006 yTBepxaeHuu MNMpasun nabopaTtopHON NPaKTUKHK

Mpukas - Ne 267 - o1 19.06.2003 - MMHUCTEPCTBO 34paBOOXpaHeHNs - JlencTeyeT 6e3 n3meHeHnin

MPUKA3

MuHnCcTepcTBa 34paBooxpaHeHns Poccunckon ®denepaumm

oT 19 mioHa 2003 r. N 267

06 yTBepxaeHun Mpasna nabopaTopHON NPaKTUKK

3aperncTpupoBaHo MUHUCTEPCTBOM tOCTUL MU Poccuinckon depepauium

20 wioHa 2003 r. PeructpaumnoHHsin N 4809

B cooTBeTCTBUM C DefiepalibHbIM 3aKOHOM OT 22 nioHA 1998 r. N 86-03 "O niekapcTBeHHbIX cpefcTBax” (C
n3mMeHeHnsMmn n gononHeHmamm) (CobpaHue 3akoHogaTenbcTBa Poccuinckon Pepepaunm, 1998, N 26, cT.
3006; 2000, N 2, cT. 126; 2002, N 1, cT. 2; 2003, N 2, cT. 167), MonoxxeHnem o MmHucTepcTee
34paBooxpaHeHuns Poccminckon deaepauunn, yTBepXXAeHHbIM NoCcTaHoBAeHWeM lMpaBuTenbcTBa Poccnnckon
depepaumm ot 29.04.2002 N 284 (CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2002, N 18, cT.
1771), npukKa3sblBato:

YTBepanTh MpaBuna nabopaTopHOM NpakTuky B Poccuinickon ®epepaumm (NpuioxeHue).

MpunoxeHune

YTBEPXKIEHO

nprKa3oM MUHUCTEPCTBa 34PaBOOXPaAHEHUS

Poccninckon ®degepaunmn

oT 19 mioHa 2003 r.

N 267

NMPABUNA

nabopaTopHoOW NpakTukK B Poccuinckon depepauunn

|. O6Lme NonoXxeHns

1.1. NMpasuna nabopaTopHomn npakTuku (GLP) npn npoBefeHNN AOKINHNUYECKUX UCCNEef0BaHNIA B
Poccninckon ®epepaunn pa3paboTaHbl B COOTBETCTBUN C PeaepaibHbIM 3akOHOM 0T 22.06.1998 r. N 86-93
"O nekapcTBeHHbIX cpeacTBax" (CobpaHue 3akoHodaTenbCcTBa Poccuinckon ®epepaumm, 1998, N 26, cT.
3006; 2000, N 2, cT. 126; 2002, N 1 (4acTb I) cT. 2; 2003, N 2, cT. 167) 1 MNonoxeHnem o MuHucTepcTse
3[4paBooxpaHeHns Poccunckon ®efepaunn, yTBEPKAEHHLIM NOCTaHOBAEHUEM [NpaBMTenbCTBa Poccninckon
®epepaumm ot 29.04.2002 N 284 (CobpaHue 3akoHodaTenbCcTBa Poccuinckon ®egepaumm, 2002, N 18, cT.
1771).

1.2. HacToswwe MpaBuna yCcTaHaBAMBaloT TpebOBaHUSA K OpraHn3auum, Na1aHUPOBaHMIO U NPOBEAEHNIO
LOKMHNYECKNX NCCNIe[,0BaHUN JIeKapCTBEHHbIX CPeACTB, 0hOPMIIEHMIO Pe3YybTaTOB U KOHTPOJIO
KayecTBa.

1.3. oKIMHNYECKMe NCCneoBaHNS IeKapCTBEHHbIX CPeACTB BKJIIOYAOT B ceba xummnyeckne, pnsmyeckme,
Bronoruyeckune, Mukpobuonormyeckne, hapMakonornyeckmne, TOKCUKOIOrN4ecKne n gpyrune
3KCMepruMeHTaNbHbIe NCCNIEA0BAHMNSA C Liefbio NoYyYeHNS Hay4YHbIMW METOLaMN OLEHOK 1N AOKa3aTeNbCTB
3(hbheKTMBHOCTU 1 6€30MaCHOCTN NEeKAPCTBEHHbIX CPEACTB.

