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O6 yTBepKIeHIH IPaBWI MMPOBEICHAA JOKIHHAICCKUX (HEKIMHMICCKIX) HCCIICIOBaHUI 1
TpeOOBaHMA K JOKIHMHNIECKUM 0a3aM OLEHKH OGHOIOTHYECKOTrO AEHCTBHS MEIUIMHCKIX
1731 (01171

[Tpuxa3z Munuctpa 3apaBooxpanenust Pecriyonuku Kaszaxcran ot 11 gexabps 2020 roma Ne
KP ICM-255/2020. 3apeructpupoan B Munuctepctse octuiinu Pecnybnuku Kazaxcran 15
nexabps 2020 roma No 21794.

B cootBercTBuu ¢ mynkToM 2 ctathu 236 Konekca Pecnyonuku Kazaxcran "O 310poBbe
Hapoza u cucteme 3apaBooxpanenus” [IPUKA3BIBAIO:

Caocka. I[IpeamOyna - B penakiuu npukaza Munuctpa 3apaBooxpanenus PK ot
12.04.2023 Ne 68 (BBOIUTCS B JCHCTBUE IO UCTEUEHUH JECATH KaJeHAAPHBIX THEH Tociie JHS
€ro MepBoro oPuIUaILHOrO OMyOJIMKOBAHUS).

1. YTBepauTh npuiiaraeMble MpaBuiia MPOBEACHUS TOKIMHUYECKUX (HEKIMHUYECKUX )
uccae0BaHui U TpeOOBaHUA K JOKIMHMYECKUM 0a3aM OLEHKH OHMOJIOTMYECKOro JEHCTBHS
MEIULIUHCKUAX U3JIEIINMN.

2. [lenapTaMeHTy HayKd U YEJIOBEYECKUX pecypcoB MUHHCTEPCTBA 3paBOOXPaHEHUS
Peciy6nuku Kazaxcran B yCTaHOBIEHHOM 3akOHOAATeNnbcTBOM PecmyOnuku Kazaxcran
MOPSIKE 00ECIEeUUTD:

1) rocyapCTBEHHYIO PETUCTPAIMIO HACTOSAIIETO MpUKa3a B MUHUCTEPCTBE FOCTULIMU
PecnyOnuku KazaxcraHn;

2) pa3MelleHHE HACTOAIIEro IMpHUKa3a Ha HHTEpHET-pecypce MuHHCTEpcTBa
3npaBooxpaHeHus: Pecriyonuku Kazaxcran;

3) B TeUeHHE JIeCITH pabounx AHEH Mociie TOCYJapCTBEHHON perucTpanuu HacTOSIIEro
npukaza B MuHuctepcTtBe toctunnn PecnyOonuku Kazaxcran mnpenocrtaBieHHE B
KOpunuueckuit nenaprameHT MuHucTepcTBa 31paBooxpaHenus PecnyOnuku Kazaxcran
CBEICHUN 00 WCHOJHEHWHM MEPONPUITUH, MPETyCMOTPEHHBIX MOANyHKTamMu 1) u 2)
HACTOSIIIETO MyHKTA.

3. KOHTpoJIb 32 UCMOTHEHWEM HACTOSILIEr0 MPUKa3a BO3JOXKHUTh HA BHUIIE-MUHUCTPA
3npaBooxpaHeHus: Pecrryonuku Kazaxcran ['uaust A.

4. Hacrodmmi npuka3 BBOAUTCS B JICMCTBUE MO UCTEYEHUU JIECATU KAJIEHJAPHBIX JTHEU
1ocJie JHsS €ro NePBOro OPUIIMAIbHOTO OMyOIUKOBAHMS.

Munuctp 3apaBooxpaHeHUS A, Toii
. Lot
Pecrry6nkn Kazaxcran

VY TBepKaeH MpUKa3oM
MHEHHCTp 30paBOOXPaHECHUS
Pecny6mmkn Kazaxcran
ot 11 nexabps 2020 roga
Ne KP ICM-255/2020



IIpaBuia mpoBeeHUs JOKIMHAIECKHAX (HEKIMHAIECKUX) HCCIIEeJOBAHMH B TpeOOBaHU K
JOKIIMHUIECKUM 0a3zaM OIEHKH OHOIOrHIeCKOro AeHCTBAA MEAUIUHCKUX H3eIHi

I'maBa 1. O6oIue monoXeHH

~

1. Hacrosmue npaBuiia mpoBEACHUS JOKIMHUYECKUX (HEKJIMHUYECKUX) UCCIIEIOBAHUI
nanee — IlpaBuna) u TpeGoBaHUS K JOKJIMHUYECKUM OazaM OIEHKH OMOJIOTHYECKOTO
JICUCTBUSI METUIIMHCKUX U3JIENUN pa3paboTaHbl B COOTBETCTBUU C MYHKTOM 2 cTaThu 236
Konexca Pecnyonuku Kazaxcran "O 310poBbe Hapojia U CUCTEME 3ApaBooxXpaHeHus" (nanee
— Koxekc) u omnpenensitoT HOPSA0K MPOBEACHUS JOKJIMHUYECKUX (HEKIUMHUYECKHUX)
UCCJIEIOBAHUM U TpeOOBaHUA K JNOKIMHUYECKUM 0a3aM OIEHKH OHMOJIOTHYECKOro JNEHCTBUS
MEJIUIIMHCKUX W3CNIN (Jlajee — TOKIMHUYECKHUE 0a3bl).

Caocka. Ilynkr 1 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 12.04.2023
No 68 (BBOAUTCS B IEWCTBUE IO UCTEUCHUH JECATU KaJCHIAPHBIX JHEH MOCIE THS €ro
nepBoro o(UIIMaIbHOTO OMyOJIMKOBAHUS ).

2. B nacrosmux IIpaBuiiax uCHoIb3yIOTCS CIEIYIOUIUE TEPMUHBI U OTIPECICHHUS:

1) nmekapcTBEHHOE CPEACTBO — CPEACTBO, MPEACTABIAIONIEEe COOON MM CoAepIKaIee
BEIIECTBO JTMOO KOMOMHAIIMIO BEIIECTB, BCTYIAIOIIEE B KOHTAKT C OPTaHMU3MOM YeJIOBEKa,
MpeaHa3HAaYeHHOE JIs JIeUeHUs, NPOo(UIaKTUKH 3a00JIeBaHUN YeJI0BEKa WJIM BOCCTAHOBJICHUS
, KOPPEKIIMM WM U3MEHEHUs ero (U3HOJOTHYECKUX (GYHKIUN TOCPEICTBOM
(hapMaKoJIOrH4ecKoro, UMMYHOJIOTHYECKOTO JTUO0 METaOOINYECKOTO BO3JECHCTBUS, WIIH IS
JMATHOCTUKH 3a00JI€BaHUN U COCTOSIHHSI YETIOBEKA;

2) AOKIMHUYECKOe (HEKIMHUYECKOE) MCCIe0BaHuE — XHMHYEcKoe, (Qu3nueckoe,
OmonornyecKoe, MUKpOOHOIOTHIECKOe, (papMaKoIOTHIEeCKOe, TOKCHKOJIIOTHYECKOE U APYTroe
HKCIIEPUMEHTANILHOE MCCIIEIOBAHUE WM CEpPUsl UCCIIEIOBAHUM M0 U3YYEHHUIO MCCIIETyEMOTO
BEIlleCTBA (JIEKAPCTBEHHOI'O CPEACTBA) MyTEM MPUMEHEHHUS HAYYHBIX METOJIOB OLICHKH B
HesIX W3y4YeHUsS CHeuupuyueckoro AecTBus u (WIM) MOJYYEHUsS JIOKa3aTelbCTB
0e30MacHOCTH JUIsl 3J0POBbS YEIIOBEKA;

