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«06 yTBepaeHun Mpasunn nabopaTopHOM NPaKTUKM»

(BapeructpuposaHo B MuHiocte P® 25.06.2003 N2 4809)

BHMMaHue

[JOKYMEHT yTpaTui cuny B cBA3U ¢ napaHunem Npukasa MuHsgpascoupassmtug PO ot
23.08.2010 N2 708H, yTBepamBLLero HoBble NMpaBuna nabopaTopHOn NPaKTUKK. BHMMaHuKe!
[OKYMEHT yTpaTun cuny.

3aperucTtpmpoBaHo B MuHiocte PO 25 nioHa 2003 1. N2 4809

MUHUCTEPCTBO 3[IPABOOXPAHEHNA POCCUMCKOWN ®EOEPALIUA
MPUKAS ot 19 nioHa 2003 . N2 267
OB YTBEPXXAEHWUU NPABUI NTABOPATOPHOM NPAKTUKU

B cooTBeTcTBMU C DepepanbHbiM 3aKOHOM OT 22 nioHA 1998 1. N2 86-03 «O niekapCTBEHHbIX
cpeacTBax» (C MaMeHeHnaAMU 1 gononHeHnsamn) (CobpaHue 3akoHopaTenbLcTBa Poccmmnckom
®epepaumm, 1998, N2 26, cT. 3006; 2000, N2 2, cT. 126; 2002, N21, cT. 2; 2003, N2 2, cT. 167),
MonoxeHneM o MMHMCTEPCTBE 3ApaBooXxpaHeHnsa Poccurickon Mdepepaunn, yTBEPXKAEHHbBIM
MocTtaHoBneHuneM MpaBuTtensctea Poccuinckon Gegepaumnm ot 29.04.2002 N2 284 (CobpaHne
3akoHopaTtenbcTBa Poccuinckon @epgepaunm, 2002, N2 18, cT1. 1771), NnpukasbiBalo:

YT1BepauTb NMpaBuna nabopaTopHOM NPakTMKK B Poccurickon ®epepaumm (MpUnoxeHune).

MuHUCTp
10. 1. LieBYeHKO

MpunoxeHue
YTBEpXAeHO

MpukasoM MuHucTepcTea
3ApaBoOXpaHeHns
Poccwuiickoii ®epepaumun
ot 19.06.2003 N2 267

MPABUNA
NABOPATOPHOWM NMPAKTUKU B POCCUMCKOW GEOEPALINMA
|. O6LwKme NonoxeHuna

1.1. NMpaBuna nabopaTtopHou npakTnku (GLP) npn npoBegeHnn LOKIMHNYECKNX nCCnenoBaHnm

B Poccuiickon ®epepaumm paspaboTaHbl B COOTBETCTBUM ¢ DefeparnbHbiM 3aKOHOM OT 22.06.1998
N2 86-M3 «O nekapcTBeHHbIX cpeacTBax» (CobpaHune 3akoHopaTenscTBa Poccuiickon Gepnepauun,
1998, N2 26, cT. 3006; 2000, N2 2, cT. 126; 2002, N2 1 (4acTb I), cT. 2; 2003, N2 2, cT. 167)

1 MonoxxeHneM o MMHUCTEPCTBE 34paBooxpaHeHns Poccuinckon GepepaLmm, yTBEpPXOEHHbBIM
MocTtaHoBneHneM MpaBuTtenscTBa Poccuinckon Gegepaumnm ot 29.04.2002 N2 284 (CobpaHune
3akoHopaTtenbcTBa Poccuinckon ®epepaunm, 2002, N2 18, cT1. 1771).

1.2. HacTosiwme lMpaBuna ycTaHaBnuBailoT TpeboBaHUA K OpraHn3auum, nnaHMpoBaHuMIo
1 NPOBEAEHUNIO OOKINHUYECKUX NCCNEefoBaHNI NIeKapCTBEHHbIX CPEACTB, 0DOPMIIEHMIO PE3YNbTaToB
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M KOHTPOJIO KavecTBa.

1.3. JoKMMHNYECKMe nccnenoBaHns nekapcTBEHHbIX CPeaCcTB BKOYaAOT B ce65 XMMUYeckue,
dpusnyeckue, éunonoruyeckue, MVIKpO6I/IOJ'IOFI/I‘-{eCKVIe, dapMakonornyeckme, TOKCUKoNormyeckne
M opyrme aKkcnepmMeHTalbHble UCCiegoBaHuAa C Lenblo nonyvyeHna Hay4yHbiIM MeToaMn OLLeHOK
1 fokKasaTenbcTB 3QPEeKTUBHOCTU U 6e3onacHocTH NeKapCTBEHHbIX CPencTB.

1.4. MnH3gpas Poccum opraHnsyeT n NPOBOAUT roCyNapCTBEHHbIN KOHTPO/b JOKTIMHUYECKUX
nccnenoBaHUi NEKapCTBEHHbIX CPEACTB BO B3anMopencTeumn ¢ @Iy «HayuHbI LEHTP 3KCNepTU3bl
cpencTB MeguLMHCKOro NnpuMeHeHnsa» MnHagpasa Poccun, ®apMakonormyecknmM KOMMTeToOM
MuH3gpaBa Poccuu 1 MHBIMW NOOBEOOMCTBEHHbLIMU Hay4YHO-UCCedoBaTeIbCKMMUM OpraHn3aLmsamu,
WHCTUTYTamu, nabopaTopuamMm, BXOAALLMMU B CUCTEMY FOCYAapCTBEHHOIO KOHTPO/S KayecTBa,
3ODEKTUBHOCTU M 6€30MacCHOCTM NIEKAaPCTBEHHbIX CPEeacTB.

1.5. [JOKNIMHNYECKNE NCCNENOBAHUSA NIEKAPCTBEHHbIX CPEACTB NPOBOAATCH OpraHM3aunsMm —
pa3paboTuynKaMu IEKaPCTBEHHbIX CPEACTB B COOTBETCTBMM C HacToAwmMK Mpasunamu. Ons
opraH13aLun 1 NPoBeaeHUs NCCNefoBaHNi opraHn3aunm-paspaboTUMK MOTYT MPUBEKaTb
nccnepoBaTenbCckme opraHnsaumnm 6o GopMbl CO6CTBEHHOCTU, UMEIOLLME HEOBXOANMMYIO
MaTepuanbHO-TEXHUYECKYIO 6a3y, KBanndULMPOBaHHbIX CMELManMCcTOB U NPOBOAsALLNE
LOKITMHUYECKUNE NCCNeflOBaHNS NEKapCTBEHHbIX CPEACTB B COOTBETCTBUM C HACcTOSALWMMU MpaBunamu.

1.6. 3aaButenb obpawaetca B OI'Y «HayuHbIn LLEHTP 3KCNepTU3bl CPEACTB MeQULIMHCKOrO
npuMeHeHus» MuHsgpaBa Poccumn n npegctaBnsieT KOMMIEKT JOKYMEHTOB U AaHHbIX (MPUoXeHue
1).

1.7. ®T'Y «Hay4HbI LEHTP 3KCNEPTU3bl CPEACTB MEAMLIMHCKOIO NPUMEHEHUS» B CPOK A0 30 gHen
OpraHn3yeT NpoBefeHne IKCNepTU3bl NPeacTaBIEHHbIX 3a8BUTENEM JOKYMEHTOB W JaHHbIX NO
NpPoBefeHUI0 JOKTMHUYECKNX UCCNENOBaHWI NeKapCTBEHHbIX CPEACTB, MOAroTaBMBaeT 3aK/loyeHne
(npunoxeHue 2) n HanpaengeT ero B MMH3gpaB Poccun Onga NPpUHATUS pPeLleHuns.