1.4. MunH3gpaB Poccum opraHusyeT 1 NPOBOANT roCyAapCTBEHHbIN KOHTPOb AOKJANHNYECKNX
nccaenoBaHW EKApPCTBEHHbIX CPeACTB BO B3ammogencTanm ¢ @Y "HayyHbln LEHTp 3KCNepTn3 CpeacTs
MeLUNLMHCKOro npuMeHeHnsa" MuHsgpasa Poccumn, ®apmakonornyecknm kommteTom MmnHsgpasa Poccum n
WHBIMW NOABEAOMCTBEHHbLIMY Hay4YHO-NCCeA0BaTEbCKUMUN OPraHn3aLnaMmn, UHCTUTYTaMu,
nabopaTopmaMm, BXOAAWMMN B CUCTEMY rOCYAAaPCTBEHHOIO KOHTPOJIA KayecTBa, 3NHEKTUBHOCTM U
6e30MacHOCTM NeKapCTBEHHbLIX CPeACTB.

1.5. JoKIMHMYeCKne NCcCcnefoBaHns NeKapCTBEHHbIX CPeaCcTB MPOBOAATCA OpraHM3aumaMm -
pa3paboTynKamm NekapCTBEHHbLIX CPEACTB B COOTBETCTBUMN C HAacTOAWMMY MpaBunamn. [1ns opraHnsaumm un
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NpoBeAeHNS NCCNENOBAHUIA OpraHn3aLmn-pa3paboTynkm MOryT NpuBeKaTb NCCIENOBATENbCKME
opraHusauuny noboi popmbl COBCTBEHHOCTHU, UMelOLME HeobX0AMMYI0O MaTepranbHO-TEXHNYECKYIO a3y,
KBaMMULMPOBAHHBIX CNELNAINCTOB 1N NPOBOAALLNE OOKJIUHUNYECKUE NCCNef0BaHNs NeKapCTBEHHbIX
CpencTB B COOTBETCTBMU C HacToAwmMMK [paBuiamu.

1.6. 3asBuTens obpawaeTcsa B @Y "Hay4Hbln LEHTP 3KCNepTu3bl CPeacTB MeAULMHCKOro npuMeHeHmsa"
MwuH3gpasa Poccun v npeacTaBaseT KOMMIEKT LOKYMEHTOB U AaHHbIX (NpuioxeHue 1).

1.7. ®TY "Hay4HbI LEHTP 3KCMEPTM3bl CPEACTB MEANLMNHCKOro NpuMeHeHns" B cpok fo 30 gHen
opraHu3yeT npoBefeHne 3KCnepTu3bl NpeAcTaB/IeHHbIX 3asaBUTeIeM JOKYMEHTOB U OAaHHbIX MO
NPOBEAEHNIO AOKIMHNYECKNX NCCe0BaHUN NEKAapPCTBEHHbLIX CPEACTB, NOArOTaBMBAET 3aKJI0YeHNe
(MpunoxeHwe 2) n HanpaeaseT ero B MuH3gpas Poccun oas NPUHATUS peLLEHNS.

1.8. MuH3gpaB Poccum B TevyeHne 10 gHeN NPUHUMAET PeLLeHMe 0 NPOBEAEHNN OOKINHNYECKNX
nccaenoBaHW eKapCTBEHHbIX CPeACTB 1 AOBOAUT ero A0 CBeAEHUs 3as8BuTens.

1.9. MmnH3gpaB Poccum BnNpaBe 0TKa3aTb B MPOBEAEHNN OOKIMHUYECKNX NCCIe0BAaHUIN B CyYasx
npeacTaBAeHNS 3a5BUTEJIEM HEMOHOIO KOMMJIEKTa AOKYMEHTOB, HE0BX0AMMOro Ans NPUHATUSA PELLEHUS O
NpoBefeHNN LOKINHNYECKNX NCCIeA0BaHUN; HELOCTOBEPHON NHOPMaLIUKN; HECOOTBETCTBMNSA OCHOBHbIM
TpeboBaHMAM, NPeabsABASEMbIM K OpraHu3aumnsaM, NpoBoAsALLMM AOKINHNYECKME NCCNef0BaHNs (COCTOsSHME
MaTepuanbHO-TexHUYeckon 6asbl, KBaMdukaLuma COTPYAHMKOB, OCHalleHne obopyaoBaHUEM 1 ap.),
yKa3aHHbIM B COOTBETCTBYIOLWLMX pa3genax HacToawumx Mpasun.

