBIN
OTBET 00 OTKa3€ B OKAa3aHWM rOCY/IapCTBEHHOMN YCIYTH U B JaJIbHEHUILIEM HaIpaBJsieTcs
B "JMu4HBIN KaOwHeT" yciyromosydartenss B (opMe JJIEKTPOHHOTO JIOKYMEHTa,
noanucadHoro DI yrmonrHOMOYEHHOr O JINIa yCIyroaaTes.

IMaparpa¢ 2. ITopsaok moirydenns 3aKIF09€HNUS SKCIIEPTHOM OpraHu3anyun



49. Jlns nonydeHus 3aKJIIOUYEHHUSl SKCIEPTHOM OpraHu3alvd Ha MPOBEICHUE
KJIIMHUYECKOTO UCCIIEI0BAHUS CIIOHCOP 00paliaeTcsi B SKCIEPTHYIO OpraHU3aluIo.

50. CnoHcop mjisi OpOBEAECHHSI HKCIEPTU3bl MATEPUAIOB KIMHUYECKUX
UCCJIEJIOBAaHUN JIEKAPCTBEHHBIX CPEJCTB IMOJAET B AKCIEPTHYIO OpraHU3aluio Ha
OyMaXHOM U 3JIEKTPOHHOM HOCHUTEIISAX CIEAYIOIIUE TOKYMEHTHI:

1) conpoBoAUTENILHOE TUCEMO B TIPOU3BOJILHOM (hOpME;

2) 3adBKYy Ha MPOBEJCHUE KIMHUYECKOTO UCCIIECIOBAHUS JIEKAPCTBEHHOTO (-bIX)
cpencta (cpeacT) o ¢popme coriiacHo npuiiokenuto 1 k HacrosmuM [IpaBumnam;

3) NPOTOKOJ KIIMHUYECKOTO UCCIEA0BaHUs MO0 (OpME B COOTBETCTBHUHU C Pa3AeiioM
5 Crangapta GCP Ilpukaza Ne 392 "IIpoTOKOJ KJIMHHUYECKOTO MCCIECAOBAHUS U
NONpaBKW K MPOTOKONY", TMOJAMUCAHHBIA YNOJHOMOYEHHBIM MpEICTaBUTENIEM
CIIOHCOpPA, PYKOBOJUTENIEM KIMHUYECKON 0a3bl, YIIOJTHOMOUYEHHBIM MPEACTaBUTEIEM
nabopatopuu (NpU NPOBEJCHUU HCCIEAOBAHUS OWOIKBUBAJIECHTHOCTH) IS
OTEUYECTBEHHBIX MPOU3BOJIUTENEH HA Ka3aXCKOM WJIM PYCCKOM SI3bIKE, JUISl 3apyOexKHBIX
UCIIOJIb3YETCS AaHTJIMUCKUI A3BIK C IIEPEBOJIOM Ha Ka3aXCKUU WU PYCCKUH S3BIKU.

4) cuHoOmICHC MPOTOKOJA (C MEPEBOJOM Ha KAa3aXCKUU M PYCCKHM SI3BIK NI
MEXyHAPOIHBIX KIMHUYECKUX UCCIIEIOBaHUN);

5) Opouopy uccieaoBarelsisi B COOTBeTCTBUU ¢ pazaeinom 6 Crangapra GCP
ITpukaza Ne 392 "Bporiitopa rccieaoBatess" 1 OTEYECTBEHHBIX ITPOU3BOIUTENICH Ha
Ka3aXCKOM WJIM PYCCKOM SI3bIKE, ISl 3apyOEeKHBIX UCIIOIb3YETCS aHTJIMUCKUHN SI3BIK C
IIEPEBOJIOM Ha Ka3aXCKUU WIN PYCCKUM S3BIK;

6) dopmy MPK (Ha ka3aXCKOM WM PYCCKOM SI3bIKax), JJIS MEXKIYHapOIHBIX
MCCIIETIOBAHUN MCIOJIB3YETCS AHTJIMUCKAN S3BIK C MPWIOKEHUEM PYKOBOJACTBA IO
3anonHeHuto MPK Ha ka3axckom Wiv pycCKOM si3bIKax (IIPU HAIMYWN);

7) 1OChe KaXA0ro UCCIEAYEMOI0 JIEKAPCTBEHHOTO CPEJCTBA MO (OPME COTIACHO
NpWIOKEHUI0 2 K HacTosuuM [IpaBunam (B 31eKTpOHHOM (hopmaTe Ha aHTJIMUCKOM (
IpY HAJIMYUM), Ka3aXCKOM HUJIM PYCCKOM SI3BIKE), 32 UCKIIIOUEHUEM YEeTBEPTOU (pa3bl
KIIMHUYECKUX HMCCIEAOBAaHUN U TPeThel (ha3bl MEKTYHAPOIHBIX MHOTOIICHTPOBBIX
KJIINHUYECKUX UCCIEAOBAHUN JIEKAPCTBEHHBIX CPEJICTB;

8) Konus JEHUCTBYIOLIEr0 JOKyMEHTa COOTBETCTBUS TpeboBaHusiM Crannapra GMP
ITpukaza Ne 392;

9) xonuu ceptudukaToB KayecTBa (MU MPOTOKOJIOB aHAIMU30B) UCCIEAYEMBIX
JIEKapCTBEHHBIX CPEACTB, 3aBEPEHHBIEC IPOU3BOUTEIIEM;

10) o6pa3zerr MapKUPOBKHU KaXKJIOT'O MCCIIEAYEMOro JIEKapCTBEHHOTO CpeIcTBA (11715
MEXIYHAPOAHBIX UCCIEAOBAaHUN HA Ka3aXCKOM WM PYCCKOM SI3BIKE), TpeOOBaHUS K
MapKHpPOBKE OTpaXKEHbl B MpuiokeHuu 13 "JlekapcTBeHHbIE Mpemnaparsl s
kiuHu4eckux uccienoBanuii” k Crannapty GMP Ilpukaza Ne 392;



11) mepedyeHb KOMIIETEHTHBIX OPTaHOB 3apyO€KHBIX TOCYJapCTB, B KOTOPHIE
NOJIaBAINCh 3aABKM Ha TMPOBEJCHUE KIMHUYECKOrO HUCCleaoBaHus (s
MEXTYHApOIHbIX UCCIEAOBaHMI) U MH(POPMAITUS O MPUHATHIX PEIICHUSX.

HccnenoBanusi, CCbUIKM Ha KOTOPbIE MPHUBOJATCS B MaTepraiax KIMHUYECKUX
UCCIIEIOBAHUI TPENICTAaBICHHBIX HA JKCIEPTU3Y, COOTBETCTBYIOT CIEAYIOUIUM
KPUTEPUSIM:

- MPOBOJIMJIUCH B COOTBETCTBUM CO CTaHIApTaMHU HaJJIexkalled KIMHUYECKOU
npaktuku (GCP), Bxiroyass 0030p W yTBEpXkKICHUE HE3aBUCHMBIM KOMHUTETOM IIO
O6nodTHKe U UHGOPMUPOBAHHOE corjiacue cyobekToB. TpeboBanus GCP oxBarhiBaloT
KaKk OMOdTHYECKHE, TaK W CTAaHJAAPTHI IEIOCTHOCTU JAHHBIX ISl KIMHUYECKUX
HCCIIeOBaHUM;

- ST KXKJIOTO TPEICTABICHHOTO KIMHUYECKOTO MCCICAOBAHUSA, YKA3hIBACTCS
JUTEPATYPHBIA UCTOYHMK HIIA CChUIKA, IJIe UMeeTcs MH(OopMaIus IpeIcTaBIeHHAs B
Martepuasnax 3asBKH.

12) dbopma mHGOPMUPOBAHHOTO corjlacus M HHGOPMAIUS O KIMHUYECKOM
UCCIIeIOBAaHUM, TUIAaHUpyeMasi JJIs TMPEJOCTaBICHUS MOTCHIUAIBHOMY CYOBEKTY
UCCJICIOBAaHMS WJIM 3aKOHHOMY TIPEJICTaBUTENIO coryiacHo TpeboBanusim CraHmapTa
GCP IIpukaza Ne 392 (Ha ka3aXCKOM M PYCCKOM SI3bIKaX);

13) HOTapuaabHO 3aCBUIAETEIHLCTBOBAHHAS IOBEPEHHOCTD, BBIIAHHASI CIIOHCOPOM, C
YETKO OINpEJIeICHHbIMU JEJIETrUPOBAHHBIMU TOJIHOMOYUSIMU, €CIIU 3asABUTEIb
KJIMHUYECKOTO UCCJIEOBAaHUSI HE SBISETCS CIOHCOPOM (B cllyyae BbIJIa4uM
JIOBEPEHHOCTH 3apyOEKHBIM CIIOHCOPOM JIOBEPEHHOCTH MPOXOAUT AIOCTUIMPOBAHUE);

14) cornacue raaBHOTO UCCIEAOBATENS HA yYaCTHE B KIMHUYECKOM HCCIICIOBAHUU
1o popme corjacHo MPUIOKEHUIO 3 K HacTosmmM [IpaBunam;

15) pe3tome ucciegoBartess Mo (popMe CoraacHO MPUITOKEHUIO 4 K HACTOSAIIUM
[IpaBunawm;

16) MHCTPYKIIMIO 10 MEIUIIMHCKOMY MPUMEHEHHUIO Ka)XJI0T0 JEKapCTBEHHOTO
cpeacTBa (B ciaydae pa3pabOTKU HA JaHHOM JTare);

17) mepedyeHb BCIOMOTaTEIbHBIX MEAMIIMHCKUX H3AENHI, BCIOMOTATEIbHBIX
JEKapCTBEHHBIX CPEJACTB HEOOXOAUMBIX [UISI MPOBEACHUS KIMHUYECKOTO
uccienoBanus no gopme npusiokeHus: 5 k HacrosiuuM [IpaBunam (B ciydae BBo3a/
BbIBO3a B/U3 PecnyOnuku Kazaxcran);

18) xonuo qoroBopa (Wi IpOeKT AOTOBOPA) CTPAXOBAHUS T'PAKIaHCKO-IIPABOBOM
OTBETCTBEHHOCTH CIIOHCOpPA Ha CJIy4ail HAaHECEHHUs Bpeaa >KU3HU U 3JI0POBBIO CyOBheKTa
UCCJIEOBAHUS,

19) xonuro 3axmouenust Komuccuu (mpu HATUYUN);

20) xomuu TOKYMEHTOB, MOATBEPKIAIOUIMX OIUIATy HKCIEPTHU3bl KAauecTBa,
0€30MacCHOCTH UCCIEAYEMbIX JIEKAPCTBEHHBIX CPEJICTB U MATEPHUAIIOB KIMHUYECKOTO
UCCJIEJIOBAHNS;



21) onuch MPEOCTABISIEMBIX JOKYMEHTOB B MMPOU3BOJILHOM hopme.

51. Jlns nojydeHus 3aKJIIOYEHUs SKCHEPTHOM OpraHM3alllid Ha MPOBEICHUE
KJIIMHUYECKOI'O MCCIIEIOBAHUS MEAUIIMHCKUX U3/IEIUN CIIOHCOP MOJAET B HKCIIEPTHYIO
OpraHu3aluio Ha OyMa)KHOM M 3JIEKTPOHHOM HOCHUTEJISIX CIEAYIOIINEe JOKYMEHTHI:

1) conpoBoaUTENBHOE MUCHMO, B KOTOPOM YKa3bIBAE€TCSI YHUBEPCAIbHBII HOMEP
UCCIIEIOBAHUS], TMPHUCBOCHHBI CIOHCOPOM, MJISI MEXAYHApPOJHBIX KIMHUYECKHUX
UCCJIEOBAaHUN HOMEpP HCCIeN0BaHUs B MEXIyHapOJIHOM PETHCTPE KIMHHUYECKUX
UCCleI0BaHui (TIpU HATTUYHH);

2) 3ad4BKy Ha IPOBEJACHHUE IKCIEPTU3bl MATEPUAIOB KIIMHUYECKUX MCCIIEI0BAHUM
MEAMIMHCKUX U3JeTuil Mo (OopMe B COOTBETCTBHM C MPHIIOKEHUEM 6 K HACTOSALIUM
[IpaBunawm;

3) Opomrropy ucciaeaoBaTeIss 0 MEAUIIMHCKOM HU3JIeNUU (KPOME MEIUIIMHCKUX
U3JIeTTUI JUIsl IMarHOCTUKH in Vitro) B coOoTBETCTBUU ¢ pazaenom 6 Cranmapra GCP
[Ipukaza Ne 392 "bpomropa uccnegosarens’ 1uisl OTEUECTBEHHBIX TPOU3BOINUTEINICH HA
Ka3aXCKOM WJIM PYCCKOM SI3bIKE, UIsl 3apyOeKHBIX MPOU3BOIUTENCH, UCTIOIB3YETCS
AHIJIMMCKHM SI3BIK C MIEPEBOJIOM HA Ka3aXCKUU WUJIU PYCCKUU SA3BIK;

4) TexHu4yeckui (Gaia Ha METUIIMHCKOE u3/eaue (KpoMe MEIUIIMHCKOTO HU3CITHS
JUISL IMarHOCTHUKY 1n Vitro) B COOTBETCTBUHU € MpUiIokeHueM 7 K HacTosiiuuM [IpaBunam
, 332 HCKJIIOYEHHEM CBOWCTB M XapaKTEPUCTUK O€30MacHOCTH U 3((PEKTUBHOCTH
MEIULIHUHCKOTO U3IENHS, KOTOPBIE OMPEAEISIOTCS B X0/1€ KIMHUYECKUX UCCIIETOBAHUM
(171 OTEYECTBEHHBIX NMPOU3BOJMTENEH Ha Ka3aXCKOM WJIM PYCCKOM S3bIKE, IS
3apyOeXHBIX MPOU3BOJUTENICH HCIOIb3YETCS] aHTIUMUCKUN SI3bIK C MEPEBOJOM Ha
Ka3aXCKUU WIH PYCCKUM SI3BIKH);

5) IpOTOKOA KIMHUYECKOTO HCCIEAOBAHUS MEAUIIMHCKOIO u3jaenus (Kpome
MEIUIIMHCKOTO H3JENHs IUAarHOCTHUKU In Vitro) ¢ 00OCHOBaHHEM KOJIHYECTBa
MEIUIMHCKUX W3JEJIUil, MNPEACTABIAEMBbIX [JI1 KIMHHUYECKOTO HCCIEeA0BaHUA,
NOAMUCAHHBIA YMOJHOMOYEHHBIM NPEACTABUTENIEM CIIOHCOPA, PYKOBOAUTEIEM
KJIIMHUYECKOM 0a3bl, B COOTBETCTBUHU ¢ npriioxkenuem 2 k Ctangapty GCP Ilpukaza No
392 Ha Ka3aXxCKOM WJIH PYCCKOM A3BIKE JJII OTE€YECTBEHHBIX MPOU3BOAUTENCH, IS
3apyO€KHBIX MPOU3BOAUTENEH [OMYyCKaeTcsl NPEJOCTaBICHUE JOKYMEHTa Ha
AHTJIMIICKOM S3bIKE C IIEPEBOJIOM Ha Ka3aXCKUU WM PYCCKUU S3BIKU;

B ciiyyae He0O0X0AMMOCTH MPOBEAEHUS KIMHUYECKOTO UCCIEA0BAHMS C YUaCTHEM
HECOBEPILICHHOJIETHUX, OEPEMEHHBIX JKEHIIUH CIOHCOP JOMOJHHUTEIbHO
IPEAOCTABISET HAYYHO-OOOCHOBAHHOE 3aKIIOYEHHE MNPOPUIbHON MEIULIHMHCKON
OpraHu3aluy PECyOIUKaHCKOTO 3HAYCHUSI.

6) mepeuyeHb KOMIIETEHTHBIX OpPraHOB 3apyOeKHBIX T'OCYJIapCTB, B KOTOpPHIE
NOJAaBajuCh 3asBKM Ha IMPOBEJCHUE KIMHHUYECKOTO HCCIeloBaHus (s
MEXIyHApPOJHBIX MCCIEAOBaHUNM) U HHPOpPMALUS O MPUHATHIX PEHICHUAX (MpH
HaJTUYUN);



7) dopmy UPK (Ha Ka3axckoM HJIM PYCCKOM S3bIKaX), JJISI MEXKIYHapOIHBIX
VICCIIEJOBAHUN MCIIOJB3YETCS AHIVIMUCKUHN S3BIK C IPUJII0KEHUEM PYKOBOJCTBA I10
3anosiHeHnto MPK Ha ka3axCKOM WM PyCCKOM SI3bIKax (MpU HAJIUYUHN);

8) coryacue riaaBHOIrO MCCIEI0BATENsl HA yYacTHe B KIMHUYECKOM UCCIEI0BAHUU
1o (hopMe coriaacHo MpusIokeHuto 3 k HacTosimuM [IpaBunam;

9) pestoMe uccienoBarens o GopMe COTIACHO MPHUIOKEHHUIO 4 K HACTOSIIUM
[IpaBunawm;

10) dopmy mHPOpMHpOBAaHHOTO coriacus U UHGOPMAILUIO O KIUHUYECKOM
UCCIIEOBAHUH, TJIAHUPYEMYIO ISl MPENOCTABICHUS CYOBEKTY HCCIEIOBAHUS H
3aKOHHOMY TpecTaBuTento cornacHo TpedoBanusam Crangapra GCP Ilpukasza Ne 392
(Ha Ka3aXCKOM U PYCCKOM $I3bIKax);

11) konuto noroBopa (MM MPOEKT JOTOBOPA) CTPaXxOBaHUs FPakIaHCKO-ITPaBOBOM
OTBETCTBEHHOCTH CIIOHCOpPA Ha CIy4ail HAHECEHUs Bpe/ia KU3HHU U 3JJ0POBbIO CyOBhEKTa
UCCJIeIOBAaHNUS;

12) mepedyeHb BCIOMOTaTEIbHBIX MEIMIIMHCKUX H3AENHI, BCIOMOTATEIbHBIX
JEKApCTBEHHBIX CPEICTB HEOOXOAUMBIX JUISI MPOBEICHUSA KIMHUYECKOTO
uccienoBanus no ¢opme npuioxkenus 5 k HactoamuM [IpaBunam (B ciayuyae BBO3a/
BbIBO3a B/U3 PecnyOonuku Kazaxcran);

13) HOTapuaabHO 3aCBUIETEIBCTBOBAHHYIO JOBEPEHHOCTD, BBIJAHHYIO CIIOHCOPOM,
C OTpeeICHHBIMU JIEJIETMPOBAHHBIMU MTOJIHOMOYHSIMH, €CJIU 3asBUTEIb KIIMHUYECKOTO
UCCIIEIOBaHUS HE SBIISIETCSI CHOHCOPOM (B CIydae BbIJa4H JOBEPEHHOCTH 3apyOeKHBIM
CIIOHCOPOM JIOBEPEHHOCTh MPOXOAUT ANIOCTUIMPOBAHUE);

14) 3akmouenne LlentpanbsHoii nnu JIokanbHON KOMUCCHU (TIPU HATTMYHH);

15) xonmuu MatepuanoB, MOATBEPKAAIOUIUX OIJIATy OLIEHKH MaTepuajoB
KJIIMHUYECKOTO UCCIIEeI0BAHNUS;

16) onuch MaTepuaioB B MPOU3BOILHOM opMe.

52. DkcnepTHas OpraHu3alys B TEUCHHE MATH pabounux AHEH cO AHS MPUHSATHUS
JOKYMEHTOB IIPOBOJUT IKCIIEPTU3Y KOMIUIEKTHOCTHU MPEACTABIECHHBIX JOKYMEHTOB. B
Clydae BBIABJICHUS HEKOMIUJIEKTHOCTH JIOKYMEHTOB OJKCIEPTHAs OpraHu3alius
HAIpPaBJISIET 3aBUTEIIO 3aIPOC O MPEAOCTABICHUH HEJOCTAIOIINX JOKYMEHTOB.

53. CrioHCOp MpenoCcTaBisieT HEAOCTAIOIINE MaTepUalbl B CPOK, HE MPEBBITIAIONTUI
HIECTHAECAT KAJICHIAPHBIX AHEHN CO JHS €ro MOJy4YeHHUS.

54. DkcnepTHasg OpraHu3anys NpH HENPEICTABIECHUU CIIOHCOPOM B TEUEHHE
MIECTUACCATH KaJeHAApHBIX JHEW 3alpOIICHHBIX MaTepUaiOB CHUMAET 3asBKy Ha
IPOBEJECHNUE KIWHUYECKOI'O HCCIEJOBAaHMS C PACCMOTPEHHUSA, O YEM HUCHBMEHHO
yBEJOMJISIET CITIOHCOPA.

55. B ciyyae npenocTaBIEHHs MOJHOTO ITaKeTa JTOKYMEHTOB JKCIIEPTHAas
OpraHM3anus MNPOBOJUT SKCIEPTU3Y MATEPHANOB KIMHUYECKUX HCCIEA0OBaAHUM
JIEKapCTBEHHBIX CPEACTB, MEIULIMHCKUX U3CIIUN.



56. Cpok npoBeAeHHUs SKCIEPTU3bl MAaTEPUATIOB KIMHUYECKUX HCCIETOBAHUN
JIEKAPCTBEHHBIX CPEACTB, MEIMUMHCKUX U3JCIUN M BblJaya 3aKIIOUYCHUS HE
IpEBBINIACT TPUAIATA PabOUYMX JHEH CO JHS TPEACTABICHUS IOJHOTO MakKeTa
JIOKYMEHTOB.

IMaparpa¢ 3. IxcrmepTHsa MaTepraloB KIMHWIECKUX HUCCIICAOBAHMUI

57. DxcnepTHasi opraHu3anus NpH IKCHEPTHU3E MaTEPUATIOB KIMHUYECKOTO
UCCIIeJOBaHUs JIEKAPCTBEHHOrO (-bIX) cpeaAcTBa (CpeACTB) MPOBOAUT 2 BHUjA
AKCIIEPTHBIX PaboT:

1) skcnepTr3y KadecTBa U 0E30MACHOCTHU JIEKAPCTBEHHOTO (-bIX) cpeacTBa (
CpEJICTB);

2) OLIEHKY MaTepHAJIOB KIIMHUYECKOTO UCCIIEI0BAHMUS.

58. DkcnepTu3a KauecTBa U 0€30MAaCHOCTH JICKAPCTBEHHBIX CPEACTB IIPOBOUTCS C
ydueToM (a3pl KIMHUYECKOTO MCCIEAOBAHMS W CTENEHHM PHCKA, CBSI3aHHOTO C
UCCIIETyEMBIM (-bIMHU) JIEKAPCTBEHHBIM (-bIMH) CPEACTBOM (-aMH) (32 UCKIIOUEHUEM
TpeTheil (pa3bl MHOTOLIEHTPOBBIX KIMHUYECKUX HCCICAOBAHUN JIEKAPCTBEHHBIX
CPE/ACTB), U BKIIFOYAET B CE0s OIIEHKY:

1) kauecTBa akTUBHOM (-bIX) cyOcTaHuu (-1il);

2) Hay4yHOIl 0OOCHOBAHHOCTH (papManeBTUUYECKON pa3pabOTKM M KayecTBa
UCCIIENYyEeMOro (-bIX) JIEKAPCTBEHHOTO (-bIX) CPENICTBA (CPENICTB);

3) 000CHOBaHHOCTH BbIOOpA U COBMECTUMOCTH BCIIOMOT'aTeNIbHbBIX JIEKAPCTBEHHBIX
BEILIECTB B UCCIIEAYEMOM (-bIX) JIEKAPCTBEHHOM (-bIX) CPEACTBE (-ax);

4) dhapMaKOKMHETUUECKOTO U (M) (hapMaKoIMHAMUYECKOTO B3aUMOCHCTBUS
UCCJIE1yEMBIX JIEKaPCTBEHHBIX CPECTB;

5) ycnoBuii Mpou3BOJICTBA U 00bEMa MPOU3BOJICTBA CEPUU UCCIETYEMOTO (-bIX)
JIEKapCTBEHHOTO (-bIX) CpeACTBa (CPEACTB);

6) crienuuKanyy KauecTBa UCCIEyEMOTO (-bIX) JIEKAPCTBEHHOTO (-bIX) CPEICTBA
(cpenctn);

7) MaHHBIX MO CTAOMILHOCTH UCCIIETYEMOTO (-bIX) JIEKAPCTBEHHOTO (-BIX) CPEICTBA
(cpenctn);

8) pe3yabTaToOB KOHTPOJIS KA4eCTBA UCCIENYEMOro (-bIX) JEKAPCTBEHHOTO (-bIX)
cpeacTsa (CpeacTB);

9) MapKUpPOBKH UCCIETyEMOTO (-bIX) JIEKAPCTBEHHOTO (-bIX) CpeacTBa (CPEACTB),
ru1aneoo.

59. OneHka mMaTepuagoB KJIMHUYECKOTO HCCIIEIOBAHUS JEKAPCTBEHHOTO (-bIX)
cpeacTBa (CpeacTB) MPOBOJMUTCS € y4eTOM (pa3bl KIMHUYECKOTO HUCCIEAOBAHUS U
CTETIEHU PHUCKA, CBSI3aHHOIO C HCCIEAYEMBIM (-bIMH) JIEKAPCTBEHHBIM (-BIMU)
CPEeACTBOM (-aMH) U BKJIIOYAET B c€0s OLICHKY:



1) mpoTokosia KJIMHUYECKOTO HCCIEIOBAHUS M IMONPABOK K IMPOTOKOIY
KJIIMHUYECKOTO UCCIIEI0BAHNUS;

2) OpOUTIOPBI UCCTIEA0BATEIS;

3) conepxxanus MHMOPMUPOBAHHOTO corjiacusi, UHGOpPMAIUU A CyObeKTa
UCCJIeI0BAaHNUS;

4) cOOTBETCTBUSI KJIMHUYECKOW 0a3bl M MCCIE0BATENsI 00JACTU MPUMEHEHHUS
UCCIIEyeMOro (-bIX) JIEKAPCTBEHHOTO (-bIX) CPENICTBA (CPENICTB);

5) pucka U ToJIb3bl KIMHUYECKOTO UCCIIE0BAHMS ISl CyOBEKTOB UCCIIEAOBAHMUS;

6) (akTopoB, CBs3aHHBIX C 0€30MACHOCTHIO CYOBEKTOB HCCIIEIOBaHUS,
JIOCTOBEPHOCTBIO JIAHHBIX, IPEICTABICHHBIX HA PACCMOTPEHHE.

60. Ha ocHOBaHMU MpPOBENECHHON 3KCHEPTU3BI MATEPHUATOB KIMHUYECKHUX
UCCIIEIOBAHUI JIEKAPCTBEHHBIX CPEJCTB, 3aKJIIOUEHUE PACCMATPUBAETCS HA 3aCEIlaHUU
Komuccun mno ouenke MarepuaioB KIMHUYECKHX MCCIEAOBAHUM HSKCIEPTHOM
OpraHu3anuu, JAJI NPUHITHS COOTBETCTBYIOIIETO PELIEHUS C LIEJIbI0 HalpaBiICHUS
PEKOMEHIAIMHU B YIIOJTHOMOYEHHBIN OpPTraH U CIIOHCOPY:

1) pexkomMeHA0BaTh NPOBEAECHUE KIMHUYECKOTO UCCIIEI0BAHMS;

2) paccMOTpEeTh MOBTOPHO NOCJE IMOJYUYECHUS pPa3bsICHEHUU, yCTPaHEHUS
3aMeYaHuid, IPe0CTaBIEHUS JOTOIHUTEIBHO 3aMPOIICHHBIX MaTepUaOB;

3) HE pEKOMEHYETCS MPOBEJACHUE KIIMHUYECKOTO HCCIICI0BAHMUS.

61. Ilpu npuHATUU pelIeHHs, YKa3aHHOTO B MOANYHKTE 2) myHKTa 60
HAIpPaBJISIETCS 3alpOC CIIOHCOPY MCCIEAO0BAHMS O MPENOCTABICHNUN JOMOIHUTEIBHOM
pa3bACHSIONICH HHPOPMAIIMK, MaTEPUAJIOB, YCTPAHEHUH 3aMEYaHHM.

62. Ilpu npuHATUM pelIeHHH, YKa3aHHBIX B MOANyHKTax 1) m 3) mynkra 60,
3aKJIIOUEHHE OHKCIEPTHOM opraHuzauuu odopmisgercs Mo QopMe CorjacHo
OPUIOKEHHIO 8 K HacTosmuM [IpaBunamM u HanpaBIsieTCcsi CHOHCOPY.

63. OcHOBaHUEM [JI1 OTPULATEIBHOTO 3aKIIOUYEHHUS SKCIEPTU3bl MaTEPUAIOB
KJIMHUYECKUX UCCIIEIOBAHUMN JI€KAPCTBEHHBIX CPEACTB SIBISIOTCS:

1) HEKOMIUTEKTHOCTh, HEAOCTOBEPHOCTh IOKYMEHTOB U MaTEPHUAIOB, IIOJIAHHBIX Ha
AKCIIEPTHU3Y;

2) HECOOTBETCTBHUE YCIOBUI MPOU3BOJCTBA U CUCTEMBbI 00ECTIEUEHUS] KOHTPOJIA
KauecTBa HUCCJIEAYEeMOro JICKAPCTBEHHOI'O CPEJICTBA YCTAHOBJICHHBIM TPeOOBaHUIM
Crangapra GMP IIpukaza Ne 392;

3) HECOOTBETCTBUE KaUeCTBA aKTUBHOM CyOCTaHIIMM, BCIOMOTATEIbHBIX BEIIECTB,
UCCIIEyEeMOTO  JIEKAPCTBEHHOTO CpEJICTBA YCTAHOBJIEHHBIM  TPEOOBAHUSAM
locynapctBennoit ®apmakomnen PecnyOommku Kazaxcran wim HOpMaTHUBHOU
JOKYMEHTALlMM TPOU3BOJUTEINSI MO KayecTBY (B TOM YHCIE CTAaOMIBHOCTH U
MapKHUPOBKH);

4) HECOOTBETCTBUE KIMHUYECKOU 0a3bl HMcclieoBaresis 00JacT MPUMEHEHHUs
UCCIIElyEMOT0 JIEKAPCTBEHHOT'O CPEJICTBA;



5) HEeCOOTBETCTBUE COEpKaHMsI MHHOPMUPOBAHHOTO corjacusi U MHGOpMaIuu
st cyobekTa uccinenoBanus tpedoanusim Crangapra GCP [Ipukasza Ne 392;

6) IpEeBbILICHUE PUCKA HAJ[ 0XKUJAeMOU MOJb30M OT Yy4acTUs B KIMHHUYECKOM
UCCJIeIOBAHUU TSl CyOBEKTa UCCIIEI0BAHMS;

7) Hanu4ue pakTOpOB, CBA3AHHBIX C OE30MACHOCTHIO CYOBEKTOB UCCIEI0OBAHUS;

8) HEeCOOTBETCTBHE HAYYHON 0OOCHOBAHHOCTU (papMalrleBTUYECKOW pa3paboTKu
JEKapCTBEHHOTO (-bIX) CpeAcTBa (CPEeACTB) M IIAHHUPYEMOTO KIMHHYECKOTO
UCCJIeIOBAaHNUS,

9) HecoOTBETCTBUE JU3ailHA KIIMHUYECKOTO MCCIEIOBAHUS U CTaTUCTUYECKOTO
aHaJgu3a, OTPWKEHHBIX B MPOTOKOJIE KIMHUYECKOTO HCCIEOBAHUS, TPEOOBAHUAM
Crannapta GCP Ilpukaza Ne 392 u MexlyHapOJHBIX CTaHAAPTOB B cpepe oOpaleHus
JIEKApCTBEHHBIX CPEJICTB;

10) HempeacTaBieHUE B YCTAHOBJICHHBIE CPOKH 3aMPOIIEHHBIX MAaTEPUATIOB IO
BBISIBJICHHBIM 3aMEUaHUSIM;

11) HeycTpaHeHrEe CIIOHCOPOM 3aMeYaHUi, BHICTABJIECHHBIX B XOJ€ TIPOBEACHUS
AKCIIEPTU3HI.

64. DkcnepTHas OpraHu3alus MpPU IKCIEPTHU3E MATEPUATOB KIMHHUYECKOTO
UCCJIeIOBAaHUS MEIMLIMHCKUX U3/IeNIUIA MTPOBOJIUT 2 BUIA SKCIEPTHBIX PadoT:

1) ouileHKy KayecTBa U O€30MACHOCTH METUIIMHCKOTO U3/EIHS;

2) OLIEHKY MaTEpHAJIOB KIIMHUYECKOTO UCCIIEI0BAHMUS.