1.8. MunHsgpas Poccuun B TedeHune 10 gHer NpuHMMaET peLleHne 0 NpoBeaeHNN OOKTUHUYECKUX
nccnefoBaHni IeKapCTBEHHbIX CPEACTB M [OBOOMUT ero A0 CBeeHUs 3asdBUTeNS.

1.9. MuH3gpaB Poccum BnpaBe 0TKasaTb B MPOBEAEHUN OOKTMHUYECKUX UCCNEQOBaHUI B Crly4Yasnx
npencTaBneHns 3assBUTENEM HEMOTHOrO KOMMJIEKTa JOKYMEHTOB, HEO6XOAMMOro ANs NPUHATUS
pelueHns o NpoBedeHNN LOKIIMHUYECKUX NCCNeoBaHWIA; HELOCTOBEPHOM MHDOPMaLMK;
HEeCOOTBETCTBUSA OCHOBHbIM TPeBOBaHNAM, NPeAbABNAEMbIM K OpraHn3aLmsaM, NPOBOASLLNM
OOKJTMHUYECKWE uccnegoBaHms (COCTosHME MaTepuanbHO-TEXHUYECKOM 6a3bl, KBanpumkaumns
COTPYAHMKOB, OCHallleHe o6opyaoBaHNEM 1 Ap.), YKa3aHHbIM B COOTBETCTBYIOLMX pa3fenax
HacToswwmx Mpaswun.

1.10. MuH3pgpaB Poccumn ocylecTBNSeT Nnepruognyeckmne NpoBepKn OeATEeNbHOCTU OpraHn3aLunn,
NoNy4MBLUNX NPaBO Ha NPoBefeHMe OOKITMHUYECKNX UCCNEefOoBaHNI NIeKapCTBEHHbIX CPEACTB,
KOTOpPble BKJ/TI0YAIOT OLLEHKY COOTBETCTBUA NPOBEeAEeHUs nccrefoBaHnsg TpeboBaHAM OeNCTBYIOWEro
3aKOHo[aTeNnbCcTBa, CPaBHEHWE UCXOOHbIX aHHbIX U 3aK/TIOYNTENIbHOro OTYETa, aHanuM3 pesynLTaTtoB
nccnenoBaHus, paccMOTPeHME MaTepuanos apxmnsa.

1.11. MuH3agpaB Poccuu cocTaBnsaeT, NyGnvKyeT U NoALEePXKMBAET B aKTyaslbHOM COCTOSAHUM NepeyeHb
OpraHn3aLunin, ocyLeCcTBNALWMUX NPOBEAeHME OOKIMHUYECKMX UCCIeA0BaHNM IeKapCTBEHHbIX
CPEeLCTB B COOTBETCTBMUN C HACTOALWMMM MPaBUIamMu.

Il. TepMUHBI ¥ onpeaeneHus

Lna uenei HacToAWero LOKYMeHTa UCNONb3YIOTCA ClieayioLimMe TEPMUHBI U onpeneneHus:

,D,OKyMeHTaLI,VIH — 3anucu B niobon dopMe, KoTopble onncbIBaloT METOAbI MPOBEAEHUSA N/UNKn
pesynbsTaThl JOK/TIMHUYECKOro UccriegoBaHus, a Takxxe dakTopsl, BAUSIOLWME Ha NpoBefeHne
ncecnenoBaHusa, U oeNCTens, coBepLlaeMble npu nposeneHnn OKIMHNYECKOro nccnegoBaHnA.



MaTepwnarnbl LOKITMHNYECKOro UccreoBaHna NeKapCTBEHHbIX CPEACTB — KOMMNEKT AOKYMEHTOB
OOKJIMHNYeCKOro nayvyeHna nekapcteBeHHoOro cpencTsea, BKJTIOHAIOLWMIA OTYETHI MO XUMUYECKUM,
¢I/I3M‘-IeCKMM, 61NONOrnMYecKnM, MMKp06VIO}'IOFM‘-IeCKMM, ¢apMaLI,EBTM‘-IeCKMM, ¢apMaKOJ'IOFI/I‘-IeCKI/IM,
TOKCUKOJIOrMYeCKM 1 OpyruMm aKkcnepmMeHTalsibHbIM Hay4YHbIM UCCieoBaHUAM UNTN NUTEPaTYpPHbIe
OaHHble OTHOCUTENBbHO COCTaBa, NoKasaTenien KayecTea 1 METOAOB KOHTPONIA KayecCTBa, CBOWCTB,
CI'IeLI,VICbM‘-{ECKOIZ aKTMBHOCTU N 6@30nacHOCTUN NeKapCTBeHHOro cpenctea, BkKo4Yada NPOTOKObI
OOKJTMHNYECKOro nay4yeHud.

OTuer — npencrtaBlieHHble B MMCbMEHHOM qupMe pe3ynbTaTbl OOKTMHNYECKOro nccriegoBaHna
NNeKapCTBEHHOro cpencTtea, Bko4atwme onnmcaHme JOKIMHNYeCKnX n CtTatTuctnyeCKnx MetTogos,
OaHHble, NoNy4YeHHble B XoOe nccrnenosaHna, 1 BbiIBOAbl.

MepBrYHbIE faHHbIE UCCNeNOBaHNA — LOKYMEHTbI, OTPaXaloLime HabMoAeHNS U MaHUMYyNauum,
NpoBOAMMbIE BO BPEMS UCCIe[0BaHUs (3anvcK B paGoumnx nucTax, nabopaTopHbIX XXypHanax,
doTorpadum n GUbMbI, pacrneyaTkn ¢ aBTOMaTU3UPOBaAHHbIX NPUBOPOB, ANCKETHI, 3aM1cKu
napaMeTpoB OKpPYy>KatoLLen cpeabl B KOMHaTaxX COAEPXaHUSA XUBOTHbIX, CEPTUDUKATbI HA XXUBOTHbIX,
Tekylasi JOKYMeHTaUus COCTOSHUSA 300PO0BbS YXUBOTHbIX, 3anncK 06 aKChyaTauum U TEXHUYECKOM
06Cny>KMBaHUM 060PYAOBaHUSA, pacyeTHble NPoLEeaypbl).

MpOoTOKON AOKIMHUYECKOro nccnefoBaHna — LOKYMEHT, KOTOPbIM OMUCbIBAET 3afa4yun, MeTofos10rmio,
npouenypbl, METOAbI CTaTUCTUYECKOMN 06PabOoTKMN JaHHbIX M OpraHu3aumio cCnefoBaHmS.

PyKOBO,D,MTerIb ncecnegoBaHna — nuLo, OTBETCTBEHHOE 3a npoBefeHne NOKINHNYeCKoro
ncecnenoBaHUA neKapcTBeHHOro cpencrea.

CTaHpapTHble onepaLmoHHbIe NPOoLLEeaypPbl — ALOKYMEHTbI, B KOTOPbIX A€TaNbHO U3/TOXKEHO
BbINOMHEHME ONpPefeneHHbIX NabopaTopHbIX NMPOLEAYP, KOTOPbIE, KaK NpaBuio, He AeTann3npoBaHbl
B MPOTOKO/axX UCCNEeQOoBaHU U METOOMYECKMX pyKOoBOACTBaxX (ganee — COIM).

TecT-cucTeMa — 6ronormyeckas, xuMmyeckas, pusmyeckas U MHGOPMaLMOHHAA CUCTEMbI NN X
KOMGMHALMK, CNONb3yeMble Npu LOKTMHUYECKOM NCCe0BaHUM NTEKaPCTBEHHbIX CPEACTB.

I1l. MpuHUMNBI NpoBeAeHUS AOKINHUYECKUX UCCeA0BaHUI JIeKapCTBEHHBIX CPeACTB

3.1. Llenbto [OKMMHUYECKUX CCNEefoBaHWIN NIeKapCTBEHHbIX CPEACTB ABNSETCA NonyyYeHne HayYHbIMu
MeTOoAaMM OLEHOK W [OKA3aTeNbCTB 3PHEKTUBHOCTU U GE30NACHOCTU NIEKAPCTBEHHbIX CPELACTB.