1.10. MuH3gpas Poccum ocyllecTBASET NEPUOANYECKME NPOBEPKUN AEATENbHOCTI OpraHmu3aumnin,
MOJIY4MBLUMX MPaBO Ha NpoBeAeHne LOKINHUYECKMNX NCCef0BaHUN eKapCTBEHHbIX CPeACTB, KOTOpbIe
BKJIOYAIOT OLEHKY COOTBETCTBUS NPOBEAEHNS UCCnenoBaHns TpeboBaHMAM OENCTBYOLWErO
3aKOHOLaTeNIbCTBa, CPAaBHEHME UCXOAHbIX OAaHHbLIX 1 3aK/II04YNTEJIbHOro 0T4YeTa, aHasin3 pe3ysibTaTos
nccnefoBaHNs, pacCMOTPEHME MaTepunasnoB apXuBa.

1.11. Mun3gpas Poccum coctaBnsieT, nybankyeT u NogaepXMBaeT B akTyaslbHOM COCTOAHUM NepeyeHb
OopraHu3auui, oCyLLecTBAAIOWMX NpoBeAeHNe OKINHNYECKUX NCCNeoBaHNUA IeKapCTBEHHbIX CPeACTB B
COOTBETCTBUM C HacToaWwmUMM Mpasrniamu.

Il. TepMUHbLI 1 onpefeneHns

[ns uenem HaCToALWEro AOKYMEHTa UCMONb3YIOTCS CIeAyoLWne TEPMUHBI 1 ONpedenieHns:

[lokyMeHTauus - 3anucu B nobon hopme, KOTOpPbIE ONUCLIBAIOT METOAbI MPOBEAEHNS U/MAN pe3ybTaTbl
LOKJIMHNYECKOro NCcnefoBaHns, a Takxxe DakTophbl, BJMAIOWNE Ha NPOBedeHNe NccnefoBaHns, n
AEeNCTBUS, COBEPLUAEMbIE NPU NPOBEAEHNN LOKINHNYECKOr0 NCCNea0BaHNS.

MaTepuanbl LOKINHNYECKOr0 NCCNef0BaHNS TIeKapCTBEHHOI0 CpeACTBa - KOMMIEKT LOKYMEHTOB
LOKJNHNYECKOr0 U3yYeHNs NTeKapCTBEHHOI0 CPeACTBa, BKAKYAOLWMIA OTHETHI N0 XMMUYECKUM,
usnyecknm, bruonornyeckmm, MuKpobronornyeckum, apmaLeBTMYeCcKUM, hapMakoIornyeckmnm,
TOKCUKOIOrMYECKUM W APYrM 3KCNEePUMEHTaIbHbIM Hay4YHbIM UCCNIe[0BaHUAM WU NTepaTypHbie faHHbIe
OTHOCWUTEJNIbHO COCTaBa, NMOKa3aTesiell KayecTBa U METOA0B KOHTPOSA KayecTBa, CBONCTB, cneundmnyeckomn
aKTMBHOCTU 1 6€30MaCHOCTY JIEKAPCTBEHHOMO CPEACTBa, BKJIKOYAs NMPOTOKOJIbI LOKAMHUYECKOr O U3YYEHNS.
OT4yeT - NpefCTaB/IEHHbIE B MUCbMEHHOWN (hopMe pe3yNbTaTbl LOKANHNYECKOro NccneoBaHuns
JleKapCTBEHHOro cpefCcTBa, BKJYaLWme onncaHne OKJINHNYECKUX N CTaTUCTUYECKUX MeTOLO0B, AaHHble,
NoJly4eHHbIe B X04€ UCCIef0BaHNS, U BbIBOAbI.

MepBMYHbIE AaHHbIE NCCIEA0BAHMA - [OKYMEHTLI, OTpaXkatoLime HabalogeHNs 1 MaHUNynaunm,
NpPoBOAUMbIE BO BPEMS NCCNENOBaHNS (3anncy B paboynx nnctax, nabopaTopHbIX XypHanax, poTorpadun
1 GUNbMbI, pacrnevyaTKn C aBTOMaTU3MPOBaHHbIX MPMBOPOB, ANCKETbI, 3aNNC NapaMeTPOB OKPYXatoLew
Ccpelbl B KOMHaTaX COLEPXXaHUSA XXUBOTHbIX, CEPTUPUKATbI Ha XXUBOTHbIX, TEKYLLAsA LOKYMeHTaLums
COCTOSIHMSA 3[0POBbS XMBOTHbIX, 3aNnCK 06 3KCNyaTaunn N TEXHUYECKOM 06CyXMBaHUN 060pya0BaHNS,
pacyeTHble Npoueaypsbl).