3) MeOUUMHCKUE U3JENUs — U3JENUs] MEIUIMHCKOTO0 Ha3HAYEHHS U MEAUIUHCKAs
TEXHUKa,;

4) uccrnenoBaHus (MCTIBITAaHUS) OIEHKH OHMOJIOTHYECKOrO ASHCTBHUS MEIHITMHCKHX
U3JIEJIUN — UCCleoBaHusl (MCIIBITaHus), POBOJAUMBIE C IIEJIbIO ONPEIEICHHS] COOTBETCTBHUS
MEIULIMHCKUX H3JeAud 00muM TpeboBaHuAM Oe30macHOCTH H  3(P(HEKTUBHOCTHU
MEIUIIMHCKUX U3AeIuN, TpeOOBaHUSIM K UX MapKUPOBKE M OKCIUTyaTallMOHHOU
JOKYMEHTAIIMU Ha HUX.

I'maBa 2. Ilopsnok npoBeAeHA JOKIMHAYECKHX (HEKIMHMIESCKHX) HCCIeA0BaHUH



3. JoknuHuueckre (HEKIMHUYECKHUE) UCCIIEI0OBaHUS MTPOBOASATCS TOJIBKO B TOM CIIy4yae
€CJIM MCCIICIOBAHMS HAIPABJICHBI HA MTOJYYECHHE HOBBIX HAYYHBIX TAHHBIX U BHEJIPEHUE UX B
IIPAKTUYECKOE 3IPAaBOOXPAHECHUE.

4. JloknuHuyeckue (HEKIMHUYECKUE) UCCIENOBAHUS MPOBOMASTCA MPU HATUYUH
CIEAYIOIIMNX TOKYMEHTOB:

1) monoxxkutenbHOro 3aKiatoueHus JIokaibHOM KOMUCCHHM TIO OMOITUKE, TPU YCIOBHUH
HaJIU4Ms cepTU(UKaTa COOTBETCTBUSA CTaHJApPTaM JACSITEIbHOCTH OMO3THYECKUX KOMHUCCHUH,
BbIZIaBaeMoro llenTpanbHOi KoMHUCCHEl TT0 OMOITHKE;

2) TOJIOKHUTENBHOI'O 3aKIIOUEHHUS KOHCYJIbTaTHBHO-COBEIIATEIBHOTO OpTraHa,
YIIOJJHOMOYEHHOTO paccMaTpuBaTh BOMPOCHl HAyYHOW W (WJIM) HAyYHO-TEXHUYECKOU
NeATeNbHOCTU (y4YEHBbIM, HAy4YHbIM, HAYyYHO-KJIMHUYECKUU, OKCHEPTHBIA COBET) B
rcclienoBaTenbckoM reHTpe (gainee — Coer).

CHocka. ITyHKT 4 ¢ u3BMeHEeHneM, BHECEHHBIM IprUKa3oM MuHucTtpa 3apaBooxpanenust PK
ot 18.11.2025 Ne 147 (BBOAUTCS B ACHCTBUE MO UCTEUCHUH JIECSITU KAJICHIapHBIX THEH mociie
JTHSI €70 TIEPBOT0 O(PUIIMATIBLHOTO Oy OJTMKOBAHMUS ).

5. CnoHCOp Wiy pyKOBOAUTEND UCCIEN0BAHUS NPEICTABISIET B JIOKaIbHYI0 KOMUCCHIO 11O
OMOATUKE CIEAYIOIINE TOKYMEHTBI:

1) 3asBKy Ha OHMOITHYECKYIO S3KCIEPTHU3Y C CONPOBOAUTEIILHBIM MUCHBMOM B
IIPOU3BOJIEHOM (popMme;

2) NPOTOKOJ JAOKIMHUYECKOTO (HEKJIMHUYECKOT0) MCCIeN0BaHUs ¢ 00OCHOBaHUEM
MCIIOJIb30BaHUS JIaOOPATOPHBIX KUBOTHBIX;

3) undopmamuio 06 MCCIENIOBATENHCKOM LIEHTPE MPOBEICHUS IOKIMHUYECKOTO (
HEKJIMHUYECKOI'0) UCCIIEI0BAHNUS;

4) cBeneHust 0 1a0OPATOPHBIX KUBOTHBIX, YCIOBUSIX UX COJIEPIKAHMUS;

5) pe3tome uccnenoBatens 1o Gopme, COrjiacHO MPHIOKEHUIO K HacTosuuM [IpaBunam;

6) cepTuduUKaT 0 MPOXOKICHUH KyPCOB 0 HaJyIeKaIlel 1abopaTopHoil mpakTuke — [y
Jlab6oparopu Ilpaktuk (Good Laboratory Practice).

6. Cpok OMOATHYECKOHN HKCHEPTU3BI MATEPUATIOB JOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCJIEIOBAHMS U BbIJlaya 3aKJIIOUEHUs, HE MIPEBBIIIAET YETHIPHAALIATH PAaO0YMX JAHEH cO JHS
OIUIAThI 3KCIEPTHBIX padOT U MPEACTABICHUS ITOJTHOTO MEPEYHS JOKYMEHTOB.

7. B ciaydae mpeqocTaBiIe€HHs HEMOJIHOIO MaKkeTa T0KYMEHTOB JIOKanbHass KOMUCCHUS 1O
OMOATHKE BO3BPAIAECT JOKYMEHTHI CIIOHCOPY (WJIM PYKOBOJUTENIO UCCIEA0OBAHMS) B TEUEHUE
Tpex pabouux JHEH ¢ JaThl OPUIMATIBEHOTO pUEMa JIOKyMEHTOB.

8. JIokasibHast KOMUCCHS IO OMOATUKE MPOBOJUT OMOITUUYECKYIO SKCIIEPTU3Y MATEPUATIOB
TOKJIMHUYECKOTO (HEKJIMHUYECKOI0) HCCIIEIOBAHUS B COOTBETCTBUM C IOJOKECHUEM,
YTBEPKJICHHBIM IPUKA30M IEPBOTO PYKOBOAUTENS OPTraHU3aLMU 34PAaBOOXPAHEHUS], MpHU
KOTOPOM CO37jaHa JaHHasi KOMUCCHS.

9. Ilpu HeobxonumocTtu JlokanbHasi KOMUCCUS TTO OMOATUKE 3alpallliBaeT y CIOHCOpa
WM PYKOBOJMTENS HCCIEIOBAHUS JOIOJIHUTEIBHBIE PAZBACHEHUS IO NPEACTABICHHBIM



JTOKyMeHTaM. Bpewms, HeoOXoaumoe ajisi MPE/ICTaBICHUS CIIOHCOPOM WJIM PYKOBOJMUTEIS
HCCIICIOBAHUS JOTIOJTHUTENbHBIX JaHHBIX, 3ampaiiuBaeMbix JlokalbHON KOMHUCCHEH MO
OMO3THKE HE BXOJHWT B CPOKH MPOBEICHHS OMOITUYECKOW SKCHEPTU3Bl U HE TPEBBINMIACT
IIECThICCAT KAJICHIAPHBIX JTHEH.