3.2. JoKNMMHNYecKme nccnefoBaHns NekapcTBEHHbIX CPeaCcTB NPOBOAATCA MO YTBEPXOEHHOMY MJiaHy
C BeJeHneM npoTokona 1 coctaBneHneM oT4yeTa, B KOTOprVI 3aHOCATCA pe3ynbTaTbl JOKITMHNYECKNX
ncecnegoBaHmin NIeKapCTBEHHbIX CpencTB.

3.3. JoKnnHn4yecKkmne nccnenoBaHms NeKapcTBEHHbIX CPEACTB Ha XXUBOTHbIX MPOBOASATCS

B COOTBETCTBUU C MeXOYHapOOHbIMU NpaBUiaMun. KoHTponb 3a cobnogeHneM rnpaBoBbIX U STUYECKUX
HOPM MUCNOJIb30OBaHUA XXUBOTHbIX Mpu npoBegeHNnN JOKINHNYEeCKNX nccnenoBaHuin NeKapCTBEHHbIX
cpencTs ocylecTengeTcd MuH3gpaBoM Poccun n TepputopuanbHbIMU OpraHaMmn KOHTPOISA KavyecTBa
NNeKapCTBEHHbIX CPpencTB.

3.4. C6op, ob6paboTKa 1 XpaHeHne nHbopmMaLMm, NONYYEHHON B XOAE AOKIMHNYECKOTO
nccnenoBaHUA NEKapCcTBEHHbIX CPeacTB, AOMKHbI o6ecrneymBaTb TOYHOE 1 O6OCHOBAHHOE
npeacTaBneHne 06 apdeKTUBHOCTN 1 6€30MaCHOCTU NTEKAPCTBEHHbIX CPEACTB U O6BEKTUBHOCTb
[OaHHbIX, MOMYYEHHbIX B XO4€ UCCEeN0BaHUS.

3.5. NMpon3BoACTBO N XPaHEHMEe nccnenyeMoro ieKapCTBEHHOIo CpeacTBa, a Takxxe obpaleHne
C HMM OCYLLECTB/ISIETCA B COOTBETCTBUM C NpaBuiaMmn opraHmsaumm Npon3BoACTBa U KOHTPONSA
KayecTBa /leKapCcTBeHHbIX cpencTts (GMP), a ucrnonb3oBaHue — B COOTBETCTBUUN C YTBEPXKAEHHbLIM
NMPOTOKOIOM UCCNENOBAHUS.
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3.6. OpraHu1sauus, NnpoBoadALLan AOKINHUYECKME NCCNefOBaHNA TEKAPCTBEHHbLIX CPEACTB, AO/KHA
ObITb YKOMMIEKTOBaHa NepcoHanoM, MeloLwmm Heobxogmmoe obpasoBaHue, NoaroToBKY,
KBanudukaumio n onbIT paboThl.

3.7. PykoBoauTenb opraHM3aLuum cornacoBbiBaeT NPOTOKOS, Ha3HavyaeT pyKoBOAUTENA UCCNefoBaHUsA
M OTBETCTBEHHbIX UL, N3 YUCJla COTPYOAHUKOB, HE Y4YaCTBYIOLWNX B UCCnenoBaHnn, onqd
ocyuiecTBeHNAa He3aBUCUMOIro KOHTPOJ1A KadeCTBa NpoBefeHna nccnenoBaHud, obecneynBaeT
CBOEBPEMEHHOE NOoBbIWeHWe KBanndukaummn v noaroToBKy nepcoHana.

3.8. MepcoHan, NpMHUMaIOLLMI y4acT1e B MPOBEAEHNUM UCCIe0BaHNSA, 3HAKOMUTCA C MPOTOKOSIOM,
nHdopMaLmelt 06 UccnenyemMoM NeKapcTBEHHOM CPeACTBE, a TakXKe C GYHKLUMAMU U 06A3aHHOCTAMM
NUL, Y4acTBYIOWMX B UCCNIE[OBaHUN.

3.9. PykoBoamMTENb UCCNIEN0BaHNSA OPraHn3yeT, OCYLLECTBIAET U KOHTPONUPYET: NPoBEAeHWe
LOOKJ/IMHNYECKOro UCCNIeN0BAaHNSA; BbIMOMIHEHWE MPOTOKOA UCCNIEN0BAHNA U MOMNPaBOK K HEMY,
CTaHOapTHblE onepaLnoHHbIe NpoLeaypbl; obecrnedyeHne 4ocTyna nepcoHana K Matepuanam
LOKJIMHUYECKOro UCCNefoBaHNs; cobriofeHMe NpaBus NPOBEAEHNA KaueCTBEHHbIX OOKTMHUYECKUX
NCCNefoBaHNi; KOHGUOEHUMaNbHOCTb NOSTyYEHHbIX PE3Y/TaTOB; OTBETCTBEHHbIX UCMONTHUTESNEN.

3.10. OTBETCTBEHHbIE UCTMONMHUTENU 0becnevnBatoT noaroToBKy M npoBefeHne Kn4yeBblX 3Tarnos
ncenenoBaHua, Bkao4yaa 06yqu|/|e rnepcoHana; KOHTPOsb COBNI0AEHNA CTaHAAPTHLIX METOO0B
nnpouenyp, cbop un OOKYMEeHTUPOBaHME NOoJTy4YeHHbIX OaHHbIX; BeAeHWe y4eTa HenpeaBnaeHHbIX
OBCTOATENLCTB U NPUHATUE MEpP MO UX YCTpaHeHUIo; npencTtaBieHne pe3ynbraTtoB NCCnenoBaHUA
B Buae otyeTa.

3.11. OpraHusaumsa — pa3paboTynK NeKapCTBEHHOro CPeAcTBa BblAaeT 3aK/loYeHe O BO3MOXXHOCTU
npoBefeHus B fanbHenweM KIMHUYECKUX NCCNeoBaHNn NeKapCcTBEHHOMO cpeacTBa.

IV. CucteMa obecneyeHns1 KauecTBa SOKIMHNUYECKUX UCCIeQ0BaHWI

4.1. KayecTBO NpoBeneHns AOKTMHUYECKUX NCCeaoBaHuin obecnedynBaeTcss KOHTPOIEM CO CTOPOHbI
PYKOBOAMTENSA UCCNeaoBaHNSA U HE3aBUCUMOM U CUCTEMATUYECKON NPOBEPKON AOKYMEHTALLUN

N 0EeATEeNbHOCTM, OTHOCALLENCS K UCCNEA0BaHUIO, MPOBOAMMOM C LeNnbto noaTBepaeHnsa dakta
OCYLLECTB/IEHNSA YKa3aHHOW OeATENbHOCTU N OLLEHKN COOTBETCTBMA Npouenyp cbopa, 06paboTku

M NpencTaBfieHns gaHHbIX TpeboBaHNAM OENCTBYIOLLEro 3aKoHoAaTeNnbCTBa, HacToAwmx MNpasun,
NMPOTOKOIY UCCNEeAOBaHUSA, CTaHOAPTHbLIM NpoLenypam.