65. DKkcnepTrU3a MaTEPUAIOB KIIMHUYECKOTO UCCIEOBAHUS MEAULIMHCKUX U3/1ETINi
IPOBOJIUTCSI C YUYETOM CTEIEHU PUCKA, CBA3AHHOTO C HUCCIETYEMBIM MEIUIIMHCKUM
U3JIETIUEM U MEIULIMHCKUM BMEIIATEIbCTBOM, M BKIIIOYAET B CEOS OLIEHKY:

1) mpoToKOIa KIMHUYECKOTO HCCIICIOBAHUS U TIOMPABOK K HEMY (IIPU HAIUYHUN);

2) OpoOIIOPBI KCCIIET0BATENS;

3) copeprkanus HHPOPMUPOBAHHOTO COTIIACHS W HH(POPMAIIHH, MPETOCTABISEMOM
ISl CyObEKTa UCCIIEI0BAHUS UITU €r0 3aKOHHOTO MPEJCTaBUTENS;

4) cOOTBETCTBUS KJIMHUYECKOUN 0a3bl U UcclienoBaTes 00JIaCTH NPUMEHEHUS
UCCIIEIyEMOT0 MEAUIIMHCKOTO U3IEIHS;

5) pucKa ¥ MOJb3bl KIMHUYECKOTO MCCIEN0BAHMS ISl CyOBEKTOB UCCIEI0OBaHUS
WIH €T0 3aKOHHOTO TIPEICTaBUTEIIS;

6) (akTopoB, CBsA3aHHBIX C 0€30MACHOCTHIO CYOBEKTOB HCCII€IOBaHUS,
JIOCTOBEPHOCTBIO JTAHHBIX, IPEICTABIECHHBIX HA PACCMOTPEHHUE;

7) Hay4yHO 000OCHOBAHHOCTH Pa3pabOTKX MEIUIIMHCKUX U3 U TUIaHUPYEMOTO
KJIIMHUYECKOTO UCCIIEIOBAHMUS;

8) coaeprkaHus TEXHUYECKOTO (haiia.

66. Ha ocHOBaHMM NPOBEACHHOW JKCHEPTHU3bl MATEPUAIOB KIMHUYECKHUX
UCCJIEIOBAHUIM MEAUIIMHCKOTO U3JIENHs, 3aKII0YEHHE pPacCMaTPUBAECTCS Ha 3aCeJaHUU
KoMuccun no ouneHke MarepualioB KIMHUYECKUX HWCCICIOBAHUWA JKCIEPTHOU



OpraHu3aluy, Ui IPUHATHSA COOTBETCTBYIOIIEIO PELICHUS C LEJIbK HAIPABJICHUS
PEKOMEHAAIMHU B YIIOJTHOMOYEHHBIM OPraH U CIIOHCOPY:

1) pexkomeH10BaTh NPOBEAECHUE KIMHUYECKOTO UCCIIEI0BAHNS;

2) paccMOTpETh MOBTOPHO MOCJIE MOJYYEHUS] Pa3bsICHEHHH, yCTpaHEHHS
3aMEe4YaHul, IPEJOCTABICHUS JONOJIHUTENBHO 3alIPOIIEHHBIX MATEPHUAIIOB;

3) He peKOMEHAYETCsI MPOBEIEHNE KIMHUUECKOTO UCCIIEOBAHNUS.

67. Ilpu mpUHATHM pEUIEHMS, YKAa3aHHOTO B NOANYHKTE 2) MyHKTa 66
HAIIPaBJIAETCSA 3aIPOC CIIOHCOPY MCCIEA0BAHUSA O IPEAOCTABICHUN JOIOJIHUTEIbHON
pa3bACHSIONIEH HHPOPMALIMK, MaTEPUAIIOB, YCTPAHEHUH 3aMEYaHHM.

68. Ilpu nmpuHATHH pelIeHUH, YKa3aHHbIX B MOANYHKTax 1) u 3) myHkTa 66,
3aKJIIOYEHHE OHKCIEepPTHOM opraHuzanuu odopmiseTcs 1o (opMe CcOrjiacHo
OpWIOKEHUIO 9 k HacTosmuM [IpaBunaM u HanpaBIsIETCS] CIOHCOPY.

69. OcHOBaHMEM JUIsl OTPULATEIBHOIO 3aKIIOYEHHUs HKCIEPTU3bl MATEPHAIIOB
KJINHUYECKOTO UCCIIETOBAHNS MEIULIMHCKUX U3IEIINN ABIISIOTCS:

1) HETOCTOBEPHOCTH JOKYMEHTOB U MaTEpUaJIOB, TOJIAaHHBIX Ha dKCIIEPTHU3Y;

2) HECOOTBETCTBUE YCIOBHUI MPOU3BOACTBA U CHUCTEMBI O0ECIIEUEHUs KayecTBa
UCCIIEyEMOT0 MEIULIMHCKOTO U3/IeINsl yCTAaHOBJICHHBIM TPEOOBAHUSAM;

3) HECOOTBETCTBUE KJIMHUYECKOW 0a3bl, IIIaBHOTO HCCIEN0BaTeNsl 00JIacTH
IIPUMEHEHMS UCCIIEAYEMOT0 MEULIMHCKOTO U3EIIHNS;

4) Hannuue QaKkToOpoB, CBSI3aHHBIX C OE30MACHOCTBIO CYOBEKTOB UCCIIEI0BAHUS;

5) HECOOTBETCTBUE JU3ailHA KIIMHUYECKOTO MCCIEAOBAHUS U CTaTUCTUYECKOTO
aHalM3a, OTPAKEHHBIX B MPOTOKOJIE KIMHUYECKOIO HCCIENOBaHUsA, TpeOOBaHUSAM
MEXITYHapOIHbIX HOPM B cpepe 00pallieHnss MEIUIUHCKUX U3/1ETUi;

6) HenpeACTaBICHNUE B YCTAaHOBIICHHBIE CPOKHM 3aIIPOLICHHBIX MATEPHAIOB IO
BBISIBJICHHBIM 3aMEYaHUSIM;

7) HEyCTpaHEHHE CIIOHCOPOM 3aMEYaHMil, BBICTABICHHBIX B XOJ€ MPOBEICHHUS
JKCIEPTU3BI.

70. CnoHCcOp MpeacTaBiIseT OTBET Ha 3alpOC 3KCIEPTHOW OpraHU3aluu B CPOK, HE
IIPEBBIIAOIINN ECThAECAT KaJICHAAPHBIX JHEH CO IHS MOJIy4eHUs 3arpoca. Bpems,
HE00X0JMMOE Ha YCTPAaHEHHME 3aMEe4YaHUW HE BXOJMT B OOIIMI CPOK NPOBEICHHS
JKCIEPTU3BI.

71. CrnoHCOp OT3bIBa€T 3aABKYy Ha IPOBEACHHE DKCIIEPTU3Bl MaTEpHAIOB
KJIMHUYECKOTO HCCIeoBaHUs B Jito00e BpeMs B IPOILIECCE PACCMOTPEHUS 3asiBKU
AKCIIEPTHOM OpraHu3aiuei ¢ mpeaocTaBiIeHueM 000CHOBAHUS.

72. B cnydasx OT3bIBa 3asiBKH CIIOHCOPA, CHATHS 3asBKU C PACCMOTPEHUS, a TAKKE
IIpU NOJYYEHUU OTPULIATEIIBHOTO 3aKJIKOYEHHUs SKCIEPTHON OPraHU3aluy OIllaTa 3a
IPOBECHHUE IKCIIEPTHHIX PabOT CIIOHCOPY HE BO3BpAILlaeTCsl.

73. YcKopeHHas 3KCIepTU3a MaTepruaioB KIMHUYECKOIO UCCIeA0BaHUs (J1anee —
YCKOpPEHHasl MpoLeaypa) MPOBOJUTCA Ha JIEKapCTBEHHBIE CPENICTBA, MEIULIMHCKUE



U3JleNns, MpelHa3HauYeHHbIE B COOTBETCTBUM cO crathedl 6 Komekca PecmybOnuku
Kazaxcran "O 310p0oBb€ HapOJa U CUCTEME 3/IPABOOXPAHECHUS "

1) nst mpegoTBpallleHUsI Ype3BbIYANHBIX CUTYAIUN;

2) Ha op(aHHbIE ITpENapaThl.

[Ipu nmpoBeneHUM yCKOPEHHOW MpOLEAyphl HE CHUMKAIOTCS TpPeOOBaHUS K
6e3onacHoCTH, 3P(HEKTUBHOCTH U KAUECTBY JIEKAPCTBEHHBIX CPECTB.

DKcnepTru3a MaTepHANIOB KIMHUYECKOTO MCCIEIOBAHHS INPH YCKOPEHHOMU
poLeaype MNPOBOAUTCS HAa OCHOBAHUM JOrOBOpa JKCIEPTHOM OpraHu3aluu C
3asIBUTEJIEM.

IIpn yckOpeHHOU NpoLeaype BCE ITAIbl SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPECTBA
IIPOBOJISITCS B CPOKU HE OoJiee MITHAALATh THEH.

74. DxcnepTuza MaTEpUaIoB KIMHUYECKOTO HCCIEIOBAHUS MPU YCKOPEHHOMN
IpouUeaype MNPOBOAUTCS HA OCHOBAHMWHM JOTOBOpAa JKCIEPTHOM OpraHU3aluu C
3a5IBUTEJIEM.

IIpu yCKOpEHHOM MpoUEeaype BCE ATAIbl SKCIEPTU3bI JIEKAPCTBEHHOI'O CPENICTBA
IPOBOJISITCS B CPOKHU HE OoJiee MATHAALATH KaJIEHJAPHBIX JHEH.

75. DKkcniepTHast OpraHu3aIus Ha CBoeM caiTe myoarukyeT CIMCOK yTBEPKIEHHBIX
Y OTKJIOHEHHBIX 3afBOK Ha MOJIyYEHHE Pa3pElICHUs Ha MPOBEAECHUE KIMHUYECKOTO
VCCIIEOBAHUS, CIHCOK IMPUOCTAHOBIECHHBIX WM MNPEKPAICHHBIX KIMHUYECKUX
UCCJIEOBAHNHU C YKA3aHUEM MPHUYHH.

ITaparpad 4. ITopsanok nonmydeHns 3aKI09eHNI OHO3THIECKOM SKCIEPTU3EI

76. JIns monydeHMs 3aKIIOYEHHs OMOITHUECKOM IKCIEPTHU3bl MaTEpUasOB
KJIMHAYECKOr0 MCCIIEIOBAHMS CIIOHCOP MPEJOCTaBISET MaTepHalibl KIMHUYECKOTO
uccienoBanys B LleHTpanpHy0 mim JokanbHyr Komuccuro.

77. KiMHWYecCKHE HCCIEeNOBAHMA MJCNATCA HA HWHTEPBEHIMOHHBIE H
HEUHTEPBEHIMOHHBIE.
78. LlenTpanbnas Komuccus npoBoIUT OMO3TUYECKYIO SKCIEPTU3Y MaTEPHAIIOB
MHTEPBEHIMOHHOI'O0 KIIMHUYECKOT0 HUCCIEOBaHUs B CIIyYae:

1) npoBeeHus MHTEPBEHIIMOHHOT'O KIMHUYECKOTO UCCIE0BAHMS B IBYX U Ooliee
UCCJIEI0BATEIbCKUX HEHTPAX (TI0 €AMHOMY MIPOTOKOJY UCCIEAOBAHMS);

2) npoBeIeHUS] THTEPBEHLIMOHHOI'O KIIMHUYECKOTO MCCIIET0BAaHUS JIE€KapCTBEHHBIX
CPEACTB U MEAULMHCKUX HW3JENIHI, MPOU3BEICHHBIX 3a mpenenamu PecnyOnuku
Ka3zaxcran.

79. CnoHcop aJisi NpPOBEAECHUS OMOATUUECKOW 3KCHEPTU3BI MaTepHaioB
MHTEPBEHIIMOHHOT'O0 KJIMHUYECKOTO UCCIEA0BAHMS IpeICcTaBAeT B LleHTpaibHy0 Win
JIoKanpHYI0 KOMUCCHIO CIEAYIOIINE JOKYMEHTHI:



1) 3asBKy Ha MpPOBEICHUE KIMHUYECKOTO HCCIEIOBAHUS C COMPOBOAUTEIbHBIM

MMCbMOM B ITPOU3BOJILHOM (hopme;
2) MPOTOKOA KJIMHAYECKOTO UCCIAEA0BaHUS (OPUTHHAN WIIH KOTHIO), TOANUCAHHbBIN
CIIOHCOPOM WJIY €r0 YIOJHOMOUYEHHBIM MPEJICTABUTENIEM U UCCIIEI0BATEIIEM;
3) CHMHONCHC MPOTOKOJIa KIMHUYECKOTO HCCIEAOBAHUS ISl MEXKIYyHAPOIHBIX
UCCJIEIOBAHUI HA Ka3aXCKOM M PYCCKOM SI3bIKAX;
4) OpomuIopy HCCieI0BaTeNs;

5) MHCTPYKIHIO (UK MPOEKT) MO MEAUITUHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
CpelCTBa, MEIULIMHCKOTO U3/EIINS;

6) uHpOpMAaIHIO JIJIs1 CYOBEKTa UCCIECIOBAHUS O KIMHUYECKOM HCCIICIOBAHUN Ha
Ka3aXCKOM M PYyCCKOM SI3bIKaX;

7) bopmy uHMDOPMUPOBAHHOTO COTIACHS CyOBEKTOB UCCIIEIOBAHMS HA Ka3aXCKOM
U PYCCKOM $I3bIKax;

8) pe3toMe uccaeaoBarTelis, MOATBEPKIAIOIIEE €ro KBATU(PUKALMIO U CEPTUPHUKAT O
IIPOXOKJIEHUU KypPCOB HaJIJIeKaIIel KIMHUYECKON TPAKTUKH;

9) cBeneHns 0 KIMHUYECKUX 0a3ax;

10) nmoBepeHHOCTb, BBbIAAHHAS CIOHCOPOM C YETKO ONpEAeICHHBIMHU
JIEJIETUPOBAHHBIMY TTOJITHOMOYHSIMH, €CJIH 3aBUTENb KIMHUYECKOTO UCCIEIOBaHUS HE
ABJISIETCSI CIIOHCOPOM;

11) unadopmanuio, Kacamuyrcs MEpPONPUATHH 1O HAOOpPy CyOBEKTOB
uccienoBaHus (MaTepuaibl HHPOPMALIMOHHOTO U PEKJIAMHOTO XapaKTepa, KOTOphIE
OyIlyT UCIIOJIb30BATHLCS JIJISl PUBJIICYEHUSI CYOBEKTOB UCCIEOBAHUS K KIMHUYECKOMY
UCCJIEIOBAHUIO (ITPY HAIMYKHN) HA Ka3aXCKOM U PYCCKOM SI3bIKaXx);

12) xonuwo (WM MPOEKT) AOTOBOpA CTPAXOBAHUS TPaXAAHCKO-IPABOBOI
OTBETCTBEHHOCTH CIIOHCOpA 3a MPUYUHEHHE BPENa 3J0POBBIO U KU3HHU CyOBEKTaM
UCCJIEIOBAHUS;

13) DOKYMEHT, ONpEeneNsIIOIUi yCIOBHS BBIIJIATHl BO3HArpaXXACHUS WIIU
KOMITEHCALIMM CYOBEKTaM MCCJEIO0BAHMS 32 Y4acTUE B KIIMHUYECKOM HCCIEAOBAHUU (
€CJIM ATO MPEyCMOTPEHO MPOTOKOJIOM KIMHHYECKOTo uccieaoBanus). Mudopmanus,
KaCarolIasicsl yCIOBUI OIUIATHI UM KOMIIEHCAUU CyOBbEKTaM HMCCIIEIOBAaHUS WU €ro
3aKOHHOT'O TMPEACTABUTENS 3a YyyacTHEe B KIMHUYECKOM HCCIIEJIOBAHUU,
PENOCTABIIAETCS B CONPOBOJUTEIBLHOM MUCHME CO CCBUIKOM Ha COOTBETCTBYHOUIUHI
JOKYMEHT, KOTOPBIM 3TO MPEIyCMaTPUBAETCS.

80. LlenTtpanbuast Komuccust mpoBOJUT OMO3ITUUYECKYIO 3KCIEPTU3Y MATEPHAIIOB
HEUHTEPBEHIMOHHOTO KJIHMHUYECKOTO HCCIEIOBAaHUS B Cly4ae MPOBEACHUS
UCCJIeIOBaHUS B IBYX U 0oJiee hcciaeoBaTeNIbCKuX IEHTpax (10 eMHOMY MPOTOKOIY
HCCIICIOBAHUS ).



81. [ns monyuyeHus 3aKIOYEHUsT OMOITUYECKOW JKCIEPTU3bl MaTepHaIOB
HEUHTEPBEHIIMOHHOT'O HCCJIEIOBAaHUSI CIOHCOp TpejacTaBisier B JlokajabHYyIO
CJIeIyIOIIUeE JOKYMEHTBHI:

1) 3asBKy Ha mpoOBeAEHUE KIMHUYECKOTO MCCIEIOBAHUS C COMPOBOAUTENHHBIM
MMCbMOM B ITPOU3BOJILHOM (hopMme;
2) pe3rome UcclieIoBaTeNs, MOATBEPKIAI0IIee ero KBaauduKaIuio u cepTudukar o
npoxoxzaeHun Kypcos GCP;
3) KONMIO PEruCTPALMOHHOTO YJJOCTOBEPEHHUS Ha JIEKAPCTBEHHBIE CPEJICTBA;
4) KOO MHCTPYKLMH 110 METUIUHCKOMY IPUMEHEHUIO (YTBEP>KICHHBIN BapUaHT)

5) xonuto OO1IEH XapaKTepUCTUKH JIEKAPCTBEHHOTO Mpenapara Jjisi MEAUIIMHCKOTO
npuMenenus (nanee - OXJIII) (yTBep»KIeHHbBIN BapUaHT).

6) MPOTOKOJ KJIMHUYECKOTO0 HCCIEAOBAHUS, TOAMUCAHHBIA CIIOHCOPOM HUJIU
YIOJHOMOYEHHBIM IPEJICTABUTENIEM CIIOHCOPA;

7) undopmaruio st CyObEKTOB UCCIAEAOBAHUS WM €T0 3aKOHHOTO MPEACTABUTEINS
0 KJIMHUYECKOM MCCIIEIOBAHNU Ha Ka3aXCKOM U PYCCKOM SI3bIKax (eciu 310 TpeOyeTcs
10 IPOTOKOIY);

8) hopMy HHPOPMHUPOBAHHOTO COTJIACHS CYyOBEKTa UCCIICIOBAHUS HAa KA3aXCKOM U
PYCCKOM SI3bIKax (€cin ATO TpeOyeTcs Mo MPOTOKOITY);

9) oOpazen HAUBHUAYATLHONW pEerUCTPAIMOHHON (pOpMBI Ha OyMakHOM HocuTene (
€CJIM 3TO TpeOyeTcsl 0 MPOTOKOIY).

82. JloxanbHast Komuccusi mpoBOaUT OMOSTUYECKYIO SKCIEPTU3Y MaTEpHaOB
OJHOLIEHTPOBBIX HHTEPBEHIMOHHBIX W HEUHTEPBEHIIMOHHBIX KIMHHUYECKUX
UCCIIEIOBAaHUM, 332 HUCKIIOUYEHUEM CIIy4yaeB, YKa3aHHBIX B MOJIYHKTE 2 IMyHKTa 78
HacTosAwwmx IIpaBuir.

83. Cpok OMO3THYECKOM AKCIIEPTU3BI MAaTEPHUAIIOB KIIMHUYSCKOTO UCCISIOBAHUS 1
BbIJIaua 3aKJII0YEHUs, OCyIlecTBIsIeMbIX B LlenTpanbHyto win JIokanbHYI0 KOMUCCHIO,
HE MPEBBINIAET YETHIPHAANATh PAOOUYNX JHEH CO JTHS OIUIATHl SKCIEPTHBIX paboT U
NPEACTABIEHHUS IMOJHOTO MEPEYHs JOKYMEHTOB.

84. Ilpu neobxoaumoctu LlenTpanbHasd uinu JlokanbHas KOMUCCHUS 3alPALLIMBAET Y
CIIOHCOPA WJIM 3asIBUTEII KIIMHUYECKOTO UCCIIEIOBAHUS PA3bSICHEHUS IO KOHKPETHBIM
MOJIOKEHUSAM B IMPEJCTABICHHOM NEpevyHe TOKYMEHTOB. Bpewms, HeoOxonumoe aJis
IPEICTABJICHHUS CIIOHCOPOM JaHHBIX HE BXOAUT B CPOKHU MPOBEACHHS OMOITUYECKOU
AKCHEPTU3bI U HE MIPEBBIIIACT MIECTHIACCAT KAJICHAAPHBIX JHEH.

85. ITo pesynpraram OmodTHYecKO# skcnepTussl LlenTpanshas i JlokaapHas
KOMHUCCHSI IPUHUMAET PEILICHUE U BBIJAET 3aKII0YEHUE OMOITUYECKON SKCIEPTU3HI B
nopsjke ycraHoBieHHOM [lonoxkenueM o LleHTpanbHOil KOMUCCUU IO OMO3THKE.

IMaparpad S. IIpoBeneHNe KIIMANISCKUX HCCIICAOBAHHM



86. KnmHuueckme HCCaeoBaHUs JEKAPCTBEHHBIX CPEACTB HPOBOIATCS B
KInHn4Yeckux 0a3zax B coorBercTBUU co Cranmaprom GCP Ilpukaza Ne 392,
HOPMaTUBHBIMH MPABOBBIMU aKTaMu EBpa3uiickoro 3KOHOMHUYECKOT0 coro3a B cdepe
oOparieHust JeKapCTBEHHBIX CPEJICTB, a TAK)KE B COOTBETCTBUU C MEXKTYHAPOJIHBIMU
HOpMaMH, paTuduurpoBaHHbiMU PeciyOnmkoit Kazaxcran.

87. KinnHuueckue HCCIeNOBaHUA MEIUIUHCKUX H3JECIUNA MPOBOIATCA B
KJIMHUYeCKux 6a3ax B coorBeTcTBUM co CtanmaptoM [SO14155:2014 pekomenaanuu
Konnernn EBpasuiickoil skoHOMHUYECKOM Komuccuen Ne 17, HOpMAaTHBHBIMU
paBOBBIMU aKTaMu EBpa3uiicKOro 3KOHOMHUYECKOTo coro3a B cdepe obOparieHus
MEIUIIMHCKUX U3JEIUN, a TaKXK€ B COOTBETCTBUU C MEXKIYHAPOJIHBIMH HOPMaMH,
patudunupoBanusiMu PeciyOnmkoit Kazaxcran.

88. Kinaunko-1abopaTopHble UCIIBITAHUS MEAUIIMHCKUX U3JETUN JIsl JUAarHOCTUKH
in vitro ocymecTBIsiI0OTCA B coorBeTcTBuU ¢ riaBoir VIII IlpaBun mpoBeneHus
KJIMHUYECKUX W KIMHUKO-T1a00paTOPHBIX UCTBITAHUHN (MCCIEIOBAHUM) MEAUITUHCKUX
u3nenui, yreepxkaeHubix Pemenuem CoBetra EBpazuiickoii 53KOHOMUYECKOW KOMUCCUHI
ot 12 deBpansg 2016 roma Ne 29.

89. KnuHnueckue ncciieOBaHNsI HAYMHAKOTCSA MOCIHE MOIYy4YEeHUs pa3pelIeHUs
YIOJHOMOYEHHOTO OpraHa, HO He MO3JHEE OJHOTO rofia C AaThl BbIAAYH pPa3peuICHuUs,
KOTOPOE JIEUCTBUTEIBHO A0 OKOHYAHUS KIIMHUYECKOTO UCCIIEOBAHUS.

90. CrioHCOp B TeueHUE MATHAAUATH KAJIEHIAPHBIX JHEW CO AHSA Hayajla u
OKOHYAHUS HMHTEPBEHIIMOHHOTO KJIWHUYECKOTO MCCICAOBAHUSA YBEIOMIISET
AKCHEPTHYIO opranu3anuio u LlentpanbHyto win JIokanbHYyI0 KOMUCCHIO O Hayaje u
OKOHYAHWU HWHTEPBECHIIMOHHOTO KIMHUYECKOr0 HccieqoBaHusa. JlaTol Hauana
KJIMHUYECKOTO HCCIIEIOBAHUSI CUMTAETCA JaTa BKIIOYEHHUS MEPBOrO MallMEeHTa B
uccnenopanue B PecnyOnuke Kazaxcran. [laToii OKOHYaHUS KIMHUYECKOTO
UCCJIEJIOBAHUSl CUYUTAETCS Jara MOCIEIHEro BH3HWTa IMOCJIEIHETO CyObeKTa
UCCIIEIOBAHMS, M1 MEXKAYHApPOJHBIX MHOTOLIEHTPOBBIX HCCIEHOBAHUN — JaTa
OKOHYaHUS KJIMHUYECKOTO UCCIIEIOBAHUS BO BCEX CTpaHaXx.

91. B ciyuae npoBeaeHUs] MEXAYHAPOJAHBIX MHOTOLIEHTPOBBIX KIMHUYECKHX
UCCJIEIOBAHUM CIIOHCOP B TEUCHHE JICBSIHOCTA KaJICHAAPHBIX JTHEW CO JHS 3aBEPIICHUS
KIMHUYECKOTO WCCIENOBaHUS WH(POPMUPYET OKCIEPTHYI OpPraHU3aiuio u
HenTtpanbHyo i JIOKaJbHYH0 KOMHCCHUIO O TOJHOM 3aBE€PUIEHUM KIMHUYECKOTO
UCCIIEJIOBAHUS BO BCEX CTpaHax.

92. Cnoncop obecrnieurBaeT MOCTOSTHHYIO OIEHKY O€30MacHOCTH HCCIIENYyEMbIX
CPEACTB U B CPOKH He OoJiee MATHAAIATH KaJeHAapHBIX THEHW, YBEJOMIISIET 3aHSATHIX B
UCCIIEIOBAaHUU HCCIeJoBaTeNie (KIMHMYecKas 0a3za), a TakKe DJKCIEPTHYIO
OpraHu3alMI0 O TOJYYEHHBIX JIaHHBIX, KOTOPBIE CIOCOOHBI HEOJArONMPUSTHO
OTpa3UThCA Ha 0E€30MaCHOCTH CYyOBEKTOB, MOBIUATH HA MPOBEICHHUE HUCCICTOBAHUS



aubo wu3MeHUTh 3akitoueHue LlenTpanpHol wunu JlokanbHOW KOMHCCHM Ha
IPOJOJIKEHUE UCCIIEIOBAHMUSI.

93. AyIUT U MOHUTOPUHI KJIWHUYECKOTO HCCIENOBAaHUSA MPOBOMSTCS B
cootBercTBUM cO Crangaprom GCP Ilpukaza Ne 392.

94. PykoBOAUTEIH KIIMHUYECKOMN Oa3bI:

1) u3maer akT O MPOBEJACHUM KIMHUYECKOTO UCCIENOBAHUS U Ha3HAUYCHUS
UCCTIEI0BATENS U JIUI, YYaCTBYIOUIUX B KIMHUYECKOM UCCIIEIOBAHUH;

2) obecreuynBaeT JOCTATOYHOE KOJWYECTBO BPEMEHU HMCCIEIOBATENIO s
HaJJIC)KAIETO TPOBEJACHUS U 3aBEpIICHUS] KJIMHUYECKOrO HCCIeI0BaHus,
COOTBETCTBYIOIIEE YKA3aHHOMY MEPHUOJIYy B TPOTOKOJI KIMHUYECKOTO HCCIIEI0OBAHUS;

3) obecneuyuBaeT yCIOBHS AJIsl TOJHOTO U MPaBUIBHOTO MPOBEICHUS
KJIMHUYECKOTO HCCJIEOBAaHUSI B COOTBETCTBUU C MPOTOKOJIOM KIMHHUYECKOTO
UCCJIeI0BaHUs, HacTOSIIMMU [IpaBunamMu u npeocTaBlieHue JOCTOBEPHBIX JaHHBIX;

4) oOecrieunBaeT yCIOBHS XpPAHEHUS! HCCIIEyEMOro JIEKAPCTBEHHOTO CPEACTBA U
COXPAaHHOCTh OCHOBHBIX JOKYMEHTOB KJIMHHUYECKOTO HCCIIEIOBaHUSA, a TaKXke
MaTEPHUAJIOB 3aBEPIIEHHOTO KIIMHUYECKOTO UCCIIET0BAHMS.

95. Knuauveckoe uccieoBaHue MPOBOJIUTCS MPU YCIOBUU COOIOEHUS BCEX
CIIEIYIOLINX YCIOBUM:

1) obGecnieuenue coOmr0eHNs MpaB CyObEeKTa UCCIAEIOBAaHUSA Ha (PU3HUYECKOE U
NCUXUYECKOoe OJaronoinyyue, TaiHy JUYHOM KU3HU U 3aIUTY NEPCOHATBHBIX JaHHBIX
COTJIACHO TPEOOBAaHUSAM 3aKOHO/IATEIbCTBA,

2) mpeKpalleHne y4yacTus B KIMHUYECKOM HUCCIEOBAaHUU T10 JKEJaHUI0 CyObeKTa
UCCJIEIOBAHMS WM €r0 3aKOHHOIO MPEJICTAaBUTENS B J000€ BpeMsi 0e3 KaKoro-amoo
Bpesa ISl ceos;

3) 3aKJII0UEHHE JJOTOBOpA CTPaXxOBaHUS I'PaXKIaHCKO-TTPAaBOBONM OTBETCTBEHHOCTHU
CIIOHCOpa Ha CiTy4yail HAHECEHHUs BPElia KU3HHU M 370POBBI0 CYOBEKTa UCCIETOBAHUS
UM €Tr0 3aKOHHOTO MPEACTaBUTENS (3a HCKIIYEHHEM HEHHTEPBEHIIMOHHOTO
HCCIICIOBAHUS ).

96. Jlo BKIIIOUEHHS B KIMHUYECKOE HCCIIEIOBAHUE CYOBEKTY MCCIIEIOBAHUS WU
€ro 3aKOHHOTO MPEJCTABUTEINIOS MpeaocTaBisieTcss uHGoOpMalus O MIAHUPYEMOM
KJIIMHAYECKOM HCCIIeIOBAHUU, HA OCHOBAaHUU KOTOPOM CyOBEKTOM UCCIIEIOBAHMS WITU
€ro 3aKOHHOTO TMPEICTaBUTENS MOJNKUChIBaeTCS MHGOPMUPOBAHHOE COTJIacHe Ha
J0OpPOBOJILHOE YYACTUE B UCCIICIOBAHUU.

97. llonyyeHnue u JOKyMeHTajdbHOE OopmieHue HHHOPMUPOBAHHOTO COTJIACHS
CyObeKTa HCCIIEOBaHUS WJIM €ro 3aKOHHOTO TMPEJCTaBUTENST O00ECleunBaeTCs B
cootBeTcTBHM co Ctangaptrom GCP Ilpukaza Ne 392 u 6M03THUECKUMH MPUHITUTIAMH.

98. Jlo BKJIFOUEHHS B MCCIIEIOBAHUE CYOBEKT UCCIEAOBAHUS WU €r0 3aKOHHBIN
peACTaBUTENb U JIMI0, TPOBOJIMBIIIEE PA3bICHUTEIbHYIO Oecey, MOAMUCHIBAIOT U
COOCTBEHHOPYUYHO JATUPYIOT JIBA dK3eMIUIsIpa HH(OOPMUPOBAHHOTO COTJIACHUs, OJUH U3



HUX OCTaeTcsi y TJaBHOTO HcCcienoBarens (UcciaenoBaTelisl) M XpPaHUTCS Ha
NPOTSHKEHUU HE MEHee 25 JIeT MOocJie 3aBepIIeHUs COOTBETCTBYIOIIETO KIMHUYECKOTO
UCCJIEIOBAHUS, & BTOPOU MIepeIaeTcs CYObEKTY UCCIEOBaHUSI.