10. Tlo pe3ynbpTaraMm OMOITUYECKOM PKCIEPTU3BI JOKIUHUYECKOTO (HEKIMHUYECKOTO)
uccinenoBanus JlokanbHas KOMHCCHUS IO OHMOITHKE MPUHUMAET OJHO M3 CIEAYIOLIUX
pelIeHnN:

1) o BbIJaue MOJOKUTEIHHOTO 3aKIIOYECHUSI Ha JOKIMHUYECKOE (HEKIMHUYECKOE)
HCCIIeIOBaHUs B TPOU3BOJILHOM (hopme;

2) 0 He0OXOAMMOCTH TOPAOOTKN MaTEpPUAIOB 3asIBKH Ha MPOBEJECHUE TOKIMHUYECKOTO (
HEKJIMHUYECKOT0) UCCIICIOBAHMUS;

3) 00 oTkaze B BbIJau€ ITOJIOKUTEIHLHOTO 3aKIIOUYCHHS Ha JOKIWMHHUYECKOE (
HEKJIMHUYECKOE) UCCIICIOBAHUSI.

I'1. OcHOBaHMeEM MJIsI OTKA3a B BbLAAYE MOJOKUTEIBHOTO 3AKIIOUEHUS SIBJIACTCS:

1) oTcyTcTBHE HayYHOU 0OOCHOBAHHOCTH B IIPOBEJICHNUU UCCIIEI0BAHMUS;

2) HENPUEMJIEMOCTh ITPOBEACHUS UCCIIEIOBAHMS C OMOITUUECKON TOUKH 3pEHUS;

3) HapylleHue OCHOBHBIX MNPUHLMIIOB MPOBEACHUS HCCIEIOBAHUN, OTPAKEHHBIX B
Cranpapre Hamiexaimei naboparopHoid mnpaktuke (GLP) yTBepkIeHHOM HpHKa3oM
UCTIOHSIONMEro 00s3aHHOCTH MuHHCTpa 3apaBooxpaneHus: Pecryonunku Kazaxcran ot 4
derpans 2021 roga Ne KP JICM-15 "O06 yTBepKIeHHH HaJJIeKalux (papMaieBTUUIECKUX
npakTUK' (3aperucTpupoBaH B PeecTpe rocynapCcTBEHHON perucTpauud HOPMAaTHBHBIX
npaBoBbIX akToOB oA Ne 22167) (nanee — Cranmapt GLP) u Crangapra ['OCT ISO 10993-10-
2011 "Uznenusa menunumHckue. OneHKa OMOJOTHYECKOT0 JEUCTBUS MEIUIIMHCKUX U3CIHI.
Yacte 10. MccnenoBanus pa3apakaromero U CeHCHUOMIM3UPYIOMEero aeicTBus’ (namee —
Crangapt ISO 10993).

Caocka. [Iynkr 11 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK or 12.04.2023
No 68 (BBOAMTCS B IEHCTBUE TIO UCTCUCHUH JECATU KaJCHIAPHBIX JHEH MOCe THS €ro
MEepPBOro O(PUIMATHEHOTO OMyOJIMKOBAHMUS).

12. Pemenne JlokanbHOM KOMHCCUU 1O OMOITHKE MO pe3yibTaTaM OHMOATUYECKOM
AKCHEPTU3bl opopmisieTcss B MOpsaKe, ycTaHoBieHHOM Ilosnoxkennem o JlokanpHOU
KOMHUCCHUU TTO0 OMOATHKE, U HATIPABIISETCS CIIOHCOPY WM PYKOBOJUTEIIO UCCIEIOBAHUS.

B ciydae BOZHMKHOBEHUS pa3HOTJIACUM y PYKOBOAUTENS UCCIIEIOBAHUS C pe3yJibTaTaMu
sKcnepTu3bl, JlokampHass KOMHUCCHUS TIO OMOATHUKE MOBTOPHO PAacCMaTpPUBAECT MaTepHUAaIIbI
JTOKJIMHUYECKOrO (HEKJIMHUYECKOr0) MCCIEOBaHUsl € ydacTHEM caMoro croHcopa (
PYKOBOJUTENS UCCIEOBAHUS) U MIPUBJICUCHUEM HE3aBUCUMBIX HKCIEPTOB.

13. Ha ocHOBaHMM MOJIOKUTENBHOTO 3aKiItoueHus JIokanbHOM KOMUCCUU MO OMO3THUKE
MCCIIEIOBATEIIN MPEJICTABMISIOT 3a84BKY Ha MPOBEICHUE JOKIMHUYECKOTO (HEKIMHUYECKOTO)
uccienoBanus B COBET HCCIEI0BATENBCKOTO LIEHTPA.



3asBKa Ha MPOBEJICHUE TOKIMHUYECKOTO (HEKJIMHUYECKOI0) UCCIEIOBAaHUS BKIIOYAET
MaKeT JOKYMEHTOB, YKa3aHHBIX B NyHKTe 5 Hactosiuux [IpaBuil U MOJIOKHUTEILHOE
3akaroueHue JIokaabHOM KOMUCCHH 110 OMODTHKE.
14. 3asBKka Ha TPOBEJCHHE MAOKIMHUYECKOTO (HEKIMHUYECKOTO) HCCIeIOBaHUS
paccMarpuBaeTcs Ha 3aceqanuu CoBeTa, KOTOPBIM MPUHUMAET OJHO U3 CIEAYIONIUX PEIICHUM

1) o BblJaye MOJOKHUTEIHHOTO 3aKIIOUYEHUS HAa JOKIMHUYECKOE (HEKIMHUYECKOE)
MCCJIeIOBaHUS B POU3BOJILHOM opme;

2) 0 HEOOXOAMMOCTH TIOPAOOTKH MaTEpPUaIOB 3agBKH Ha MPOBEACHUE JOKIMHUYECKOTO (
HEKJIMHUYECKOT0) UCCIIEIOBAHMUS;

3) 00 oTkaze B BblJau€ IMOJOXUTEIHHOIO 3aKJIIOUYEHUS] Ha JOKIMHHYECKOoe (
HEKJIMHUYECKOE) UCCIIEIOBAHUSI.

Cpok paccMOTpeHHus 3aiBKH Ha MPOBEJACHUE NOKIMHHUYECKOTO (HEKJIMHHYECKOTO)
UCCIIEOBAaHNA C MOMEHTa €€ MOCTyIUieHus B cekperapuar CoBeTa HCCIeI0BaTENbCKOIO
LEHTpa 3aBUCHUT OT MEPHUOJIUYHOCTH MpoBeacHus 3aceqannii Coeta, HO He npeBbimaet 30
KaJI€HJAPHBIX JHEH.

15. Pemenne o BbIJau€ MOJOKUTEIBHOTO 3aKIIUYEHUS Ha JOKIMHHUYECKOE (
HEKJIMHUYECKOE) MCCIE0OBaHUSl IPUHUMAETCA MPU HAJUYUHU B UCCIEAOBATEIILCKOM IIEHTPE
ycioBul, ykazanubix B Ctangapre GLP u Crangapre ISO 10993, a Tak:ke npu COOTBETCTBUU
MaTepHUaloB 3asBKH TpeOOBaHMIM 3akoHonaarenbcTBa PecnyOnuku Kazaxcran B obnactu
3IPaBOOXPAHEHUS ¥ HAYKH, MEXIYHAPOIHBIM U HAIIMOHATHLHBIM OMOATHYECKUMU HOPMaM U
HaJICKANTMMU PAKTUKAM MMPOBEACHUS OMOMETUITMHCKUX UCCIIEI0BAHUM.