MPOTOKON AOKAINHNYECKOr0 CCNefoBaHNs - LOKYMEHT, KOTOPbIA ONMCbIBaeT 3a4ayn, METOL0N0IMIO,
npoweaypsl, METOAbI CTAaTUCTNYECKON 06paboTKM AaHHbIX U OpraHn3aLmio nccnenoBaHms.

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.2mn310



PykoBoauTenb nccienoBaHus - 1MLO, OTBETCTBEHHOE 3a NpoBeAeHNe OOKANHNYECKOro NccienoBaHus
JIeKapCTBEHHOro CpeacTBa.

CTaHpapTHble ornepaLnoHHble npouenypbl - LOKYMEHTbI, B KOTOPbIX AeTaslbHO N3/10)KEHO BbIMOIHEHMNE
onpefeneHHbix abopaTopHbIX NPOLIefyp, KOTOPbIE, Kak NPaBuUIo, He AeTan3MpPOoBaHbl B MPOTOKOMAX
nccnenoBaHWin N MeTOAMYECKUX PyKOBOACTBaxX (aanee - COM).

TecT-cuctema - bruonoruyeckas, xmmmyeckas, Gusmyeckas 1 UHOOPMaLMOHHAA CUCTEMbI NN KX
KOMBMHaLMK, NCMOob3yeMble NPY AOKANHUYECKOM UCCNeN0BaHNN IeKapCTBEHHbIX CPEACTB.

[Il. MpuHUMNBI NPOBEAEHNS OOKJMHNYECKNX NCCIe00BaHUN

JIeKapCTBEHHbIX CPeaCTB

3.1. Llenbto LOKANHNYECKMX NCCIef0BaHUI eKaPCTBEHHbIX CPeACTB ABASETCA NOJyHeHNe HayyYHbIMU
MeToJaMMn OLEHOK U J0Ka3aTeNbCTB 3PMEKTUBHOCTU 1 BE30MaCHOCTM NEKAPCTBEHHbIX CPEACTB.

3.2. JoKAnHNYeCKMe nccaefoBaHns IeKkapCTBEHHbIX CPELCTB NPOBOAATCS MO YTBEPXKLEHHOMY MAaHY C
BeZleHNeM NPOTOKOIa N COCTaBJIEHWEM OTYETa, B KOTOPbIN 3aHOCATCA pe3ysibTaTbl AOKJINHUYECKINX
nccnenoBaHnin IeKapCTBEHHbIX CPeacTB.

3.3. JoKINHUYeCKMe ncciefoBaHNs JIeKapCTBEHHbIX CPeLCTB Ha XXUBOTHbIX MPOBOLAATCS B COOTBETCTBUM C
MeXXAYHapoOHbIMU npaBunammn. KoHTpob 3a cobntofeHNEM NPABOBbLIX U STUYECKMX HOPM UCMOJSIb30BaHMUSA
YKMBOTHbIX MNPY MPOBEAEHNN OOKINHUYECKNX UCCNEA0BaHNI IEKAapCTBEHHbLIX CPEACTB OCYLLEeCTBAsSETCA
MuH3gpaBom Poccum n TeppuToprasibHbIMKM OpraHaMm KOHTPOJIS KavyeCTBa JlIeKapCTBEHHbIX CpeacTB.

3.4. Cbop, obpaboTka 1 xpaHeHue nHopMaL MK, NOYYEHHOW B XOA4E AOKIMHNYECKOro NCCeoBaHmMs
JIeKapCTBEHHbIX CPeACTB, A0/HKHbI 0becneymBaTh TO4HOE 1 060CHOBaHHOE NpeacTaBeHne 0b
3(pHeKTMBHOCTN 1 6€30MaCHOCTU NEKAPCTBEHHbIX CPEACTB U 06 BEKTMBHOCTL AaHHbIX, MOSYYEHHbIX B X04€
ncciefoBaHus.