99. CyObekThl HCCIeI0BaHUS, HECIOCOOHBIE CAMOCTOSITEJILHO [1aTh
nH(pOpMHUPOBAHHOE COTJIACHE HAa y4YacThe B KIWHUYECKOM HCCICIOBAaHUU, HE
BKJIFOYAIOTCS B KIIMHUYECKOE UCCIIEIOBAHUE, €CIIN €r0 MOYKHO IPOBECTH MPU YYaCTUU
JIU1I, CIOCOOHBIX JIMYHO JJaTh UHPOPMHUPOBAHHOE COTIIACHE.

100. YIoMHOMOYEHHBIN OpPTraH, MOHUTOPHI, Ay IUTOPBI, IPEICTABUTENN IKCIIEPTHON
opranuzanuu, llentpanpHas wunu JlokanpHasiHa JIOOOM »JTane KIMHUYECKOTO
VCCIIEIOBAHUS MMEIOT MNPSAMOM JOCTYN K 3alUCsM B INEPBUYHOU MEIUIIMHCKOU
JOKYMEHTAIIMU CyObEKTa HCCIEAOBAHUS JUISI W3YYCHUs, aHAJIN3a, MPOBEPKU H
KOMHUPOBAHUS JIOOBIX 3aMUCEN U OTYETOB HEOOXOAMMBIX JIJIsl OLEHKU KIMHUYECKOIrO
uccienoBanud. Jluna, uMeromue NpAMOM JTOCTYH INPUHUMAIOT BCE MEpbI A
coOMroieHHsT 3alluThl  KOH(MUACHIIMAIBbHOCTH HWH(OpMaAIUK, T[O3BOJISIONIEH
UJICHTUPUIIUPOBATh CYOBEKTOB, M HWH(OpMAIMU, NPUHAIJIEKAIIEH CIOHCOPY.
[ToanuceiBas MUCbMEHHOE MHPOPMHUPOBAHHOE COTIacue, CyOBhEeKT UCCIIEIOBAHUS WU
€ro 3aKOHHBIW MPEJCTABUTEIND AT Pa3pelieHrne Ha JOCTYH K 3TON JOKYMEHTAlIUH.

101. B ciydae mOCpPOYHOTO MPEKPAIIEHUS WM MPUOCTAHOBKH KIMHUYECKOTO
UCCIIEOBAHUS CIIOHCOP HE3aMEJIMTEIbHO OMNMOBENIAeT KIUMHUYECKYIO 0a3sy,
AKCHEPTHYIO opraHusanuio, LlenTpanbHyto win JIOKaapHYH0 KOMUCCHUIO, BBIJABIIYIO
MOJIOKUTENHHOE 3aKIII0UEHUE OMOITUUECKON SKCIIEPTU3BI U YIIOJTHOMOYEHHBIN OpraH o
NpPEKpalleHU WIM NPUOCTAHOBKE KIMHUYECKOTO MCCIEIOBAaHUS C YKa3aHHEM
NPUYUHBI TIPEKpAIICHUS WU MPUOCTAaHOBKU. CpPOK MPUOCTAHOBKU KIMHUYECKOTO
UCCJIEOBAHUS HE MPEBBIIIAET OJTHOTO roja.

102. B ciyuae BO30OHOBJICHUSI BPEMEHHO MPHUOCTAHOBJIECHHOTO KIMHUYECKOTO
UCCIIeI0OBaHus, croHcop uHbopmupyer o0 3tom llenTtpanbayro win JlokanbHYyIO
KOMHCCHIO, BBIJIABIIYIO IMOJOKUTEIBHOE 3aKIIOYEHUE OMOATHUYECKON JKCIEPTH3HI,
AKCIIEPTHYI0 OPraHU3allMi0 U YIOJHOMOYEHHBIH OpraH B TEUEHHUE MSITHAALATH
KaJICHJapHbIX IHEW ¢ MOMEHTa BO30OHOBIICHUS.

103. CnoHcop obecneduBaeT MOATOTOBKY 3aKIIOYUTEIBHOTO OTYETa O
NPOBEJCHHOM KJIMHHUYECKOM HCCJIEOBAHUU JIEKAPCTBEHHOIO CPEACTBA U
MEUIMHCKOTO U3/IETUsl BHE 3aBUCHUMOCTH OT TOT'O OBLJIO JIU UCCIIEIOBAHUE 3aKOHYEHO
WU JOCPOYHO MPEKPAILIEHO.

104. OT4eT KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEJICTBA COCTABIISECTCS
COTJIaCHO TpeOOBaHUSIM K CTPYKType M COAECPKAHUIO OTYeTa O KIMHUYECKOM
uccienoBanun corjacHo npuioxkeHutro 2 k Crangapty GCP Ilpukaza Ne 392,
npunoxenuto 10 k wacrosimuMm [lpaBunam, OTYET KIMHUYECKOTO HCCIIEAOBAHMS
MEJUIIMHCKOTO U3JeNIusl cocTaBiisieTcs: coriacHo TpedoBanusm ['OCT P UCO 14155 "
Knunnueckue uccnenoBanus. Hannexamas knuHuyeckas npaktuka'. He moszmHee



OJIHOTO TO0Jia TOCJIE MOJIHOTO 3aBEpPLICHHS KIMHUYECKOTO HCCIEN0BaHUA (IIpU
IPOBEACHUU MEXIYHAPOAHBIX KIMHUYECKHX HMCCIEAOBAaHUM — MOCIE 3aBEPILICHUS
KJIMHAYECKOr0 MCCIIEIOBAHMS BO BCEX CTPAaHaX) CIOHCOP IPENOCTABISIET KPATKYIO
uH(pOpMaII0O O KIMHUYECKOM HCCIEJOBAHUM B DKCIEPTHYIO OpraHU3alui0 M
[{eHTpanpHyI0 KOMHCCHIO, BBIJABIIYIO pa3pelIeHUE Ha MPOBEACHUE KIMHUYECKOTO
UCCIIEOBAHUS.

105. Bce oTueThl 3aBEpPUIEHHBIX KIMHUYECKUX HMCCIENOBAHMM JIEKAPCTBEHHBIX
cpeAcTB B (TEpBOM, BTOPOM, TpeTheu (a3bl, HMccieaoBaHWE IKBUBAJICHTHOCTH),
MEIUIMHCKUX M3/IETTUI BKIIFOYAIOTCS B PETMCTPALIMOHHOE 10ChE MPH 3asBJIICHUH UX Ha
roCyJapCTBEHHYIO PErUCTPALIMIO.

106. CnoHcop W HccieAoBaTellb apXUBUPYIOT MaTepuaibl (JIOKYMEHTHI)
KJIIMHUYECKOT'O UCCIEA0BaHU U 00ECIIEUNBAIOT €0 COXPAaHHOCTh B TEUEHHUE 25 JIET CO
IHS 3aBEPUIECHUS KIMHUYECKOTO UCCIIEN0BaHUS.

107. CiopHbI€ BOIIPOCHI MO pe3yabTaTaM 3KCIEPTU3bI MATEPUATIOB KIMHUYECKOTO
UCCIIEIOBAHUS], pACCMAaTPUBAIOTCS HA 3aCeaHUM DKCIIEPTHOIO COBETA JJISl IPUHATHS
COOTBETCTBYIOUIETO pEIIEHUs C UEeJNbI0 HampaBleHUs pPEKOMEHJAlUuu B
YIOJJHOMOYEHHBIN OpraH U CIIOHCOPY.

108. CriopHbI€ BONPOCHI, KOTOPBIE BO3HUKAIOT B XOJ€E MPOBEACHUS KIMHUYECKOTO
UCCIIEI0BAaHNUs, PACCMATPUBAIOTCS YIIOJHOMOYEHHBIM OPIaHOM.

IMaparpad 6. Brecerre nonpaBok B MaTepHAIEI KITHHAIECKOTO HCCIICAOBAHUSA

109. Bo Bpems npoBeAeHHs] KIMHUYECKOTO MCCIIEOBaHUS MPU HEOOXOJUMOCTH
BHOCSTCS TOMpPaBKH (CYHIECTBEHHbIE WM HECYIIECTBEHHbIE) B MaTepHUalIbl
KJIINHUYECKOTO UCCIICTOBAHMUS.

110. Tlepedyensr mompaBoK K MPOTOKONY U (HJIM) MaTtepualiaM KIMHUYECKOTO
UCCIIEOBAHNS JIEKAPCTBEHHBIX CPEACTB, KOTOpBIE pPacCMaTpUBAIOTCA Kak
CyllleCTBEHHbIE MTpuBeaeHbI B npuiioxkeHuu 3 k Ctangapty GCP Ilpukaza Ne 392.

I11. Ecniu mompaBKM K MPOTOKOJY HHTEPBEHIIMOHHOTO KIMHUYECKOTO
VCCIIEIOBAHUSA HOCAT CYLIECTBEHHBIM XapakTep, CIIOHCOP YBEIOMIISET DKCIIEPTHYIO
opranu3anuio u lLleHTpanpHyro win JIOKanbHYy!0 KOMHCCUIO O NpPHUYMHAX H
cozepxkaHuu rnonpaBok. C 3TOM LENb0 CIOHCOP NOJAET B SKCIEPTHYIO OPraHU3aLUIo
u lleHTpanbHyto min JIOKaJIbHYI0 KOMHCCHIO:

1) conpoBOAUTENBHOE TUCHEMO;

2) 3agBJICHHE Ha TOJyYCHHE 3aKIIOUEHUs IKCIIEPTHON opranu3zanuu (ogo0peHus
HentpanbHoit unu JIokaabHONH KOMUCCUH) O BO3MOKHOCTH BHECEHUSI CYIIECTBEHHBIX
MONpPaBOK M WH(POPMHUPOBAHHUS O HECYIIECTBEHHBIX IOMPAaBKaX B MaTepUAIIbI
WHTEPBEHIITMOHHBIX KJIMHUYECKUX UCCIIe0BaHuM 1Mo (popMe coriacHo mpuiokenuto 10
K HactosimuMm [IpaBunam;



3) BBINIUCKU U3 JOKYMEHTOB, COAEPXkAIIUE JIEHCTBYIOUIYIO U MPEMIaraeMyto
peIaKIMu TEKCTa WJIM HOBYIO BEPCUIO U3MEHEHHBIX IOKYMEHTOB;

4) MOTOTHUTEIBHYIO HH(OPMAITUIO, BKIIFOYAIOIIYIO pe3toMe JaHHBIX (TIPH HATUYUHU
), OOHOBJIEHHYIO OOIIYI0 OIEHKY IOJb3a-pucK (IIpU HAJIUYKMH), BO3MOXKHBIE
NOCHEACTBUSA il CyOBEKTOB HCCIEJOBAHUS, BKIIOUEHHBIX B KIMHUYECKOE
UCCIIEIOBAHUE, BO3MOXHBIE TMOCIEICTBUS I OLIEHKH PE3yJIbTaTOB KIMHUYECKOTO
UCCJIEIOBAHHUS.

112. Ecnu cymiecTBeHHasi mornpaBKa KacaeTcsl 0ojiee 4eM OJHOTO MPOTOoKoa (
MPOTOKOJIa) KJIMHUYECKOT'O MCCIEIOBAHUSA [JI1 HCCIEAYEMOIo JIeKapCTBEHHOTO
CpencTBa, CoHCOp (hopMUpyeT 0O0IIyI0 HHGOPMAIUIO B SIKCTIEPTHYIO OPTaHU3AIIUIO0 U
HenTtpanbuyto win JIokalbHYIO MPHU YCIOBUHU, YTO B COMPOBOJIUTEIBHOM IMHUCHME U
3asiBJICHUU OyJET yKa3aH MepeyeHb BCEX MPOTOKOJIOB KIMHUYECKUX HCCIEAOBAHUM,
KOTOPBIX KACAETCs JaHHas MOIpPaBKa.

113. Cpok mpoBeneHUsI dKCIEPTU3BI CYIIECTBEHHBIX ITONPABOK 3KCIEPTHOU
OpraHu3aiiel cocTaBisieT He OoJiee MATHAANATH KaJleHIApPHBIX JHEH cO JHA
NpEeOCTaBJICHUS 3asBJICHUSI U MaTepuaaoB B MOJIHOM oObeme. Ilpu mpoBeneHuun
AKCIIEPTHU3bl CYIIECTBEHHBIX IOMPABOK JKCHEPTHAs OpraHu3alus 3alpaliuBacT
Pa3bsICHEHHS] U YTOUYHEHHS B MUCbMEHHOU Popme y crnoHcopa. Cpok, HEOOXOAUMBIH
JUIS1 UX MIOJITCOTOBKH, HE BXOJUT B CPOK MPOBEJICHUS SKCIIEPTU3BI.

114. Ha ocHOBaHHMM NPOBEACHHON 3KCHEPTHU3bl MOMPABOK K MPOTOKOIY
KJIIMHUYECKOTO MCCIIEIOBaHMS, 3aKJIIOUYEHUE paccMaTpUBAETCd Ha 3ace/laHuu
Komuccun mno oneHke MaTepualioB KIMHUYECKHX MCCIEIOBAHUI HKCIEPTHOMN
OpraHu3aluu, Uil TPUHITUS COOTBETCTBYIOIIETO PEIICHUS C IEJIbI0 HaMpaBICHUS
PEKOMEHAAIMHU B YIIOJTHOMOYEHHBIN OpraH U CIIOHCOPY:

1) NpUHSTH TOMPABKH K MIPOTOKOJTY KIMHUYECKOTO UCCIICIOBAHMUS;
2) paccMOTPETh MOBTOPHO MOCJIE MOTYYECHUS Pa3bICHEHUN U YTOUHEHMUII;
3) He NpUHUMATh TTOMPABKHU K MPOTOKOTY KIMHUYECKOI'O UCCIICIOBAHMS.

115. Ecn cCrioHCOp MCCIEIOBaHUs B TEYEHUE TPUALIATH KAJICHIAPHBIX JHEH HE
NPEJCTAaBISIET B DJKCHEPTHYK OPraHU3alUI0 3alpOIIEHHBIE JOMOJIHUTEIbHBIE
MaTepualbl WK MUChbMa ¢ 000OCHOBAaHUEM CPOKOB, HEOOXOIUMBIX JJI UX TOPabOTKH,
TO TIONpaBKa CHUMAETCS C paccMOTpeHus. O MPUHSATOM pPELICHUU HKCIEepTHas
OopraHu3alys MUCbMEHHO YBEIOMJISIET CIIOHCOPA.

116. DkcnepTHas opraHu3alusl MPENOCTABISIET CHOHCOPY 3aKJIOUYEHUE C
peKoMeHaaImen 0 BO3MOKHOCTH WM OTKa3€ BO BHECEHUHU CYIIECTBEHHBIX MOMPABOK B
MaTepualbl KIMHUYECKOTO UCCIEI0BaHUS.

117. HentpanbHas uiu JlokanbHass KOMUCCHSI pacCMaTpPUBAET CYIIECTBEHHBIE
NONpPaBKM B TEUEHUE MATHAAUATH KaJICHAAPHBIX JHEWU C JaThl MOJTYUYECHUS MOJHOTO
nepeyHsi JTOKYMEHTOB U O TMPUHATOM PEIICHUU B NMUCBMEHHOM BHJI€ COOOIIaeT
CIIOHCODY.



118. CyuiecTBeHHbIE MOMPABKH BHOCSTCS B MPOTOKOJ HMCCIEAOBAHUA IO
COIVIACOBAHUIO C YINOJHOMOYEHHBIM OpPraHOM Ha OCHOBAHHUM ITOJIOKUTEIBHOTO
3aKJIFOYEHHS], BBIIAHHOTO 3KCIEPTHOM opranu3auneit u LlenrpansHoit nnu JIokanpsHOU
KOMHCCHH.

119. Cpok cornacoBaHus CyIIECTBEHHBIX MONPABOK B MPOTOKOJI UCCIEIOBAHUS
COCTaBJISIET He OoJiee NEeCATH KaJIeHAAPHBIX THEH CO JHS MOTyYEeHUSI MOJI0KUTEITEHOTO
3aKJIFOYEHHS SKCIIEPTHOM OPraHU3alMu U MOJ0KUTEIbHON OlleHKH L{eHTpanbHON unu
JlokaJIbHOM KOMUCCHU.

120. Ecnn mompaBku HE OTHOCSTCS K CYIIECTBEHHBIM M HE HMEIOT MPSIMOTO
OTHOILEHUS K NPOBENCHUIO KIMHUYECKOTO HCCIEIOBAHUA, TO TAKUE U3MEHEHUS HE
NOJJIEKAT DKCIEpTHU3e. B 3TOM ciydae CiOHCOp MUCBMEHHO YBEIOMIISIET SKCIIEPTHYIO
opranu3zauuio u lLleHTpanbHyr0 unn JIOKalbHYI0O KOMHUCCHIO O BHECEHHMH
HECYILIECTBEHHBIX MONPABOK B JOKYMEHTAIMIO KIMHUYECKOTO HCCIEAOBAHUS.
OxcneptHas opranusauus u LlentpanbHaa wim JlokansHas Komuccuu B TeueHne He
Oonee AecsaTH KalleHIapHbBIX JHEH MOATBEPKAACT YBEIOMIICHHE CIOHCOPA O BHECEHUU
NONPABOK B MPOTOKOJ KIIMHAYECKOTO UCCIENOBAHUS.

IMTaparpa¢ 7. MOHATOPHHT HEKENaTENbHBIX ABJICHAN, PEaKIHH,
HeOJIarOMPUATHBIX COOBITHIA

121. MOHUTOpPHHI HEXKENATENBHBIX SIBIICHUN U PEAKLIHN JEKAPCTBEHHBIX CPEICTB
OpU TPOBEJCHUU KIMHUYECKUX HCCIEJOBAHUI OCYIIECTBISAETCS COTJIACHO
npuioxennto 1 Cranmapra GCP IIpukasa Ne392.

122. CrnoHcop perucTpupyeT M mnpeaocrtasiser uHpopMaiuo o000 Bcex
HEXEJaTeIbHbBIX PEaKIUAX, OJIYUYEHHBIX B PaMKaX HHTEPBEHIIMOHHOTO KIMHUYECKOTO
UCCIIEIOBAaHUS JIEKAPCTBEHHOTO CPEICTBA, B OJKCIEPTHYI OpraHu3aluio H
LenTpanbuyro ninu JIOKaIbHYH0 KOMHUCCHIO B CPOK JO CEMHU KAJIEHIAPHBIX AHEU OT
JIaThl TOJY4eHUs] WH(POpPMAIMM O BBIABJICHUU CEPhE3HBIX HEIMPEIBUICHHBIX
HEXEJATEIbHBIX PEaKIUsaX B ClIyyae, €ClId OHU MPUBEIU K CMEPTH WM MPEACTABIISIN
yIpo3y IJid KU3HH, B CPOK JI0 MATHAALATU KaJEHOAPHBIX THEN OT AAaThl MOJYYEHUS
uH(OpMaIU O BBISIBICHUM CEPHhE3HBIX HEMPEIBUICHHBIX HEKENATEIbHBIX PEAKIIUIX
JUTS1 OCTAJIBHBIX CEPhE3HBIX HETPEIBUICHHBIX HEKENATEIbHBIX PEAKIUSX.

123. CnoHCOp MpenocTaBiasieT B SKCIEPTHYIO OpraHu3aiuio u LleHTpanbHyo Win
JlokanbHYI0 KOMHUCCHIO COOOIEHHE O CEpbe3HOM HEXKeNaTelbHOW peakluu Ha
UCCJIeyeMble JICKAPCTBEHHBIE CPEACTBA, MO (POpME COrjJacHo MpujoxkeHuro 11 k
HacTtosmuM [IpaBunam.

124. He mopiexar COOOIIEHHUIO CEPbE3HbIE HEXKeNaTelbHbIE PEaKIINH,
IPOU30LIEAIINE Y YYACTHUKOB, MTOJIyYaBIIMX IJIALE00.



125. 1151 HEeMHTEPBEHIIMOHHBIX HCCJIEIOBAHUIN C MEPBUYHBIM COOPOM JaHHBIX
HaAMpsIMyl0 OT NAlMEHTOB U CIELHAIUCTOB CHUCTEMBI 3APABOOXPAHEHUS, JAHHBIE O
NOJYYEHHBIX HEXKEJIAaTeNbHbIX PEaKUHAX, MPEAOCTABISAIOTCS B HKCIEPTHYIO
opranuzanuio U Komuccuio mo Bompocam OHWOSTHKH COTJIACHO TpeOOBaHUAM
Cranmapra GVP Ilpukaza Ne 392.

126. IIpu npoBeaeHUN KIMHUYECKUX UCCIEIOBAaHUM MEOULUMHCKUX HW3JEIINI
CIIOHCOP MpeaoCTaBisAeT HHPOopMAIUIO (M3BEIIEHNE) O HEOIarONpPUSITHBIX COOBITUSX (
UMHIIMJEHTaX) B JKCHEPTHYI opranuszauuio U LlenTpanbHyro unu JIokanbHYIO
KOMUCCHIO:

1) B cnydae cMepTH WM HENPEIBUACHHOIO CEPbE3HOIO YXYAIIEHUS COCTOSHUS
3I0pOBbA - HE3aMeMJIUTENIbHO (0€3 HeOOOCHOBAHHBIX 3aJIEPKEK) MOCIEe TOro, Kak
MPOU3BOJAUTENL YCTAHOBUII CBSI3b MEXIY MPUMEHEHUEM MEIUIIMHCKOTO U3JCNHS U
POU3OLIEIIINM COOBITUEM, HO HE TIO3[JHEE CEMU KaJIeHJapHbIX JHEH Mociie TOro, Kak
IPOU3BOJIUTEIIO CTAJIO0 U3BECTHO O COOBITUH;

2) B IpOYMX CIyYasix - He3aMeUTUTENbHO (0€3 He0OOCHOBAHHBIX 3a/IEPKEK) MOCIIE
TOTO, KaK MPOU3BOAMUTENb YCTAHOBHJI CBS3b MEXIY MPUMEHEHHUEM MEIULMHCKUX
U3JIeTIUA W TIPOU3OMICANIUM COOBITHEM, HO HE TMO3JHEE MATHAIIATH KaJIeHIapHBIX
JHEH 1ociie TOro, Kak MPOU3BOAUTEIIO CTAJI0 U3BECTHO O COOBITUH.

127. CrioHCOp TpeNOoCTaBIICT H3BEIICHHE O HEOJIAarompuUsITHOM COOBITHH,
CBSI3aHHOM C TIPUMEHEHHEM MEIULUMHCKOTO H3Jelus Mo (opme coriacHo
npuiokeHnto 12 k nacrosmuM [IpaBunam.

128. Ilpu mpoBeneHUWH AOJTOCPOYHBIX MHTEPBEHUUOHHBIX KIMHUYECKUX
ucciuenoBaHui (0ojee OJHOTO Toja) CHOHCOP MPENOCTABISAET B HKCHEPTHYIO
opranuzanuo u llenTpanbHyro win JIOKanbHYyr0 KOMHCCHIO NMMCbMEHHBIA OTYET O
0€30MacHOCTH HCCIIEyEMOro JIEKapCTBEHHOTO CPEICTBA, MEAULIMHCKOTO M3/ENHs Ha
OyYMa)XHOM U 3JIEKTPOHHBIX HOCHUTEJISX HE PEeXe OJHOTO pasza B IoJl HE IMO3/JHEe
IMIECTUJECATH KaJeHJApHbIX JIHEW OT JaThl OKOHYaHUs cOopa NaHHBIX B (opme
KPAaTKOTO M3JIO)KEHUS OCHOBHOI'O COJEp)KAaHUS OT4YETa C MPHIOKEHUEM
CTPYKTYPUPOBAHHOTO TIEPEYHS  CEPbE3HBIX  HEXKEJIATEIbHBIX  SIBICHHH,
HeOmaronpusaTHbIX coObiTHil cormacHo Cranmapra GCP Ilpukasza Ne 392, T'OCT P
NCO 14155 "Knuaudeckue uccienopanus. Haanexaiass KIMHUYECKas MpakTUka'.

129. DkcneprHas opraHu3anus PETUCTPUPYET BCE CIydau CEPbE3HBIX
HEXKEJNATEIbHbIX  PEaKIUi  HMCCIENYEMOro  JEKapCTBEHHOIO  CpPEACTBA,
HEOIAronpUsATHBIX COOBITUA MEIUIIMHCKUX W3JEIUN, KOTOpbIE MOCTYMAalT OT
CIIOHCOpAa U MPOBOJMUT HMX aHAJIU3, OLUEHKY NPUUYUHHO-CIEICTBEHHON CBS3H HX
Pa3BUTHS C IPUMEHEHUEM HCCIIEYEMOIO JIEKAPCTBEHHOTO CPEACTBA, MEAUIIMHCKOTO
uznenus. [lo pesynpraraM OLIEHKHM NMPUYMHHO-CIEICTBEHHON CBA3U HCCIETYyEMOTO
JIEKapCTBEHHOTO CPEACTBA, MEIMIMHCKOTO HW3JENUs JKCIEepTHAas OpraHu3anusd
npenocTaBiseT HHGOPMALIUIO B YIIOJHOMOYEHHBIN OpraH.



ITaparpa¢ 8. IIpoBencHre HECHHTEPBEHIIMOHHBIX KIIMHWICCKIX UCCIICIOBaHMEH

130. IIpoTOKOA HEMHTEPBEHIIMOHHOTO KIMHUYECKOTO UCCIIECIOBAHUS 3apaHEe HE
ompezeNseT Ha3HauYeHUE JIEKAPCTBEHHOTO CPEACTBA CYOBEKTY HCCIEIOBAaHUS U €ro
BKJIIOYEHUE B HUCCJEAOBAaHUE, a OIMUCHIBAET SIMHUAEMHOJIOIMYECKHE METOJbl cOopa
JAHHBIX 1O 0e30macHOCTH U 3G(HEKTUBHOCTU JIeKapCTBEHHOTO cpeacTBa. CyOBeKThI
UCCIENOBAHUS HE TMOJABEPraroTCs JOIMOJHUTEIbHBIM JIUATHOCTHYECKUM WU
MOHUTOPHUHIOBBIM MPOLIETyPaM.

131. TIpoBeneHrEe HEMHTEPBEHUMOHHOTO MCCIEAOBAHUS pacCMaTpUBACTCS U
ogoopsercs llentpanbHoit wnm JlokanbHOM KOMHCCHEW JO0 TPOBEICHUS
HEUHTEPBEHIIMOHHOTO UCCIICIOBAHMS.

132. BxitoueHue cyObeKTOB HCCIEIOBAaHUS B KIMHUYECKOE UCCIIEI0BAHKUE TIOCIIE
MOJAMKUCAHUS IOTOBOpPAa MEIUIIMHCKON OpraHu3aluei, Ha 0a3e KOTOPOW MPOBOAUTCS
UCCIIEJOBAHNE, U IIPOBEJEHHUS CIIOHCOPOM C HUM JIOKYMEHTUPOBAHHOTO TPEHHMHTA I10
YCJIOBHUSIM HCCIIEIOBAHUS U1 MOHUTOPUHIY HEKEIIATEIIbHBIX PEAKLIAMN.

133. CyuiecTBEHHBIE MONPABKUA B MPOTOKOJ HEMHTEPBEHIIMOHHOTO KIIMHUYECKOTO
UCCIICIOBAHUS BHOCATCS HAa OCHOBAaHHMM IIOJIOKUTEIBHOTO 3aKJIFOYEHHUSI, BBIIAHHOTO
LenTpanbHOM niun JIoKanTbHOM KOMUCCHUEH.

134. HecymecTBeHHbIE NONPAaBKM B IMPOTOKOJ HEUHTEPBEHIIMOHHOTO
KJIMHUYECKOI'O UCCIIEA0BaHUs BHOCATCS Ha OCHOBAHUY YBEIOMIICHHMs, OTIIPABIECHHOIO
CIIoHCOpoM B LleHTpanbHON Wi JIOKaaIbHOM KOMUCCUEHN, KOTOPOE MOATBEPKIAACTCS B
TE€YEHHUE IIATU KAJICHIAPHBIX THEU.

135. B x01€ HEMHTEPBEHIIMOHHOTO KIMHUYECKOTO UCCIIEA0BAHUS UCCIIEI0OBATEIb U
CIIOHCOP KOMILJIEKTYIOT OCHOBHBIE JJOKYMEHTBI KIMHUYECKOI'O UCCIIEN0BAHUs, KOTOPBIE
XpaHATCS Ha KIMHUYECKOW 0a3ze W y CIOHCOpa HE MEHEee JECSITH JIET IOcCIe
nyOnuKauuu pe3yiabTaToB HccienoBaHusa. Mcropum Oone3Hel CyOBEKTOB
UCCJIEA0BaHUs TOMJIEKAT APXUBUPOBAHUIO B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM
Pecny6nuku Kazaxcran B 0051acTu apXUBUPOBAHHUS.

IMTaparpa¢ 9. IIpoBencHrE KITMAWMYECKIX UCCIICAOBAHMH JIEKaPCTBEHHBIX
IIPENapaToB AT IepeAOBOH TEpanii

136. IIpOTOKO KIMHUYECKOTO MCCIIEIOBAHMS JICKAPCTBEHHBIX MPENapaToB s
nepenoBoi tepanuu (nanee — JIIIIT) yuuteiBaeT cnenuduueckue XapakTepUCTUKU
JIIITIT, a TakXe NOTEHUHUAIbHBIE PUCKU Uil YYAaCTHUKOB, KOHTAaKTHBIX JIHII,
UCCIIEIOBATENEH U IPYTUX.

137. Pa3mep BBIOOpKM HCCIEIOBAaHMS 3aBUCUT OT PacCHpOCTPAHEHHOCTHU
3a0oneBaHust U Bo3MoxHocTel no npousBoactBy JIIIT. CioHcop onpenensieT pa3mep



BBIOOPKH, YTOOBI OH OB BBIMOJTHUMBIM W aJ€KBATHBIM JUISl JTOCTHIKEHUS Iesier
UCCJIEIOBAHMUS.

138. IIpu uccnenoBanuu JIIIIT, conepkaiiiero KJI€TKU UM TKAHU YEJIOBEUYECKOTO
MPOUCXOXKACHUS, CIIOHCOP MPEJICTABISIET MOATBEPXKIECHHUE, YTO JOHOPCTBO, 3a00p,
XpaHEHHUE, U TECTUPOBAHUE KJIETOK M TKaHEH, UCIOJIb3yEMBIX B KaU€CTBE MCXOHBIX
MaTepuagoB, COOTBETCTBYIOT TPEOOBAaHUSIM JICHCTBYIOIIETO 3aKOHOAATEIhCTBA
Pecnnybnuku Kazaxcran, a Takke MOATBEPKACHUE TOTO, YTO CYLIECTBYET CHCTEMA
pEerucTpalnuu, KOTopast Mo3BOJIAET OTCICKUBATH B IPSIMOM M OOPaTHOM HaIPaBICHUSX
KJIeTKH / TKaHu, ucnoas3yembie B JITIIIT, ¢ MoMeHTa qoHOpCTBA, 3aT€M IIPOU3BOICTBA,
BIUIOTh [JO BBEJCHUA HCCIEAYEMOIO IIpernapara Y4YaCTHUKY KIMHHUYECKOIO
UCCJIeIOBAHMUS.

139. IIpn npumenenun JIIIIIT, TpeOyromux cnenHalbHOM COIYTCTBYIOLIEH
Tepanuu U (WIM) UCIOJIb30BaHUS XUPYPrUUECKUX MPOILEAYp, KOTOpPhIE BIUSIOT Ha
O0ezonacHoCTh W (Wiau) 3(PEGEKTUBHOCTH HCCIEAYEMOro IMpernapara, CHOHCOP
oOecrieunBaeT 00y4YeHUE HCCIEIOBATENsl 3TUM MPOIeaypaM H/WIH COMYTCTBYIOIICH
Tepanuu.

140. CrioHCOp MpeaoCTaBIISIET UCCISAOBATENIO MOJAPOOHBIC MHCTPYKIIUU T10
XpaHEeHHI0, TPAHCIIOPTUPOBKE U 00paboTke ucciuexyemoro JIIIT, Bkitovas onucanue
PHUCKOB JUIsl JIUII, KOTOpbIe OyAyT 0OpamaThCs ¢ UCCIEAYEMbIM MPenapaToM, a TakKe
PHUCKOB JJIsI OKPY’KarOIIEN CpeIbl.