Pemenne o nenecooOpa3zHOCTH OpaOOTKU MaTEpUAIOB 3asiBKM Ha MPOBEJACHUE
JOKJIMHAYECKOr0 (HEKIIMHUYECKOT0) UCCIIEI0OBAHUS PUHUMAETCS MPHU HATUYHUHU yCTPAHUMBIX
3aMeyYaHuil o O(POPMIIEHHUIO U COJIEPKAHUIO 3aBKU.

Pemenue o HerenecooOpa3HOCTH MPOBEACHUS JOKIMHUYECKOTO (HEKIMHUYECKOTO)
WCCIIEIOBAHUSI TIPUHUMAETCS] TIPU OTCYTCTBHUU B MCCIEIOBATEIBCKOM LIEHTPE YCIOBH,
ykazanHbix B Crangapre GLP u Crangapre ISO 10993, a Takke npu HECOOTBETCTBUHU
MaTepHuaoB 3asBKH TpeOOBaHMAIM 3akoHonarenbcTBa PecryOnuku Kaszaxcran B obnactu
3IpaBOOXPAHEHUS] U HAYKH, MEKIYHAPOAHBIM U HAIIMOHAIBHBIM OUOATUYECKUMU HOpMaM U
HaJICKAITUMU TPAKTUKaM MPOBEACHUS OMOMETUITMHCKUX UCCIIET0OBAHMM.

16. TIporokonbHoe penienre CoBeTa, ykazaHHOE B MOJMYyHKTE 1) myHkTa 14 HacTOsAUIIUX
[IpaBun, sBiIsIeTCS OCHOBAHWEM [JIsi MPOBEACHUS NOKIMHUYECKOTO (HEKIMHUYECKOTIO)
UCCJIEI0BAHMUS.

17. CrioHCOp BBIOMpPAET MCCIAEAOBATEIBCKUAN TIEHTP JUISl POBEJACHUS JOKIMHUYECKOTO (
HEKJIMHUYECKOTO) UCCIIEIOBAHUS.

18. JlokinHuyeckue (HEKIMHUYECKHUE) HMCCIEHOBAaHMS JIEKAPCTBEHHBIX CPENICTB
npoBoasiTcs B cooTBeTcTBUM co Cranmaprom GLP.



Caocka. ITynkr 18 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 12.04.2023
Ne 68 (BBOAMTCS B ICHCTBHUE TI0 UCTEUCHUH JICCSITH KAJICHIAPHBIX JHEH MOCTIE THS €T0
nepBoro o(UIMaILHOTO OMyOJIMKOBAHUS).

19. loknuHuveckoe (HEKJIMHUYECKOE) MCCIIEIOBAHUE MPOBOJUTCS COTJIACHO IJIAHY

HCCJIEIOBAHUSI C COCTABJIECHUEM OTUETA, B KOTOPOM COJIEPKATCS pE3yJIbTaThl UCCIAEAOBAHUIA.

20. 115t opraHu3anyy U MpoBEACHUS JOKIMHUYECKOTO (HEKIMHUYECKOT0) UCCIIeIOBAHUS
CIIOHCOp TPUBJIEKAET OpraHu3alui, UMEIOIINE HEOOXOAUMYI MaTepUAIbHO-TEXHUUYECKYIO
0a3y ¥ KBATH(UIIMPOBAHHBIX CIEIMAINCTOB B COOTBETCTBYIOIIEH 00JIacTU MCCIIeTOBAaHUS (
Jajee — CTOPOHHSISL OpraHu3aIusl).

21. Opranm3zamnusi, TPOBOJAIIAS HCCIEAOBaHUE, pa3padaThiBae€T CTaHAAPTHHIC
OMEepalOHHbIE MPOILEAYPhI, B KOTOPHIX MOAPOOHO M MOCIEIO0BATEIBHO OMKMCAH MOPAIOK
OCYIIECTBJICHUS M y4eTa BCEX JJAOOPATOPHBIX U MPOU3BOACTBEHHBIX OTIEPAIIHiA, BKITIOYAS:

1) moctynnenue, uaeHTUPUKAIIUIO, MApPKUPOBKY, 00paboOTKy, OoTOOp mpoo,
HCMOJIb30BAHUE, XPAHCHUE M YHUUYTOXKEHUE (YTHIM3AIMI0) HCCIEAYyEMBIX O00pa3IoB
JIEKApCTBEHHBIX CPEJICTB, CTAHJIAPTHBIX O0Opa3I0OB U TECT-CUCTEM (B cCiydae WuX
WCIIOJIB30BaHUs);

2) obcmy>KMBaHUE U TIOBEPKY 000PYI0BaAHUS;
3) IpUTOTOBJICHHE PEAKTHBOB, MUTATCILHBIX CPEI,
4) BenieHue 3anuCcel, OTYETOB, MPOTOKOJIOB U UX XPAHECHHUE;
5) obcmy>XrBaHUE MTOMENICHUH, B KOTOPBIX MPOBOAUTCS AOKIMHUYECKOE (HEKIIMHUYECKOe
) UCClIeI0BaHUE;
6) mpueMm, TPAaHCIOPTUPOBKY, pa3MelleHUE, ONUCaHUe, HJICHTU(PHUKAIIHUIO
AKCIIEPUMEHTAIBLHBIX KUBOTHBIX, YXOJI 32 HAMH.
22. Jlo Havana TpOBEJEHUs] MCCIEIOBAHUS YTBEPXKAACTCS IUIAH UCCIETOBAHUS C
yKa3aHHUEM JIaThl €r0 YTBEPKJICHUs. Y Ka3aHHBIN IJIaH UCCIIEAOBAHUS COJEPIKUT:
1) HauMeHOBaHME UCCIIEOBAHUS;
2) HaMMEHOBaHUE U a/IpeC OpraHU3alMH, POBOASIIEH HUCCIEOBAaHUE, MECTO MPOBEACHUS
WCCJICIOBAHNS,
3) damunuio, uMs, oT4yecTBO (IIPU HAJUYUHU) JUIA, OTBETCTBEHHOTO 3a MPOBEJCHUE
WCCJICIOBAHMSI, U JIUI], YYaCTBYIOITUX B MPOBEJCHUH UCCIICIOBAHUIA;
4) uenp U 3aJja4M UCCIICOBAHUS;
5) cpok (Mecsl, roa) Hayaja W IJIAHUPYEMBI CpOK (Mecsl, Toj) OKOHYaHUS
UCCIIeIOBAHNUS,
6) cBelleHus1 00 HCCIIeAyeMOM JIEKapCTBEHHOM cpelcTBe ((pu3ndeckue, XuMHUECKUE,
(dapmarneBTUYeCKHe, OMOJIOTUYECKUE CBOWCTBA);
7) cBeieHUs 0 CTaHAApPTHOM oOpasiie (o0pasiax) (B ciaydae ero (MX) UCIOIb30BaHuUsA);
8) KOMMYECTBO SKCIEPUMEHTAIBHBIX KUBOTHBIX B TPYIINE, CIIOCOOBI M MYTH BBEIACHUS
AKCIIEPUMEHTAIBLHBIM KUBOTHBIM UCCIIEyEMOTO JIEKAPCTBEHHOTO CPEJICTBA;