3.5. Mpoun3BoACTBO 1 XpPaHEHNE NCCNIEAYEMOrO IEKAPCTBEHHOMO CPeACTBa, a TakXXe obpallleHne C HUM
OCYLLECTBJIAETCA B COOTBETCTBUM C NpaBUIamMmn opraHusaLnm npon3soLCcTBa U KOHTPONSA KayecTBa
JlekapCcTBeHHbIX cpencTs (GMP), a ucnonb3oBaHme - B COOTBETCTBUM C YTBEPXKAEHHbBIM MPOTOKOJIOM
nccnenoBaHums.

3.6. OpraHusauuns, NpoBoAALWas LOKANHNYECKME NCCed0BaHNA TeKapCTBEHHbIX CPeACTB, A0JKHA ObiThb
YKOMMJIEKTOBaHa NepCcoHas oM, nMetoLLMM Heobxoanmoe obpa3oBaHue, NOAroTOBKY, KBaM(UKaLILIO 1
onbIT paboTbl.

3.7. PykoBoANTE/Ib OPraHM3aLnm CornacoBbiBaeT NPOTOKOJ, Ha3HAaYaeT PyKoOBOOMTENSA NCCIef0BaHNSA U
OTBETCTBEHHbIX JINL, U3 YMCSia COTPYLHWUKOB, HE YY4aCTBYIOLWNX B UCCNef0BaHNUW, 015 OCYLLeCTBAEHNS
HEe3aBUCMMOro KOHTPOJIS KayecTBa NPoBeAeHNsa UccnenoBaHns, obecnevmnBaeT CBOEBPEMEHHOE
NOBbILLEHNE KBaNNDUKALIUKL WU MOAFOTOBKY NepcoHana.

3.8. MepcoHan, NpUHNMaIOLWNIA y4acTre B NPOBEAEHUN NCCEL0BaHMNSA, 3HAKOMUTCA C MPOTOKOJIOM,
NHopMaLueln 06 nccnenyemMom nekapCTBEHHOM CPEACTBE, @ TakXe C PYHKUMAMU 1 0683aHHOCTAMI NnL,
y4acCTBYOLWNX B UCCNef0BaHUN.

3.9. PykoBoanTeIb UCCNEN0BaHNA OPraHM3yeT, OCYLLECTBASET U KOHTPOAUPYET: NpoBeaeHmne
LOKJIMHMYECKOro nccnefoBaHns; BbIMOHEHME NPOTOKOJIa MCCef0BaHUSA 1 NMOMNPaBOK K HEMY, CTaHAAPTHbIE
onepauunoHHble Npoueaypbl; obecneyeHne 4oCTyna nepcoHana K Mmatepmanam LOKJINHUYECKOrO
nccnenoBaHus; cobniogeHne NpaBma NPOBELEHNS KaYeCTBEHHbIX JOKJINHUYECKMNX NCCNEeN0BaHWN;
KOH(DUAEHUMNANbHOCTb MOJyYEeHHbIX Pe3yNbTaTOB; OTBETCTBEHHbLIX NCMOJHUTENEN.

3.10. OTBETCTBEHHbIE NCNOAHUTENN 0becneynBatoT NOArOTOBKY U NMPOBEAEHNE KIOYEBbLIX 3TanoB
nccnenoBaHua, BKOYas obyyeHne nepcoHana; KOHTPOJb CobnoaeHNs CTaHAAPTHbLIX METOLOB 1 Mpoueayp,
cbop 1 OKYMEHTUPOBAHME NOJIYYEHHbIX AaHHbIX; BEIEHMNE y4YeTa HeNpeaBuaeHHbIX 06CTOSTENLCTB U
NPUHATME MEP NO NX YCTPaHEHMIO; NpeAcTaBieHne pe3ybTaToB UCC/IEL0BaHNSA B BUOE OTYETa.

3.11. OpraHusaums - pa3paboTyuk IeKapCTBEHHOIrO CPeACTBa BblAAET 3aK/04EHNE O BO3MOXXHOCTH
NpoBeAEeHNS B AajibHENLIEM KJIMHUYECKUX NCCe00BaHNI IEKaPCTBEHHOIO CPeacTBa.