141. B cnyuae ecnu JIIIIIT TpeOyeT KOHTPOJIUPYEMBIX TEMIEPATYPHBIX YCIOBUI
BO BpeMsl TPAHCTIOPTUPOBKHU U (WJIM) XpaHEHUS TEpe]l ero MPUMEHEHUEM, CIOHCOPOM
WIM 3asBUTENIEM KIIMHMYECKOTO MCCIIEIOBAaHUsI 00€CIeUnBaETCsl HAIMUKE PErHCTpallun
/ MOHUTOPHHIA TEMIEPATYPHl U BBHIMOIHEHUS] TPEOYEMbIX YCIOBUN TEMIIEPATYPHOIO
pexuma.

142. B cnyuae ecnu JIIIIIT umeeT KOpOTKHI CPOK TOJHOCTH B HMPOTOKOJIE
KJIMHUYECKOTO MCCIIEIOBAHMS YETKO YKa3blBAIOTCA BPEMEHHBIE paMKH OT
npousBoacTsa A0 npumenenus JIIIIIT.

143. JIIIIIT, 3aperucTpupOBaHHbIE KaK JIEKAPCTBEHHBIE CPENICTBA, AOIYCKAIOTCS K
MEIULIHUHCKOMY IMPUMEHEHUIO MO MOKAa3aHUsAM, YKa3aHHbIM B COOTBETCTBYIOIIHMX
PErUCTPALlMOHHBIX IOKYMEHTAaX.

144. JIIIIT, npowu3BeneHHBIE I WHAWBUIYAIBHOTO NPHUMEHEHUS C
UCIIOJIb30BAaHUEM ayTOJIOTMUHBIX OHOJOTMYECKUX MAaTepuajoB MallMeHTa WIH €ro
JIOHOpPA, MOJJOOPAHHOI'O HEMOCPEACTBEHHO ISl HEro, AOMYCKAIOTCA K KIMHUYECKOMY
IPUMEHEHUIO HA OCHOBE BBIJIaYM 3aKJIIOUYEHUS SKCIEPTHOM OpraHu3alyuy pa3perieHus
Ha MPOBEJICHUE KIMHUYECKOrO0 HMCCIEAOBAHUS JIEKAPCTBEHHOI'O CPENICTBA B paMKax
UCKJIIOYEHUS W3 CTAaHJAPTHOM MPOLEAyphl KIMHUYECKOTO HCCIEI0BaHUS
JIEKapCTBEHHOTO cpencTBa (nanee — Mckimouenue).



145. Jlng nonydeHus 3aKI0YEHHS Ha MPOBEICHUE KIMHUYECKOTO UCCIETOBAHUS
JIEKapCTBEHHOI'0 CpEACTBa B pamkax VckitoueHus 3asBUTENb MPEAOCTaBISET B
AKCIIEPTHYIO OPraHU3aLHIo:

1) mpOEKT TEXHOJIOTMYECKOro pernaMenTa Ha npousBoacTso JIIIIT;

2) onucanue ¢puzndeckux cBoctB u Aeiictus JIIIIT;

3) naHHBIC HAYYHBIX U KIMHUYECKUX uccienoBanuii o npemnaraemom JIIIIT u
HO30JIOTHi1, HA JIEYeHUE KOTOPBIX OH HAaIPaBJIEH, U (WJIM) CUCTEMATHYECKUX 0030pOB,
00001IaIMKX PE3yNbTAThl KIMHUYECKUX UCCIIETOBAHUM HA PECITyOIMKAaHCKOM U (MJIH)
MHPOBOM YPOBHSIX;

4) cBeneHus 0 KBATUGUKAINK CIICIIUAINCTOB, YYaCTBYIOIIUX B MPOU3BOJCTBEHHOM
U JieueOHOM TMpoliecce;

5) ceprudukar Ha coorBeTcTBUe CTaHIAPTy HAJICKAIIEH MPOU3BOJICTBEHHOMN
npaktuku (GMP) ITpuka3z Ne392.

146. Ilponssoacteo JIIIIT ocymecTBusieTcs B OpraHU3alnsIX 31paBOOXPaHEHHUS,
UMEIOIINX COOTBETCTBYIOIIUE YCIOBHS corjiacHo TpeboBanusim Crtanmapra GMP
[Ipukaza No 392 (manee — mnpousBOACTBEHHas opranuzanus). Jlomyckaercs
OCYILIECTBJIIEHUE CTOPOHHEN OpraHU3alMEN OTAECIbHBIX NPOU3BOJACTBEHHBIX 3TAMOB IO
OPUHIIMIY ayTcopcuHra mno jgoroBopy. KauectBo u ©6e3zomacHocts JIIIIIT
oOecrieunBaeTCs MPOU3BOACTBEHHOW OpTraHU3aIuei.

147. Ouenka cCOOTBETCTBHS TPOU3BOACTBEHHOM opranu3anuu TpedoBanusam GMP
OCYILECTBIIAETCS B COOTBETCTBUM C NpUKa3oM MUHHCTpa 3IpaBOOXPaHEHHS
Pecniy6nuku Kazaxcran ot 19 Hosi6ps 2009 roma Ne 742 "O6 yrBepxaeHuu IIpaBun
npoBefieHus (hapMareBTUYECKUX MHCIEKIUNA MO HaIexamuM (apMarieBTUHIeCKUM
npakTukaMm" (3apeructpupoBaH B PeecTpe TOCyIapcTBEHHOW perucrpamnuu
HOPMATUBHBIX MNPaBOBBIX akToB moj Ne 5942) (manee — Ilpukaz No742). Bce
MaHUITYJISIIUM, TPOBOJAUMBIE C KIETKAaMH M TKaHSIMH YEJIOBEKa B IpOIecce
npuroroBienus JIIIIT, cooTBeTcTBYIOT 00MKMM TpeOOBaHUSAM, MPEABSABIIEMBIM K
TaKoTo pojia paboTaMm.

148. ITpu BhIAaYE 3aKIIOYEHHS HA MPOBEAECHUE KIMHUYECKOTO UCCIIEIOBAHUS
JEKApCTBEHHOI'O0 CpeACcTBAa B paMKax VICKIIOYEHHsS] YUHUTBIBAETCS COOTBETCTBUE
crienpruuecKuM TpeOOBaHUSIM, TpernoaraomumM oreHky pucka JIIIIIT. dakTopsl
pHUCKa, KOTOpbIe OepyTCs BO BHUMAaHUE, BKIIOYAIOT: HCTOYHHUK KJIETOK (2yTOJIOTHYHBIE,
AJUTOTeHHBIE, KCEHOTEHHBIE), CIIOCOOHOCTD TpoiudepupoBaTh, TudPpepeHIpoBaThCS
U BBI3BIBATh UMMYHHBIN OTBET, CTETICHb U3MEHEHHS KJIETOK, KOMOMHUPOBAHUE KIIETOK
¢ OMOAKTUBHBIMU MOJICKYJaMU WU CTPYKTYpPHBIMH MaTepuajaMu, JTUTEIbHAS
(YyHKIIMOHAIBHOCTh OHKOTE€HHOCTh, croco0 mnpumeHeHus. OLEeHKe MoJIBepraercs
UCXOJHBIN MaTepHall, MPOLIECC MPOU3BOJICTBA, XapaKTEPUCTUKA MPOAYKTa U CTPaTEruu



KOHTPOJISA, SKCIIUITUEHTHI, HAYYHbIE HCCIIeIoBaHusl, pedepeHCcHbIle MaTepuanbl. Jlis
BBIJJAYM 3aKJIOYECHUS HA MPOBEACHUE KIMHUYECKOTO MCCIEIOBAHMS JEKAPCTBEHHOIO
cpenctBa B paMkax VckimrodeHus1, COOIOAA0TCS CIeyIolie TpeOOBaHUS:

1) JIIIIT u3rotaBauBaroTCs AJisl KOHKPETHOTO MAlMEHTa M0 UHAUBUIYaTbHOMY
HA3HA4YECHUIO JICHAEro Bpaya;

2) JIIIT u3roraBnuBarOTCs HE B MPOMBIILICHHBIX YCIOBUSIX U MTPOU3BOISATCS U3
KJIETOK, TKaHel uinu Apyrux omonorundeckux marepuanos. JIIIIT nogpasaendrorcs Ha
ayTOJIOTUYHOI0, aJUIOT€HHOTO WJIK KCEHOT€HHOTO IMPOUCXOXKICHUS;

3) JIIIIT wm3roraBiauBaroTCs B OpraHM3allli, UMEIOLIEH pa3penieHue Ha
npousBoAcTBO JIIIIIT, n ucronp3yroTcs B TOM MEAULIMHCKOM OpraHu3alyu, B KOTOPOU
oHu ObutM HaszHaueHbl. [Ipumenenuwe JIIIIIT, MOHUTOPUHT pe3yJILTATOB
OCYIIECTBIISIIOTCS TUYHO BPauyOM, HA3HAUYMBILINM JICUCHUE.

B cnyuae Heoboxomumoctu mpumenenus JIIIIT B apyrodt MeaunuHCKON
OpraHu3aluy, CBA3aHHOM C MECTOM TMPOXKHWBAHUS TMAUUEHTA WA JAPYTUMU
obcrosarenbctBamMu, HazHauenue JIIIIT odumnmansHo moATBep:KAaeTCS JeYalIUM
BpPayoOM JaHHOM OpraHU3alliH, HEMOCPEACTBEHHO ocyecTBIstomuM BBeaenue JIIIIIT.
B sTom cnydae moHUTOpUHT 3PHEKTUBHOCTH U peructpanus modoyHbx 3GHEeKToB
BO3JIArar0TCs Ha JIEYalllero Bpayva.

149. Cpok paccMOTpeHHUs SKCIEPTHOW OpraHU3aldeil MaTepualoB 3asiBKU Ha
BbIJIauy 3aKJIIOUYCHUS Ha MPOBEACHUE KIMHUYECKOTO HUCCIIEAOBAHUS JIEKAPCTBEHHOTO
cpenctBa B pamkax VCKIIIOUEHUS W NPUHATHS PEUIEHHS O BbIJA4€ WM OTKAa3€e B
BbIJIaU€ 3aKJIFOYEHHUS HE MPEBBIIACT WECThACCAT KAJICHIAPHBIX JTHEN, U3 KOTOPBIX HE
MEHEE TPUALATH KAJICHAAPHBIX THEN MTPOBOAUTCS aHAIIA3 HAYYHBIX JAaHHBIX.

150. B ciiyyae HE0OXOIUMOCTH IKCTIEPTHAST OPTraHU3aIsd MOXKET MPEJIOKUTh
CIIOHCOPY WM 3asBUTENI0 KIMHUYECKOTO MCCIEIOBAaHUS IPEACTABUTH
JOTIOJIHUTEIIbHBIE YCTHBIE WM IHUCBMEHHBIE PA3bsICHEHUS B TEUYEHHUE TPUALATH
KaJICHJApHBIX JHEW, a TaK)K€ MPUBJICYb HAIIMOHAIBHBIX SKCIIEPTOB, HE BXOASIINX B
coctaB Komuccun o nepeoBou tepanuu.

151. DkcnepTHass opraHu3anus AOBOAUT CBOE PEUICHHE 10 CIOHCOpA WU
3asiBUTENS KIIMHUYECKOTO MCCIIEI0BAaHMsI, KOTOPBIM B Cilydyae Hecorjiacus norpedyer
ero nepecMoTrpa. B Takom ciydae skcnepTHas OpraHu3anys IOBTOPHO pacCMaTprUBaEcT
NepBOHAYANIbHBIE MaTepualbl (0€3 MpeCcTaBieHUs JOMOJTHUTEIbHBIX) U B TEUCHHE
TPUIALATH KAUICHAAPHBIX JTHEN BBIHOCUT OKOHYATEJIBHOE 3aKIIFOUEHHUE.

152. IMpumenenue JIIIIT B pamkax Mckmtouenus ogobpsiercs LienTpanbHoi win
JlokanpbHOM KOMHCCHEH 110 OMOITHKE.

153. DkcneprHas opraHu3anus NIPUHUMAET OKOHYATENBHOE PEIIEHUE O BbIAYe
WJIM OTKa3e B Bblgaue 3axintoueHus Ha npuMmenenue JIIIIT na ocnoBe MckmtoueHus B
TEYEHHE JIeCATH PabOUYUX THEN MOCIIe MOIYYSHUS IKCIIEPTHOTO 3aKITFOUEHUS.



154. Ilpumenenne Ha JIIIIIT Ha ocHoBe Mckmtouenus: omoopsercs L{eHTpanbHOM
niu JlokanbHOM KOMUCCHEN TT0 OMOITHKE.

155. B npou3BOJICTBEHHOW OpPraHU3alud U MEIUIMHCKUX OpPraHu3alusiax, re
ocyuiecTBisiercss HasHaueHue u npumeHenue JIIIIT BHempsercs cucrema
JNOKYMEHTalluM, KOoTopas oOO0eCHneunBaeT MPOCIECKUBAEMOCTh H3TOTOBJICHUS,
NpUMEHEHUsT U pe3ynbraToB ucnosb3oBanus JIIIIT. Cucrema pgokymeHTanuu
OXBaThIBAE€T BECh MPOU3BOJICTBEHHBIN MPOIECC U BKIIIOYAET B CEOSl XapaKTEPUCTUKU
rorosoro JIIIIIT, MapkupOBKY U ONKUCAHUE YIIAKOBOUYHBIX MATEPUAIOB, 4 TAKXKE IO
Mepe HEOOXOJIUMOCTH OMHUCAHUE MPOMEKYTOUHBIX NPOAYKTOB, HHCTPYKIUU U
poLEeAypbl TPOU3BOJICTBEHHBIX ONEpalNii, IPOTOKOJIA, HA3HAYEHHUS Bpadya U JIpyrue
JTaHHBIE.

156. lns peructpaunu 1 0OpabOTKU TaHHBIX MOTYT MCIOJIb30BATHCS JIIEKTPOHHBIE
CUCTEMBI, IPU YCIOBUU TapaHTUU HAJEKHOCTHU, KOHTPOJIA U 3aLUTHI 3TUX CUCTEM OT
NOTEepU WJIM TOBPEKICHUS JTAaHHBIX, KOMUPOBAHUS, MEpeayd JaHHBIX B APYTHe
CHUCTEMBl XpaHEHHUs, MPH OSTOM JaHHBIE JIETKOJOCTYIHBI, pPa300pPUYUBBI U C
BO3MOKHOCTBIO TI€YATH.

157. Orukerka JIIIT (uim npunaraemass uHCTpyKuus no npumenenuto JIIIIT)
BKJIFOYAET CIEAYIONIYI0 HH(OpMAaIIHIO:

1) Ha3Banue npenapara,

2) naumenoBanre MO, B KOTOpO# ObLIT HA3HAYEH Ipernapar,

3) uaeHTU(UKAIMOHHBINA KO MpenapaTa/ymnakoBKH,

4) uMs MalKMeHTa, KOTOPOMY Ha3Ha4yeH Mpernapar,

5) Ha3HaYeHUE Bpaya U PETUCTPALIMOHHBIM HOMEP Bpaua,

6) Ha3BaHUE M KOJIMYECTBO aKTUBHBIX BEIIECTB,

7) THII KIIETOK/TKaHEM,

8) nexapcTBeHHas hopma,

9) crcok BCIOMOTaTeIbHBIX BEIIECTB, BKIIIOUYAsl CUCTEMbl KOHCEPBUPOBAHUSI,

10) cpok roJIHOCTH Mpemnapara,

11) ocoOble yciIoBUS XpaHEHUS,

12) pe3ynbTaThl 0Ocne0BaHus Ha TpaHCHY3MOHHbIE HHPEKIIUH.

158. Knetku, Bxoasamue B coctaB JIIIIIT, 3abuparorcs oT 10OpOBOJIBIICB U
0€3B03ME3JHOTO JOHOPA, €CIU ITO HEOOXOAUMO.

159. Tparcnoptuposka JIIIIIT ocymecTBiaseTcss B COOTBETCTBHH ¢ TPEOOBAHHUAMHU,
IPEAbIBISIEMBIMH K YCIOBUSIM XPaHEHHUS COTJIACHO MHCTPYKIIUU MTPOU3BOIUTEIIS.

160. MenunuHckas opranu3zanusi, ucnoibiytomas JIIIIIT, nasnauaer
OTBETCTBEHHOTO 3a apmakonaa3op 3a JIIIIT, koTopslit oOecrieunBaeT:

1) ananu3 u cpaBHEHHE BCEW MOJYYEHHOW MHGOPMAIMHU O MOJO3PUTEIbHBIX

MOOOYHBIX PEAKITUSX;



2) otueT 00 3pdexTuBHOCTH M O6e3omacHocTH JIIIIIT mis mpou3BoICTBEHHOM

OpraHu3alyy B TEYEHHUE NEPBBIX ABYX JeT nocie Beeaenus JIIIIT.

161. MenuuuHcKasi opraHu3anus ”HPOPMHUPYET MPOU3BOJCTBEHHYIO OpTaHU3AIHIO
000 BCceX Cepbe3HBIX MOOOYHBIX PEAKIUAX MPHU JieueHUU ¢ ucnoib3zoBanuem JITIIIT.

162. B nanpopMupoBaHHOM COTJIACHH TIAIMEHTA (€T0 3aKOHHOTO MPEICTABUTEIIA)
Ha npumenenue JIIIIT yka3piBaeTcss 0 CyTH MNpenjiaraeéMoro Je4YeHHs, OOIIMX
xapakrepuctukax JIIIIT, oxwmmaempix pe3ysbTaTax M BO3MOXKHBIX PHUCKax IIpH
JICYCHUH, a TakKe NMOoTeHIMaIbHbIX npeumytnectBax JIIIIIT nmepen TpaauuuoHHBIMU
METOJIAMU JICYEHHUS.

IMaparpa¢ 10. MECIEKIHs KIMHAYECKIX UCCIICAOBaHMH

163. MHCnieKIus KIMHUYECKOTO UCCIIeA0BaHus (J1ajiee - MHCTIEKIIMS ) TPOBOIUTCS
rOCy/IapCTBEHHBIM OpraHoM B cdepe oOpaleHusl JeKapCTBEHHBIX CPEACTB U
MEIUIIMHCKUX HM3JICIMM U OCYIIECTBIsETCs] B cooTBeTCTBUU ¢ [lpukazom Ne 742 B
EesaX:

1) omeHku coOumroneHus] Haauexamer kauHudeckor mpaktuku (GCP) B
cooTBeTcTBHU C TTpuKa3oM Ne 392 u crangapra [SO 14155:2014;
2) NOATBEPKIACHHUSI COOTBETCTBUSI MPOBEACHUS KIMHUYECKOTO HCCIIEIOBAHUS
YTBEPKIAECHHOMY MPOTOKOY KIMHUYECKOTO UCCIIEI0OBAHNUS,
3) moATBEPKACHUS JTOCTOBEPHOCTH JIAHHBIX, MOJYYEHHBIX B pPE3yJbTaTe
KJIMHUYECKOTO UCCIISIOBAHMUS;

4) paccinenoBanus xano0 (CUTHAJIOB), MOCTYNUBIIKX B MPOLIECCE KIMHUYECKOTO
UCCJIEOBaHUsA, & TAK)Ke MPU MOJYYSHHUH JOMOIHUTEIbHON MH(OpMALUU O PUCKE,
CBSI3aHHOM C MPOBEJICHUEM KIIMHUYECKOTO UCCIIEIOBAHMUS;

5) 3amuTHl MpaB, 3J0POBbA U OJAronoiay4yus CyObEKTOB KIMHUYECKOTO
UCCIIEJIOBAHUS.

164. MHcnekuusi OCYIIECTBISIETCA C NPUBICUYEHUEM CIEIHATIUCTOB
rOCYJapCTBEHHOM JOKCIIEPTHOM opranu3auuu, LleHrpamsHonn wunu JlokanbHOU
KOMHUCCHHM TI0 OHOdTHKE, a TakXke MPOPUIbHBIX CHEHHATUCTOB (COTIIACHO
OCOOCHHOCTSIM KJIMHUYECKOTO MCCJIEJOBAHUS M 1M WHCHEKIUA KIMHUYECKOTO
HCCIICIOBAHUS ).

165. MHCcniekuus OCynIecTBIsSETCA Ha J000M 3Tare MpoBEICHUS KIMHUYECKOTO
UCCJIEJIOBAHUS B TJIAHOBOM (IIEpBUYHAS) WJIM BHEIIAHOBOM MOPSJIKE (B TOM YHUCJIE U B
CBSI3M C Yrpo30M WM TPUUYMHEHHEM Bpena >KHU3HH, 30POBbI0 CYOBEKTOB
HCCIICIOBAHUS ).

166. Otuer cornacHO NPUIIOKEHUIO 13 0 pe3ysbTaTax MHCIEKIUHA KIMHUYECKOTO
WCCIIEIOBAHUSI, HAIIPABJISETCS CIIOHCOPY WIN 3aBUTEIIO0 KJIMHUYECKOTO UCCIIEIOBAHMS
U B YIIOJITHOMOYEHHBIA OPraH.



167. YOJIHOMOYEHHBIN OpraH Ha OCHOBAaHHMM JAHHBIX WHCIEKIMUA MPUHUMAET
peuieHue:
1) npekpaTuTh KIMHUYECKOE UCCIIEI0BAHUE;
2) mpuU3HaATh PE3yJbTaThl KIMHUYECKOTO UCCIICIOBAHMS.

I'naBa 4. TpeOboBanus K JOKIMHUISCKUM U KIIMHWIECKUM 6azaM

168. JloxnuHuyeckue (HEKIMHUYECKHE) MCCIEIOBAHUSA MPOBOJSTCA Ha
NOKJIMHUYECKUX Oa3ax.

169. TpeboBaHueM K JOKIMHUYECKUM 0a3zaM SIBISIETCSI COOTBETCTBHE TPEOOBAHUSIM

Crannapra GLP IIpukaza Ne 392.
170. Bribop knmHUYECKUX 0a3 OIpenessieT CIOHCOp C ydeToM oO0JiacTu
IPUMEHEHUS UCCIIElyEMOT0 JIEKAPCTBEHHOTO CPEJCTBA, MEAUIIMHCKOTO U3IETHSI.
171. TpeboBaHueM K KIMHUYSCKUM Oa3aM SBIISCTCS:
1) HanmMuWe JUIEH3UN Ha OCYIIECTBICHNE MEIUIIMHCKON JIeATeIbHOCTH;
2) vamuuue COII gy mpoBeieHusT KITMHUYECKUX UCCIIEI0BAHMIA;

3) HaNM4YMe KIMHUKO-UHCTPYMEHTAIBHOTO U Ja00paTOpHOro 000pyI0BaHUS IS
MPOBEJCHUS KIIMHUYECKUX UCCIIEIOBAaHUN MO0 HAIU4YUE JOTOBOPOB C MOJPSIHBIMU
OpraHu3alusIMu Ha NpEIOCTABICHUE CHeHaJIn3upPOBAHHBIX
KJIIMHUKO-UHCTPYMEHTAJIbHBIX, JIAOOPATOPHBIX M BCIOMOTATENbHBIX YCIYT s
NPOBECHUST KIMHUYECKUX MCCIEJOBaHUN (MPU OTCYTCTBUH HEOOXOJUMOTO
o0opyoBaHus);

4) Hanuuue nmepcoHasga, UMEIOIIEro MeAUIMHCKOE 00pa30BaHUe U TOKYMEHT 00
o6yuenuu GCP;

5) Hanu4Ke yCIOBUM AJIs MPOBEACHUS MHTEHCUBHOM TE€panuu U peaHuMaluu (eciu
3TO TpeOyeTcs MPOTOKOIOM).

6) Halu4yue JOKYMEHTa, YCTaHABJIMBAIOIIEr0 MOPSJA0K paboThl C
KOH(DUICHIINATFHON HH(POPMAIIUEH.

172. MeauuMHCKUE OpraHu3alliy JJIs MPOBEICHUS KIMHUKO-Ta00paTOPHBIX
UCIIBITAHUN (MCCISOBAHUN) MEIUIIMHCKUX H3ISIUH IS JUAarHOCTHUKH in Vitro,
COOTBETCTBYIOIIME CIEAYIOIUM TPEOOBAHUSIM:

1) HanMuKe TUIIEH3UHU HA OCYIIECTBICHUE MEIUIIMHCKON IEeSITEIbHOCTH B 00JIaCTH
1a00paTOPHON NUAarHOCTUKY (KIMHUYECKas JabopaTopHasi AMarHOCTUKA);

2) HaJIW4YMhe TMOJIOKEHUH (CTAHIAPTHBIX ONEPALMOHHBIX HPOUENYp),
perIaMeHTUPYIOIIUX  TPOBEJACHUE  KIMHUKO-TA0OpAaTOPHBIX  HUCHBITAaHUN  (
UCCIIEIOBAHUIM) MEIUITMHCKUX U3JEIUHN I JUArHOCTUKH in Vitro, OXBaThIBAIOIIUX B
TOM YHCIJIE:

KBIM(PUKALUOHHBIE TPeOOBaHUS U 0O0yUYEHHE NTEPCOHAIA;
MOPSJIOK TTOBEPKHU U KaTMOPOBKHU 000OPYIOBAHMS;



MOPSAJIOK MTPOBEACHUS KITMHUKO-JIa00paTOPHBIX UCTIBITAHUHN (MCCIIeIOBAHUN);
BEJCHUE W YyYeT JOKYMEHTAllMU KJIMHHUKO-JIA0OPATOPHBIX MCIBITAHUM (
UCCJIEOBAaHUN);

oOecrieueHue 3aiuThl KOHPUACHIIMATbHON HHPOpMAITIH.

[Tpunoxenue 1 x IlpaBunam
NPOBEICHUS JOKIMHUUECKHX
(HEeKIMHMYECKHX ) UCCIIETOBAHUM,
KIIMHUYECKHUX MCCIICIOBAHUM,
KIIMHUKO- Ta00paTOPHBIX
UCTIBITAHUN MEIUIIMHCKUX
W3JEIMI JUI AUarHOCTHKY in
vitro, a Tak)ke TpeOOBaHUI K
JIOKJTMHUYECKUM M KITMHUYECKHM
0a3aM ¥ OKazaHUs
TOCYAAapCTBEHHON YCIYTH
"Brimaga pa3perieHus Ha
MIPOBEJCHUE KIIMHUYECKOTO
HCCIICOBAHMS U (UJIH) UCTIBITAHUS
(hapMaKoJIOTUYECKUX U
JIEKaPCTBEHHBIX CPEZCTB,
MEIAIHCKUX U3IeInii"

3asdBka Ha MPOBEACHHE KIIMHNIECKOTO HCCIICIOBAHMA JIEKAPCTBEHHOTO
CpencTBa

1. Unentudukanus KIMHAYECKOTO UCCIICI0BaAHUS
1.1 IlomHOE Ha3BaHME KIIMHUYECKOT'O NUCCIIEIOBAHUS:

1.2 MnaeHTH@UKAIIMOHHBIN KOJ MPOTOKOJIa KJIMHUYECKOTO HCciaeqoBaHus (
MPUCBOCHHBIN CIIOHCOPOM) Bepcus (Homep) U aaTa (aro0asi monpaBka K MPOTOKOILY
UMeEEeT HOMEp BEPCUU U JIaTy):

1.3 Ha3BaHue WM COKpAIllEHHOE Ha3BaHWE KIMHMYECKOTO MCCIEIOBAHMS (Eciu
PUMEHSETCS):
1.4 Homep cornacHo 0a3ze gaHHBIX KIMHUYeckux uccienoBanuit ClinicalTrials.gov
(Ipu HAJTUYUN):

1.5 Homep cornacno EBpomeiickoit 6a3ze manubix EudraCT unm B apyrux

perucTpax KIMHUYECKUX UCCIIEIOBAHUN (TIPU HAIHMYHH ):
1.6 MexnayHapoaHbli CTaHAAPTHBIA HOMEpP PaHAOMHU3UPOBAHHOTO

KOHTpOJupyeMoro kimHnyeckoro ucneitanus ISRCTN (mpu Hanuuun):

1.7 SBnsieTcs i1 3TO MOBTOPHOM 3asBKOM

Jla Het

Ecnu na, yka3zath B CONPOBOJIUTEILHOM MUChbME MPUYNHY TOBTOPHOU 3aBKH.