9) MepuoOANYHOCTH OIEHKH COCTOSIHHS IKCIIEPUMEHTAIIBHBIX )KUBOTHBIX U 0TOOpa mpoo,
OIICHMBAEMBbIC MOKA3aTENIM B IIPOIIECCE UCCIIEAOBAHUS U METOJIUKHU OIIEHKH, NX 00OCHOBAHUE;

10) onrcanuie OMOTOTHIECKOTO MaTepHraia, OTOMPAEMOTO ISl POBEICHUS NCCIICIOBAHUS
, CIIOCOOOB €ro 0T0opa U XpaHeHUsI, UX 000CHOBAHUE;

11) onucanue npoueaypsl CTAaTUCTHYECKON 00pabOTKH Pe3yIbTaTOB UCCIETOBAHUS;

12) o6ocHOBaHME HEOOXOIUMOCTH (OTCYTCTBHUS HEOOXOAMMOCTH) TPOBEICHUSI BAJIUIAlIUN
MeTo1a (METOI0B) UCCIICIOBAHUSI;

13) kpuTepun OIEHKH KOHTPOJIUPYEMBIX B IIPOIIECCE UCCIIEIOBAHUS TTOKA3aTENECH;

14) nmopsi 0K BHECEHUSI U3MEHEHHH B TIJIaH UCCIIEIOBAHUS,

15) cchuiku Ha TUTEpaTypHbIE HCTOYHUKH (B CIIy4ae UX UCIOJIb30BAHUS);

16) nonosHUTENBHYIO HH(MOPMAIHIO (B CiIyyae HEOOXOIUMOCTH).

23. Ilnan wuccienoBaHus MOJMUCHIBAET JUIIO, OTBETCTBEHHOE 3a MPOBEJCHUE
JOKJIMHUYECKOTO MCCIIEIOBaHUS, C YKa3aHUEM JOJKHOCTH, MecTa paboThI.

24. Ilpu npoBEICHUU UCCIEA0BAHUS JINIA, YYACTBYIOIIUE B MPOBEACHUH MUCCIIEIOBAHNS,
BEJlyT MPOTOKOJI MCCIIEIOBaHMs HAa OyMa)KHOM HOCUTENEe U (WJIM) B 3JIEKTPOHHOM BHJE, B
KOTOpPOM (DUKCUPYIOTCA NEUCTBUS, IPEAYCMOTPEHHBIE IJIAHOM UCCIIEIOBAHMUSI.

25. IIpoTokon uccnenoBaHus BKIIOYAET:

1) HauMeHOBaHHWE HCCIEAOBAHUS, MPOBOJUMOIO0 B paMKax JOKIMHUYECKOTO (
HEKJIMHUYECKOT0) UCCIIEIOBAHMUS;

2) omnucaHue HUCIOJIb30BaHHOTO O0OpPYIOBaHMUS, CPEICTB U3MEPEHUSI U PEAKTHUBOB,
peareHTOB, CTAHJIAPTHBIX 00Pa30B U TECT-CUCTEM (B CIydae UX HUCIOIb30BaHUsA);

3) nepBUYHbBIC JaHHBIE O pe3yJIbTaTaXx U3MEPEHUN 1 HAOIIOICHU;

4) pe3yJbTaThl BBIYUCICHUN U PeoOpa30BaHUs JaHHBIX (B TOM YKCIIE TPOMEKYTOUHBIE);

5) omucaHWe W OLEHKY MpOLEAYyp CTAaTUCTHUYECKOrO aHajau3a C YKa3aHUEM
HCIIOJIB30BaHHOTO MPOTPAMMHOTO 00€CTICUCHUS;

6) cBeneHuss 00 UCIMOJB3YyEMbIX AKCIEPUMEHTAIBHBIX XWBOTHBIX (BHJ, BO3PACT,
KOJINYECTBO, Macca, MoJd U KOJMYECTBO TPYII IKCIEPUMEHTAIBHBIX )KUBOTHBIX B KaXKJIOM
BHJIC UCCIICIOBAHUN );

7) cBeleHHs, UMEIOUIME HEMOCPEIACTBEHHOE OTHOIIEHHE K HCCIEIOBAaHHUIO U
MO3BOJISIOLIME BOCIIPOU3BECTH X0/ UCCIIEIOBAHU.

26. IIpoTokon ucciaenoBaHUs MNOAMUCHIBAETCS BCEMH JIMIAMH, YYaCTBOBABIIMMU B
MPOBEICHUN HCCIIEIOBAHUs, C yKa3aHueM (aMIINU, UMEHH, OTuecTBa (MIpU HAIUYUM),
YYEHOU cTeneHu (Ipu HalU4YKMM), a TaKKe C yKa3aHUEM JaThl MOJAMUCAHUS U HOMEpa
MIPOTOKOJIA UCCJICIOBAHUS, TTO3BOJISIONINX UACHTU(UIIMPOBATH JAaHHBIN MPOTOKOJ.

27. 3meHeHus: CBEICHHM, COJEPKAIUXCS B MPOTOKOJIE NCCIEAOBAHUS, OPOPMIISIOTCS B
BUJIE TONIOJIHEHUH K MPOTOKOIY, KOTOPBIE MOANUCHIBAIOTCS BCEMU JIUIAMHU, YYaCTBOBABIINMU
B MPOBEJICHUU UCCIEIOBAHUS, C YKa3aHUEM NMPUYMH U3MEHEHUH, aThl © HOMEPA JOMOTHEHUS
K POTOKOJIY UCCIIETOBAHMUSI.



O BHeCeHMM U3MEHEHUH B MPOTOKOI nccaeaoBaHus JIoOKabHast KOMUCCHUS 110 OMOITUKE U
CoBeT yBeIOMJISIIOTCS B MUCbMEHHON (OpMe B TEUEHHE TpexX paboyux JHEH ¢ MOMEHTa
MOJINUCAHUS JOMOJHEHUSI K MPOTOKOIY. YBEIOMJICHHE COJIEPKUT CBEJCHUSI O XapaKTepe
U3MEHECHUN, UX TPUYUHBI, JaTy U HOMEpP JOIOJHEHHS, a TaKXKe KOIMHUIO JIOTOJHEHUH K
MIPOTOKOJIY MUCCIETOBAHHUS.

CHocka. [Tynkr 27 — B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot
18.11.2025 Ne 147 (BBoAUTCS B JEHCTBHUE IO UCTCUCHUU JCCATU KAJICHAAPHBIX JHEH MOCIe
JIHSI €70 TIEPBOT0 O(PUIIMATIBLHOTO Oy OJTMKOBAHMUS ).