4.2. KOHTpOsb KayecTBa 3a NPOBefeHNEM OOKTMHUYECKUX UCCIIE00BaHNIA NIEKAPCTBEHHbIX CPEACTB
BKJloYaeT B ce6s opopMieHNe NepeyHs NccnefoBaHunii, MPOBOAVMbIX B OpraHM3aLmm, ¢ ykasaHuem
LNS KaXKJoro uccnenoBaHns pyKoBogMTeNs 1 3akasunka, Ha3BaHUs UCCNeayeMoro NIeKapCTBEHHOMO
CPencTBa, ONMCaHNS TECT-CUCTEMbI, [aTbl HAYana U COCTOSHUS KaXXA0ro UCCefOBaHNA Ha TeKyLWni
MOMEHT BpPeMeHM; OLLeHKY MPOTOKOJIOB U METOLOB NCC/eOBaHNS Ha COOTBETCTBME NpaBuiam
na6bopaTopHON NPAKTUKN; MOHUTOPUHI TEKYLLMX UCCIeL0BaHNIA; OTYET O MPOBELEHHbIX NMPOBEepKax
N peKoMeHJalLmMm Mo yCTpaHeHNIo He[oCTaTKOB.

4.3. 1ns oCyLLecTBNEHUS KOHTPONSA KayecTBa PyKOBOACTBO OpraHM3aLmnn, NpoBoasLLe
LOKITMHUYECKMNE NCCNefoBaHNA NIeKapCTBEHHbIX CPEACTB, AO/MKHO Ha3HauYUTb B COOTBETCTBUN

¢ NpaBuiamMu nabopaTopHOM NPaKTUKN OTBETCTBEHHbIX /UL, 38 MOHUTOPUHT UCCNEfoBaHMA U3 Yucna
COTPYAOHWUKOB, HE YYaCTBYIOLLMX B UCCIELOBaHNUN.

4.4. Mo pe3ynbTataM MOHUTOPWHIa OPOPMISETCA 3aKloUeHe 0 XOAe NPoBeAeHNs AOKTMHUYECKOro
nccnenoBaHus, KOTopoe AOBOAMTCA 0O CBEAEHUS PYKOBOACTBA OpraHM3aLmmn U pyKOBOAUTENA
nccnenoBaHus, a B Criyyae BbISIBNEHUA HEQOCTaTKOB U HapyLUEHW NPeacTaBNsioTCA peKoMeHaaLmm
Mo UX YCTPaHEeHMIO.

V. NomMeweHnsa



5.1. MoMeLLeHns, NpegHa3HayeHHble Ans NpoBefeHNs [OKINHUYECKUX UCCNIefoBaHni
NeKapcTBEHHbIX CPEACTB, AOMKHbI pacnonaraTbCs, MPOEKTUPOBATLCH, NPUCNOCabMBaTLCS

N 3KCMyaTUpPOBaTbCHA TakMM 06pa3oM, YTOGbl 06eCcnednTb KayeCTBEHHOE BbiNoIHEHUE NPOBOANMbIX
nccnefoBaHuii. [Ins akcnepuMeHTarnbHbIX UCCrefoBaHui 06a3aTenbHO Hann4yne BMBapus.

5.2 MoMewweHnsa ana 3KCNnepuMeHTasIbHbIX XXMBOTHbIX A0J/DKHbI:

5.2.1. O6ecneymBaTb N30MALNIO (KaPaHTMH) NOCTYNAIOLWMNX XXUBOTHbIX, 6ONbHBIX YXMBOTHbIX
W XXMBOTHBbIX, NOJ03PEBaEMbIX B HOCUTENbCTBE NHDEKLNI;

5.2.2. No3BonATb pas3fgenbHoe coaepXaHue passindHblX BUOOB XXUBOTHbIX U XXUBOTHbIX OQHOIo B1aa,
ABNAOLLMXCH 0OBEKTOM UCCEefOBaHUA Pa3INYHbIX IEKAPCTBEHHbIX CPEACTB;

5.2.3. CooTBeTCTBOBaTH Tpe6OBaHVIF|M CaHUTAPHO-3aNMOEMNONTIOrNMYeCKOoro n BeTepmnHapHoOro
3aKoHoOaTeNlbCTBa.

5.3. KopMa, o6opynoBaHue 1 MHBEHTapb A9 yXo[a 3@ XXMBOTHbIMU HEOOXOOUMO XPaHUTb

B MOMELLEHUSIX, N30NTMPOBAHHbIX OT MECT COAEPXKAHUS KMBOTHbIX. [TOMELLEHNS AN NpoBeaeHus
LOKJIMHMYECKMX UCCnenoBaHnii TeKapCTBEHHbIX CPEACTB, B TOM Ynchie ons paboTbl C onacHbIMK Ans
3[0POBbS N XXN3HU YenoBeKa 06 bEKTAMM UCCNENOBaHUS, AOKHbI COOTBETCTBOBATb YCTaHOBIEHHbLIM
CaHUTaPHO-TUIMEHNYECKIMM MpPaBUIaM.

VI. 06opynoBaHue

6.1. OpraHu3sauum, NPOBOAALLME AOKIMHUYECKNE NCCNENOBaHNSA NEKAPCTBEHHbIX CPEACTB, AOMKHbI
ObITb OCHaLeHbl HeobxoaMMbIM 060PYyLOBaHNEM, NPOLIELWNM METPONOrMYECKUIA KOHTPOITb
1N KanubpoBKY B YCTaHOBIEHHOM MOPSAKE.

6.2. 9kcnnyaTtauusa 060pyaoBaHMS MPOBOAUTCS B COOTBETCTBUM C TEXHUYECKMM MacrnopToM

W MHCTPYKLMEN N0 NpUMeHeHuio. Pe3ynbTaTel NpoBegeHns NpodunnakTMyeckmux oCMOTPOB
060pynoBaHMS 1 TEKYLLLEro peMoHTa GMKCUPYIOTCH B CMeLManbHOM XypHane, [OCTYNHOM B lo6oe
BPEMS COTPYAHMKAM, SKCMyaTUpYoLWmMM o60pyfoBaHme nnm obecnevmBaloLmnm ero o6enyxmsaHme,
1 cofiepkalleM cneayiolme CBeAeHUs: HanMeHoBaHue npnbopa, NPOn3BOAUTENS, CTPaHY
NPOUCXOXXAEHUSA MPON3BOAMTENS, MOAENb NPUBOpPa, CEPUNHBIN (3aBOACKON) HOMeEpP, AaTy NonyyvyeHus
M NOCTaHOBKMW Ha y4eT B nabopaTopuu, AaTy 3anycka B aKCrnyaTaunio, MHBEHTapHbIN HOMEpP, MecTo
pacnonoxeHus npmnbopa; ®.1.0. coTpyaHMKa, OTBETCTBEHHOrO 3a Ucnonb3oBaHue npubopa; ®.M.0.
COTpyAOHWKa (nogpa3peneHne, opraHn3aLms), OTBETCTBEHHOIO 3a TEXHMYECKOE 06CNy>XMBaHNE
npu6opa; feTanbHbie 3anMcK O NIaHOBOM 06CyXXMBaHUM 060py[oBaHWSA, 0AaTUPOBaHHbIE

W 3aBepPEHHbIE MNOAMNUCHI0 OTBETCTBEHHOIO NNLLA; AeTalbHble 3anncu o NiobbiX MOBPEXAESHUSAX,
OTKasax, peMoHTe nNpubopa, [aTMpoBaHHbIE U 3aBEPEHHbIE NOAMUCHIO COTPYAHMKA (Nnua),
OTBETCTBEHHOIrO 3a TEXHNYECKOE COCTOsHWE Npubopa, AeTanbHble 3anMcun o Kanubposke Npmnbopa;
[aTUPOBaHHbIE N 3aBEPEHHbIEe MOAMNUCHIO LA, OTBETCTBEHHOIO 3a 06CNyXuBaHue npubopa.

VII. TecT-cuctemsl

7.1. Bup, pasmep 1 xapakTepPUCTUKU TECT-CUCTEM OO/KHbI COOTBETCTBOBATb KaTeropmam
OOKTMHUYECKUX NCCneaoBaHmm NleKapCTBEHHbIX CpeacTB. YCNoBMda NpoBeaeHund nccnenoBaHMn Ha
TecT-cucTeMax LOMKHbI UCKoYaTb BO3AENCTBUE BHELLIHNX dakTopoB., CMOCOGHbIX MOBMUATbL Ha
Ka4yecTBO nony4vaeMblX aHHbIX.