2. Unentuduxanus cnoHcopa

2.1 CnoHncop

2.1.1 HaumeHoBaHME OpraHU3allvuU:



2.1.2 ®.1.0. (mpu ero HaJTu4YuM) KOHTAaKTHOTO JIULA:

2.1.3 Anpec:

2.1.4 Tenedon:

2.1.5 ®akc:

2.1.6 Anpec 3JIeKTPOHHOU ITOYTHI:

2.2.1 HaumeHOBaHME OpraHU3alliuU:

2.2.2 ®.N.0O. (upu ero HaIUYUKM) KOHTAKTHOTO JINLA:

2.2.3 Anpec:

2.2.4 Tenedon:

2.2.5 dakc:

2.2.6 Anpec 3JIeKTPOHHOM MOYTHI:

3. Unentuduxanms 3asButens (OTMETUTh COOTBETCTBYIOIIYIO KIETOUKY)

3.1 3asgBKa B DKCIEPTHYIO OPTraHU3AIUIO

3.1.1 Cnoncop

3.1.2 OdunmanbHbIil TpeICTaBUTENb CIIOHCOPA

3.1.3 JIuuo unm opraHusanysi, ynoJJHOMOYEHHAs] CIIOHCOPOM ISl TOJa4yu TAHHOTO
3asBIICHUS (B 3TOM ClIy4ae yKa3aTh):

3.1.3.1 Ha3Banue opranuszanuu:

3.1.3.2 ®.N.0O. (ripu ero HAIMYKUK) KOHTAKTHOTO JIULIA:

3.1.3.3 Anpec:

3.1.3.4 KonTakTHbli TenedoH:

3.1.3.5 ®akc:

3.1.3.6 Anpec 2IEKTPOHHOM NTOYTHI

4. Undopmanus o0 ucciaenyeMoMm JIEKapCTBEHHOM CPEJICTBE U JIEKapCTBEHHBIX

CpPeACTBAaX, KOTOPOE HCHOJb3YETCA(FOTCA) B HUCCICIOBAHMU KaK MCCIEAYEMbIi
npenapar- WIH Mpenapar CpaBHEHUs

B nannoMm paznene HeoOX0AUMO Iepes, HauajloM MPOBEACHUs TPOUEYp, KOTOpbIe
crienmu(UIECKN CBsI3aHBl C KIMHUYECKUM WCCIEI0BaHUEM (TPOLEAyphl s
obecrieueHuss '"cuemoro" MeToJa HCCIEAOBaHMS, YINAaKOBKa W MapKHUPOBKa
UCCIIElyeMOro Ipenapara, CIeqUualbHO pa3padoTaHHbIE ISl KIMHHUYECKOTO
UCCJIeIOBAaHUS ), TPEAOCTABUTh HHPOPMAIIHIO O KaXJIOM HCCIIEyEeMOM JIEKApCTBEHHOM
CpeACTBe, BKJIoUas Mpenapar cpaBHeHUs U mianedo (mpu HeooxoaumocTt). B pazaene
4.6 mpenocrtaBieHa uHGOpMaIMS, KOTOpas OTHOCHUTCS K Iuianebo (eciau OHO
UCIIOJIb3Y€eTCs B UCCleloBaHuu). Eciii npu nmpoBeieHnH KIMHUYECKOTO UCCIIeIOBAaHUS
IJIAHUPYETCSl TPUMEHEHHE HECKOJIbKUX HCCIENYyEeMbIX JIEKAPCTBEHHBIX CPEJICTB,
UCIIOJIb30BATh JIOMOJIHUTENbHBIE CTPAHUIIBI U MPUCBOUTH KAXKIAOMY HCCIETyEeMOMY
JIeKapCTBEHHOMY CpEICTBY MOpsAKOBBIM Homep. [IpemoctraButh mHbOpMaIuio o
Ka)KJIOM UCCJIETyEMOM JIEKapCTBEHHOM CPEJICTBE; COOTBETCTBEHHO, €CIIU HCCIIEyeMOe
JEKapCTBEHHOE CPEIACTBO ABJISAETCS KOMOMHUPOBAHHBIM, TO HEOOXOAUMO



PEIOCTaBUTh HHPOPMAIIHIO O KaKI0M aKTUBHOM CyOCTaHIIMU (aKTHBHOM BEIIECTBE),
KOTOpas BXOAUT B €r0 COCTaB.
4.1 Unentudukamus ucciieyeMoro JIeKapCTBEHHOTO CPEICTBA
VYKka3arb, 4TO U3 MEPEUUCIECHHOI'O ONMMCAHO HUXKE, ISl YTOUHEHHS MTOBTOPUTH
UH(OPMAIUIO O KaXI0M IPOHYMEPOBAHHOM HCCIEAYEMOM JIEKAPCTBEHHOM CPEJICTBE,
KOTOpoe OyJeT HCHOJIb30BaThCsl B KIMHUYECKOM HCCIEA0BaHUM (TIPUCBOUTH
NOPAJIKOBBIA HOMED, HaUnHasi ¢ 1):
4.1.1 Undopmarusi OTHOCUTEIBHO MCCIIENYEMOr0o JEKapCTBEHHOTO CPEJICTBA IO
HOMEPAM:
4.1.2 JlekapCcTBEHHOE CPEICTBO, KOTOPOE OYET HCCIIEOBATHCS
4.1.3 JIekapCTBEHHOE CPEICTBO, KOTOPOE UCIIOJIB3YETCS KaK MPEnapaT CpaBHEHUS
4.2 Craryc ucclegyeMoro JIEKapCTBEHHOI'O CpEICTBA B KIMHHUYECKOM
UCCIIEN0BAaHUN
Ecny B KITMHUYECKOM HMCCIIEIOBAHUH B KAYECTBE MCCIIEyEMOTO JIEKAPCTBEHHOTO
CpelcTBa HCHOJIb3YeTCa 3apeructpupoBanHoe B PecnybOnuke Kazaxcran
JIEKapCTBEHHOE CPEACTBO, HO TOPrOBOE HAa3BaHHME W BIIAJIEJIEl] PErUCTPALMOHHOTO
YAOCTOBEPEHUS HE YKa3aHbI B IPOTOKOJIE, IEPEUTH K 3aMOJHEHUIO pa3aena 4.2.2
4.2.1 3apeructpupoBaHoO JIM UCCIETYEMOE JIEKAPCTBEHHOE CPENICTBO:
Ja Her
4.2.1.1 B Pecniy6uke Kazaxcran
4.2.1.2 B apyroii cTpaHe, yka3aTb B KaKOW: YKa3bIBalOTCA CTPAHbI, B KOTOPBIX
UCCIIelyeMO€E JIEKaPCTBEHHOE CPEJICTBO YyXKE€ HMEETCs B MPOJaKe HIM ObLI
3aperucTPpUpPOBaH. YKa3aTh CTPaHy, B KOTOPBIX 3asBUTENI0 OBLJIO OTKa3aHO B
pErucTpanuy HCCIEeAYEeMOTO JIEKAPCTBEHHOT'O CPEACTBA WJIM OH OBLT HU3BIT U3
oOparieHusl.
4.2.1.2.1 ToproBoe Ha3BaHUE
4.2.1.2.2 Ha3BaHue Biajenblia peTUCTPALIMOHHOTO YIOCTOBEPEHNUS
4.2.1.2.3 HoMep perucTpaiimOHHOIO YJI0CTOBEPEHUS
4.2.2 Cutyalnuu, KorJia Ha UCCIIeayeMOoe JIEKapCTBEHHOE CPEJICTBO, KOTOpOe OyaeT
UCIIOJIb30BaThCSl B KJIMHUYECKOM HCCJIEJOBAaHUH, €CTh PETrHCTPALlHOHHOE
ynocroBepenue B Pecnybnuke KazaxcraHn, HO MpOTOKOJIOM JIOITyCKAaeTCsl TPUMEHEHUE
y CyOBEKTOB HCCIEIOBaHUs JIO00r0 TOProBOrO Ha3BaHUS HCCIENLYEMOTO
JIEKApPCTBEHHOI'O CPEACTBA, KOTOPOE HMEET PETHCTPALMOHHOE YIOCTOBEPEHUE B
PecnyOonuke Ka3zaxcran, a TakXe HEBO3MOXHO TOYHO HJIECHTU(UIIMPOBATH
UCCIIElyEMOE JIEKAPCTBEHHOE CPEICTBO O Havana KIMHUYECKOTO UCCIEOBAHU:
Jla Het
4.2.2.1 B mpoTokoJie — yKa3aHo JIeueHHe (cXema JICUCHHS) TOJIbKO MO aKTUBHOM
cyOCTaHIUH:
Jla Het



4.2.2.1.1 Ecin "na", To nepeiitu k pazaeny 4.3.8 unu 4.3.9
4.2.2.2 B npoTOKOJI€ — NOMYCKAIOT UCIOJIb30BAHUE JICUEHUS] 9CXEMBI JICUCHUS
pa3HBIMU KOMOHWHAITUSMH 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB, U
UCIIOJIB3YIOIINXCSI HA HEKOTOPBIX MJIM HA BCEX KIIMHUYECKUX 0azax.
Jla Het
4.2.2.2.1 Eciu "na", To nepeittu k pazneny 4.3.8 unu 4.3.9
4.2.2.3 Uccneayemoe JIEKapCTBEHHOE CPEACTBO, KOTOPHIE SIBISIOTCA OOBEKTOM
KJIMHUYECKOTO HUCCIEJOBaHMA, YKa3aThb IO MNPUHAIIECKHOCTH K KOOy
aHATOMO-TEpareBTUUECKO-XUMHUECKOH Kiaccudukaiuu (ATX-kmaccudpuxanys)
Ja Her
4.2.2.3.1 Ecau "ma", ykazatb kox ATX knaccudukamuu, HUCHOIb3YIOS
COOTBETCTBYIOIIIEE ToJIe [l mpusitoro koja mo ATX kmaccudukanuu B paznene 4.3.3
4.2.2.4 Ipyroe:
Jla Het
4.2.2.4.1 Ecnu "na", KOHKpPETHO yKa3aTh:
4.2.3 IIpenocraBieHne JOCHE UCCIEAYEMOTO JIEKAPCTBEHHOIO CPEACTBRA:
4.2.3.1 IlonHOE 1OChE UCCIIEaYEMOT0 JIEKAPCTBEHHOTO CPEICTBA
4.2.3.2 YpoueHHOe 10ChEe UCCIIEYyEeMOro JEKapCTBEHHOTO CPEICTBA
Ja Her
4.2.3.3 VYTBepxkIeHHAs HHCTPYKIUS MO MEIUIUHCKOMY TMPUMEHEHUIO
JIEKApCTBEHHOTO CPEJICTBA
Ja Het
4.2.4 beuin n1u panee pazpeuieHsl B PecnyoOnnke KazaxcTran kiIMHUYECKHE
UCCJIEOBAHUS C UCTI0JIb30BAHUEM JTAHHOTO JIEKAPCTBEHHOTO CPEACTBA
Jla Het
4.2.5 BbIIO M JaHHOE JIEKAPCTBEHHOE CPEACTBO, MPEAHA3HAYEHHOE IS
WCIIOJI30BaHUS MO JIaHHBIM TOKA3aHUSM, OMPEICSICHO KaK JIEKapCTBEHHOE CPEJICTBO
JUTS1 JICUCHUS PeIKUX 3a00JIeBaHUM
Ja Het
4.3 Onucanue UCcieayeMoro JICKApCTBEHHOTO CPEJCTBA
4.3.1 Ha3BaHue JileKapCTBEHHOT'O cpe/icTBa (IMPU HATMYWH)
4.3.2 Koj nexkapCcTBEHHOTO cpeACcTBa (IIpU HATUYHMH)
4.3.3 Kon mo ATX knaccudukamnmu, eciau oQUInaibHO 3aperuCTpUpPOBaH
4.3.4 JlexapctBeHHast (hopMa (MCIOIB3YUTE CTAHAAPTHYIO TEPMHUHOJIOTHIO):
4.3.4.1 Ilpenna3HaveHa v JeKkapcTBeHHas opma s neauaTpun?
Jla Het
4.3.5 MakcuMmanbHasg J€SITEIbHOCTh JIEYEHUS] CyOBEKTa HCCIEIOBaHUS
COOTBETCTBEHHO MPOTOKOIY KIMHUYECKOTO UCCIEA0BAHUA:
4.3.6 [103b1, KOTOpPBIE ONMPENEICHBI MPOTOKOJIOM KIIMHUYECKOTO UCCIIEI0OBAHMUS:



4.3.6.1 IlepBas 103a 17151 NEPBBIX KIIMHUYECKUX UCCIEAOBAHUM (CyTOUYHAs 1032 WU
oO111ast 103a; MyTh BBEJACHUS):

4.3.6.2 MakcumainbHas JOIycTUMast f03a (CyTouHas J103a WM 001as 103a; MyTh
BBEICHUS):

4.3.7 IlyTs BBeieHHs (MCIIOIB30BATh CTAHAAPTHYIO TEPMUHOJIOTHIO):

4.3.8 HazBanue kaxaou aktuBHOM cyocraniuu (MHH wnu npepnoxxennoe MHH,
IpY HAJTUYHH)

4.3.9 Ipyrue Ha3BaHUA KaXJ0W aKTHUBHOW CyOCTaHIMH (MPEIOCTaBUTH BCE

JOCTYITHbIE HA3BAHMUS):

4.3.9.1 Homep B peructpe CAS

4.3.9.2 Koa(bl), IpUCBOEHHBIE CITOHCOPOM:

4.3.9.3 Jlpyrue onucaTenbHbIE Ha3BaHUS: yKa3aTh BCE U3BECTHHIE

4.3.9.4 Dmniupuueckas (MoyieKysipHas) hopmyia

4.3.9.5 Onucanne (HU3NKO-XUMHYECKUX, OMOJIOTUYECKHUX CBOMCTB aKTHUBHOMU

cyocTaHIuu

4.3.10 Jlo3upoBka (yka3aTb BCE UCIIOJIb3yEMbIE JOZUPOBKU: JO3UPOBKA B €IMHUIIAX
Macchl (T, MI, MI/KT'), OMOJIOTHYECKUX SIUHUIIAX, B CIMHHUIIAX KOHIICHTPAIIUH )

4.3.10.1 Enununa koHueHTpauu (poreHTax, MIr/mia) Ha € JMHUILY JI€KapCTBEHHOMN
dbopmpr)

4.3.10.2 Bug koHUeHTpaluy MO J4EpKHYTh COOTBETCTBYIOIIEE: ""TOYHOE YUCIOBOE
3HayeHue", "

4.3.10.3 KosnuecTBO KOHIIEHTPALUH.

nuamason", "oosee ueM'" unn "He Oonee ueM"

4.3.11 Tun uccaexyeMoro JeKapCTBEHHOTO CPEACTBA COAEPKHUT AKTHUBHYIO
CyOCTaHITHIO:
4.3.11.1 X¥uMH4ECKOTr0 MPOUCXOXKICHUS
Ja Her
4.3.11.2 buonoruueckoro, OMOTEXHOJIOTHMYECKOTO MPOUCXOXKACHUS (32
UCKJIFOUEHUEM JIEKAPCTBEHHBIX CPE/ICTB)
Ja Het
JlaHHO€E TEKapCTBEHHOE CPENICTBO SIBIIAETCS:
4.3.11.3 PagnodapmarieBTHUeCcKOE JICKAPCTBEHHOE CPEJICTBO
Jla Het
4.3.11.4 Menuuunckue nmmyHoOuonorunueckue npemnapatsl (MUBIT)
Jla Het
4.3.11.5 Ilpenapat KpOBH WK IJIa3MbI KPOBU
Jla Het
4.3.11.6 DkcTpakT (IPOIYKTHI, SKCTPAarupOBAHHBIE U3 TKAHEW OPraHOB YEJIOBEKA
WJIW KUBOTHBIX )
Jla Het



4.3.11.7 JlekapcTBeHHBIE TpenapaThl PACTUTEIBHOTO MPOUCXOKACHUS
Jla Het
4.3.11.8 'omeonaTuyeckue npenaparsl
Jla Het
4.3.11.9 JIpyrum TUIIOM JIEKAPCTBEHHOT'O CPEJICTBA WU pa3padaThIBAEMbIM HOBBIM
OpUTMHAJIBHBIM JIEKAPCTBEHHBIM CPEJICTBOM
Jla Het
4.3.11.9.1 Eciin "na", To ykazatb
4.3.12 Mexanusm AeucTBuUA
4.3.13 UccnemyeMoe JIeKapCTBEHHOE CPEACTBO OYyIET HUCIIOIb30BaThCS BIIEPBBIC B
KJIMHUYECKOM UCCIIEIOBAHUM
Ja Her
4.3.13.1 Ecau "ga", To mpeAcTaBUTh KPATKOE OINMMCAHUE H3BECTHBIX M
NPEABUICHHBIX PUCKOB U MOJb3bI JJIs1 CYObEKTOB UCCIIEIOBAHMUS:
Ja Het
4.4 JlexkapCTBEHHBIE CPEICTBA B KOMOWHAIIMU C HU3JEIHEM MEIUIMHCKOTO
Ha3HA4YEeHUs
4.4.1 KpaTkasi XxapaKTEpUCTHKA U3/ICTNS MEIUIIMHCKOTO HA3HAUYCHUS:
4.4.2 HazBaHue U371l MEIUIIMHCKOTO HA3HAYCHUS:
4.4.3 SIBnsieTcs nu U3eIre MEIUIIMHCKOTO Ha3HAYEHUS! UMILTAHTUPYEMBIM
Jla Het
4.4.4 Nmeet 1 U3aeaue MEIULIMHCKOTO HA3HAUYCHHS 3HaK KauecTBa EBporieiickoro
coro3a
Ja Her
4.4.4.1 Ecim "nma", YNOJIHOMOYEHHBIM OpraH, BBIAABIIMM 3HAK KadecTBa
EBponeiickoro coro3za:
4.5 Undopmanus o mianedo (eciu HCoiab3yercs 0oJjiee OJHOTO — yKa3aTh
uHGOPMAITIIO JUTS KAXKI0TO)
4.5.1 Wcnionw3yeres v 1anedo:
Jla Het
4.5.2 Homep mutarie6o ()
4.5.3 JlexkapctBeHHas popma:
4.5.4 ITyTh BBEACHUS:
4.5.5. Yka3zatb HoMep(a) uccieayeMoro JEKapCTBEHHOTO CpeICTBa U3 paszjiesnia
4.1.1, koTOpOE UCCIEeAYETCs C UCTIOIb30BaHUEM TuTate0o ()
4.5.5.1 CocraB, HEe yUUThIBasE aKTUBHOU(BIX) CyOCTaHIIMH(H):
4.5.5.1.1 UneHTHYHBIN UCCIEyeEMOMY JIEKAPCTBEHHOMY CPEICTBY
Ja Het
4.5.5.1.2 Ecnmn "Het", yka3aTb OCHOBHBIE NHTPEAUEHTHI:



4.6. Uudopmanms 0 IpOU3BOJACTBEHHOM Y4YacTKE, OTBETCTBEHHOM 3a BBIITYCK

HCCIICAYEMOTI'0 JICKAPCTBCHHOI'O CPCACTBA

4.6.2 KTo HeceT OTBETCTBEHHOCTh 3a BBINIYCK I'OTOBOTO HCCIEIYEMOTO

JICKAPCTBCHHOT'O CPCACTBA K KIIMHNYCCKOMY I/ICCJ'IGJIOBaHI/IIO?

JlaHHBI MPOU3BOJCTBEHHBIM yYaCTOK HECET OTBETCTBEHHOCTH 3a BBINYCK

CIEIYIOIEr0 MCCIEyeMOro JIEKapCTBEHHOrO cpeAcTBa (ykazaTb HoMmep(a),
npuBeneHHbIN(e) B pa3aene 4.1.1 nns uccieayemMoro JeKapCTBEHHOI'O CPEICTBa U

pasnene 4.5.1 — s nnane6o):

OTMEThTE COOTBETCTBYIOIINM MYHKT:

4.6.3 ITpon3BoIMTENb KOHEUHOTO JIEKAPCTBEHHOTO CPEICTBA

4.6.3.1 Umnoptep

4.6.3.2 TlpousBoauTENL U UMIIOPTEP

4.6.3.3 HaumeHOBaHUE OpraHU3alUu:

4.6.3.4 Anpec

4.6.3.4.1 Ynumna

4.6.3.4.2 ATMAHUCTPATUBHBIN LEHTP, TOPOJ

4.6.3.4.3 I1ouTOBBIN HHAEKC

4.6.3.4.4 Crpana

4.6.4 Yka3aTb HOMEp JUIEH3UU HA TPOU3BOJICTBO:

4.6.4.1 B ciy4dae OTCYTCTBHUS JIMIIEH3UH YKa3aTh PUYHUHBI:
4.6.5 IlpousBoaunace I WHCHEKLHS AAHHOTO IPOU3BOACTBEHHOIO Y4YacTKa

YIIOJIHOMOYCHHBIM OpFaHOM?

Jla Het

4.7.5.1 Ecnu "na", ykazaTb KeM W AaTy NOCJIEAHEH NHCIICKIIUM:

5. Obmas uadopmaius 00 Ucciae0BaHUN

JlaHHBIN pa3ien MOCBAIICH 000CHOBAHUIO HAa3BaHUs, BUa, 00bEeMa, IEJIH, 33191 U

,Z[I/ISaI‘/’IHa IIaHUPYEMBIX KIIMHUYCCKUX HCCHC}IOBaHﬂﬁ.

5.1 Uccnenyemoe MaToioruaeckoe COCTOSTHUE WA 3a001eBaHUE
5.1.1 XapakTeprcTUKa MaToJIOTHYECKOT0 COCTOSIHUS (B MIPOU3BOJIBHOM popMme):
5.1.2 Kopa cornacHo knaccudukanuu 6onezneit (MKb-10):
5.1.3 Kop cornacuo knaccudukarnuu MedDRAT13:
5.1.4 Pexgkoe 3a0o0neBaHue
Ha Her
5.2 llenu uccrneaoBaHus
5.2.1 JlomoHUTENIbHBIC SN
5.2.3 DTO BCIIOMOTaTeILHOE UCCIIETOBAHNE
Jla Het
5.2.3.1 Ecau "pa", mpenocTaBUTh MOJHOE HA3BAHUE WU BEPCHUIO

BCIIOMOTI'aTCJIBHOI'O UCCJIICAOBAaHUA U LICIIb



5.3 Kputepun BriItoueHus (yKa3zaTh Hanbosiee BayKHBIC)

5.4 Kpurepun HeBKIIIOUeHUS (yKa3aTh HauOoJiee BaXKHBIE)

5.5 Koneunasi(bie) Touka(m):

5.5.1 IlepBuunasi(pie) kKoHeuHasi(bie) TouKa(u) (IOBTOPUTH NMPU HEOOXOIUMOCTH )

5.5.1.1 BpemeHHbBIE TOYKH OLIEHKH KOHEYHON TOUKH

5.5.2 Bropuunas(sie) koHeuHasi(bie) TOUKa(H) (MOBTOPUTH IIPU HEOOXOTUMOCTH)

5.5.2.1 BpeMmeHHbIE TOYKH OILIEHKHM KOHEYHON TOUKH

5.6 JInama3on uccneqoBaHus — yKa3aTh BCE HEOOXOIUMbIE TTyHKTHI

5.6.1 JIlnarHocTuka

5.6.2 [Ipodunaktuka

5.6.3 Tepanus

5.6.4 be3omacHOCTh

5.6.5 DddexTuBHOCTD

5.6.6 ®apMaKOKMHETHKA

5.6.7 ®apmakoIMHAMUKA

5.6.8 BO>KBUBAJIECHTHOCTD

5.6.9 3aBucumMocTs 3¢ dexTa OT A03bI

5.6.10 ®apmakoreHoOMHKa

5.6.11 JIpyroe

5.6.11.1 Ecnu onpezaeneH nyHKT "apyroe", yTOUHUTS:

5.7 Bun (dha3za) uccnegoBanus

5.7.1 ®apmakoaoruueckoe ucciaeaoBaHre ¢ yuactuem uenoBeka (daza I) Spmsercs
JIM KICCIIEIOBAHUE:!

5.7.1.1 IlepBbIM BBEZIEHHEM IIpENapaTa 4eJIOBEKY

5.7.1.2 UcnpiTanneM OMO3KBUBAJIEHTHOCTH

5.7.1.3 CpaBHuTENbHBIM (PApMaKOIMHAMUYECKUM UCTIHITAHUEM

5.7.1.4 lpyroe: yka3zaTbh Kakoe:

5.7.1.4.1 CpaBHUTENbHOE KIMHUYECKOE UCCIIeIOBaHUE (TEHEPUUECKUX MPENapaToB

5.7.2 OrpannueHHOe TeparneBTuiyeckoe uccienoBanue (Ppaza II)
5.7.3 PacmupenHoe TepaneBTuueckoe ucciaeaopanue (daza III)
5.7 Kputepuu BKItOUeHHS (YKa3aTh HAauO0Jiee BaXKHBIC)

6. Kareropun cyObeKTOB HCCII€IOBAHUS

6.1 Bo3pacTtHoil quana3ox

6.1.1 Mnanue 18 ner

Jla Het

Ecnu "ga", To yTOUHHTB:

6.1.1.1 BayTpuyTpoOHBIii

Jla Het



6.1.1.2 HenoHomieHHble MiIaIeHIIbl (KOTOPBIE POIUINCH B CPOKU OEpeMEHHOCTH <
37 nenenn)
Ja Her
6.1.1.3 HoBopoxxaennsie (0-27-i 1eHb )KU3HN)
Jla Het
6.1.1.4 I'pynubie (28-i neHb KU3HU — 24 Mec)
Jla Het
6.1.1.5 etu (2 roga — 11 ner)
Jla Het
6.1.1.6 Ipyrue nogpoctku (12-17 ner)
Jla Het
6.1.2 Bapocnsie (18-65 ner)
Ja Het
6.1.3 Iloxwuioro Bo3pacta (>65 ner)
Ja Het
6.2 Ilon
6.2.1 Kenckuit
6.2.2 Myxckon
6.3 M3y4aemblii KOHTUHTEHT CyOBEKTOB UCCIEAOBAHUS
6.3.1 JIoGpoRBOJIBIIBI (3I0POBHIE)
Jla Het
6.3.2 [TanmeH Tl
Jla Het
6.3.3 Ys3BuMbIe CyOBEKThI HCCIICIOBAHUS
Jla Het
6.3.3.1 XeHuumHbl J1eTOPOJHOTO BO3pacTa, MOTEHIIMAIBHO HE MOJIb3YIOIIHECS
KOHTpaueniuen
Jla Het
6.3.3.2 JKeHIMHBI AETOPOJAHOTO BO3pacTa, MOTCHIUAIBLHO MOJIb3YIOIIUECS
KOHTpaLenuuen
Ja Het
6.3.3.3 bepemeHHbIE
Ha Her
6.3.3.4 Kopmsuue rpyabio
Ja Her
6.3.3.5 bepemeHHbIe
Jla Het
6.3.3.6 HeneecnocoOHbIe CyOBEKThI HCCIICIOBAHUS
Jla Het



6.3.3.6.1 Eciiu "ma", To yTOYHUTH:
6.3.3.7 llpyrue
Ja Her
6.3.3.7.1 Ecinu "na", T0 yTOUHUTH:
6.4 [InanupyemMoe KOJIUYECTBO UCIIBITYEMBIX JIJIsl BKIIOUEHHUS B UCCIIEI0OBaHUE:
6.4.1 B Pecnnybonuke Kazaxcran
6.4.2 JIns MEXIyHAPOIHOTO UCCIIEIOBAHUS
6.4.2.1 Bcero KIMHUYECKOTrO UCCIIEIOBAHUS
6.4.2.2 B Pecniyonuke Kazaxcran
6.5 3ammaHupoBaHHOE JICUCHHUE WIIM HAOIIOJCHUE 32 CYOBEKTaMU MCCIICIOBAHMS,

KOTOpPBIC 3aBCPIINIM YYaCTHC B MHCCICAOBAHHUU (CCHI/I OHO OTIHYacTCA OT

npcaIoaracMoro CTaHaAapTHOIO JICYCHUA IIPU JaHHOM IMIaTOJIOTHYCCKOM COCTOHHI/II/I):

YTOYHUTS:
7. Uccnenosarens (-1u) U kKauHu4ueckas (-ue) 6asza (-bi)
7.1 UccnenoBarennb-kOOpAUHATOP (AJIsI MHOTOLIEHTPOBOTO HCCIEIOBAHUS) U

OTBETCTBEHHBIN HCCJICA0BATCIIb (I[J'ISI OAHOLICHTOBOI'O I/ICCJ'IGI[OBaHI/ISI)

7.1.1 ®.MN.0. (mpu ero HaJIM4IUK) OTBETCTBEHHOI'O MCCIIEI0BATEIS
7.1.2 JI0JDKHOCTD
7.1.3 Hayunas crteneHb. Pe3roMe wuccienoBaTelisi, MOATBEPKIAIOUIEE €T0

kB (pukanuo. CIMCOK HAyYHBIX TPY/IOB.

7.1.4 CityxeOHbIN agpec
7.1.4.1 HazBanue yupexnenus. Hazpanue knHHUEeCKON Oa3bl
7.1.4.2 BenoMCTBEHHAs! IPUHAJIEKHOCTD
7.1.4.3 Anpec
7.1.4.4 Yiuna
7.1.4.5 AIMUHUCTPATUBHBIN IIEHTP, TOPO/I
7.1.4.6 I1lo4TOBBIN HHIECKC
7.1.4.7 Ctpana
7.1.5 Tenedon
7.1.6 ®akc
7.1.7 Anpec 3JIeKTPOHHOM MOYTHI
7.2 UccnenoBarenb-KOOPAUHATOP, €CIIA €CTh
7.2.1 ®.N.0. (nmpu ero HaIU4IUK) OTBETCTBEHHOI'O MCCIIEI0BATEIS
7.2.2 JI0JDKHOCTD
7.2.3 Hayunas crteneHb. Pe3roMe wuccienoBaTelisi, MOATBEPKIAOUIEE €T0

kB (pukanuo. CIUCOK HAyYHBIX TPY/OB.

7.2.4 CityxeOHbIN aapec
7.2.4.1 Ha3Banue yupexnenus. HazBanue kiInHH4eCcKoi 0a3bl
7.2.4.2 BeqoOMCTBEHHAs! IPUHAJIEKHOCTD



7.2.4.3 Anpec

7.2.4.4 Yiuna

7.2.4.5 AIMUHUCTPATUBHBINA LIEHTP, TOPOJT

7.2.4.6 11o4TOBBIN HHIECKC

7.2.4.7 Ctpana

7.2.5 Tenedon

7.2.6 daxkc

7.2.77 Aapec 3eKTPOHHOW MOYTHI

7.3 LenTpain3oBaHHbIE TEXHUYECKHUE IOMEUIEHUs, KOTOphle OyayT

UCIIOJIH30BATHCS JIJISl TIPOBEICHMS KIMHUYECKOTO MCCIEAOBaHUS (J1abopaTopust WK
JpYTrue TEXHUUYECKHE MOMEICHHS ), B KOTOPBIX IEHTPATU30BAHHO OYAYyT U3MEPSATHCS
WU OLICHUBAThCSI OCHOBHBIE KPUTEPUU OLEHKHU (€CIM OpraHu3aluil HECKOJIbKO, TO
MOBTOPHO 3aIIOJIHUTD JIJIS1 BCEX)

7.3.1 HaumeHOBaHME OpraHu3alnun

7.3.2 BenoMcTBeHHAs PUHAIICKHOCTh

7.3.3 Anpec

7.3.4.2 AIMUHUCTPATUBHBINA LIEHTP, TOPO

7.3.4.3 I1o4TOBBIN HHIEKC

7.3.4.4 Ctpana

7.3.5 Tenedon

7.3.6 daxkc

7.3.7 Anpec 3JIeKTPOHHOM MOYTHI

7.3.8 O0s13aTenbCcTBa, KOTOPBIE BBIIOJIHAIOTCS IO CyONOapsIAy:

7.4 OpraHuzaiyu, KOTOPbIM CIOHCOP WM €r0 O(UIMaIbHBIN MpPEeaCTaBUTENb
JeJIeTUPOBal CBOM OOS3aHHOCTM M (YHKLUHMH, CBS3aHHBIE C MPOBEJCHUEM
KJIMHUYECKOTO UCCIIEIOBAHUS (€CIM OpraHu3aluii HECKOJIBKO, TO IOBTOPHO 3aMOJHUTD
IUTSI BCEX)

7.4.1 JlenerupoBaJl U CIIOHCOP WJIM €TO O(MHITMAIBbHBIN TpPEACTABUTEIb
Kakrue-HUOylb OCHOBHBIE WJIM BC€ CBOM OOSI3aHHOCTH M (DYHKIHUM, CBSI3aHHBIE C
IPOBEICHUEM HUCCIEA0BaHUs, IPYroil OpraHu3ally Uil TPETbEW CTOPOHE:

Ja Het

7.4.1.1 HaumenoBanue opranuzanuu

7.4.1.2 BegoMCcTBEHHAs! TPUHAIJICKHOCTD
7.4.1.4 Anpec

7.4.1.4.1 AIMUHHUCTPATUBHBIN HEHTP, TOPOJ
7.4.1.4.2 I1oYTOBBIN UHAEKC

7.4.1.4.3 Crpana

7.4.1.5 Tenedon

7.4.1.6 ®akc



7.4.1.5 Anpec 31eKTPOHHOM NOYTHI

7.4.1.6 Bce o0si3aHHOCTH CTIOHCOpPA

Ja Her

7.4.1.7 MOHATOpPUHT

Jla Het

7.4.1.8 IlonpaBka K UCCIIEOBAHUAM

Jla Het

7.4.1.9 Co0p naHHBIX

Jla Het

7.4.1.10 CooO1ieHHusI O BBISBICHHBIX B XOJI¢ KIMHHYECKOTO HCCIICIOBAHUS

HETpEeBUACHHBIX Cephe3HBIX MOOOUHBIX peakiusax (Suspected Unexpected Serious
Adverse Reactions - SUSAR)

Ja Het

7.4.1.11 IIpoBenenue ayaura KIMHUYECKOTO UCCIEIOBAHUSA

Ja Het

7.4.1.12 CratucTUYECKUN aHAIU3

7.4.1.13 JlokyMeHTaIusl KIMHUYECKOTO UCCIIeI0BaHNS

Jla Het

7.4.1.14 [Ipyrue o0s3aHHOCTH TI0 CYyOIOAPSTY

Jla Het

7.4.1.15.1 Eciiu "na", TO yTOYHUTE:

8. I[Toanuce 3asButens B Pecnyonuke Kazaxcran

IIpunoxenne 2 x [IpaBunam
MPOBEACHUS TOKINHUYCCKUX
(HEKJTMHIYECKUX ) UCCIICIOBAHUH,
KIIMHIUYECKUX UCCIICIOBaHUH,
KITMHUKO- Ta00paTOPHBIX
HCTBITAHAN METUIIMHCKUAX
W3IENUH UTs UarHOCTHKH in
vitro, a Taxke TpeOOBaHHH K
JIOKITMHUYCCKUM U KJIMHUYCCKUM
0a3aM u OKazaHUs
TOCyTapCTBEHHOH YCITyTH
"Brigaya pa3peieHus Ha
MIPOBEACHUE KIIMHUYECKOTO
WCCIIeIOBaHUS U (WJIM) UCTIBITAHUS
(hapMaKoJIOTUIECKUX U
JICKapCTBEHHBIX CPEJICTB,
MEIAIMHCKUX U3aeInii"

I[OCBC HCCIICAYCMOI'O JICKApCTBCHHOI'O CPECACTBA

1 /laHHBIC, UMEIOIIHME OTHOIICHUE K AKTUBHOMY BEIIECTBY
1.1. AxtuBHas gapmarneBtudeckas cyocrannus (ADC):



1.1.1 O6uras nadopmanms:

1.1.2 Undopmanus o HazpaHuu ADPC (XUMUYECKOE HAa3BaHUE, €CIU MPUMEHUMO,
MHH, o6mmenpuHsaToe Ha3BaHHE)

1.1.3 Crpykrypa AOC

1.1.4 Obuue cBoiicTBa

1.2. ITpou3BoaCTBO:

1.2.1 ITpousBoautens(un)

1.2.2 Onucanrie npor3BOACTBEHHOTO MPOLiEcca U €ro KOHTPOJIS

1.2.3 KOHTpOJIb HCXOHBIX MAaTEPUAIIOB

1.2.4 KoHTpoOJIb KPUTHYECKHUX CTAJIUNA U MPOMEKYTOUHON MPOAYKIIUU

1.2.5 Banunanust mpou3BOACTBEHHOTO Mpoliecca U (M) OlleHKa

1.2.6. PazpaboTka npou3BOACTBEHHOIO MpoIecca

1.3 XapakTepuCTuKu:

1.3.1 IlonTBepkieHUE CTPYKTYPBI U APYTUX XaPAKTEPUCTUK

1.3.2 IIpumecu

1.4 Kontpons kauectBa ADC:

1.4.1 Cnemudukarusi(u)

1.4.2 AHauTHUECKHE METOIUKH

1.4.3 Banupanmsa aHaIUTHYECKUX METOIUK

1.4.4 Ananu3sbl cepuii (pe3ynbTaThl aHAIM3a CEPUIA)

1.4.5 O6ocHoBanue crierupuKau(ii)

1.5 CrangaptHble 00pa3iibl WK MaTepUaIbI:

1.6 CucreMa ynakoBKH (YKYIIOPKH)

1.7 CtabunbHOCTD

2 VcnibITanus ucclieyeMoro JIEKapCTBEHHOTO CPeICTBa

2.1 Onucanue 1 COCTaB UCCIIEYEMOI0 JIEKAPCTBEHHOI'O CPEJICTBA

2.2 dapMmalieBTHYECKas pa3paboTKa:

2.2.1 KOMIIOHEHTBI UCCIIEYEMOTO JIEKAPCTBEHHOTO CPEICTBA

2.2.1.1 AxtuBHas apmarieBTUUECKask CyOCTaHIIUS

2.2.1.2 BcrioMorarenbHble BEIIECTBA

2.2.2 UccnegyemMoe JeKapCTBEHHOE CPEICTBO

2.2.2.1 Pa3paboTka JiekapcTBEHHOU (POpMBI

2.2.2.2 ®U3MKO-XMMHYECKHE CBOMCTBA

2.2.3 PazpaboTka mpou3BOJCTBEHHOTO Ipoiiecca

2.2.4 MukpoOuOoIOTHYECKHIE XapaKTePUCTHKU

2.2.5 CoBMECTUMOCTD

2.2.6 Cucrtema yImakoBKH U YKYTOPKH

2.3 IIpou3BOACTBO:

2.3.1 IIpousBoautens(un)



2.3.2 CocTaB Ha cepuIo

2.3.3 Onncanne npou3BOACTBEHHOIO IIPOLIECCa U €T0 KOHTPOJIS

2.3.4 KOHTpOJIb KPUTUUYECKUX CTAAUN U MPOMEKYTOUHOU MPOTYKIIUH

2.3.5 Banupanusi mpou3BOJCTBEHHOTO IIpoliecca U (MJIM) ero OlleHKa

2.4 KoHTpOb KauecTBa BCIIOMOTAaTEIbHBIX BEIIECTB:

2.4.1 Crnenuduxanuu

2.4.2 AHamuTHYECKHUE METOIUKH

2.4.3 Baannanus aHaIUTHYECKUX METOIUK

2.4.4 O0ocHOBaHue creupuKaIMii

2.4.5 BcnomorareiabHble BENIECTBA YEJIOBEYECKOTO WU KUBOTHOTO

IPOUCXOXKICHUSI

2.4.6 HoBble BcrioMoraTesibHbBIE BEIIECTBA

2.5 KoHTpoJb KauecTBa UCCIIEAYEMOTro JIEKapCTBEHHOTO CPEJICTBRA:

2.5.1 Cneuuduxanum

2.5.2 AHaJIIUTHUYECKNE METOIUKU

2.5.3 Banumanus aHaIUTUYECKUX METOIUK

2.5.4 Ananu3ssl cepuil (pe3yabTaThl aHATIU3a CEPHI)

2.5.5 XapakTepucTuka pumMecen

2.5.6 O6ocHoBanue creruuKaum(ii)

2.6 CtangapTHbie 00pa3iibl 1 MaTepUaIbL:

2.7 Cucrema ynakoBKH (YKYIIOPKH)

2.8 CTabMIBHOCTh

2.8.1 Pe3tome 00 UCHBITAHUSX CTAOUIIBHOCTU U 3aKJIFOUEHUE O CTAOMIIBHOCTH

2.8.2 O0s3aTeNnbCcTBa OTHOCUTENBHO U3YUYEHUS CTAOMIIBHOCTH

2.8.2 JlaHHBIC UCTIBITAHUHN CTaOMIIBHOCTH

ITpunoxenue 3 x IIpaBunam
MPOBEACHUS TOKINHUYECKUX
(HEeKTMHMYECKHX ) HCCIICTOBAHUM,
KIIMHUYECKUX MCCIICTOBAHUM,
KITMHUKO-JTAa00paTOPHBIX
UCTIBITAHUN MEIUIIMHCKUX
W3JEJIMH JUIs IMarHOCTHKY in
vitro, a Taxxe TpeOoBaHUI K
JOKJIMHUYECKUM U KIMHUYECKHM
0a3aM 1 OKa3aHUI
TOCYAAapCTBEHHOM yCIIyTH
"Beigaua paspemeHus Ha
MIPOBEACHUE KIIMHUYECKOTO
HCCIIEAOBaHMS U (UIM) UCTIBITAHUS
(hapMaKonoruuecKux u
JIEKapCTBEHHBIX CPEZCTB,
MEIAIMHCKUX U3IeInii"

Coracue IrI1aBHOTO HCCIIENOBATEIS



Ha3zBanme mnpoTOKOJla KIMHHUYECKOTO HCCJIEJOBaHUS;
NnenTnduKkallMOHHBIA KOJI MPOTOKOJIA KIMHUYECKOTO MCCIEJOBaHMs, BEPCHUS;
A npouen(a) Bce CTpaHUIbI HACTOSIIETO MPOTOKOJA KIMHUYECKOTO HUCCIETOBAHUS,
CIIOHCOPOM KOTOPOTO  SABJISIETCS (yka3zathb Ha3BaHUE).

A cornaced (a) ¢ TeM, 4YTO MPOTOKOJ COACPKUT BCIO MH(DOPMAIINIO, HEOOXOIUMYIO ISt

NpOBEACHUS JAHHOTO UCCIEedOBaHUS.
I'maBHBIU UCCIeq0BaTENb (®.1.0. (npu HAJUYUHU)
[Toanuce HCCIIEN0BATEIS

Hara

Mecto paboTel (Ha3BaHME U aJIPeC)

JIOJKHOCTh uccliienoBaTens

KonrtakTtHbiii TenedoH uccnenoBarens

IIpunoxenune 4 x [IpaBunam
MPOBEICHUS JOKIMHUYECKUX
(HEKTMHUYECKUX ) UCCIICIOBaHUH,
KIIMHUYECKUX MCCIIEIOBAHUM,
KIIMHUKO- TaO0OpaTOPHBIX
UCIIBITAHUH MEAUIIHCKUX
W3EINH JUIs INarHOCTHKY in
vitro, a Taxxe TpeOoBaHUI K
JIOKJTMHUYECKUM M KJIMHUYECKHM
6a3aM 1 OKa3aHUS
TOCYJ1IapCTBEHHOW yCIIYTH
"Brigaga pasperieHus Ha
MIPOBEACHUE KIIMHUUECKOTO
ncciae0BaHMs U (MJIM) UCIIBITAHUS
(hapMaKoIOTHUECKHUX 1
JIEKapCTBEHHBIX CPEZCTB,
MEIAIMHCKUX U3IeInii"

®opma
Pe3romMe mncciemoBareis

Pesrome

®.1.0. npu ero Hanuuuu (OJIHOCTHIO)

Harta poxnenus

O6pa3zoBanue (C ykazaHHeM y4eOHOTO 3aBE/ICHMS)
CneunanbHOCTh

[Tocnenumnnomuoe obpa3oBaHue

VYyenas creneHb U 3BaHuE (€CITU UMEETCs])

MecTo paboThl ¥ TOKHOCTh

Crax paboThI M0 CIENHATIBHOCTH



Hayunbie Tpynpl, myOnukanuu (yka3aThb KOJTWYECTBO W HA3BaHHS CTaTeW,
MOHOrpaduii UMEIOIINX OTHOIIEHHE K MpOoOiIeMe UCCIEeI0BaHMs, IO/ MyOIUKalUd U
U31aTEIbCTBO)

Hanuuue onbiTa Mo npoBeIeHUIO UCCIe0BaHUM (00J1aCTh UCCIICOBAHUS)
Hanmmame ceptudukara Hannexaniei KIIMHAYECKONU MTPAKTUKH /
Hannexanieit mabopaTopHOM MPaKTUKH

AJpec opraHuzanuu, KOHTaKTHBIN TenedoH, ¢pakc, e-mail

[Toanuck raaBHOTO UCCenoBaTeNs (MCCIIeT0BATENS)

[Toanuck pykoBOaUTENS, 3aBEpeHHAst O(pUIMaIbHO (OTIET KapOoB)

JlaTta

IIpunoxenue 5 x IpaBunam
MIPOBEACHUS TOKIMHIIECKUX
(HEeKTMHUYECKUX ) UCCIIEIOBAHUM,
KJIMHUYECKHUX UCCIIEIOBAHHH,
KIIMHUKO- 1a00paTOPHBIX
UCTIBITAHUH MEAUIIMHCKUX
W3JENUH Ut TUaTHOCTHKH in
vitro, a Taxoke TpeOOBaHHUN K
JIOKIIMHIYECKUM U KIMHUIECKUM
0a3aM 1 oKazaHus
rOCy1apCTBEHHOU yCIyTH
"Brinaya paspernieHus Ha
MIPOBEICHNE KIIMHUYECKOTO
HCCIIeIOBAaHUSA M (WJIM) UCTIBITAHUS
(hapMaKOIOTHIECKHUX H
JIEKapCTBEHHBIX CPE/ICTB,
MEIUIMHCKUX U3aeInii"

®dopma

ITepedens BCIOMOTraTeIbHEIX MEAUIIMHCKHAX H3IEIHA, BCIOMOTaTEIEHBIX
JIEKapCTBEHHBIX MPENapaToB HEOOXOAUMEBIX AJIA MPOBEAECHUA KIIHHHIECKOTO
HACCIICAOBaHAA

[TonHoe Ha3BaHME KIIMHUYECKOTO UCCIIEIOBAHUS
NnenTu@ukalMOHHBIA KOJ MPOTOKOJA KIMHUYECKOTO HCCIeI0BaHUS
(IpUCBOEHHBIN CIIOHCOPOM) Bepcusi (HOMep) U Jara

Ha3zBanume wiM  COKpalleHHOE  Ha3BaHME  KIMHHUYECKOTO  MCCIIEAOBAHUS
(ecnrm  MpPUMEHSAETCS)

[IpousBoautens (COOHCOD)
(HaMMEHOBaHME OpraHU3aIuu, aJpec)
1. BcnoMorarenbHEIE MEAUIIMHCKUE U3 IETUS




NeNe ToproBoe HauMEHOBaHHE IPOU3BOJUTEND, HaumeHoBaHMEe  pacXOIHBIX  HPOU3BOAMUTEIND,
MU CTpaHa MaTepHuanoB CcTpaHa

2. BcrioMoratenbHbI€ JIEKAPCTBEHHBIE MPENapaThl

TOpProBoOeE MPOU3BOAUTEND JeKapCcTBEHHAd opMma
P MHH P ’ P JI03UPOBKA bop

NoNe
HaVMCHOBAaHHE CTpaHa dhopma BBIITyCKa

1
2

3. IIpoune pacxogHble MaTepHaIbl

NoNe TOPrOBO€ HAUMEHOBAHUE TIPOU3BOJIUTENB, CTPaHa
1

2
[Ipmnoxenne 6 x [IpaBumam
MPOBEJCHUS JOKIMHUUECKHX
(HEKJTMHUYECKHUX ) UCCIEIOBAaHUIl,
KIIMHUYECKUX MCCIIEIOBAHUM,
KITMHUKO-JTA00paTOPHBIX
HCTIBITAHAN METUIIMHCKAX
W3IENUH U HarHOCTHKH in
vitro, a Takxe TpeboBaHUH K
JIOKJIMHUYECKUM M KITMHUYECKHM
0azaM u OKazaHUs
rOCYAapCTBEHHON YCIyTH
"Brigaua pa3pereHus Ha
MIPOBEACHUE KIIMHUIECKOTO
HCCIIeTOBaHUS U (W) UCTIBITAHUS
(hapMaKoJIOTUYECKUX U
JICKapCTBEHHBIX CPE/CTB,
MEIAIMHCKUX U3aeInii"

®dopma

3asBKa Ha IPOBEICHNE SKCICPTU3EI MATEPHAIIOB
KJIIMHAYECKHMX HCCIICAOBAHNNY MEIUITMHCKUX M3 ST

I a T a mnoJagaddwu

ITepsBas 3adBKa:

I o BT O0OpH a4

PerucrpanroHHbIi HOMEpP, TPUCBOEHHBIA YIIOJTHOMOYEHHBIM OPTaHOM:
[ara nepBou nojgayu:

EBpomnelickas 6a3za manHbix MenuiuHckux uznaenuit (European Database on

Medical Devices,

Clinical Investigation identification number - EUDAMED CIV ID) —

UACHTU(PUKALMOHHBII HOMEp KIIMHUYECKOTO UCCIIET0BAHUS (€CIU U3BECTEH):



1. CnoHcop usuueckoe U0, OGUIHAIBHBIN MPEACTABUTENb CIIOHCOPA WU
OopraHu3allys, yIoJHOMOUYEHHAs CIIOHCOPOM, KOTOpoe OepeT Ha ce0st OTBETCTBEHHOCTh
32 MHUIIMMPOBAHUE U PeATU3AINI0 KIMHUYECKUX UCCIIeIOBAaHUN

OdunmanpHbIN IpeacTaBUTEb CIIOHCOPa / OpraHu3aIus

®. U. O. (npu HaIMYMK) KOHTAKTHOTO JIUIIA:

HanMeHoBaHue opranuzaiuu

Anpec

KonTaktHbll TENnEPOH

dakc

AJipec 31eKTPOHHOMN MOYTHI

2. Memununackoe u3eime

Bun n3nenns

Mapka

Ha3BaHue MeAUIIMHCKOTO U3IEIHUs

Monaens

Knacc 6e3onacHoctu (Bb1Opath HyxHbIN) (I HU3Kui puck; [IA cpenne-Hu3kuit
puck; [IB cpenne-oicokuii puck; III Beicokunii puck; AIMD Bwicokuii puck (Active

Implantable Medical Devices — akTUBHBIE UMIUIAHTUPYEMbIE MEIUIIUHCKUE

1763 (1560

CTCpI/IJ'IBHBIC MCEANITUMHCKOI'O U34CJIUS
Pl a H e T
CE- MapKHpPOBKa MEOHIHHCKOTO U3aenus
Pl a H e T

YTIOJTHOMOYEHHBIN OpraH COOTBETCTBYIOUINM
3. IIpousBoauTens
[IpouszBoauTens (HU3NYECKOE WM IOPUIAYECKOE JIUI0, OTBETCTBEHHBIA 3a

MPOEKTUPOBAHUE, U3TOTOBJICHNE, YIAKOBKY U MApPKUPOBKY MEAUIMHCKOTO HU3JICIIHS,
IPEXJie YeM OH OyJeT MOMEIIEH Ha PIHOK 110 TOPTOBOMY Ha3BaHUIO, HE3ABUCUMO OT
TOT0, OTNEpallUi OCYIIECTBISIOTCS (PU3MYECKUM JIUIIOM WJIM OT €ro UMEHU TpeThei
CTOPOHOM.

OdunmansHbIN IpeaCTaBUTEb CIIOHCOPa/OpraHu3aIus

@®.1.0. (mpu HANMYKUK ) KOHTAKTHOTO JIMIIA!

HaumMeHoBaHue opranu3aiuu

Anpec

KonTaktHbll TENnEPOH



dakc
AJlpec 3IEKTPOHHOM NTOYTHI
4. KonTpakTHas ucciea0BaTeNbCKasi opraHu3anus (COOTBETCTBYIOIIAs )
HaumenoBaHnue opranuzaiuu
@®.1.0. (nmpu HANMYKUK ) KOHTAKTHOTO JIMIIA!
Anpec
KonrakTtHbiit Tenedon
dakc
AJlpec dIEKTPOHHOM NTOYTHI
5. KinnHnueckoe uccineaoBaHue
Ha3BaHue KIMHUYECKOTO UCCIIe0BaHuUs
Pexomennyemoe kinHMYECKOe uccienoBanue/MneHTnukamoHHbii Koa
IPOTOKOJIA KIMHUYECKOTO UCCleI0BaHus (IPUCBOCHHBIN CIIOHCOPOM) Bepcusi (HoMmep)
U JaTa
KonuuecTtBo cyOBEKTOB, KOTOpble OyAyT BKJIIOYEHBI B MCCIEIOBAHHUE: B
PecnybOnuke KazaxcraH: Bo Bcex CTpaHax, I/i€ MPOBOJIUTCS UCCIICIOBAHUE:

OO6miee KOIMYECTBO MEIUIIMHCKUX U3JENHM, KOTOPhIe OyAyT MCIIOIH30BATHCS B
KJIMHUYECKOM HccienoBanuu: B PecnyOnuke KazaxctaH: BO Bcex cTpaHax, rie
MPOBOJIUTCS UCCIIEOBAHUE:

Ecnu uccnenyercs 6ojiee ueM 0JIHO MEAMIIMHCKOE U3JENHE, TO YKa3aTh HOMEpP U
Ha3BaHHUE MEAUIIMHCKOTO U3JICIIHUS:

Jlata npuHATHA:
JlaTa OKOHYaHUS:
6. UccrenoBarenb-KOOpAUHATOD:

Hccnenosarenp, OTBEYAOMINK 38 KOOPAUHALIUIO IEATEIBHOCTUA UCCIIEN0BATEIEH
BCEX UCCIIEOBATEIbCKUX IIEHTPOB, YUYACTBYIOIIUX B MHOTOLICHTPOBOM KJIMHUYECKOM
UCCJICIOBAHUMU.

@®.1.0. (mpu HANMYKK) UCCIIEI0BATEISI-KOOPIUHATOPA

HanmenoBaHue opranuzanuu

Anpec

KoHnrtakTHbIH TenedoH

dakc

AJipec 3EKTPOHHOMN MOYTHI

7. OTBeTCTBEHHBIN UccieaoBaTenb B Pecmyonuke Kazaxcran

Knuandeckass 6a3a, OTBETCTBEHHBIM HCCIENOBATENb MJI OJHOIIEHTPOBOTO

UCCIIENOBAHUS

@®.1.0. (mpu HANTMYKMK) OTBETCTBEHHOT'O MCCIIEI0BATENS

HanmenoBaHue opraHuzanuu

Anpec



KonTtakTHbIl TEnepoH
dakc
AJipec 3IEKTPOHHOM MOYTHI
OTtBeTcTBEeHHBIN UccinenoBarens B Pecriyonuke Kazaxcran
Knunuueckasi 0a3za, Wiid MCCIEAOBATENb-KOOPIUHATOP I MYJIbTUIIEHTPOBOTO
UCCIIEJOBAHUS
@®.1.0. (mpu HATMYKK ) UCCIIEI0BATEIISI-KOOPIMHATOPA
HaumenoBaHnne opranuzanuu
Anpec
KonTtaktHbi TENEPOH
dakc
AJipec 31EKTPOHHOMN MOYTHI
8. UccnenoBarenbckue LEHTPHI 3a npenenamu Pecnyonuku Kazaxcran
Nudopmanusa o cTpaHax, rie 3TO HCCIEAOBAHHE MPOBOIAUIOCH/MINA OyJIeT
3apEruCTPUPOBAHO YIIOJHOMOYEHHBIM OPTraHOM, BKIFOUEHHBIE JIJIs1 00CYKICHUS

CTpaHI)I, A NOJYYCHO pa3pClICHUC CTpaHBI, rac pa3peuceHue Ha paCCMOTPCHUN

Ecth BO3paxkeHUs, WA JONOJIHUTEIbHBIE KOMMEHTAPHUHU, K HUCCIEIOBAHUIO,
KOTOpbIE ObUTH MOHATHI YIIOJITHOMOYEHHBIMU OpraHaMu APYTHX CTpaH
Jla Het
Ecnu na, noxanylicra, yKaKure, rjie U IpUIUHbI
[lepeuenn cchUIOK HEOOXOAUMOM MHGOPMALIMKM TPEAYCMOTPEHHBIX B MOJaHHOMN

AJOKYMCHTAaIlUH
Hccnenyemoe MeTMIIMHCKOE U3/IETIHE
N . JloxymeHT
LleneBoe Ha3HaYECHNE METUIIMHCKOTO U3/IEIIHS, B TOM YHMCIIE TOKAa3aHUH ¥ MPOTUBONIOKA3aHUN C
.
XapakTepucTHKa MEIMLIMHCKOTO M3JEIHsI, MEXaHU3M JeHCTBUs, COCTaBHBIC YacTH U MaTepHallbl, 1
OKYMEHT
TaKXKe HICHTUQUKAIMS KaKuX-IN00 (YHKIMU KOHCTPYKIMH, KOTOPbIE OTJIMYAIOTCS OT paHee C Y
. .
YTBEP>KACHHBIX IIPH TOCYJaPCTBEHHOM PErHCTPALUH IIPOTYKLIUH P
Pesynbrar aHanmM3a pUCKOB M OLEHKH PUCKOB, B TOM YHCIIE ITOTEHIUAIBLHBIX PUCKOB M 0XKHIAEMBIX i
OKYMEHT
CEepPbE3HBIX MoOOYHBIX peaknusax MEJIHUIHHCKOTO EERCHLE R Y
.
Coo0uieHust 0 BEISBJICHHBIX B X0JI€ KIIMHUYECKOTO UCCIIEJOBAHHS TIOO0YHBIX pPeaKInsixX P
KpaTtkoe u31o)KeHHe HCHBITAHHH MEIUIUHCKOTO M3JETHs W JIOOBIX aHAJOTMYHBIX MEIHUIIMHCKHX 1
. N OKYMEHT
M3JIeTNI TIPOU3BECHHBIX KOMITAaHHEH, BKIIIOUas MEPUO/]| JUTUTEILHOTO BPEMEHH Ha PBIHKE U 0030p C Y
.
0€3011acCHOCTH ¥ IPOU3BOIUTEIBHOCTH U PACCMOTPEHHUS PETEH3UN P
Pesrome pe3yabTaTOB MpeAIeCTBYOIUX JOKIMHUYECKUX UCCIIeTOBAHMIA.
beun BCE COOTBETCTBYIOIIHE JOKIMHUYECKHE HCIIBITAHUS 3aBEPIICHBI:
JloxymeHT
I a ? C
.
H e T 9 ~TP

HpeZlOCTaBI/ITL O6OCHOBaHI/Ie, Mo4YeMy paccj€I0OBaHUE MOKET OBITH HAYAaTO.

Pestome nuTepaTypbl W pe3ysibTaThl HAaydYHO OOOCHOBAHHOW METOMOJIOTHH MpEAronaraeMoro J{oKyMeHT
HCTIONB30BaHMU MEJULIIMHCKOTO U3AEITHS Crp.



Pe3toMe COOTBETCTBYIOIIMX CTaHIApTOB, IPUMEHSEMBIX B IOJHOM 00bEME WIIM B YaCTHOCTH, U B JIOKyMEHT
KaKOW CTENECHHU CTaHIAaPThI ObUTH ITPUMEHEHBI Crp.

Jln3aiftH KIMHUYECKOTO UCCIIeI0BaHUS

Llenb, KOHEUHBIE TOYKH M KOHKPETHBIE THITOTE3bI, KOTOPBIE Oy IyT NPHHATHI I OTKJIOHEHBI, a Takxke J[OKyMeHT
Ipo1es/ He MPOIe KPUTEPHUH, KOTOPhIE IPAMEHSIOT K pe3yJIbTaTaM pacciieI0BaHus Crp.

ITonTBepkneHne s CTaTUCTHYECKOro 00pabOTKHM, B TOM 4HCIe BbIOOpa pa3Mepa BBIOOPKH,
OKUJIa€MbIX TEMIIbl OTCEBa, YPOBHS 3HAYUMOCTH, KOTOPBII OyAeT HCIOJIb30BaThCs, MOIIHOCTh J[OKyMEHT
UCCIEI0OBaHUs, a TakXke KIMHUYeCKoe 3HaueHue. MeToisl U CpPOKH OLEeHKH, peructpamuu u Crp.
CTaTHUCTUYECKOI 00pabOTKM TOKa3aTenel 6e30MacHOCTH

[leprox HabmIOAEHUS KOHKPETHOTO CyOBEKTa HMCCIESIOBAaHUS, B paMKax HCCIEIOBaHUS, BKmodas JlokymeHT
IIpoIie Ty phl HAOIIOAEHUS I CyOBEKTOB, KOTOPBIE MPEKPATIIIN HCCIeI0OBaHNE Crp.

KOHTpOJ'IL KauecTBa U o0ecIlieueHne KauecTBa

IMopsinok ynpaBiieHUs U COOOLIEHUS O MOOOYHBIX PEAKIHSIX, a TAKXKE MOCIeyoel NeaTebHOCTH, JOKyMEHT
HEOO0XOAUMOM IJIS KaKI0r0 CyObeKTa UCCIeJOBaHUS B CIydae HeOIarompuaTHRIX COOBITHH. Crp.

OmnucaHue mIaHa MOHUTOPHHTA, B TOM YHCIIE YaCTOTHI MOHUTOPHHTA U CTEIICHH MTPOBEPKH UCXOAHBIX JIoOKyMeHT
TaHHBIX. Crp.

[Ipumeuanue: 3asiBKa COJAEPKUT UHPOPMAIIUIO B OTHOIIEHUU BCEX OOBEKTOB,
AKKPEJIUTOBAHHBIX HA MPOBEJICHHUE KIMHUYECKOTO MCCIEIOBAHUS MEIUIIMHCKOTO
U3JIeNns, KaK OMHMCAaHO B PYKOBOAsIIeM AokymeHTe "HopmaTuBHbie TpeOoBaHus",
noctynuele Ha caidre www.medicaldevices.dk /clinicalinvestigation. Ecau
OTPAaHMYECHHOE YHWCIO B OTHONIEHUH BCEX OOBEKTOB B PACIOPSIKEHUH CUUTAThH
3HAYCHUS JJIs1 KOHKPETHOTO KIIMHUYECKOT'0 UCCIIEIOBAHUS, COTPOBOUTEIILHOE MUCHEMO
COJICP)KUT CIIMCOK B OTHOIIEHUU BCEX OOBEKTOB, a TaKkKe OOOCHOBAHHOCTH TaKHUX
VITYILLIEHUN.

[Monnuce 3asButens (CnoHcopa) S, HUKENOANUCABIINICS, JAHHBIM OATBEPKAAI0
(MoaTBEpIK1at0 OT JIMIIA CIIOHCOPA), UTO:
I"apanTupyo:

JIOCTOBEPHOCTh M TOJIHOTY MH(OpMaIUM, COJepKaIIeiicss B MPeI0CTaBICHHBIX
MaTrepuasax Ha IpoBeAeHUE KIMHUYECKUX UCCIIEIOBAHUIT;

JaHHOE MEIUIIMHCKOE H3JEIUe YJAOBJICTBOPSIET MPUMEHHUMBIM TPEOOBaHUAM
0e30omacHOCTH U 3()PEKTUBHOCTH, 32 MCKIIOUEHHUEM CBOWUCTB M XapaKTEPHUCTHUK
6e3omacHOCTH U 3((PEKTUBHOCTH, KOTOPBIE HMCCIEAYIOTCA B XOJ€ KIMHHYECKUX
HCCIIeJOBaHMM;

O0s13y10Ch:

MPOBOJIUTh HCCIENOBAHUS B COOTBETCTBUU C MPOTOKOJIOM KIMHHUYECKOTO
UCCJIEIOBAaHMS, CTAHJAPTHBIMU OINEPAIlMOHHBIMU TMPOILEAypaMu, a TaKxke
TpeboBaHUSIMH 3aKoHOAaTeNbcTBa PecyOnuku Kazaxcran;

WH(POPMHUPOBATH O BO3MOXKHBIX PUCKAX M OXKHUJIAEMBIX MOOOUYHBIX PEAKIUAX,
0a3uPYIONIMXCS HA CYIIECTBYIOIIEM ONBITE TPUMEHEHUS.

[ara:
[Toanucse:
®. U. O. neyaTHbIMU OyKBaMU:



IIpunoxenue 7 x [lpaBunam
MPOBEICHUS JOKIMHUYSCKUX
(HEKTMHUYECKUX ) UCCIICIOBaHUH,
KIIMHUYECKUX MCCIIEIOBAHUM,
KIIMHUKO-JIA00PaTOPHBIX
UCIIBITAHUH MEAUIHCKUX
W3EINHN JUIsl TNarHOCTHKY in
vitro, a Taxxe TpeboBaHU K
JIOKJTMHUYECKUM M KJIMHHYECKHM
6a3aM 1 OKa3aHUS
TOCYJ1IapCTBEHHOW yCIIYTH
"Briiaga pasperieHus Ha
MIPOBEACHUE KIMHUUECKOTO
ncciae0BaHus U (MJIH) UCIIBITAHUS
(hapMaKoIOTHUECKHUX 1
JIEKapPCTBEHHBIX CPEZCTB,
MEIAIMHCKUX U3IeInii"

®opma

Texanaeckuii ¢aitn Ha METUIIMHCKOE W3AeIHe (KpOME MEIUIIMHCKOTO H3IEIHS
IJI1 JUarHOCTHKH in Vitro)

I. Obuiee onrcanue MEIUIIMHCKOTO U3ECIUS

1. Texauueckuil ailn COAEPKHUT CIECAYIOUIYI0O MHPOPMALMIO C OMUCAHUEM

MEJUIIMHCKOTO U3CIIHS:

a) HAUMEHOBAHUE MEIUIIUHCKOTO U3/EIIHS;

0) oO11ee onmMcaHre U Ha3HAYCHUE MEIUITUHCKOTO M3/ICIIHS;

B) uH(pOpMAaIKs, MO3BOJISIONIA HACHTUPUITUPOBATh METUIIMHCKOE U3EIIUEe, B TOM
YHUCJIe €ro MOIU(DUKAIINIO;

') BUJ MEIUIMHCKOTO U3/ENHS B COOTBETCTBUU C HOMEHKJIATYPOU MEIUIIMHCKHUX
WU31CIINM;

1) IpeIHa3HAuYCHHbIE MOJIb30BaTENH;

€) MPUHITUIIBI ICUCTBUS MEAUITMHCKOTO U3/ICIINS;

’K) KJacCc MOTEHIMAJIbHOTO pHUCKAa MPUMEHEHUS U TPUMEHUMBIE
KJ1accu(UKaAIMOHHBIC TTpaBUjIa B COOTBETCTBHUH C NMPaBUJIAMHU KJIacCU(DHUKAIIUN U3IETUS
MEJUIMHCKOTO U3ENHS B 3aBUCUMOCTH OT MOTEHIIUAIBHOTO PUCKA TPUMEHEHUS;

3) 0OBSCHEHHE CBOWCTB M XapaKTEPUCTUK MEIUITUHCKOTO U3/ICIHS;
1) omucaHue U (WIM) MepedeHb BO3MOXHBIX MOJAUGUKAIINN paccMaTpUBaEMOro
MEJUIIUHCKOTO U3EIIHS;

K) oOlllee OonMMcaHue OCHOBHBIX (DYHKIIMOHAJIBHBIX 3JIEMEHTOB (AUarpaMMbl,
dbororpaduu U PUCYHKU, AEMOHCTPUPYIOIIME OCHOBHBIE YAaCTHU (KOMIIOHEHTHI)
MEUITUHCKOTO M3ENINsI, BKIIOUYAIOIINE B CE0s OSICHSIONINE HAIIUCH K JHarpaMMam,
dboTorpadusim U pucyHKam);



J) ONHUCAaHUE MaTepHalioB, BCTYIMAIOIIUX B HENOCPEACTBEHHBIN WU
OTIOCPE/IOBAHHBIN KOHTAKT C TEJIOM YEJIOBEKA.

II. Onucanve METUIIMHCKOTO U3ETUs

2. Texuuueckuii Gaia COAEPKUT NMEPEUCHb OCHOBHBIX XapaKTEPUCTHK, PAa3MEPOB U
yKa3aHUM MO OKCIUIyaTallud MEJIUIMHCKOTO U3JeNusl, €ro HCIOJHEHUN ¢
NPUHAJIEKHOCTEN, KOTOPBIE UMEIOTCS B TEXHUYECKON JOKYMEHTALMU MEIULIMHCKOTO
U3JIeNUsl U JPYyTUuX Marepuanax, JOCTYNHBIX KOHEYHOMY IOJIb30BATEII0, a TaKkKe
nepeYeHb MPUMEHSIEMBIX IPOU3BOAUTENIEM CTaHAAPTOB.