28. Ilocne 3aBepiiieHUs] JOKIMHUYECKOTO (HEKJIMHUYECKOTO) UCCIEIOBAHUS JTUIIOM,
OTBETCTBEHHBIM 3a MPOBEJCHUE JAHHOTO HCCJIEAOBAHMS, COCTABISAETCS M MOMAMUCHIBACTCS
OTYET O pe3yibTaTaxX UCCIEI0BAHUS, KOTOPBIA CONEPKUT:

1) HaumMeHOBaHKE UCCIIeI0BAHUS;

2) Ko U uJIeHTU(UKAIUS OTYETa;

3) HauMeHOBaHUWE, aJpec OpraHu3allH, NPOBOJMBLIEH HCCIEIOBaHUE, U MECTO
IPOBEAECHUS UCCIICIOBAHMUS;

4) naTel Hayaaa v 3aBEPIICHUS UCCIIEJOBAHUS;

5) uenp U 3a4a4M UCCIEI0BAHUS;

6) bamunuio, UM, OTYECTBO (IIPU HAIMYKUH), YUEHYIO CTENEHb (MIPU HAJWYUM) JIMIIA,
OTBETCTBEHHOI'0 3a IMPOBEJCHHUE HCCIEAOBAHUS, W JIWIl, YYaCTBYIOLIMX B IMPOBEICHHUU
UCCJIEOBAHUS;

7) omMCcaHHWE HCCIEAYEMOrO JIEKapCTBEHHOIO CpPEICTBA, BKJIIOYas COCTaB,
bu3UKO-XUMHUYECKHEe, OMooTHuecKue, GpapMaleBTUUEeCKUEe CBOMCTBA, HOMEP CEpPUHU, CPOK
TOJTHOCTH;

8) onmcaHue X0/4a UCCIEeI0BaHUs C YKa3aHUEM HCIOJIb30BAaHHBIX MAaTEPUAIOB U METOOB;

9) onucaHue KCNOIB30BAHHBIX OOOPYAOBAHUSI, CPEACTB M3MEPEHUS] U PEAKTHBOB,
pEareHToB, CTAaHJAAPTHHIX 00PA3IIOB U TECT-CUCTEM (B CIIydae MX MCIIOIH30BAHUA);

10) uadopmaiuio 06 FIKCIEPUMEHTAIBHBIX KUBOTHBIX (BHJ, M10J, BO3pacT, Macca Tea,
KOJIMYECTBO KUBOTHBIX B TPYIIIIE);

11) cnoco6 BBeneHUs, 1036l U KPATHOCTh BBEICHUS JICKAPCTBEHHOTO CPEJICTBA;

12) onucaHue W OLEHKY MNPOLEAYP CTATUCTHYECKOTO aHAIM3a C yKa3aHUEM
UCII0JIb30BAaHHOTO MPOTPAMMHOI0 00ECTIeUeHNUS;

13) pe3ynbTaThl HCCIIEOBAHUSA CO CChIJIKAMH Ha COOTBETCTBYIOLIUE IEPBUYHbBIE JAHHBIE O
pe3ynbTaTax U3MEPEeHU U HAOIIOACHUH, a TAK)KE UX CTATUCTUYECKUI aHAIIN3;

14) BBIBOJIBI HICCIIEIOBAHUSI.

28-1. TlognucaHHbld OTYET O pe3yabTaTax AOKIMHUYECKOTO (HEKIMHUYECKOTO)
uccleoBaHus Hamnpasisgercs B JIokanbHy0 KoMuccuio mo 0noatrke u CoBeT B MUCbMEHHOU
dbopme B TedueHHE MATH pabouyux IHEW ¢ MOMEHTa ero moanucanus. DakT HampaBICHUS
otueTa GUKCUPYETCS B KypHAJE PErUCTPALMH IOKYMEHTOB.



Cnocka. IIpaBuia nonojgHeHbl MyHKTOM 28-1 B COOTBETCTBUU € NMPUKa30M MUHHUCTpA
3napaBooxpaHeHus PK ot 18.11.2025 Ne 147 (BBoauTCS B JeHCTBUE IO UCTCUCHUU JCCATH
KaJICHIAPHBIX JHEH MOCIIe JIHS €ro MepBOro OPUIMaIbLHOTO OIMyOJIUKOBAHUSA).

29. K otuery o pesynbraTax JIOKIMHUYECKOTO (HEKJIMHUYECKOIr0) HCCICAOBAHUS
MpUJIAratoTcsl METOIbl KOHTPOJIS, MOJJIekKAIIUEe BaTUAAIlMU, KOTUU NPOTOKOJIOB BaTugaluu (
B CJIy4ae MX HCIIOJIb30BaHUsA).

30. PykoBoauTenb OpraHu3aiuu, MPOBOASIIECH JOKIUHUYECKOE (HEKIMHUYECKOE)
uccienoBaHue, oOECIeYMBAET BBHIMOJHEHUE TPEOOBAHWM, YCTAaHOBJICHHBIX TUIAHOM
UCCIIEIOBAHUSI, OOBEKTUBHOCTh M HE3aBUCHUMOCTb MPOBEACHUS HUCCIEAOBAHHUSA, a TaKXKe
JOCTOBEPHOCTb MOJIYyYaEMbIX PE3YIbTATOB.

31. Ucnonb3yembie Mpu IPOBEACHUN TOKIUHUYECKOTO (HEKIIMHUYECKOT0) UCCIIeI0BAHUS
pEaKTUBBI M pEareHThl, CTAaHJAApPTHHIC BEIIECTBA U TECT-CUCTEMbl COOTBETCTBYIOT
TpeOOBaHUSM, YKAa3aHHBIM B IUIAHE HCCIIEIOBAHUS, TIPUMEHSIOTCS A0 MUCTEUEHUS CpOKa UX
TOJJHOCTH, UMEIOT MapKUPOBKY, IMMO3BOJISAIONIYIO UX UACHTH(PUIUPOBATD.

32. Bce npouenypsl, CBA3aHHBIE C YXOAOM 3a SKCIIEPUMEHTAIBHBIMUA KUBOTHBIMH,
MO/JIeKAT YUeTy Ha OyMa>KHOM HOCHUTEINE U (WJIH) B 3JIEKTPOHHOM BHJIE.

33. BHOBb MOCTYINUBIIHNE IKCIIEPUMEHTAIBHBIE KUBOTHBIE MOJIEKAT KAPAHTUHUPOBAHUIO
HE MEHEee CEMU KaJleHAApHbIX THEN ISl OUEHKH COCTOSIHUS 3[I0POBBSL.

34. JIns obecneyeHuss MHAMBUIYAIbHOTO HAOJIOJEHUS B MpoLecce IMPOBEACHUS
JOKJIMHUYECKOTO (HEKJIMHUYECKOTO) HCCIENOBaHUS DSKCIIEPUMEHTAIbHbBIE WUBOTHbBIC
UICHTUPUIIUPYIOTCS. B OTHOIIEHWMM MEJIKHUX TPBI3yHOB JOMYCKAeTCs TpyIInoBas
UCHTUPUKALIHS.

35. Bce KIIeTKH, BOJIbEpHI, KOHTEHWHEPHI, NMPEAHA3HAYEHHBIE I COACPKAHUSA
AKCHEPUMEHTAIIBbHBIX )KUBOTHBIX MAPKUPYIOTCH.

36. DKcnepUMeHTANIbHbBIE KUBOTHBIE OJHOTO BUAA COJAEPIKATCA B OJJMHAKOBBIX YCIOBUSX,
ONTUMAJIBHBIX JIJIS1 TAHHOTO BHUJA KUBOTHBIX, HMEIOT CBOOOHBIN JOCTYI K KOpMaM U BOJIE.
KopMa u Boma obecnednBarOT MOTPEOHOCTH >KUBOTHBIX B MUTATEIbHBIX BEIIECTBaX U HE
BIIUSIIOT HA PE3YJIbTAThI UCCIIEAOBAHUS.