IV. Cuctema obecneyeHmsa KavyecTBa
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LOKIMHNYECKNX NCCef0BaHUN

4.1. KayecTBO NpoBeaeHNs LOKINHNYECKNX NCCIef0BaHU 06ecneynBaeTCs KOHTPOJIEM CO CTOPOHbI
pPyKOBOANTENA UCCAENO0BaHNA U HE3AaBUCMMOWN N CUCTEMATUYECKON NPOBEPKON AOKYMEHTALUN 1
AEeATe/IbHOCTMW, OTHOCALLENCS K MCCe0BaHUI0, NPOBOANMON C Liefiblo MOATBEPKAEHUSA (haKTa
OCYLLECTBJIeHNS yKa3aHHOW AeATEeNbHOCTH 1 OLEHKM COOTBETCTBUA npouenyp cbopa, 0b6paboTku n
NpeacTaBneHns OaHHbIX TpeboBaHMAM OENCTBYIOLLEro 3aKOHOAATENbCTBA, HacToAWwmMX MpaBu, NpoTokKoNy
nccnenoBaHus, CTaHAaAPTHLIM Npouenypam.

4.2. KOHTpOJIb Ka4yeCTBa 3a NPOBEAEHNEM AOKJIMHNYECKUX NCCIe[0BAHNA TeKapCTBEHHbIX CPeacTB
BKJItOYAET B cebs ohopMaeHne nNepeyHs NCCNeaoBaHUA, NMPOBOAMMbIX B OPraHM3aLnm, C yKasaHnem ans
Ka)K[Ioro nccsieloBaHnA PyKoOBOAMTENA 1 3aKa34rKa, Ha3BaHUSA UCC/IelyeMOoro JiekapCTBEHHOI0 CpeacTBa,
onMcaHnsa TeCcT-CUCTEMbI, AaTbl HAYana U COCTOSHUA KaXX40ro UCCeA0BaHUSA Ha TEeKYLLNA MOMEHT
BPEMEHW; OLEHKY MPOTOKOJI0B U METOAOB NCC/Iel0BaHNSA Ha COOTBETCTBME NpaBuiaM NabopaTopHON
NPaKTUKN; MOHUTOPUHT TEKYLLMX NCCNeA0BaHNI; OTYET O NPOBEAEHHbIX NPOBEPKAX U peKoMeHaaumMm no
YCTPaHEeHWIO He4OCTaTKOB.

4.3. Ins ocyLweCcTBIEHUSA KOHTPOJIA Ka4yecTBa PyKOBOACTBO OpraHm3auunmn, NpoBoaaLlen JOKANHNYeCcKme
NCCNenoBaHNA IeKapCTBEHHbIX CPEACTB, AO/KHO Ha3Ha4YMTb B COOTBETCTBUM C NpaBuiamMmmn nabopaTopHO
NPaKTUKN OTBETCTBEHHbIX JINL, 38 MOHUTOPUHI UCCNIeLOBaHUSA U3 YMUCIa COTPYLHUKOB, HE Y4aCTBYIOLWNX B
nccnenoBaHun.

4.4, To pe3ysibTaTaM MOHUTOPUHIA 0ODOPMIISETCS 3aKJIl04EHNE O X04e NPOBELEHNS LOKINHNYECKOro
nccaenoBaHnsa, KOTOpPoe AOBOAMTCA A0 CBEAEHUSA PYKOBOACTBA OpraHM3aum u pykoBoanTens
nccnenoBaHns, a B CJlyyae BbiSBIEHNA HEAOCTATKOB 1 HapyLUEeHU NPeacTaBAATCA PEKOMEHLALMM N0 X
yCTpaHeHwuio.

V. MNomeLLeHns

5.1. MomeLleHuns, npegHasHayeHHbIe 419 NpoBeLeHNA OOKANHNYECKNX UCCe0BaHNI IEKAapPCTBEHHbIX
CPeLnCTB, AOJHKHbI pacnofaraTbCsl, MPOEKTUPOBATLCA, MPUCNOCABANBATLCA M 3KCMTYaTMPOBATLCA TaKUM
obpa3om, 4Tobbl 0becneynBaTh Ka4eCTBEHHOE BbIMOJIHEHNE MPOBOAUMbIX UCCNEA0BaHMA. Ons
3KCMepMMeHTaIbHbIX NCCaefoBaHMin 06a3aTeslbHO Haan4me BUBapus.