7.2. JOKNMHMNYeCKNEe nccnenoBaHmsa npoBOoAATCA Ha 300POBbIX XXMBOTHbIX. Bce npouenypeobl,
CBA3aHHblIE C YXOO0M 3a XXUBOTHbIMU (KopMreHune, NoeHmne, CMeHa NOACTUNKU, NepecaxkuBaHme,
MbITb€ KNEeTOK, y6opKa NMOMeLLEeHUN, B KOTOPbIX COOEPXAaTCSA XXUBOTHbIE), OMUCLIBAIOTCA

B CTaHOAPTHbIX ONnepaunMoHHbIX npouenypax.

7.3. BHOBb NPUOGLIBLUNX XXUBOTHbIX M3ONUPYIOT OJ15 OLLEHKN COCTOAHUS UX 300POBbSA. MCTOUHMKN
NOCTYMN/IEHUS, YCNOBUS N AaTa NOCTYNNEHUS OOMKHbI 6bITb AOKYMEHTaNIbHO OPOpMIIeHbl. B cnyyae



yXyalweHna COCTOAHNA 300P0BbA XXUBOTHbIX N UX rméenu, He CBA3aHHbIX C nposegeHnemMm
OOKJIMHNYeCKOoro nccrnienoBaHua, yKadaHHbIX XXKMBOTHbIX HeobxoanMo n3onunposaTtb OT OCHOBHOM
rpynnbl 1 NOOBEPrHyTb, NpU HeobXOANUMOCTH, NIeYEeHUIO, eCcnn 3TO [onyckKaeTcd NpoTOKOJ/IOM
nccenegoBaHua, N rymMmaHHOMY yMepLLBJIEHUIO. [unarHos, neyeHue n ero pe3ynbTaTbl OOJIKHbI 6bITb
OOKYMEHTUPOBaHbI.

7.4. Ana o6ecneyeHns MHANBUAYabHOMO HAGMIOAEHNS B NMPOLECCe BbINONHEHUS UCCIeLOBaHNS
YKMBOTHbIE JOMKHbI GbITb NAEHTUOULNPOBAHbI. CNOcO6 MAEHTUPUKALUUN KMBOTHOMO
LOKYMEeHTUpyeTcs. Bce KNeTku, Bonbepbl, KOHTEMHEPbI, NpeAHas3Ha4YeHHbIe A1 COfepXKaHNs
YKMBOTHbIX, TaK)Xe NnoasiexaT MapKUpoBKe. XXMBOTHbIE, MpefHa3Ha4YeHHble ANA UCCiefoBaHus
pPasnnyYHbIX NEKAPCTBEHHbIX CPEACTB, MPOCTPaHCTBEHHO U30NMPYIOTCA ApYr OT Apyra.

7.5. KopMa v Boga ons XXMBOTHbIX LOJKHbI obecneynBaTb NULLEBbIE I'IOTpe6HOCTVI B COOTBETCTBUU
C NPOTOKOJIOM nUccrnenoBaHuA, 6bITb CBOOOAHBIMU OT MaTOrEHHbIX MUKPOOPraHM3MoB U BpeaHbIX
anMece|7| M He OOJDKHbI BIMATb Ha pe3yfibTaTbl UCCieAoBaHUA.

7.6. MecTa cofepyaHUs XXMBOTHbIX M MPOU3BOOCTBEHHbIE MOMELLEHNSA NoABepPraTca
nepmo,umquKoﬁ CaHVITapHOIZ 06pa60TKe, HE OKa3blBaloLLEN BANAHUA Ha pe3ynbTaTthbl UCCnenoBaHmA.

VIIl. UccnepyeMble 1 cTaHAapTHbIE NpenapaThbl

8.1. dM3nYecKoe v PPUANYECKOE NTULLO, HE3AaBMCUMO OT POPM COBCTBEHHOCTH, KOTOPOE ABNAETCH
MNHULMAETOPOM MPOBEAEHNSA OOK/IMHUYECKOrO UCCNEA0BaHMSA IEKaPCTBEHHOIO CPEACTBa M OTBeYaeT
3a ero opraHusaumio (anee — 3aKas4nk), NPEQOCTaB/sSET B OPraHn3aLmio, MPOBOASALLYIO
LOKJIMHUYECKME UCCNIEA0BaHUNA NIEKAapPCTBEHHBIX CPEACTB, UCCNIeyeMoe IeKapCTBEHHOE CPEACTBO,
HeobX0ANMYI0 [OKYMEHTALUMIO, C YKa3aHeM TeMnepaTypHOro pexmnma, YCrioBUin U CPOKOB XpaHeHUs
“ccnenyeMoro npenapara, faHHble Mo CTabunsHOCTU, MHPOPMaLMIo O Mepax no obecrneyeHuIo
6e30MacHOCTM PaboTbl C UCCliedyeMbIM NMpenapaToM, PacTBOPUTESNM 1 NPOoLEeaypbl PacTBOPEHNS,

a Takxxe, ec/im Heo6Xo4MMO, YCTPOMCTBA AJ1A BBEAEeHMs npenapaTa.

8.2. ccnepyemMoe nekapCcTBeHHOE CPeacTBO OOMKHO UMETb YNaKoBKY AN 3almTbl Npn
TPaHCMOPTUPOBKE OT 3arpsi3HEHUS NN NOPYN.

8.3 OpraHusauus, npoBoAsLLan AOKJINHUYECKOe UccnefoBaHue, [OJDKHA:

8.3.1. IMeTb yTBEPXXAEHHbIV MOPSAAOK NpMeMa 1 ydeTa NoCTyMNNeHNs NeKapCcTBEHHOro CpeacTBa.

8.3.2. MpoBOAMTL YUET NIeKapCTBEHHbIX CPEACTB NPW NOCTYMNEHUN, PACXOO0BaHUN, BO3BpaTe
3aKa3uuKy UM nux yTunmsauuu.

8.3.3. MpuHMMaTbL Mepbl No o6ecneyeHmio naeHTUdMKaLUM UCCnelyeMblX U CTaHAAPTHbLIX BELECTB
(3TMKEeTKa C yKasaHMeM Ha3BaHWsA, XMMUYecKol GopMyIbl, HOMepa cepum, faThbl BbiMycKa, YCIOBUIM
XPaHEHUs ¥ CPOKOB FOAHOCTUN) U UX CTaGUSILHOCTM Ha MPOTSXKEHUN BCEro UCCNefoBaHus.

8.3.4. XpaHuTb nccnepyeMoe fiekapCTBEHHOE CPefCcTBO OTAENIbHO OT BELWECTB, PeakTUBOB,
npenapaToB CPaBHEHUS B COOTBETCTBUM C PEKOMEHAALUNAMM 3aKa34mKa, ¢ COBMI0AEHNEM YCTOBUM
XPaHeHWs!, yKa3aHHbIX MPON3BOAMTENIEM, B TEUEHME BCErO CPOKa rOAHOCTH.

IX. CTaHAapTHbIE onepaLyvoHHbie npoLeaypbl

9.1. CTaHZapTHble onepaunoHHble MpoLeaypsl paspabaThiBaloTca Ha BCE NPOU3BOACTBEHHbIE
onepaLuu, BKNoYas: NocTynneHme, naeHTMbuKaLmio, MapKMpoBkKy, 06paboTky, oT6op npoob,
MCMNONb30BaHNE N XpaHeHWe UCCIeQyEMbIX U CTaHLAPTHbLIX BELLECTB; 06CNY>XMBaHWE U KannbpoBKy
N3MepUTENbHLIX MPUGOPOB M 0GOPYAOBAHMSA AN KOHTPONS OKPY>KaloLwel cpenbl; MpUroToBneHme
peakTUBOB, NUTaTENbHbIX CPe, KOPMOB; BEEHME 3anuceil, OTYETOB U UX XPaHeHNe; 06CNyXXMBaHWe
NMOMELLEHWNI, B KOTOPbIX COLEPXKaTCs TECT-CUCTEMBI; MPUEM, TPAHCMOPTUPOBKY, pasMeLleHue,
onucaHue, MaeHTUdMKaLMIO U yXoph 3a TECT-CUCTEMaMU; 06palLeHNe C TECT-CUCTEMaMU;



o06e3BpeXKMBaHme UNu yTUnm3aLums TeCT-CUCTEMbI; OCYLLECTBIEHME NPOrpaMMbl MO 06ecneyeHunio
KauecTBa.