37. Ilpu pabote C 3KCIEPUMEHTAIBLHBIMU KUBOTHBIMH COOJIOJAIOTCS CIIENYIOIIHE
[IpuHIMIBI TyMAaHHOTO U O€PEKHOTO OTHOIICHUS K JKUBOTHBIM:

1) ucnonb3oBaHUE HAYYHO OOOCHOBAHHOI'O M COOTBETCTBYIOIIETO MOCTABICHHBIM
3a/1a4uaM MCCJIeIOBaHUs BUIa SKCIIEPUMEHTAIbHBIX KUBOTHBIX;

2) UCIHOJb30BAHUE SKCIIEPUMEHTAIbHBIX XUBOTHBIX B MUHHUMAaJIbHOM KOJUYECTBE,
KOTOpOe TpeOyeTcs s MOTYyYEHUs HAyYHO JIOCTOBEPHBIX U CTATUCTUUYECKH 0OOCHOBAHHBIX
pE3yIbTATOB;

3) ucnosib30BaHuE, MPU BO3MOKHOCTH, HAYYHO OOOCHOBAHHBIX aJIbTEPHATUBHBIX METOJIOB
U MaTepuayioB, BKIIOYAKOMUX OECMO3BOHOUYHBIX JKUBOTHBIX, KYJbTYpPhl KIJIETOK,
MUKPOOPTaHU3MbI B3aMEH TETUIOKPOBHBIX SIKCIIEPUMEHTAIbHBIX )KUBOTHBIX;



4) mpoBeneHUE MPOAOIIKUTEIbHBIX, OOJIE3HEHHBIX MAHUITYJISAIHNN, XHUPYPTHIECKUX
omepanuil Ha OKCIEPUMEHTAIBHBIX KUBOTHBIX C MPUMEHEHHUEM CEIATUBHBIX,
aHAJBIE€TUYECKUX JIEKAPCTBEHHBIX MPENapaToB, JIEKAPCTBEHHBIX MIPEeNapaToB JJi1 HApPKO3a;

5) yMepuIBJIeHHE KUBOTHBIX 0€300JIE3HEHHBIM CITOCOOOM B KOHIIE WJIM B Ipollecce
JTOKJIMHAYECKOTO UCCIEIOBAHUS.

38. Ha nawano mpoBeneHUs JOKIMHUYECKOTO (HEKIMHUYECKOTO) HCCIETOBAHUS
HCTIONIb3YIOTCS 3/I0POBbI€ DKCIIEPUMEHTANIbHBIE KUBOTHbBIC, HE SIBJISIOIIMECS HOCHUTEISIMU
OMOJIOTUYECKUX ar€HTOB, CITIOCOOHBIX MOBIUATH HA PE3YJIbTATHI UCCIIECIOBAHNUSA, €CIIM MHOE HE
MPEAYCMOTPEHO TIAHOM JOKIMHUYECKOTO (HEKIMHUYECKOT0) UCCIEA0OBaHUS.

39. OT60p poO OMOIOTHYECKUX MATEpPUaIOB MPOBOAUTCS B MpoOUpKH ((hIaKOHBI,
KOHTEMHEPHI) C COOTBETCTBYIOIICH MapKUPOBKOM U KOJUPOBKOM.

40. OOpa3nsl JIEKApCTBEHHOT'O CPEJICTBA COIMPOBOXIAIOTCS IPEICTAaBICHHOMN
pa3pabOTYUKOM JIOKyMEHTallMe!, CoAeprKalleil yCIoBUs U CPOKH XpaHEHUs, UHPOPMAIIUIO O
Mepax 1o 00ecrneueHno 0€30MacHOCTH PadO0ThI C UCCIIETyEMBIM JIEKAPCTBEHHBIM CPEACTBOM,
pPAaCTBOPUTENISIMU M TP HEOOXOAMMOCTH HHPOpMAIUEe O TpoleAype PpacTBOPEHUS,
YCTpPOMCTBAMH JIJIsl BBEJICHUS JIEKAPCTBEHHOT'O CPEJICTBA KCIIEPUMEHTAIBHBIM >KUBOTHBIM.

41. O6pa3ibl UCCIEAYEMBIX JICKAPCTBEHHBIX CPEACTB MOMJIEKAT YUETy MO MpUEMY,
pacxoay, BO3BpaTy WM yTHUJIW3ALMM B COOTBETCTBUU C MPOLEAYPOH, YTBEPKICHHON B
nabopaTopuu, IPOBOISIICH HCCIIeIOBAaHHUE.

42. XpaHeHue 00pa3loB UCCIEAYEMOro JIEKAPCTBEHHOI'O CPEACTBA OCYILECTBIISIETCS B
YCJIOBUSX, YCTaHOBJICHHBIX Pa3pa0OTUYMKOM, B YIIAKOBKE, OOCCIIEYMBAIOIICH 3alUTy OT
3arpsi3HEHUs] WIM MOpYU, O00ECNeUMBAIONUX WX CTaOWUJIBHOCTH B IMPOIECCE XpaHEHUs, B
OTACIBHOW 30HE TMOMEIICHUM, MPETHA3HAUYCHHBIX [JI1 MPOBEICHUS JOKIMHUYECKOTO (
HEKJIMHUYECKOT0) UCCIENOBAaHUs, C OrPaHUYEHHBIM AocTynoM. [TapameTpsl okpyxaromieit
Cpedbl 30HbI XpaHEHUS] 00pa3lOB PEryJISIPHO PETUCTPUPYIOTCS B MOPSJKE, YTBEPKICHHOM
Opra"u3anyen, NpoBOASIIEN UCCIENOBAHUE.

43. OOpa3sibl JIEKapCTBEHHOTO CPEACTBA, MPEACTABICHHBIC JJI MPOBEIACHUS
JTOKJIMHUYECKOTO (HEKIIMHUYECKOT0) UCCIEIOBAHUS, UMEIOT CPOK T'OJHOCTHU, JOCTATOYHBIN
JUTsL 3aBEpIICHUs] AOKIMHUYECKOro (HEKJIMHMYECKOro) ucciienoBanus. Mcmonb3oBanue B
JOKJIMHUYECKOM (HEKJIIMHUYECKOM) HMCCIEJOBAaHUHU O0pa3LOB JEKAPCTBEHHOIO CPENCTBA C
UCTEKIINM CPOKOM TOJHOCTH WJIM XPAHUBIIMXCS B YCIOBHUSIX, HE COOTBETCTBYIOIINX
YCIIOBUSIM XpAaHEHHUS, YCTAHOBJECHHBIM pa3pabOTYMKOM, HE Jomyckaercsa. B ciydae
JUTUTEIBHOTO JTOKIIMHUYECKOTO (HEKIMHUYECKOT0) HMCCIEAOBAHMS, MPEBBIMIAIONIETO CPOK
TOJTHOCTH JIEKAPCTBEHHOI'O CPEJCTBA, YCIOBUS 3aMEHbI 00pa31IOB JIEKAPCTBEHHOI'O CPEACTBA U
KPUTEPUH MPUEMIIEMOCTH OINKCHIBAIOTCS B IIJIAHE UCCIEOBAHUSI.