III. Ccpuika Ha TOAOOHBIE U TIPEABIAYIINE MOAUDUKAIIUNA METUIIMHCKOTO U3IETUs

3. B caydae ucnonp3oBanus WHPOpMAIMU O MOJOOHBIX WU MPEIBITYIINX
MOAU(DUKAIMAX MEIUIIUHCKOTO M3ENus sl TOKa3aTelIbCTBA COOTBETCTBUS OOITUM
TpeboBaHMUsIM O6e30macHOCTH U 3(PPEKTUBHOCTH METUIIMHCKUX U3JIEHH, TPEOOBAaHUSIM
K UX MapKUPOBKE U SKCIUTyaTal[MOHHOM JOKYMEHTallUM Ha HUX, (Jajee — oluiue
TpeOOBaHHUsI ), TEXHUYECKUI (paiii COAEPKUT KPATKOE OMMCAHUE:

a) IpeabIAYIUX MOAU(PUKALINN paccMaTpUBAEMOTO MEIUIIMHCKOTO U3ienus (pu
HaJU4UN);

0) MoI00HBIX MOIU(PUKAIINI METUIIMHCKOTO M3/, HaXOIAIUXCS B OOpaIeHuN
Ha MEKyHApOIHBIX PhIHKAX.

IV. ConpoBoautensuas uapopMmanus

4. Texuuueckuit paityr CoaepKuT:

a) JTaHHBbIE O MAPKUPOBKE MEIUIIMHCKOTO U3JIEJIUS U €ro YHAKOBKHU (IIPOEKTHI
MapKHPOBKH);
0) MHCTPYKIIMIO MO NPUMEHEHHUIO (SKCILUTYaTAlMOHHYIO JTOKYMEHTAIIUIO)
MEIULIUHCKOTO U3ENHUS.

V. [IpoektupoBanue u pazpadoTKa MEIUIIMHCKOTO U3/IEIHSI.

5. Texuuveckuid (aityt coaepKUT HHPOPMAIIHUIO, TTO3BOJISIONTYIO MOJTYYUTh 0011Iee
npejcTraBieHue 00 OCHOBHBIX CTaAMSAX MPOCKTUPOBAHUS pPacCMaTPUBAEMOTO
MEIUITMHCKOTO u3aenus. JlanHas wHboOpMaIus MOXKET ObITh MPEICTABICHA B BHUJC
0JIOK-CXEMBI MPOIIECCOB.

VI. [Ipon3BOACTBEHHBIE TPOLIECCHI

6. Texuuueckuid aityn coaepkuT UHPOPMaIINIO, TTO3BOJISIONIYIO MOJTYYUTh 0011Iee
peACTaBICHUE O MPOU3BOACTBEHHBIX Mpolieccax. JlanHas nHpopmMalus MOXET ObITh
pejcTaBieHa B BUJE OJIOK-CXEMBI MPOIECCOB, MAIOIIEH oO0lee MpeCTaBIeHUE O
MPOU3BOJCTBE, COOpPKE, 3aKIIOUUTENIBHBIX HCHBITAHUAX MEIUIMHCKOTO W3JeNus U
OKOHYATEIbHON yIaKOBKE TOTOBOIO MEAUIIMHCKOTO U3/IEIIHS.

VII. ITpon3BOACTBEHHBIE TUIOMIAIKU

7. B TexanueckoM (aiine naeHTUu(GUIUPYIOTCS IPOU3BOICTBEHHBIC IUIOMIAIKHU, Ha
KOTOPBIX OCYLIECTBIISIETCSI MPOU3BOACTBEHHAS JIEITENBHOCTD 110 pacCMaTpUBAEMOMY
MEIUIIMHCKOTO wu3aenus. Eciu Jyis maHHBIX IUIOMIAJI0K MMEIOTCS CcepTU(UKATHI



CHUCTEMBbl MEHE)KMEHTa KadeCTBAa WJIM PaBHOIICHHBIE JOKYMEHTBI, TO UX KOIMHUHU
MPUJIAraloTCs K TEXHUYECKOMY (haiiiy.
VIII. CBeneHust 0 COOTBETCTBUH OOITUM TPEOOBaHUSIM
8. Texnuueckuil ¢aily BKIOUaEeT B ceOsl CBEJEHHUS O COOTBETCTBUM OOIIMM
TpeOOBaHUSIM.
[X. Pe3ynpTaTel aHa/IM3a U yIIPABICHUS PUCKOM
9. Texuuueckuid ¢ailm CoAEpPXKUT KPATKUM NepeuyeHb pPHUCKOB,
UACHTU(UIIMPOBAHHBIX B MPOIIECCE aHANIM3a PUCKA, U OMTUCAHUE CIIOCOOOB YNpaBIeHUS
JaHHBIMH PUCKAMH B IIEJISIX CHUKEHUS UX JIO JIOMyCTUMOTO YPOBHSI.
X. JlessTenbHOCTD TI0 BEpU(PUKALINY U BaTUAITUN
10. Texnuueckuit ¢ailyi COAEPKUT CIAEAYIONINE CBEASCHHUS U JOKYMEHTBHI I10
Bepu(pUKAIMA W BaTUAAIMHA, KOTOPHIE WCIOJb30BAINCH [IJIs JOKA3aTeIbCTBA
COOTBETCTBUS MEIULMHCKOTO H3AeHus OOmUM TpeOoBaHUSIM (B TOM YHCIE IO
OPUMEHUMOCTH OOIIMX TpeOOBaHUN):

a) pe3yJbTaThl UCTIBITAHUI B UCIIBITATEIBHBIX Ja00paTopusix (LeHTpax);

0) pe3yabpTarhl JIa0OPATOPHBIX U (MJIM) 3aBOJICKUX WUCIBITAHUN, B TOM YHCIIE
PE3yNbTaThl UCTIBITAHUN B YCTIOBUSX, UMUTHPYIOITUX SKCIUTyaTaI[MOHHbBIE;

B) pe3yJbTaThl J1a0OPATOPHBIX MCIBITAHUN HA JKHBOTHBIX JJIS TTOATBEPIKICHUS
PABUIBHOCTH KOHIICTIIIMA TOTOBOTO MEIUIIMHCKOTO H3ICIIHS,;

I) AeKJIapally COOTBETCTBUS CTaHAApTaM M3 MEePEUHs CTaHAApTOB, B PE3yjbTaTe
OPUMEHEHHs] KOTOPHIX Ha JOOPOBOJIBHOW OCHOBE TOJHOCTHIO WM YaCTUYHO
obecnieynBaeTCs COOJIIOJIEHUE COOTBETCTBHUS MEIUIMHCKOTO HU3IEHUs OOIUM
TpeOOBaHUSM;

1) IeKJIapalii COOTBETCTBUS CTaHJapTaM, KOTOPbIE HE BKIIIOYEHBI B YKa3aHHBIN B
NOAMYHKTE "T" HACTOSILEro MMyHKTAa MepeYeHb, ¢ 000CHOBAHUEM UX TPUMEHEHUS;

€) 0030p OmyOJMKOBAHHBIX JHUTEPATYPHBIX HCTOYHHKOB KacaTeIbHO
paccMaTpUBaEMOT0 MEAUIIMHCKOTO U3/I€TUs WK MOJOOHBIX U3/IETUH.

11. Texauueckwnii (aitsr COTEPKUT:

a) CBEJICHUs 0 OMOJIOTUYECKON COBMECTUMOCTH;

0) CBEZIEHHUS O JIEKapCTBEHHBIX CPEICTBAX, BXOJAILIUX B COCTaB paCCMaTPUBAEMOIO
MEIUITUHCKOTO U3/IEeIHS;

B) CBEJCHHSA O OHMOJIOTrMYECKOM 0€30MacHOCTH MEIUIMHCKOTO H3JIeIus,
BKJIFOYAIONTUX B ceOsl KJIETKW, TKAHU UM UX MPOU3BOJIHBIE, B3SITHIC y UETOBEKa WU
KUBOTHBIX;

T') CBEJICHUS O METOJIaX CTePUITU3AIINH;

1) CBEeIEHUS O Bepu(UKaAIMU U BalWJALUU TPOTPAMMHOr0 oOecriedeHus Mpu
IPOCKTUPOBAHUU METUITUHCKOTO U3/ICIHS;
€) ordyer 00 0OOCHOBAaHHUM KJIMHUYECKOW 3(PHEKTUBHOCTH U OE30MaCHOCTHU
MEIUIMHCKOTO U3JIETHSI.



12. U3noxeHue pe3yabTaTOB MPOBEACHHBIX KIMHUYECKUX HCIBITAHUN (
UCCIICIOBAaHUM), KPOME BBIBOJOB, BKIIIOUAIOT B Ce0s MPOTOKOJBI MCIHBITAHUN (
UCCJICIOBAHUI) B TIOJITHOM 00BEME.

13. Texuuueckuii (aitn cOAEPKUT NEPeYEHb BCEX MATEPHUATIOB, HAXOSIINXCS B
HEIMOCPECTBEHHOM MJIM OMOCPEIOBAHHOM KOHTAKTE€ C OPraHU3MOM IMAIMEHTa, €CIIH
JUTSL TOTO, YTOOBI OXapaKkTEepU30BaTh (PU3NYECKUE, XUMUUYECKUE, TOKCUKOJIOTHYECKUE U
OMOJOTMYECKUE XapaKTEPUCTUKU MaTepuana, HEOOXOJUMO B COOTBETCTBUM C
pe3yibTaTaMy aHaJlM3a PUCKOB MPOBECTH UCTIBITAHUS OUOJIOTHYECKON COBMECTUMOCTH.

B Texnuueckuil ¢aitn cienyeT BKIIOUUTH MNOAPOOHYIO HH(OOpPMAIUIO O
IPOBEACHHBIX HWCIBITAHUAX, MPUMEHEHHBIX CTaHAApTax, MPOTOKOJAX HCIBITAHHM,
aHaJIU3 MOJYYCHHBIX JAHHBIX M KPATKOE U3JI0’KEHHE PE3yJIbTaTOB UCIIBITAHUM.

14. Ecnu MeauIuHCKOE U3/IeTue BKIF0UaeT B ceOsl JIEKapCTBEHHBIC CPEICTBA, TO
TeXHUYECKUH (aln coaepkUT NoApoOHYI0 HHGOPMALMIO O MPUMEHSIEMBIX
JIEKApCTBEHHBIX CPEACTBAX, HUX MPOU3BOAUTENEC (MPOUZBOAUTEINAX), NPUUUHE
BKJIIOYEHUS B MEJUIIMHCKOE u3JeNine, 0e30MacHOCTH MPUMEHEHHUS U MEXaHU3Me
JNEUCTBUS B COCTaBE M3JIENIHUS MPU MPEAYCMOTPEHHOM MPUMEHEHUH, TOKYMEHT,
NOATBEPKAAOLINNA PETUCTPALIUIO JIEKAPCTBEHHOI'O CPEICTBA B CTPAHE MPOU3BOIUTEIIS
JIEKapCTBEHHOT'O CPE/ICTBA.

15. Texandeckuii (Haitsi COAEPKUT NMEPEUCHb BCEX MATEPHAIIOB KUBOTHOTO WJIU
YEeJI0BEYECKOTO MPOUCXOXKICHUS, HCIOJb30BAHHBIX B MEIUIMHCKOE H3JCIHE.
Texuuueckuit Gaitn coAaepkuUT MOAPOOHYH HUHPOpMANHMI0O O MaTepuanax,
OTHOCSIIIYIOCS K BEIOOPY HCTOYHUKOB (JIOHOPOB), B3ATHIO P00, 00paboTKe, XpaHEHUIO
, UICCIICJIOBAHUIO U OOPAIEHUIO C TKAHSIMU, KJIETKAMH U BEIIECTBAMH KUBOTHOT'O WJIU
YEJI0BEYECKOI0 MPOUCXO0XKICHHUS.

B texnuueckuii gaiin ciaeayer Takxke BKIOUATh pe3yJIbTaThl BAIMAAIIMY MIPOIlEcca,
NOATBEPKAAIOIINE HAIUYUE IPOU3BOJACTBEHHBIX MPOUEAYP, MUHUMUZUPYIOIINUX
OMOJIOTHYECKUE PUCKH, B YACTHOCTH B OTHOIIEHUHM BUPYCOB U APYTUX BO30YyAUTENCH
Oone3Heil.

Taxoke crneyer BKIIOYATh ONMKMCAHUE CUCTEMBI XpaHEHHUSI 3aMUCEH, MO3BOJISIIOIIEH
OCYHIIECTBJISATh MPOCICKUBAEMOCTh OT HCTOYHUKOB MATEpPUAIOB JO TOTOBOIO
MEIUITMTHCKOTO U3JIETTHSI.

16. B cnyyae ecinym MEIUIIMHCKOE U3AEINE MOCTABIAETCS B CTEPUIBHOM BHJE,
TEXHUYECKUH (alil CONEpPKUT CBEACHHUS O BaJIUAAIIMU TpoIlecca CTepMIN3anuu (
BKJIIOYAs UCTIBITAHUSI Ha OMOJOTUYECKYIO0 HArpy3Ky, HAIMYKME MUPOTCHHBIX BEIECTB,
HaJIMuyhe€ OCTAaTOYHOTO KOJIMYECTBA CTEPUIM3YIOLIETO BEIIECTBA) MU O BaJIUIALUU
npolecca ynakoBbiBanus. HpopMaiiys o Baluaanuu BKIIOYAET B ce0sl MPUMEHEHHBIN
METO/, IOCTUTHYTHIN YPOBEHb 00ECIIEUEHHS CTEPUILHOCTH, MPUMEHEHHbBIE CTaHIapPThI,
IPOTOKOJ CTEPUITU3ALINH, Pa3paO0OTaHHBI B COOTBETCTBUU C CTaHIAPTAMM, U KpaTKOe
U3JI0KEHUE MOTYUYCHHBIX PE3YIbTATOB.



17. Texanueckuit (aitn COAEPKUT CBENCHHUS O MPOIIECCE MPOSKTUPOBAHUSA U
pa3paboOTKH MPOrPaMMHOTO OOECTICUCHUS U BaJIUJIAlIMK TPOTPAMMHOTO 00ECIeUeHHUS,
UCIIOJIB3yeMOTO B TOTOBOM MEIWIIMHCKOM W3JeNIuU. YKazaHHas HWHQpOpMaIus
BKJIIOUYAET B ce€0s KpaTKOE M3JIOKEHHE Pe3yJIbTaTOB ACATEILHOCTU 10 Bepudukaiuu,
BAIMIAIMA U PE3YJIBTATOB UCIBITAHNUM, BBITIOJHEHHBIX B OPraHU3alNU-ITPOU3BOIUTEIIEC
, @ TaKXXe CBEJICHUS] O BCEX MMEIOUIMXCS KOHPUTYpalUsX anmapaTHbIX CPEeACTB U
ONEpPAIUOHHBIX CUCTEMaX, HWJACHTU(OUIUPOBAHHBIX B  CONPOBOJAUTEIIHHOU
JOKYMEHTALIUU.

18. Texuuueckuit ailsi coaepkutT HHPOPMALIMIO O TPOBEJACHHBIX UCCIETOBAHMIX
Ha KUBOTHBIX ISl TIOJITBEPKACHUSI COOTBETCTBUS OOIIMM TpeOOBaHUSAM (IIPU HATHYUU
). B Texnuueckom (paiisie ONMUCHIBAIOTCSA II€JU YKa3aHHBIX MCCIEI0BAHUN,

MCTOIO0JIOTUA, PE3YJIbTATHI, AHAJIIN3 U 3aKJIFOUCHH.

IIpunoxenue 8 x [IpaBunam
MPOBEICHUS JOKIMHUYECKUX
(HEeKTMHUYECKUX ) UCCIIeIOBAHUM,
KIIMHUYECKHX MCCIIEOBAHUM,
KJIMHUKO-JIA00paTOPHBIX
UCTIBITAHUH MEAMIIMHCKUX
W3EINHN JUIs INarHOCTHKY in
vitro, a Taxke TpeOOBaHHN K
JOKIMHUYECKUM M KIMHHYECKUM
6a3aM ¥ OKa3aHUs
rOCyJJapCTBEHHOMN yCIIyTH
"Brinaya pasperieHus Ha
NIPOBEJICHNE KIIMHUYECKOTO
uccie0BaHus U (MITH) UCIIBITAHUS
(hapMaKoIOTHIECKUX U
JIEKapCTBEHHBIX CPECTB,
MEIAILMHCKUX U3Ienii"

®opma
3axmodeHre SKCIIEPTHON OpraHu3aHi

[TonHOE HAa3BaHUE KIMHUYECKOIO HCCIICA0BAHUA JICKAPCTBCHHOI'O CPCACTBA:

Crmoucop (HamMeHOBaHUE OopraHW3amuu, anpec)
1 3asBurens (HauMeHOBaHUE opraHu3aiui, anpec)
I'maBHBII HccnenoBaTeNnb (€Car MPUMEHIMO):

Toprosoe HAaUMEHOBaHHUE ucciaenryeMoro JIEKapCTBEHHOTO CpeAcTBa
Cocras (MHH nim HazBaHue /eiCTBYIOIIETO BELIECTBA)

JlexapcTBeHHas Gpopma, 1032, KOHIICHTPALINS

ITonHoe Ha3BaHUE MPOTOKOJIA KIMHUYECKOTO HUCCEA0BaHMUs JIEKAPCTBEHHOTO Mpernapara:
WnenTnuKamioHHbIH KO MPOTOKOIA KIMHAYECKOTO HCCIeIOBaHNUs, Bepcrs (HoMep) U Aara
Ienp KIMHHUYECKOTO UCCIEIOBAHMUS

Cpoku ipoBeIeHNS KITMHIYECKOTO UCCIICTOBAHUS

KonudecTBo CyOBEKTOB HCCET0BaHUS

O 0 9 N B~ W

HpOI/I3BOZ[I/ITeJ'IL, CTpaHa-IpOU3BOAUTECIIb



10 TlepeueHp MEAMIIMHCKUX OPTAHU3AIMNA ISl IPOBEACHHS KIMHUYCCKHUX HCIIEIOBAHNN
11 3axmouenue

[Ipunoxenue K 3aKJIYEHUIO:
IIEPEYECHb BCIIOMOTIATEJIbHBIX MEAULUHCKUX W3JEJIUN, BCIOMOIaTEIbHBIX
T€KapCcTBEHHBH X
npenaparoB HEOOXOAUMBIX ISl MIPOBEACHUS KIMHUYECKOTO HUCCIEOBAaHUS Ha
CTpaHUTWIUOaKX
Y10JIHOMOYEHHBIE JIuna, OIlpe/ICIICHHBIE DKCIEPTHOU OprasHusanueu

JlaTa

IIpunoxenue 9 x IpaBunam
MPOBEICHUS JOKIHHUYECKUX
(HEKTMHUYECKUX ) UCCIICIOBAHUM,
KJIMHUYECKHUX UCCIIeIOBAaHUH,
KIIMHUKO-JIA00paTOPHBIX
UCTIBITAHUN MEIUIIUHCKUX
W3EINHN JUI INarHOCTHKY in
vitro, a Taxoke TpeOoBaHHUN K
JOKIMHUYECKUM U KIMHHYECKUM
6a3aM U OKa3aHUs
rOCYIapCTBEHHOU yCIyTH
"Brinaya pasperieHus Ha
MIPOBEJICHNE KIIMHUIECKOTO
uccIe0BaHNsA U (MITH) UCIIBITAHUS
(hapMaKOIOTHIECKHUX U
JIEKapCTBEHHBIX CPECTB,
MEIUIMHCKUX U3IeInii"

®opma
3aKmo4eHHe SKCIIEPTHOM OpraHU3ani

[TonHOE HAa3BaHUE KIMHUYECKOIO HccjacaoBaHus MCINITMHCKOI'O U3 ACIINA:

CnoHcop (HamMeHOBaHUE OopraHu3anuH, anpec)
1 3asBurenp (HamMeHOBaHHE OpTaHU3aluu, anpec)
I'maBHBIA HccnenoBaTeNs (HAUMEHOBaHHE OpraHU3alUH, apec)

HaunmMeHnoBaHue nccieryeMoro MeAMIMHCKOTO M3 IeITHsI

Kommurexryromrue (Tipy HaJIIIUH )

HaspaHue npoTokosa KIIMHUYECKOTO HCCIIeIOBaHUS

W nenTrduKanioHHBIH KOJ MPOTOKOJA KIIMHUYECKOTO HCCIIS0BaHN, BepCHs (HOMep) | aTa
Ilenp KIMHUYECKOTO UCCIEeJOBAHUS

Cpoxu IpoBeIeHNs] KITMHUYECKOT0 HCCIIET0OBAHUS

KommyectBo cyOBEKTOB HCCIEIOBAHUS

O 0 9 AN L AW N

HpOPBBOZ[HTeJ'IL, CTpaHa-IpOU3BOJAUTECIIb
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[lepeyeHbp MEIUITMHCKUX OpPTaHU3ANNAN IJIS TPOBEACHUS KIIMHUIECKAX UCIeJOBAaHUI

—_
—_

3akiroueHmue



[Ipunoxenue K 3aKJIHYEHUIO:
[lepedyeHb BCHOMOraTENbHBIX MEAULUMHCKUX W3JAEJIUM, BCIOMOTraTEIbHBIX
J€KapCcTBEHHBH X
penapaToB HEOOXOIUMBIX Uil MPOBEACHUS KIMHUYECKOTO MCCIEIOBaHUS Ha
CTpaHUIMNDA AKX
YHoIHOMOYEHHBIE auna, ONpeAeICHHbIE AKCNEPTHOU OpraHuszanuen

A a T a
MecTo nneuatu

IIpunoxenue 10 x [IpaBunam
MPOBEICHUS JOKIMHUYECKUX
(HEeKTMHMYECKHX ) HCCIICTOBAHUM,
KIIMHUYECKUX MCCIICOBAHUM,
KITMHUKO-JTAa00paTOPHBIX
UCTIBITAHUN MEAUIIMHCKUX
W3JEJIMH JUIs IMarHOCTHKY in
vitro, a Taxxe TpeOOBaHUI K
JIOKJIMHUYECKUM H KJIMHHYECKUM
0a3aM 1 OKa3aHU
TOCYAAapCTBEHHOM yCIIyTH
"Beigaua paspemeHus Ha
MIPOBEACHUE KIIMHUYECKOTO
HCCIIEAOBaHMS U (UIM) UCTIBITAHUS
(hapMaKkonoruuecKux u
JIEKapCTBEHHBIX CPECTB,
MEIAIMHCKUX U3IeInii"

3asBiIeHHE Ha MOMYIEHHE 3aKIIIOUCHHS SKCIIEPTHOM OpraHu3anud (0go0peHns
IenTpansHOii wim JIokaTbHOH KOMECCHH) O BO3MOXXHOCTH BHECEHHA
CYIIECTBEHHBIX MOMPABOK M HHGOPMHAPOBAHHS O HECYIIECTBEHHBIX OMPABKaX
B MaTe€pHAJIEl HHTEPBEHIIHOHHBIX KIMHIYECKUX HUCCIIeIOBAHMI JIEKAPCTBEHHBIX
CPEACTB, MEOULIMHCKHAX H3ACIIHIA

A. Drta dopma sgBusgeTcs oOImIeH I MOTydYSHHUS 3aKITIOUCHHUS DKCIEPTHOM
OpraHMW3allii OTHOCUTEJIBHO JAaHHBIX IMONPABOK M UX OJOOPEHUS KOMHCCHEH IO
BOIIpOCaM OMO3THKHU



OCHOBaHHEe - IOIId OTEKas3a B paccMOTpPEHIIH (OTpI'HIaTE:'[bHOI'O

3aKIIOYEHITI):
Ha Hert
JlaTa molryJeHns 3asBKIL: =] (|

Ecmn «ma», ykazaTs JatTy:

3akmouentie (oqobpeHne):

Ha Her
JaTa Hagama npouegypEL: El B
JlaTa:

PerncIpamioHHEEl  HOMep  KINHNYECKOTO  ICCHeJOBAHIS,  IIPIICBOSHHBNI  DKCIEpTHOI
OpraHmzamnieil:

3anoJHACTCS 3aIBUTECIICM:

3afgBKa Ha MOJIYHIEHIIE 3aK/IHYCHIIA D

IIiceMeHHOe yBeIOMIEHIe ¢ Hedslo mH(opmiposanms [
DKcHnepTHOIT OPTAHHZALINIL O HeCYINeCTBeHHEIX IIONPaBKax

Al. Unentudukarus KIMHAIECKOTO UCCIICIOBAHMS

(ecnu cyliecTBeHHasl OMpPaBKa KacaeTcsi 00Jiee OJJHOrO MPOTOKOJIa KIMHUYECKOTO
MCCIIeIOBaHUS ISl UCCIIEAYEMOTO JIEKAPCTBEHHOTO CPEJICTBA, CIOHCOP MOXKET CAeIaTh
00001IeHHOE COOOIIeHHEe OKCIEPTHOM OpraHu3alud TIPU YyCJIOBUH, YTO B
COMPOBOJIUTEILHOM MHUCHhME U 3aABJICHUHU YyKa3aH IEepeYeHb BCEX IPOTOKOJIOB
KJIIMHUYECKUX UCCIEAOBAaHUM, KOTOPBIX KacaeTcs MOIpaBKa)

[lomHOE Ha3BaHHE KIMHUIECKOTO HUCCICOAOBAHUA:

W neHTuuKamoHHbIN KO MPOTOKOIA U JaTa (JIro0ast MompaBKa K MPOTOKOIY HMEET HOMEp | JaTy):

HOMep B MEXKIYHApOIHBIX 0azax KIMHHYECKUX HCCHeﬂOBaHHﬁ:

A2. Unentudukanus nornpaBku

Ecnu oTMeuYeH MaHHBIA MYHKT, TO YKa3aTh WACHTU()UKAIMOHHBIH

[TompaBKy K MPOTOKOITY .
HOMe)p IOTIPaBKH, IPUCBOCHHBIN CIIOHCOPOM, U AaTy:

IlonpaBku B HayalbHyI0 3asBKy Ha , Ecium oTMEUCH JaHHBIH MYHKT, TO yKa3aTh WACHTH(UKAMOHHBI
MONyYeHHE 3aKITF0UeHUS (0100peHus) " HOMED MONPABKH, IPUCBOEHHBIN CIIOHCOPOM, U JaTy:



B. Unentudukaius cnoacopa, KOTOPBIA MOAAET TAaHHYIO 3asiBKY
B1. Cnoncop
HammenoBanwne ropuamaeckoro iuma (haMuIns IpeIcTaBUTeNs ) CIIOHCOPa:
@®.11.0. (mpu HaTMUMU) KOHTAKTHOTO JIMLIA!
Anpec:
KonraktHsiii Tenedon (dakce):
AJlpec 3JeKTPOHHOM MOYTHI:

B2. IlpencraButens cmoHcopa B pecmyOinke KazaxcTan ¢ menpio NMpOBENEHHS TaHHOTO KIMHUYECKOTO
HCCIeIoOBaHus (€CIM 9TO HE CaM CIIOHCOP)

HanmenoBanue opuaudeckoro iuima (paMustist MpeACTaBUTENS) CIIOHCOpa:
@®.1.0. (mpy HATMYKHM ) KOHTAKTHOTO JIMLIA!

Anpec:

Konrakrthsrit Tenedon (dakce):

Anpec 2IeKTPOHHON MOYTHI:

C. Unentudukanus 3asBuTens (OTMETUTh COOTBETCTBYIOUIYIO KJIETOUKY)

C1. 3asBKa B DKCNEPTHYIO OpraHU3aIUIO C2. 3asiBka B KOMUCCHIO 10 BOTIPOCaM OHOITHKHU
Crorcop Criorcop
IIpencraBurens crioHcopa IIpencraBurens cnoHcopa

.HI/I]_IO WJIK OpraHu3anus, yrnoJHOMOYCHHAsA CIIOHCOPOM .HI/H_IO WK opraHu3anuysi, ynoJHOMOYCHHAasA CIOHCOPOM

JUIs IoJjauy JaHHOM 3asiBKU. B 3TOM ciiydae yka3aTs: JUIsl IOAa4u JAHHOM 3asBKU. B aTOM ciyyae yka3aTh:
HanmenoBanue ropuandeckoro numna (D.1.0. Haumenosanue ropuanueckoro nuna (O.M.0. (nmpu
(hU3UYECKOTO JTUIIA): HATMYWH) (PU3NUECKOTO JIHIIA):

@®.1.0. (mpy HaTMYWHN ) KOHTAKTHOTO JIMIIA! @®.1.0. (mpy HaTMYUHN) KOHTaKTHOTO JIUIIA!