9.2. CobniogeHune cTaH4apTHLIX ONepaLMOoHHbIX MPOLEAYP OCYLEeCTBNAETCA B Lensx obecneyeHuns
KauecTBa, 4OCTOBEPHOCTU U BOCMPOU3BOAUMOCTM Pe3y bTaToB MCClleqoBaHus.

9.3. OTknoHeHus oT COI JomKHbl BbITb LOKYMEHTaNbHO 0POPMIIEHBI U COrNacoBaHbI
C pyKoBoamnTenem nccneposaHus. CTaHaapTHbIE onepauMoHHbIe NpoLuenypbl nognexat
CBOEBPEMEHHOMY NepecMoTpy.

X. NMnaHnpoBaHue u nposegeHne uccnenoBaHui

10.1. JOKNMHUYeCKOe uccnepoBaHne IeKapCTBEHHbLIX CPEACTB OO/MKHO NPOBOAUTLCS B COOTBETCTBUM
C MPOTOKOJIOM, OTPaXkaloLLMM Lenn paboTbl U METOAbI, UCNONb3yeMble AN OOCTUXEHUSA 3TUX Lenen.
MpoTokon nccnenoBaHns LOMKEH 6bITb OA06PEH 3aKa34YMKOM N YTBEPXKAEH PYKOBOAUTENEM
nccnenoBaHus.

10.2 MpoToKon BKJIlOYAET B cebs:

10.2.1 Lenb nccnepgoBaHus;

10.2.2 3apava nccnegoBaHus;

10.2.3. CBepeHua 06 nccnepyeMoM nekapcTBeHHOM cpeacTsae (hmnsmnyeckue, XuMmnyeckume,
6unonoruyeckune, GapMaLeBTUYECKNE CBONCTBA);

10.2.4 CsepeHuA 0 NpernapaTte cpaBHEHUN (du3nyeckue, XuMmyeckume, bmonormyeckue,
dpapmMaueBTMYECKME CBONCTBA);

10.2.5 Ucnonb3yeMble MeTobl UCCefoBaHUS;

10.2.6 OnucaHue ncnonb3yemMon B UCCefoBaHnUm TECT-CUCTEMBI;

10.2.7 Crniocobbl ¥ NyTW BBEAEHUA UCCIEAYEMOro npenaparta v rnpenapaTa CpaBHEHUS,;

10.2.8 CxeMa nccnepoBaHusi, 060CHoOBaHME N36PaHHOM CXEMbl UCCNefoBaHNS;

10.2.9 3Tnveckue n NnpaBoBble HOPMbl AOKTMHNYECKOrO UcCnefoBaHus;

10.2.10 OueHka adpPeKTUBHOCTM 1 6&30MacHOCTM UccnenyeMoro rnpenapara;

10.2.11 MNMonpaBKK K NPOTOKONY AOKIMHUYECKOrO NccnenoBaHus;

10.2.12 CtatnucTnyeckast o6paboTka pe3ynLTaTtoB UCCNEefOBaHUS;

10.2.13 CocTaBneHue oT4yeTa;

10.2.14 NntepaTtypa.

10.3. BHOCKMbIE U3MEHEHMS B MPOTOKO UCCNENOBaHNA YTBEPXXAAIOTCS pyKOBOAUTENEM
ncenegoBaHus, a OTK/IOHEHUSA OT NPOTOKOMa (He3annaHMpoBaHHbIE COObITUSA, HeNnpeaBUAEHHbIE
06CTOATENBCTBA, YNYLEHNS) 3aMMCbIBalOTCS, MPOHYMEPOBLIBAIOTCS, MOAMNUCHIBAIOTCH, AaTUPYIOTCA
B MPUIOXXEHUUN C YKa3aHMEM MPUYNH.

XI. 3an1cu pe3ynbTaToB UCCNEef0BaHNSA

11.1. B opraHusauum, nposo,u,ﬂu.l,eﬁ OOKJTIMHN4YecKne nccnegoBaHma, OKHblI COXPaHATbCA BCe
MCXogHble OoaHHble, pe3ynbTaTbl M3MepeHVIVI 1 HabnoOeHWN, BbIYUCTIEHUI U npeobpas3oBaHUA JaHHbIX,
3anncum o KaﬂMGpOBKe 060py,D,OBaHVIF|, OT4YeThl (B TOM yncne I'IpOME)i(yTOHHbIe), a TakXXe gpyrue
MaTepuanbl U OOKYMEHTbI, UMelol e HenocpencteBeHHoe OTHOWeHne K JaHHOMY nuccnenoBaHuio.

11.2. JaHHble, 06pasubl, HABECKU U T.A4. AO/MKHbI UMETb MHAUBUAYANbHbLIV WNOP, NO3BONAOLLNA
OLHO3HAa4YHO NAeHTUONLMPOBATbL UCCNEQOBaHNe, UCMOMb30BaBLUMNCS TECT, METOL, BULA,
nccnegoBaHus, 1 6BMONOrMYECcKYI0 CUCTEMY, U CChINIKY Ha COTPYAHUKOB nabopaTopumn, NPUHUMaBLLUX
yyacTue B NoyYeHUn faHHbIX v o6pasLLoB, B MOArOTOBKE UMM MNPOBEAEHUM UCCTIELOBaHNS.

11.3. MepBUYHbIE AaHHbIE, MNOyYEeHHblE B XO[e UCCNEeN0BaHUSA, OOMXKHbI GblTb HEMEANEHHO
3aperncTpupoBaHbl, NOANMcaHbl U 4aTUPOBaHbl, He [OMYCKAeTCA UX YHUUTOXEHWE, MoAMeHa UNn
nepesanucb. [JaHHbIe Ha 3NTEKTPOHHbIX HOCUTENAX, MO BOSMOXHOCTH, AyONMpyloTCcs B 6YMaXKHOM
BapuaHTe.



11.4. NcnpaBneHus nepBnYHbIX aHHbIX 0OPMNAIOTCA B BUAE AOMONHEHUI, KOTOPbIE
NoAMUCLIBAIOTCA N AaTUPYIOTCA OTBETCTBEHHbLIMU UCMONHUTENAMMU, C YKasdaHWeM MPUYNH OLLINGOK.

11.5. MaTepwuansl UccrnegoBaHUa O0MMKHbI NO3BONATbL BOCCTaHOBUTbL X0 nccnenosaHus. lMocne
rnpoBefeHns JOKIIMHNYECKOro nccregoBaHuga MaTepuarsl NepefaloTcs B apxus. YCNOBUA apXmnea
OOMKHbI obecrneymBaTb 6e3onacHoe n KOHOUOEeHUManbHoe XxpaHeHe BCeEX MaTepmanos
nccnegoBaHua.

XIl. OT4yeT 0 NpoBefEeHHbIX UCCNen0BaHNAX

12.1. 3agBuTenb B TeveHne 30 gHen nocne oKoHYaHMs NpoBeaeHNs OOKTMHUYECKOro NCCreaoBaHuns
nekapcTBeHHoro cpenctaa npepctasnsaeT B OI'Y «HayuHbI LEHTP 9KCNepTU3bl CPEACTB
MeaNLUHCKOro NpuMeHeHns» MuHagpasa Poccumn, Gapmakonornyeckunin kommtetT MuHsgpaBa
Poccun oTyeT 0 NnpoBeAeHHOM UcCnefoBaHUN.