44. YHUUTOKEHUE OCTATKOB UCCIEAyeMOoro o0pasiia OCyIIECTBISETCS B COOTBETCTBUU C
YCTaHOBJICHHBIMU B JJa0OpaTOPUU MIPOIIECTyPaAMH.



45. JlokyMeHTBI, opopMIIieMble TIPU MPOBEACHUN JOKIMHUYECKOTO (HEKJIUHUYECKOTO)
HCCIIEIOBAHUSI B COOTBETCTBUU C HacTosAUMHU [IpaBunamu, mojjiexar yuyeTy B 3JIEKTPOHHOM
U (mn) OyMa)KHOM BUJIE OpraHu3aiuei, ux ohopMuBIIe, B )KypHase (KypHaiax) ydera.

46. JlokyMeHTBI, 0ohopMIIsieMbI€ MPU MTPOBEICHUH JTOKIMHUYECKOTO (HEKJIIMHUYECKOTO)
HCCIIEIOBAHUSI B COOTBETCTBUM C Hactosmumu [IpaBuiiamu, Wid UX KOMUU TMOMJIEKAT
XPaHEHUIO 0 YCTAaHOBJICHHBIM TPEOOBAHUSAM Y UCTIOTHUTEIIS.

47. JlokymMeHThI, opopMIisieMble CTOPOHHEH opraHu3aluel mpu MPOBEICHUU
JTOKJIMHUYECKOTO (HEKJIMHUYECKOT0) HCCIENOBAaHUA B COOTBETCTBHU C HACTOSAIIMMU
[IpaBunaMu, WM UX KOMUM MOMJICKAT XPAHEHUIO B TeUeHHE Tpex JieT. HeoOxonumocThb
JaTbHEUIIEro XpaHEHUsI B CTOPOHHUX OPraHU3alUaX YKa3aHHBIX IOKYMEHTOB OMpPEAEISIETCS
JIOTOBOPOM, 3aKJIFOYEHHBIM Pa3pabOTYMKOM U CTOPOHHEH OopraHu3aIue.

48. UccnenoBanus (MCMBITAaHUS) OIEHKH OMOJOTHMYECKOr0 JACHCTBUS MEIUIIMHCKUX
U3JICNIMI  TPOBOASTCS MJIS OMNpENENIeHUsT MPUEeMIIEMOCTH J000ro MOTEHIHATBHOTO
HeOJIaronpusiTHOr0o OHMOJOTMYECKOTO OTBETA, BO3HMUKAIOIIETO B pe3yJibTaTeé KOHTAKTa
MaTepragoB MEIULIMHCKOTO U3AENHS C OPraHU3MOM YEJIOBEKA.

49. UccnenoBanus (MCIBITAHUS) OIEHKH OMOJIOTHMYECKOr0 JACHCTBUS MEIUIIMHCKHX
u3aenuit nporoasAtcs B coorBeTcTtBur co Ctangaprom GLP u Crangaprom ISO 10993.

50. Bce noxknuHn4eckue (HEKIMHUYECKHUE) UCCIEA0BAHUS, TPOBOJUMBIE HA TEPPUTOPUU
Pecny6nuku Kaszaxcrtan, mnomiexar peructpanmud B HamuoHanbHOM peructpe
OMOMEIIMIIMHCKUX HCCIeJOBaHUM B TeueHue 5 (msaTu) pabouux AHEH € MOMEHTA
WHULIMUPOBAHUS.

Nudopmarust 0 Havase U akTyaldu3alus JAaHHBIX U PE3YJbTATOB JOKIMHUYECKHUX (
HEKJIIMHUYECKUX) wuccieqoBanuii B HamuonanbHOM peructpe OHOMEIUIIMHCKUX
uccienoBannii BHocutces B Teuenue 10 (aecst) pabouux ITHEH.

Cuocka. [Tynkr 50 — B penakiuu npukaza Munuctpa 3apaBooxpanenusi PK ot
18.11.2025 Ne 147 (BBOAMTCS B ICMCTBHUE 110 UCTCUCHUH JIECATH KaJCHAPHBIX JHEH MOoCIie
JTHSI €T0 MEPBOro O(HUIIUATIBHOTO OIMyOIMKOBAHUS).

I'maBa 3. TpeGoBaHMA K JOKIMHUIECKAM 0a3aM OLEHKH OHOJIOTHIECKOT0 AEHCTBUA MEIUIIMHCKUX
360 () 1717

51. TpeboBanusiMM K JOKJIMHUYECKUM Oa3aM OIEHKU OMOJOTHYECKOTO AEHCTBUSA
MEJULUHCKHUX U3JIEIUN SBISIOTCA:

1) coorBerctBue TpeboBanusM Crannapra GLP (mpu mpoBeneHMH TOKIMHHUYECKUX
UCCJIEI0BAHN JIEKAPCTBEHHBIX CPEJCTB;

2) coorBercTtBue TpeboBaHusM Ctanmapta GLP u Cranmpapra ISO 10993 (mpu
MPOBEICHUH UCCIEIOBaHUM (MCTIBITAHHI) OLEHKA OMOJIOTMYECKOTO AEHCTBUS MEIUITMHCKUX
17863 (17159

IIpunoxxenue
k [IpaBunam nposeneHus



JOKITMHUYECKHUX (HEKJIMHUYECKHX )
UCCIIeIOBAaHMI U TpeOOBaHMUS
K JTOKJIMHIMYECKUM 0a3aM OILIEHKH
OHMOJIOTMYECKOTO0 JENUCTBHUS
MEIUIMHCKUX M3IeITHI

dopma
Pesrome uccnenosarens

®.1.0. (ipu ero HaJIUIUH )

Hata poxxaeHus

Ob6pa3oBaHue (¢ yka3aHneM y4eOHOTO 3aBeICHHS)
CrenuanbHOCTh

[Mocnenumiomaoe 0Opa3zoBaHue

Y4eHas cTeneHb U 3BaHUE (€CII UMeeTCs)

Mecto paboTHI 1 JODKHOCTh

Craxx paboThI MO CHEIHATEHOCTH

Hayunsie Tpyabl, myOnukanum (yka3aTh KOJIXYECTBO U
Ha3BaHUA CcTaTeil, MOHOTpadUil HMEIONINX OTHOLICHHE
K TmpobiieMe WCCIEAOBAaHHS, TOJA IyONHKAUUd U

W3JIaTENbCTBO)

Hanuume ombiTa 1O TPOBEJICHUIO HCCICHOBAHHUN (
00J1aCTh HCCIICTOBAHU)

Hannuue ceptudukatoB 06 00ydeHHH Ha Kypcax IO
Hannexamel KIMHUYECKOH IpakTuke H (WIN)

Hannexameld 1a0opaTopHON NpakTHKE, HWHBIX

ceprudukaroB 00 3THKE M (WMIM) METOJOJIOTHH
HAaYYHBIX UCCIIEIOBAHUN

Anpec opraHuzainuM, KOHTaKTHbIA TenedoH, dakc,
e-mail

HO,Z[HI/ICB TJIAaBHOT'O UCCIICA0BATCIIA (I/ICCJ'ICI[OBaTeJ'IiI)

[Toamuce pPyKOBOAMTENS, 3aBepeHHAs OQPHUIMAILHO (
OTJieJ KaJIpOB)
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