Anpec: Anpec:

KonraktHsrii TenedoH (dakc): KonTakrHsrii TenedoH (dakc):

Anpec 3JeKTPOHHON OYTHI: Anpec 3JeKTPOHHON TOYTHI:

D.Tun nonpaBok (OTMETHTE COOTBETCTBYIOILIYIO KJIETOUKY)

Ja Hert
JlaHHBIC TIOMIPAaBKH OTHOCSATCS TMPEUMYIIIECTBEHHO K YXKe IPHUHATHIM CPOYHBIM MEpaM 110 00ECIICUCHHIO

0€e30macHOCTH

[TpyauHEI 1 copepKaHue MOMPABOK

[MonpaBku, BiusIomMe Ha 0€30MACHOCTh WK (PU3UYECKOE, WM TICUXMYECKOe O1aronoryyue cyobekra
UCCIICIOBAHNUS

W3MEHEHHS B MHTEPIPETANN HAYYHOW JOKYMECHTAINH (3HAUYCHNE HCCIIeIOBAHS)
HM3MEHEHHS B COCTaBe HCCleAyeMOoro(bIxX) IeKapcTBEHHOTo(bIX) cpesicTBa (B)
M3MEHEHHS B OpraHU3alNH ITPOBEICHNS HIH PYKOBOJCTBE KIIMHUYIECKOTO NCCIECAOBAHNS

U3MCHCHUC WJIM BKIIOYCHUC JOIMOJHHUTECIBHOIO MECTa IMPOBCACHUA KIMHUYCCKOTO HUCCICIOBAHUA B
Pecnyonuke Kazaxcran (oTBeTCTBeHHOTO(BIX) UCCIIeAOBaTENS (€i1), HCCIIeI0BaTENSI-KOOPINHATOPA)

M3MEHEHHE CIIOHCOPA, €r0 MPECTAaBUTEIs, 3asIBUTEIIS
M3MEHEHHS B pacIipeie]IeHUH OCHOBHBIX 00SI3aHHOCTEH MPH NPOBEICHUH KJIMHHUYECKOTO UCCIICOBAHUS
ecnu "ga", yTOYHUTE:

JIpyroe U3MEHEHHUE

ecnu "na", yTOUHUTB:



JIpyToil caydait
ecnu "na", yTOYHATE:
CopeprxaHue MOMPABKU:
U3MEHEHHS B HH(OpMaInH, yKa3aHHOI B 3asBKe
TIONIPABKHU B MPOTOKOJI KJIMHUYECKOTO UCCIIEIOBAHUS
U3MEHEHHE B IPYTUX MPUJIAraeMbIX TOKYMEHTaX
ecnu "ma", yTOUHUTH:
JIpyToil caydait
ecnu "na", yTOYHATE:
E. IlpuunHbl BHECEHUS TONPABOK (OAHUM-ABYMSI MPETIOKEHUSIMH):
F. KpaTkoe onucanue nonpaBok:
G. Hepequb AJOKYMCHTOB, IIPpUJIAraCMbIX K 3as4BKC
[IpenocTaBUTh JOKYMEHTHI, Kacawolluecss 3TOW 3asBku, U (uiau) (B
COOTBCTCTBYIOIINX cnyqaﬂx) YCTKHUC CCBIIIKHM Ha APYIHC HJOKYMCHTLI, KOTOPBIC YIiKC
ObLIH MMpEa0CTAaBJICHEI. HpeI[OCTaBI/ITB TOYHBIE CCBIJIKM Ha BCE HU3MCEHCHHA B
HyMepaluu OTAEJNbHBIX CTPaHUII, CTapblii U HOBBIA BapHaHTHI TEKCTOB. OTMETUTH
COOTBETCTBYIOIIYIO (M€) KIETOUKY (U).
ComnpoBoauTENBHOE MUCHMO, B KOTOPOM YKa3aH THII HONPaBKU U MPHUYHHY(BI) €€ (MX) BHECEHUS
Kpatkoe u3noxeHne cyTy BHECEHHOH MONPaBKU
[lepeueHp N3MEHEHHBIX TOKYMEHTOB (MACHTA(DUKAIH, HOMEp, AaTa)
CrpaHuIis! co cTapoi 1 HOBOH GOPMYITMPOBKOH (110 BO3MOKHOCTH)
JomonHuTensHas HHPOpMaIus

Hosas Bepcust daiina B hopmare Word 1 KOsl IEPBUYHOM 3asBKU ¢ OTMECYCHHBIMUA W3MEHCHHBIMH TAaHHBIMH (
o Bo3MoxkHocTr) HoBast Bepcus aiina B popmare Word u KoOmmusi IEPBUYHOTO 3asBJICHHUS C OTMCYCHHBIMH
W3MCHCHHBIMU JTAHHBIMU (IT0O BO3MOXKHOCTH)

HOI[HI/ICB 1 UM 3a1BUTCIIA
51, monMcaBIIMIACS HIDKE, HACTOSIIAM TOATBEPKIat0 (0T UMEHHU CIIOHCOPA), YTO (HEHYKHOE 3aUCPKHYTh):
MIpeJCTaBIICHHAS B TaHHOH 3asBKe HH(QOPMAIIHS SBISCTCS BEPHOI;

00s13yIOCh TIPOBOJUTH HCCICIOBAHUSA B COOTBETCTBHU C IIPOTOKOJIOM KIMHHUYECKOTO HCCIICIOBaHUS,
CTaHJAPTHBIMU OTCPAI[MOHHBIMH TPOICIypaMHU, a TakKe TPeOOBAHUSIMH 3aKOHOJATENbCTBA PecmyOinku
Kazaxcran;

A CHUTAI0, YTO €CTh OCHOBAHUS IJIsI BHECECHUSA IPEAIara€MbIX ITOIIPABOK

3aHBI/ITeJ'II>, KOTOpLIﬁ MoJAacT JaHHYIO 3asBKY B 3asiBUTENb (I/ICCJ’IGZ[OBaTeJ'II)), KOTOpLIﬁ noAacT JaHHYIO 3asBKY B

YIOJHOMOYEHHBIN OpraH: KOMUCCHIO TI0 BOIIPOCaM OHMOITHKH:
Jara: Jara:
Iloamuce: Tloamuce:

®.1.0. (mpu Hanmumnw) (ICYaTHEIMHA OyKBaMH) ®JL.O. (npu Hamm) (MeYaTHEME GyKBaMH):

IIpunoxenue 11 k [IpaBunam
MPOBEICHUS JOKIHHUYECKUX
(HEeKTMHUYECKUX ) UCCIIEIOBAHUM,
KIIMHUYECKUX HCCHC}IOBaHHﬁ,
KIIMHUKO-JIA00paTOPHBIX
UCTIBITAHUH MEAUIIMHCKUX



W37EINHN JUIs TNarHOCTHKY in
vitro, a Taxke TpeOoBaHHI K
JOKJIMHUYECKUM H KIMHHYECKHM
6a3aM 1 OKa3aHUs
roCyZapCTBEHHOM yCIIyIH
"Brigaga pasperieHus Ha
MIPOBEJCHUE KIIMHUIECKOTO
nccie0BaHNs U (MITH) UCIIBITAHUS
(hapMaKoIOTHUECKHUX 1
JIEKapPCTBEHHBIX CPECTB,
MEIULMHCKUX U3IeInii"

dopma

Coobmenne 0 cepre3HOi HexXeIaTebHOM peaknuy Ha
JIEKapCTBEHHBIE CPEACTBA, H3YYAIOMIMIACA B KIIMHUIECKOM

HCCIICAOBAHNH

Ne HpOTOKOJ’Ia KIMHUYCCKOT'O UCCIICA0OBaHUA

HaumeHnoBaHue jic

HanmenoBaHue j1e4eOHOTO yUpexkIeHHs, B KOTOPOM BBISBIICHA
HEe)XelaTenbHas peakuus (Ha TeppuTopun PecnyOmmku

Kazaxcran)

1. Uudopmanus o HeKEIATEIEHON PeaKInu

1. ®.1.0. (mpum 2. Hara
HaJdW4dUH) la. POXICHUS

B e c Crpana

Pocr Jens Mecs I'on

7.+13 onucanume peakuui (-pIif) (BKJIIOYas JaHHBIE JaOOpaTOPHBIX H

HHCTPYMECHTAJIbHBIX PICCJ'IC]IOBaHPIﬁ)

I1. Uadopmarus o mogo3peBaeMoM mpernapare

14. TTogo3peBaemblii ipenapat(bl) (BKIIOYask MEX/IyHapOJHOE HElaTeHTOBAaHHOE

HAaNMEHOBAHUE).

15. Cyrounas noza

17. nmoka3aHus K Ha3HAYEHUIO

2.a 3.
Boszpact Ilon

16. IlyTs BBEACHUSA 21.

4.-6. lata Hayana 8.-12. IlpoBepbTe Bce
peaKnuu COOTBETCTBYIOIIHE
HeOJaronmpusITHBIE
Jenn Mecs ['on peakmuum
- Cwmeprp manueHTa
- VYrpo3a ans KU3HU
- Tocnuranuzamuu nim
IPOJUICHHE €€ CPOKOB
- Croiikas yTparta
Tpynocrnocobnoctu /
WHBAJIUJAHOCTH

- BpoxnenHast aHoManms
- Hoe ¢ mMexauuumHCKON
TOYKH 3PECHHS BaKHOC

coOBITHE

20. Hcuedna nu peakuus
rmocie OTMEHBI Iperaparta:

Jla HET HE MPUMEHUMO

[HoBTopunuce nu
COOBITHS TIOCJIE TIOBTOPHOTO
MIPUMEHEHHS TIperapara:

]

Ja



18. maTe! Tepanuu (c/mo) 19. TIpoaomKUTETbHOCTD
Teparnuu
HET

]

6e3 oTBeTa
III. ConyTtcTBytonias JeKapcTBEHHAs TEpANMsl U aHAMHE3

22. ConyTcTBYIOIIME TIpemapaThl U JaThl BBEEHUs (32 UCKIIOUEHUEM TeX, KOTOPhIE MPUMEHSUITH IS JISUEHUS
HEXXeJIaTeNbHON peaKlinuu)

23. OApyras 3HaYMMas uEpOpMaNHUA
ConyTcTByIomme 3a001eBaHuUs:

IV. IlpousBoaurens Meponauanphetii
penoprep
IIpunoxenue 12 x [IpaBunam
MPOBEICHUS JOKIMHUYECKHX
(HEeKIMHMYECKHX ) UCCIICTOBAHUM,
KITMHUYECKUX MCCIICOBAHUM,
KITMHUKO-JTA00paTOPHBIX
UCTIBITAHUN MEIUIIMHCKUX
M3JEJINHN JUIsl IMarHOCTUKY in
vitro, a Taxxe TpeOoBaHUI K
JIOKJIMHUYECKUM M KJIMHUYECKUM
0a3aM 1 OKa3aHU
TOCYAApCTBEHHOM yCIIyTH
"Brigaua pa3perieHus Ha
MPOBEJCHUE KIMHUYECKOTO
HCCIIeIOBaHMS U (UIM) UCTIBITAHUS
(hapMaKoIoruuecKux u
JIEKapCTBEHHBIX CPEZCTB,
MEINAIMHCKUX U3IeInii"

®opma

H3BemeHue 0 HEOIAronpUATHOM COOBITHH, CBI3aHHOM C IPUMCHEHHEM
MEIUOUHCKOTO U3CIHA

a) HaMMEHOBaHUE CIIOHCOpa
1. ©) ampec
B) KOHTaKTHBIH TenedoH, paxc
a) HANMEHOBAaHHE MEIMIIMHCKOTO U3/IeIHS
0) Mojenb
2. T) cepuitHBII HOMEp
1) HOMep MapTUH UIIH CepUn
€) HOMEp PErHCTPALMOHHOTO YIOCTOBEPCHUS
a) HAMEHOBaHHE NTPOU3BOJUTEILT
6) anpec (1pu HaTMYUK UHQOpMALIH)
a) HAaMEHOBAHWE TIOCTABIIMKA (TP HATMYUH HH(OPMAITHH)

0) KOHTaKTHI (axpec, Tenedon)



5. lara mpou3BOACTBa MEIUIIITHCKOTO H3CHS (JICHB/MECSI/TOM)
6. [lara oKOHYaHHUS CPOKA TOAHOCTH (JIeHB/MeCALY/TOA) (TIPH HATWIUHA HHPOPMAIIIH )

Jlata okOHYaHUSI TapaHTUHHOTIO CPOKa M CPOKa HKCIUTyaTallld, YCTaHOBJIEHHOTO IPOU3BOAWTENEM (JIeHB/
MecsL/ron) (Ipy HATMYUK HHOpMAaLnm)

JaTta BBIABICHHA CEpPBE3HBIX W (WJIM) HENPEABHUACHHBIX ITOOOYHBIX pEAaKINii, MOOOYHBIX SBICHUH,
HEIOCTATKOB, HEUCIIPABHOCTEH MIIM HECOOTBETCTBUM ([ICHB/MECAIYTO)

Kareropust HeGaronpusTHOro coObITHS (MHIMICHTA), CBSI3aHHOTO C IPUMEHEHHEM MEIUIIMHCKOTO U3AEIHs (
BEIOpATh HYXKHOE):

[

cepbe3Hasi ¥ (WIIM) HeNpeABUACHHAs IT000YHAs PeaKlysl, He yKa3aHHas B IPOTOKOJIE UCIBITAHUS, HHCTPYKIIUH
10 IPUMEHEHHUIO, MITH PYKOBOJICTBE 10 SKCIUTYaTallMH MEIHIIMHCKOTO U3eITUs

El

MoOOYHOE SBJICHHE IIpyu IPUMEHCHUU MCIUITUMHCKOT'O U3ACITIUA

Ed

0COOEHHOCTH B3aMMOACHUCTBIS MEAUIIMHCKOTO U3ICIUI MEXITy cCOO0M

[

HCHAIJICKaAIICC Ka4€CTBO MCIUIITMHCKOTO HU3ICINA 06CTO}ITGHBCTB3, CO3JAr0IINE YTIpoO3y XU3HU U 3J0POBBIO
HaCCJICHUA U MCOUIIMHCKHX pa60THHKOB IIpy ITPUMCHEHHHU U DKCILTyaTallu MEAUITUHCKOT'O U3CITUA

El

JIpyTHe ClTy4an HeOIarompusTHOrO COOBITHS (MHLIU/ICHTA)

10 TlpuHsTHIe TIOJIB30BATEIEM MW MEIUITMHCKON OpraHU3alMeld Mephl MO YCTPAaHEHHIO HeOJaromnpusTHOTO
cOOBITHS (MHITUICHTA)

11
IIpuunHeHHBI Bpex

12
[Ipumeuanne

[MapanTHpYIO JOCTOBEPHOCTH CBEJCHUH, COIEPIKAIIMUXCS B HACTOSAIIEM U3BEIICHUH.
[TpunoxeHne: KOMMKM JOKYMEHTOB, CBHACTCIBCTBYIOMNUX O HEOJAronmpUsITHOM
Cc 0 0 BI T U WU

(MHOHUAECHTE), Ha L a. B 1 IK3.
Jquno, HampaBJAOIEe U3BEUICHUE:
(IOJIKHOCTD) (moamnuce) (nHUUMaNbl, dhaMuIIus)
M. II. (onpwu HAaJlWUYUU)
" " 20 T.

IIpunoxenne 13 x I[IpaBunam
NPOBEJCHUS JOKIMHUUECKHX
(HEKTMHMYECKHX ) UCCIIETOBAHUM,
KIIMHUYECKHUX MCCIICTIOBAHUM,



KITMHUKO-JTA00PaTOPHBIX
HCTBITAHAN METUIIMHCKAX
W3IENUH UTs UAaTHOCTHKH in
vitro, a Taxoke TpeOoBaHHUN K
JOKITMHHUYCCKUM U KJIMHUYICCKUM
0azaM u OKazaHUs
TOCyTapCTBEHHOH YCITyTH
"Beinava paspernieHus Ha
MIPOBEACHUE KIIMHUYECKOTO
HCCIIeIOBaHUS M (WJIM) UCTIBITAHUS
(hapMaKoJIIOTUYECKUX U
JIEKaPCTBEHHBIX CPEZCTB,
MEIAIMHCKUX U3aeInii"

®dopma

Ot4er 0 KIIMHAYECKOM HCCIICIOBaHNHI MEIUIIMHCKOIO M3/

YTBEPXJAIO

(pPyKOBOAMTENH MEAULIMHCKON
OpraHu3aIiu, hamuIrs, uMms,
0TYECTBO, MOIHUCH (KOOPIHHATOP-
HCCIICIIOBATENb, (DaMUITHS, HMS,
OTYECTBO, MOJIIIKUCH — B CITy4yae
MHOTOIICHTPOBBIX UCTIHITAHUI))

OTUET o0 KJIMHUYECKOM WCCJIIEIOBAHUM MEIUIIMHCKOTO WU3JIEINI

(HauMEeHOBaHUE MEIUIUHCKOTO u37enus)
Ne o oT et 20 r.
1. CocraBien

(HauMeHOBaHUE u aapec MEIUIUHCKOMN OpTraHu3aIuN)
2. IlomHOoMOYHMS Ha NPOBEIECHUE KIMHUYECKOTO HCCIIEA0BAHUS

3. Pa3pemieHue Ha MPOBEIECHUE KIMHUYECKOTO MCCIIEeA0BaHUS

4. llepuon mnpoBeneHUS KIMHUYECKOTO UCCIEIOBaHUS

5. HaummMeHoBaHuMe U ajapec MPOU3BOJUTEIIS

6. Anpec MecTa NPOU3BOJCTBA MEIMIMHCKOTO U3Aeaus (IPOU3BOJICTBEHHOU

nJ O Im a g K U )

7. HamMeHoBaHHME U aJpec YIOJIHOMOYEHHOI'O NPEACTABUTENS IPOU3BOAUTEIS
(I TpOM3BOAMUTENEH TPETbUX CTpPaH)
8. JlamHple 00 HCCIegoBaTEIAX
(bamunus, UM, OTYECTBO (npm HaJW4YUH),

MecTo  paboThl, JOJKHOCTb, Hay4dHass  CTeNeHb (IpuU  HAJUYUH))
9. UnenTudukanus M omrcaHUE UCCIEAYEMOTO0 MEAUITMHCKOTO W3ETHs, BKIFOYAs



I € p € 4 € H b
UCIIOJIHEHUH, KOH(QUTYpalluii U MPUHAJIEKHOCTEH, Ha KOTOPbIE PaCHpOCTPAHSIOTCS
pe3yabTaThH KJIUHUYECKOTO UCCIEeNOBaHUA

10. Haszgauenme MEOUOUHCKOTO W3IEITU

11. Knacc B 3aBUCHUMOCTHM OT MOTEHUHAIBHOTO PUCKA MPHUMEHEHUS
12. Kox BuZa B COOTBETCTBUM C HOMEHKJIATYpOM MEIULMHCKOTO W3ACIUs

13. Ilenu W TUNOTE3bl KIMHHUYECKOTO MCCICIOBAHUS

14. CxemMa KIMHHYECKOTO HCCIECHOBAaHMS, BKIIOYAas OIMCAaHHE KOHEYHBIX TOYEK

15. KonnuecTBO CyObEKTOB KIMHUYECKOTO UCCIIEIOBAHUS (B CIydyae MHOTOLIEHTPOBBIX
UCTIBITAHUN (MCClIeIOBAaHUN) KOJMYECTBO CYOBEKTOB KIMHUYECKOTO HCIBITAHUS
(uccnemoBaHUSA) B KaXXJ101 MEIUIUHCKOMN OpraHu3aluun)

16. KomnuecTBO  3K3EMIUIAPOB  MCCIEAYEMOrO0  MEIUIMHCKOTO  HM3AENIUA

17. MeauuuHcKue OpraHu3aiuyd, B KOTOPBIX MPOBOAUIOCH KIMHUYECKOE
UCCIeEenToBaHUeEe
(s MHOTOI[€EHTPOBBIX UCCIIeIOBAHUM)

18. Crartuctuuecku 06pa6OTaHHLI€ JaHHBIC  KIIMHHUYCCKOI'O HCCICIOBaHMI

19. Ouenka pe3ynabTaTOB KIMHUYECKOTO HCCIEI0BaHUS

20. BpBoABl TO pe3ylbTaTaM KIWUHUYECKOTO HCCIEAOBAHUS

MHOTOLIEHTPOBBIX UCCIIEIOBAHUN):

(bamunus, wuMs, OTYECTBO (MpU HAIUYMHU), MECTO pabOThl, JOIKHOCTH)

(bamumusa, wums, otdecTBO (NMpW HAJUYMU), MECTO pabOThl, JAOJKHOCTH)
[Topnmucwu NCCIENOBAaTENEH:

(bamunusa, wums, ot4ecTBO (MpU HATUYUK), MECTO pabOThl, HAOJIKHOCTH)
Ilepeuenb mpuilaraeMbIX JOKYMEHTOB: 1) mporpamma KJIMHUYECKOTO HMCCIEIO0BaHUS;

2) INEPBUYHBIC JAHHBIC KIIMHUYCCKOI0 UCCICAOBAHN.
ITpunoxenne 14 k IIpaBunam
MPOBEJCHUS JOKIMHUYECKHX
(HEeKITMHMYECKHX ) HCCIICAOBAHUMH,

KJIMHUYECKUX MCCIICTOBAHUM,
KITMHAKO-JIA00paTOPHBIX
UCTIBITAHUH MEIUIIMHCKUX

W3JIEHUH IS IMarHOCTHKY in



vitro, a Takke TpeOOBaHUH K
JIOKJIMHUYECKUM M KIMHUYECKUM
6azam ¥ OKazaHWA
roCyIapCTBEHHOM yCIIyTH
"Brigaua pasperieHus Ha
NPOBEICHUE KIMHHYECKOTO
uccienoBaHus U (MJIH) UCIIBITaHUS
(hapMaKoIOTHUECKHX U JIEKApCTBEHHBIX
CPE/CTB,

MEIUIMHCKUX U3IeNii"

CraHjapT rocyiapcTBeHHOH ycinyry "Bpinaua paspemieHns Ha IpoBeieHIEe KITMHIYECKOT0 NCCIIESJOBAaHMS 1 (VJIH)
UCTIBITaHNS (PapMaKOJIOTHYECKNX U JIEKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX N3

1

HaunmenoBanue ycayroaareis

Croco6sr MIPEJOCTABICHUS
roCyAapCTBEHHOM yCIIyTH

Cpox oOka3aHHS TOCYJapCTBEHHOM
yCIyTH

®opMa OKazaHMs rOCYIAPCTBEHHOU
yCIyru

PesynpTar OKa3zaHus
TOCYAAapCTBECHHON YCITyTH

Pazmep omnatel, B3uMaeMoil ¢
YCIYTOIIOJy4aTessl NpH OKa3aHUH
TOCYIapCTBEHHOI yCITyTH, ¥ CIIOCOOBI
ee B3MMaHUIA B Cilydasx,
NpeayCMOTPEHHBIX
3aKOHOJIATEILCTBOM  PecmyOnuku
Kazaxcran

I'padux paboTs

IIepeuens JTOKYMEHTOB
H€06XOILI/IMI)IX JUII OKa3aHusi
roCyJapCTBEHHOH yCIIyTu

OcHoBaHMs Ul OTKa3a B OKa3aHWUHU
rocyapCTBEHHOMU yCIyTH,
YCTaHOBJICHHBIE 3aKOHOIATEIECTBOM
Pecnyonnku Kazaxcran

KomuTeT KOHTpONsS KadecTBa O€30MacCHOCTH TOBAapOB M YCIYT
MunucrepcTBa 3apaBooxpanenus Pecriyonuku Kazaxcran

BeO-mmopran  "3meKTpOHHOTO TIpaBUTENbCTBA": WwWw.egov.kz,
www.elicense.kz

5 pabounx mHEH

DJNIeKTpOHHAs

PaspenieHne Ha mpoBeleHUE KIMHHYECKOTO UCCICHOBAHUS U (HITH)
UCIBITaHus  (apMaKOJIOTHYECKUX U JICKAPCTBCHHBIX CPEJICTB,

MEIWIUHCKAX U3IeNuil, TN00 MOTHBHPOBAHHEIN OTBET 00 OTKase B
OKa3aHUH TOCYJapCTBEHHOM yCIyT

I'ocynapcTBeHHas yciyra OKa3bIBacTCsl OECIUIaTHO

1) HopTan — KpYIIOCYTOYHO, 33 HCKIFOYCHHEM TEXHHYECKHX
MEepPEPHIBOB B CBS3M C NPOBEICHHEM PEMOHTHBIX pabotr (mpu
oOpamieHny yCIyromnoryyarens ocjie OKOHYaHus pabodero BpeMeHH,
B BBIXOJIHbIC W MNPasaAHUYHBIC JHHU, MPUEM 3asBJICHUN U Bblaya
pe3yJIbTaTOB OKa3aHWs TOCYAapCTBEHHOH YCIYTW OCYIIECTBISIETCS
CJIEIYIONINM PabOYNM JTHEM).

1) 3asBnenwme Ha NPOBEICHHE KIMHUYECKOTO WCCIEIOBAHNUS;
2) aJIEeKTPOHHAs KOMHUS 3aKIIOYCHHS T'OCYJapCTBEHHOW 3KCIEpTHON

OpraHM3aluy,

3) SJEeKTpOHHAs KOMUsS 3aKIIOYCHHS OMOITUYECKOW 3KCIEPTU3HI

MaTepHAIIOB KIIMHIYECKOTO UCCIICTOBAHUS

1) ycraHOBIIEHHE HEJOCTOBEPHOCTH JOKYMEHTOB, NPEICTaBICHHBIX

yCIyromnoiayyareiaeM Jid MOdydeHUs TOoCyJapCTBEHHOW ycmyru, u (
W) JaHHBIX (cBenenuit), coaepKamuxcs B HHUX;
2) HECOOTBETCTBUE YCIYromoiydareias U (WiIu) MpeACTaBICHHBIX

MaTepHuanaoB, OOBCKTOB, MAHHBIX W CBEACHHUU, HEOOXOMHMMBIX IS

OKa3aHMUA TOCYIApCTBEHHOH YCIyTH, TpeOOBAaHUSAM, YCTAaHOBICHHBIM
HOpPMATHBHBIMH IIPAaBOBBIMH akTaMu PecryOmmkn Kazaxcran

Ycnyromnony4arenb Mmojy4aeT MHGOPMAIHMIO O MOPSIKE M CTaryce
OKa3aHUs TOCYAAPCTBEHHOH YCIyTH B PEKUME YIAJIE€HHOIO AOCTyIa



Huble TpeGoBaHMA C ydeToM IOCPEICTBOM "ITHYHOro KabuHeTa" MmopTrana, a TaKXKe €IMHOrO
10 o co6ennocreit OKazaHUs KOHTaKT-IIEHTpa MO BOIPOCAM OKa3aHUS TOCYAapCTBEHHBIX YCIYT.
rocyIapCTBEHHON ycIyrH, B ToM KOHTaKkTHBIC Tene(OHEI CIPaBOYHON CIIyKOBI II0 BOIIPOCAM OKa3aHHUS
9HCIIe OKa3bIBAEMON B DIIEKTPOHHOM TOCYNapCTBEHHON ycmyru: 8 (7172) 74-22-27. EnvHbIA KOHTAKT-LEHTP
¢popme m uepe3 [ocymapcTBeHHyI0 IO BOIPOCAM OKa3aHUs roCyAapCTBEHHBIX yenyT (1414).
KOPHOPAIHIO
IIpunoxenue 15 k [IpaBunam
MPOBEICHUS JOKITMHUYECKUX
(HEeKJTMHUYECKHUX ) UCCIIEIOBaHUIA,
KJIMHUYECKHUX MCCIEOBaHU,
KIIMHUKO-JIA00paTOPHBIX
UCTIBITAHUH MEAUIIMHCKUX
W3EINHN JUIS INarHOCTHKY in
vitro, a Taxoke TpeOoBaHHUN K
JOKIIMHUYECKUM M KIMHUYECKUM
0azaM u oKazaHUs
TOCYJapCTBEHHOM yCIIyTH
"Brigaya pasperieHus Ha
MIPOBEJCHNE KIMHUIECKOTO
HCCIIeTIOBAaHUS U (WJIHM) UCTIBITAHUS
(hapMaKOIOTHIECKHUX H
JIEKapCTBEHHBIX CPE/ICTB,
MEIUIMHCKUX U3aeIHii"

®opma
3agBienue Ha OPOBCACHHUEC KINHNICCKOI'O HCCIICAOBAHNUA

1. ToproBoe Ha3BaHWE/MPOEKT HMCIBITYEMOTr'o 00pa3ia sl KIMHUYECKHX
MCCnenoBaHU S
U (WIM) UCTIBITAaHUSA

2. JlekapcTBEHHBIN Tpenapar [BJISETCS OPUTHMHAIBHBIM WJIM BOCIPOU3BEICHHBIM (
H y X H 0 ¢
OTMETUTB)

3. MexayHapoiHoe HenmaTeHToBaHHoe HaszBanue (nanee — MHH) unu MHH Bcex

a K T U B H Bl X

BemecTB MHorokommnoHneHtHoro JIC; nis (apmakoJIOTHYeCKUX M JICKapCTBEHHBIX

c penancTB ,

MOUISKAIIMX KOHTPOJII0: XMMHYECKOE Ha3BaHME AKTHUBHBIX BEIIECTB, IMOJICHKAITUX
KOHTPOIIO B Pecnyb6nuke KazaxcraH:

JUIS JIEKAPCTBEHHOTO PACTUTEIBHOIO ChIpbs (COOpOB) — OOTaHWYECKOE Ha3BaHUE
BCceX BXomamux pactenmit 4. JlekapcrtBeHHass ¢opma, J03WPOBKA, KOHIICHTPAIHS,
o 0 » e M |,

croco0 BBEJECHUSA




5. YmnakoBka 51 ee KpaTkoe ONHUCAHUE (mpu HAJIUYUH):
ITepBuuHas

Bropuunas

3aka3z4duK (HyXHOE€ 3aTMOJHUTH):
1) FOpunuueckoe U0 MOJTHOE HAaMMEHOBAaHUE (JIi OTEYECTBEHHBIX KOMMAHUU U
C T p a H C HT

Ha Ka3aXCKOM U PYCCKOM $3bIKaX, 3apyOekHbIX — Ha aHIJIMICKOM, PYCCKOM SI3bIKaX)

PykoBoaurens

IOpuanaeckuii aapec

AI[pGC MCCTOHAXOXICHUA

}ene(b(;H, (baI:c, E-mail

CTpaHa-IIPOU3BOAUTCIIb

2) OuszumuyeckKoe JIU IO
Anpec MECTOHAXOKICHHUS

damunus, UMsi, OTYECTBO (MIPU HATHYUUN)

}eHer_SOH, &)aKc,_ E—mzlil

7. CBeneHus O TOM, rje ObUI M3TOTOBJIEH HCHBITYEMBIH 00pa3el], HampaBlIsIEMbIN
Ha KJIMHUYECKUE UCCIEeOBAHUSA/UCTIBITAHUS

8. [TosHbBINM KaYE€CTBEHHBIN M KOJWYECTBEHHBIN COCTAB JICKAPCTBEHHOTO MIperapara:

KonuyectBo Ha enunmiy JlekapctBeHHou (opmbl ( [IpowsBoautens, HazBanue koMmmanuu,

BemectBo
g 'omeonarnueckux — Ha 100 1) Anpec MECTOHAXOXKICHUS

AKTHBHBIE BEIIECTBA:
1.

2.

3. AT.O.

BcnomorarenbHbIe BelecTBa:



1.
2.
3.uT.m.

CocraB Karcyn u
0000YKH:

[Ipumeuanue: B enununax maccel (I, Mr, MI/Kr), OMOJIOTHYECKUX €AUHUIIAX, B
eAMHUIIAX KOHIICHTpAIuH (TIPOIEHTaX, MI/MJ) Ha | €IMHUITY JTEeKapCTBEHHOUN (POPMEI.
JJ1 JIeKapCTBEHHOTO PACTUTEIBHOTO CHIPHSI:

OpraHu3anus-MPOU3BOTUTENb, azpec
JlekapcTBEHHOE pacTUTEIHLHOE CBIphE (COOP)
MECTOHAXOXKICHUS

Boranuueckue JTATHMHCKHAE HA3BAHUSA PACTEHUH, BXOIAIIUX B
cocraB cOopa

1.
2. U T.I.

9. Yka3arh BelIECTBA YEJIOBEYECKOTO UIIN JKUBOTHOTO TPOUCXO0XKACHHUS, BOLIEAIINE
B COCTaB JIEKapCTBEHHOTO CpENCTBa, MEJIUIIMHCKOTO 3 IeIus

JIns 1eKapCTBEHHOI'O PACTUTEIBHOIO CHIPbA YKa3aTh MECTO KYyJbTUBUPOBAHUS WU
NpoOU3pacTaHHUA: OUKOpacTyliee 178)071 KYJIBTUBUPYEMOE

10. OcHoBHOE (papMakoyiOruueckoe AerUcTBUE (KpOME rOMEONaTHUYeCKUX MpenapaToB)

11. O6nacts npumeHeHus (ykaszath 3a00JI€BaHMs, IPU KOTOPBIX UCIIBITYEMbIA 00pasels
PEKOMEHIyeTCsl KaK Npo(UIaKTHUECKOE, TUATHOCTUYECKOE MU Je4eOHOe CPEACTBO)

12. Peructpamusi B CTpaHe-NPOU3BOJMUTENIE M APYrUX CTpaHax (IepedyeHb CTpaH)
(ecnu UMEETCH )
13*. Knunuueckasi/ue 0a3za/bl B KOTOPBIX IUIAHUPYETCS MPOBEIECHHE KIMHUYECKUX

HCCJIeJOBAHUI

14. OTBEeTCTBEHHEI U HUCCIEeNO0BAaTEIb
®amunus, uMs, otdyectBOo (mpu Hanmuuuu) u HWHUH

JIOMKHOCTB

Hayunas CTEHEHb

3BaHue

Cnucox Hay4YHBIX TPYJ0OB

15. HccnenoBarenb-KOOpAUHATOP (B ClydasX MEXIYHApPOIHBIX MHOTOILICHTPOBBIX
KINHHUYECKHUX HCCIEeNOBaHUM)

®amunusg, uMms, otdectBo (npu Hanuuun) u HWHWH

JIOKHOCTB
Hayunas CTEIEHb




3Banue

Cnucok  HayudHBIX  TpPYJOB

16. NMccnmenoBaTtens
®amunusi, ums, otdyectBo (mpu Hamuuuu) u HWMHUH

JIOMKHOCTB

Hayunas CTEIECHb

3BaHHE

Cnucok  HayyHBIX  TpPYJIOB

17. Bun uw  o00beM  IUIaHUpPYEMBIX  KIMHUYECKHX  MCCIEIOBAaHUMU
3aKa34yuK:

TapaHTHUDPY IO JOCTOBEPHOCTH

U TOJHOTY HHPOpPMAIMH, COAEpKallelcs B MPENOCTaBICHHBIX MaTepuaiax Ha
IpoBeJCHUE KIMHUYECKUX HccienaoBaHui. OO05S3ylI0Ch MPOBOJMTH HMCCIIEIOBAHUS B
COOTBETCTBUM C€ NPOTOKOJOM KIMHHYECKOTO MCCIENOBAaHUSA, CTaHAAPTHBIMHU
OTNIEPAIlMOHHBIMU  TpOLIEAypaMU, B  YTBEpPXKICHHBIX KIMHUYECKUX  0Oazax.
CornaceH Ha UCNIOJIB30BAHMS CBEJACHUM, COCTABIIIOIIMX OXPAHIEMYIO 3aKOHOM TailHYy,
coJiepKauxcsi B ”HPOPMAIIMOHHBIX CUCTEMAX.

Jlara 3anonHeHus: IToamuce 3aka3unka

" n

20 roma

*3aKa34uK BBIOMpAET KIMHUYECKYIO (-ue) 6a3y (-b1) u3 [lepeuns kinuHuyeckux 0as,
OTIPEJICTICHHBIX YIIOJTHOMOYCHHBIM OPTaHOM.
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