12.2 B oTyeTe 0 LOKJIMHUYECKOM UCC/IeA0BaHMM NIEKAPCTBEHHOIO CPEACTBA AO/MKHbI 6bITb NPeACTaBEHbI:

12.2.1. Ha3BaHwue, agpec opraHusauum, atbl Havana n 3aBepLlIeHNA JOKIIMHUYECKNX nccnenoBaHun,
Lenb 1 3agadn nccnegoBaHunA.

12.2.2. OnncaHne nccnenyemoro fekapcTBEHHOro CPeACcTBa, BKloYasa cBefeHns 0 PU3nNYecKux,
XUMUYECKNX, Bronormyeckmx, dapmaLeBTUYECKNX CBOMCTBAX, COCTaBE NEKapPCTBEHHON GOPMbI.

12.2.3. Bup nccnepoBaHus, xapakTepucTnka n 060CHoOBaHMeE TECT-CUCTEMbI, OTOOpaHHON Ois
nposefeHns OOKIMHUYECKNX UCCNefoBaHUN.

12.3 B cnyyvae npoBefeHUs 3KCNepuMeHTasbHbIX MCCNepoBaHMUI Ha XXMBOTHLIX HE0OX0AMMO YKa3saTb:

12.3.1. Bug, BO3pacT, KOIMYECTBO XXMBOTHbIX B KaXKAOW rpynne, nos, nokasaTtenu Macchl Tena,
MCTOYHUK MUTAHUS.

12.3.2. Pexu1M [o3npoBaHuUs, KPaTHOCTb U NYTb BBEAEHMS UCCNEeayeEMOro NeKapCTBEHHOIO CPencTBa.
12.3.3. CxeMa npoBefeHns JOKIMHMYECKOro NCCefoBaHVs NeKapCTBEHHOro cpeacTaa.

12.3.4. OnucaHne MeTOLOB CTaTUCTMYECKOM 06paboTKU pe3ynbTaToB, Pe3ybTaTbl UCCIE[oBaHMS,
npencTaBneHHble B Buae o6o6uaowmx Tabnuy, (rpadrKoB) C COOTBETCTBYIOLWEN CTaTUCTUYECKOM
06paboTKON, N KOMMEHTaPUEB K HUM, 06CY>XAEHNE pe3ynbTaToB, BbIBOAbI.

12.4. OTyeT O pe3ynbTaTtax npoeeneHnsa OOKJIMHNYECKnNX nccnenoBaHUn cocTaBnseTca
pykoBoautTenem nccnenoBaHMn, NOANUCHIBaETCA pykoBoguTeneM opraHn3auunm n ckpennaeTca
ne4yaTbio OpraHn3auunn.

12.5. lononHeHus K oT4YeTy O0XKHbl 6bITb 0DOPMIIEHbI B BULE MPUMTOXXEHUI, COAEPXKALLUX CCbINIKY Ha
COOTBETCTBYIOLLMI pasgen otyeta (Naparpad, pUCyHoK, Tabnuuy 1 T.4.) U NognnUcaHHbIX
pykoBoguTeneM opraHusauunm.

12.6. OI'Y «HayuHbIN LEHTP 9KCNEPTU3bl CPeacTB MeoULMHCKOro NnpuMeHenmns» MuHsgpasa Poccun,
®dapMakonornyecknin kommteT MuHsgpasa Poccun B cpok go 30 gHen paccMmaTpuBatoT
npencTaBneHHble MaTepuranbl U HanpaBsgIoT 3aKkloyeHe B MuHsapas Poccun.

XIll. KoHdunpeHumnanbHOCTb

13.1. CoTpyOHUKM, NPUHMMaIOLWME yYacThe B NPOBEAEHMM OOKTMHUYECKOrO UCCenoBaHus, 06a3aHbl
cobnonatb KOHPUAEHUNANBbHOCTb B OTHOLWEHMM NIOBbIX AaHHbIX, MONyYEHHbIX B XO4e UCCIef0BaHus,
B COOTBETCTBMU C 3aKOHOOaTeNbCTBOM Poccuiickon ®epepaumn.

13.2. OpraHu3saumsi, NPoBOASALLAA AOKIIMHNYECKNE NCCIEN0BaHNS NTEKAPCTBEHHbIX CPEACTB, OOKHA
obecrneynTb KOHOUAEHLMAaNbHOCTb Pe3yNbTaToOB UCCIE[0BaHWI B paMKaXx NMPUHATLIX €0
0653aTenbCTB M B COOTBETCTBMM C 3aKOHO[ATENbCTBOM Poccuickon Gegepaumu.



XIV. Apxus

14.1. Nocne 3aBepLIeHNA OOKIIMHUYECKOrO UCCIe0BaHUSA BCe 3KCNepuMeHTarnbHble JaHHble,
o6pasLbl, MPOTOKON UCCNefoBaHna U Apyras ooKyMeHTaums (KanmbpoBoyHble rpadmkn, METOANKM,
CTaHAapTHbIE onepauynoHHbIe NpoLeaypbl U T.4.), BKoYasa OTYET U AaHHble HE3aBMCUMMOWN NPOBEPKMY,
LOMKHbI XPaHUTBLCA B OTAENbHbLIX NOMELLEHUAX, cneumanbHO BblAeNeHHbIX A9 3TUX Lenen. ApXMBHbIE
NoMeLLeHUs OOMKHbI UMETb OrpaHUYeHHbIN 0OCTYr.

14.2. MaTepuarbl, NOMeLLeHHble B apXMB, OOMKHbI GbITb 0603HaYeHbl B COOTBETCTBUM C NMOPSALKOM
XpaHeHus ans 6bicTporo nomcka. Cpok XpaHeHWs apXMBHbIX MaTepuanos onpenenseTcs NoPsAKoM,
YCTaHOB/EHHbIM OpraHu3aumnen.

14.3. O6pa3subl UCCNEeRyeMOro U CTaHLaPTHOMO BELWECTB AOMMKHbI XPaHUTLCA B TEYEHME BPEMEHH,
KOTOPOE rapaHTUPyeT Nx KauecTBo. OYHKLMN MO apXMBUPOBAHUIO M MOAAEPXKAHMIO apXMBa [OMXKHbI
6bITb BO3/TOXEHbI Ha CreLManbHbIX COTPYAHMKOB OpraHu3aLmm, NPOBOAALLEro LOK/IMHUYECKNe
nccnenoBaHus.

14.4. PyKOBOQUTENM OpraHM3aLmii, NPOBOAALLMX AOKIMHUYECKME UCCNIe[oBaHNS, LOMKHbI M3BECTUTb
3aKa34MKOB 06 YHUUTOXEHUM MI0BLIX MaTepuMarnos, XpaHaLLMXCH B apXMBax, a TakKe

0 peopraHusaumnmn 1/unv NMKBUAaLMN OpraHn3aLmMm U CTPYKTYPHbIX NoapasneneHuii, MpuHMMaloLLmMX
HernocpeacTBeHHOE yyacTie B NPoBeaeHUN JOKINHUYECKMX UCCNefoBaHWA.

MpunoxeHue 1

K MpaBunam
nabopaTopHoOii NPaKTUKK
B Poccuitckoin ®epepaumn

3AABNEHWE Ha npoBeneHne 0OKNNHUYECKUX NCCNeoBaHMNN NeKapCTBEHHbIX CPEACTB

(Ha3BaHWe opraHu3auun, agpec, PEKBU3UTHI)

MPOCUT paspelnTb npoBegeHne OOKITNHNYECKUX nccnenoBaHuin

(Bug unccnepoBaHus)

PykoBoguTenb nogpasneneHns (®.N.0., yyeHas cTeneHs,

y4yeHoe 3BaHue, AO/HKHOCTb)

Bupa [OKNNMHUYECKMX UccnenoBaHNM NeKapCTBEHHbIX CPeacTB

1. <a id="p100129"></a>TOKCUKONOrn4yeckKue:
- 0CTpas TOKCUYHOCTb;

- nogocTpas, cybxpoHuyeckas, XpoOHMYecKas TOKCUYHOCTU;
- KyMynsTUBHOe feiicTBue;

- MecTHopasfpaxawlee fAeicTBue;

- a/lepreHHoCTb;

- WMMYHOTOKCWUYHOCTb;

- TepaTOreHHoCTh;

- MyTareHHoCTb;

- 3MOPUOTOKCUYHOCTb;

- FOHafl0TOKCUYHOCTb;

- KaHLEeporeHHoCTb;

- MUPOTreHHOCTb.

2. <a 1d="p100130"></a>06wepapmakonoruyeckue.
3. <a 1id="p100131"></a>Cneunpnyeckue bapmakonoruyeckune (Heobxognmo yKasaTb

KIMHWKO-hapMaKonormyeckyto rpynmny).



4, <a 1d="p100132"></a>dapMaKOKMHETUYECKMUE .

5. <a 1d="p100133"></a>Xumuyeckue, ¢uanveckue, 6GuMonOrnvyeckue, MMKpobrmonoruyeckme u

nopyrue gokKnnHnyeckmne nccnegoBaHnAa.

PykoBoauTenb opraHnsauum (nognuce)

" 200_ r.

CMUCOK COTPYAHUKOB
ANS yYacTusa B NPOBEAEHNN OOKIMHNYECKMX
nccnefoBaHUi NeKapCTBEHHbIX CPeACTB

Ne n/ ®.1.0. [OomkHocTb  O6pasoBaHue Bup Crax paboTbl no MprMeyvaHve
n (cneunanbHocTb, LOKJIMHUYECKOro npoounio
y4yebHoe 3aBefeHue, nccnefoBaHus nccnefoBaHus
rop, OKOH4YaHus)

1 2 3 4 5 6 7
PykoBoauTenb opraHnsaumm (nopnuce)
" 200_ r.

CMPABKA
O COCTOSIHMWN NPON3BOACTBEHHbIX MOMELLEHUN
019 NpoBeAeHUs OOKIIMHUYECKNX nccnenoBaHnm
NeKapcTBEHHbIX CPEACTB
HasHaueHuve CneumnanbHoe unm Mnowapb, Temnepatypa, Hanuune MpuMeyaHue
noMelLLeHuns npucnocobneHHoe KB. M rpag. C, crneuuanbHOro
BNAXXHOCTb, % obopypoBaHus

1 2 3 4 5 6
PykosoauTenb opraHmsauum (noanuce)
" 200_ r.

OBOPYOOBAHUE U AMMAPATYPA,
MMeloLKneca B opraHnsaumnm ang nposegeHns
OOKTMHUYECKMX NCCNefoBaHUN NEKapCTBEHHbIX CPEACTB
Ne n/ HaunmeHoBaHwue, U3roToBuTeENb OCHOBHblE lon BBOAA OueHka CTteneHb
n 1N (Mapka), (cTpaHa, TeXHUYecKue B aKcrlyaTaumio  coctosiHus (N aMopTu3aumu,
3aBOJCKOM npeanpusaTe,  XapaKTepPUCTUKM CBMAETENbCTBA %
HOMep dupma) MeTposIornyeckom
NPOBEPKH,
NepuonYHOCTb)

1 2 3 4 5 6 7
PykoBoauTenb opraHnsaumm (nopnuce)
" 200_ r.

JTABOPATOPHbIE XXUBOTHBbIE 1 ycrnoBus ux cogep>xaHus

Bupg Mopopa

Mon

Macca Ttena

O6uLee KoNM4yecTso

Mpv



McTouHnK nonyyeHunsa

Mepunop akknuMaTusaumm

MoeHTndumkaums

PaHpoMusauus

KonnyecTBO XXUBOTHbIX B KNETKE

Pasmepsbl kneTkun

MaTepuan kneTku

PauvoH

TeMnepaTtypa Bo3ayxa

BnaxHocTb BO3ayxa

PykoBoguTtens opraHusaumu (nognuce)

" 200_ r.

NMEPEYEHDb
MEeTO[0B, UCMOJIb3YEeMbIX MPU NPOBEAEHUN OOKINHNYECKMX
nccnefoBaHNin NeKkapcTBEeHHbIX CPEACTB

N2 n/n HasBaHuve MeTopna Ccblnka Ha nuTepaTypHbIA UCTOYHUK
1 2 3
PykoBoauTenb opraHusaumm (nopnuce)
" 200_ r.
MEPEYEHb

CTaHOAPTHbIX OMEepPaLMOHHbIX NpoLenyp

Nen/n HasBaHwve cTaHaapTHO onepaLnoHHON npoLieaypbl

1 2
PykoBoguTtens opraHnsaumu (noanuce)
" 200_ r.

MpunoxeHue 2

K Mpasunam
nabopaTopHoOi NPaKTUKK
B Poccuiickoin ®epepaumm

3AKJTHOYEHWME o npoBepke opraHn3aLmm, 3asBnsemMon oaa ocyLwecTBNeHNS LOKTMHNYECKUNX
nccnenoBaHMn NekapcTBEHHbIX CPEACTB

(HanmeHoBaHWe opraHusauumn)

(maTa cocTaBrieHUs aKTa)

(ropog)

B nepuog c no 200_r. Ha OCHOBaHUM




(Ha3BaHWe, HOMEp W AaTa [JOKYMEHTa O MPOBeeHUW MPOBepKu)

KoMuceus B cocTaBe npepcepatens
paboThbl) U YUNEHOB KOMUCCUM

(®.N.0., BOMKHOCTb, MECTO
(®.N.0., BOMKHOCTD,

MecTO paGoTbl) NpPoBesia NPOBEPKY C LieNbio

Mpwn

npoBepkKe yCTaHOB/EHO!:

OueHKa TeEXHNMYECKO KOMMNETEHTHOCTM opraHusauum

2. YcnoBus pasMeLLeHns nepcoHana,
obopynoBaHus, TeCT-CUCTEM

3. OcHalleHHOCTb U coCTOsIHME 06opyaoBaHUSA
4. XapakTepucTuka TecT-cucteMm

5. Hannuve n apPpeKTUBHOCTb CUCTEMBI
obecnevyeHnsa kKayecTBa OOKINHNYECKNX
nccnenoBaHU IeKapCTBEHHbIX CPeAcTB

6. Hay4yHo-MeToamnuyeckoe obecrneyeHne
npoBefeHns AOKIIMHUYECKUX UCCTE[0BaHNN
NeKapcTBEeHHbIX CPeACcTB

KoMuccus pekomeHayeT

3ak/o4eHne KoMmccum
2

1. KBanudwukaums n onbiT paboTbl NepcoHana B
3asABIEHHON 06NacTn AOKIMHUYECKNX NCCNeqoBaHni,
COCTOsiHME PaboTbl NO MNOBbIWEHWIO KBanudUKaLumum

(3aMevaHua n

peKkoMeHaaLmMm1 Mo ycTpaHeHuio

HeLOCTAaTKOB ¥ COBEPWEHCTBOBaHWIO pPaGoThl OpraHu3auum)

3aknoyeHne

MpencepaTtens KOMUcCUN

(noanuce)

YneHbl KOMUCCUN

(nognucwu)

C aKTOM O3HaKOMJIEH:

PyKOBO,D,MTeJ'Ib opraHnsauumn

(nognuce)

[aTa