5.2. MNomeLLeHns NS 3KCNEPUMEHTAsIbHbIX XUBOTHbIX LOJIKHbI:

5.2.1. Obecne4mnBaTb N301AUNI0 (KapaHTUH) MOCTYMNAIOLLNX XMNBOTHbIX, OOJIbHLIX XXUBOTHbLIX N XXNBOTHbIX,
NnoAo3peBaeMbIX B HOCUTENbCTBE NH(EKLNIA;

5.2.2. MNo3BoNATb pa3fefibHoe CofepXXaHue pasfiniHbIX BULOB XXUBOTHbLIX N XMUBOTHbLIX OAHOI0 BUAA,
ABNAOLLNXCA 0OBEKTOM NCCIEA0BAHUSA PA3/INYHbIX IeKapCTBEHHbIX CPeacTB;

5.2.3. CooTBeTCTBOBaTb TPEOOBAHUSAM CAaHUTAPHO-3MNLEMUNONOIrNYECKOr0 U BETEPUHAPHOIO
3aKOHOLaTesNbCTBa.

5.3. Kopma, 0bopyi0oBaHME U MHBEHTaPb A5 YX04a 3@ XXUBOTHLIMU HEOOXOANMO XPaHUTb B MOMELLEHUSX,
N30JIMPOBAHHbLIX OT MECT COLEPXXAaHUS XXUBOTHbIX. MNoMeLLeHna 019 NpoBeLeHNS LOKINHNYECKUX
NCCNenoBaHNI IeKapCTBEHHbIX CPEACTB, B TOM Yyncne 4sis paboTbl C OnacHbIMK 419 340P0BbS U XKN3HM
YyenoBeka 0bbeKTaMy NCCNefoBaHNs, 0OJKHbI COOTBETCTBOBATb YCTAaHOB/EHHbLIM CaHUTAPHO-
FTUrMEHNYECKUM MpaBuiaMm.

VI. O6bopynoBaHue

6.1. OpraHusauun, NpoBOAALLMNE AOKINHNYECKNE NCCNEL0BAHMNA IeKapCTBEHHbIX CPEACTB, AOJKHbI BbITb
OCHaLLEeHbl HeobxoaMMbIM 060pyLOBAHNEM, MPOLIEALWNM METPOIOrMYECKNIA KOHTPOIb 1 KaJIMOPOBKY B
yCTaHOBJIEHHOM MOpsaaKe.

6.2. dkcnnyaTauns obopyLoBaHMA NPOBOANTCSA B COOTBETCTBMM C TEXHUYECKMM NACMOPTOM U UHCTPYKLUMENR
Nno NpuMMeHeHunto. PesynibTaTbl NpoBeAeHNs NPOGUIaKTUYECKMX OCMOTPOB 060pyA0BaHMA N TEKYLLErO
pPeMOHTa OMKCMPYIOTCA B CEeLMaibHOM XypHase, 4OCTYNHOM B loboe Bpems COTpyAHUKaM,
KcnayaTupytowmum obopyaosaHne nam obecnevmsaownum ero o6CnyXmMBaHne, N COAEpPIKalleM cneayoLine
CBefeHmns: HauMmeHoBaHue npubopa, NPON3BOANTENS, CTPAHY NPOUCXOXKLEHNA NPON3BOANTENS, MOAENb
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npubopa, CepuiHbIi (3aBOACKON) HOMEP, AaTy MNONYYEHUS U NOCTAaHOBKU Ha y4yeT B flabopaTopuu, naTty
3anycKa B 3KCMNyaTaumnto, MUHBEHTAPHLIA HOMep, MeCcTo pacnonoxeHns npubopa; ®. . O. coTpyaHMKa,
OTBETCTBEHHOI0 3a Ucnosb3oBaHue npubopa; ®. K. O. coTpyaHUKa (Nogpa3geneHme, opraHmnsaums),
OTBETCTBEHHOI0 3a TEXHUYeCKoe 0bcnyxnBaHmne npubopa; AeTaNbHble 3aM1McK 0 M1aHOBOM 06CyXMBaHUN
obopynoBaHMA, AaTUPOBAHHbIE N 3aBEPEHHbIE MOAMNCHI0 OTBETCTBEHHOIO NLA; AeTasibHble 3anucu o
MobbIX MOBPEXAEHUSAX, 0TKa3ax, peMOHTe npubopa, AaTUPOBAHHbIE U 3aBEPEHHbIE MOAMNCHI0 COTPYAHMKA
(fiMua), OTBETCTBEHHOMO 3a TEXHMYECKOE COCTOsSHME Npunbopa; AeTasbHble 3anncKu o kaambposke npunbopa,
AaTUPOBaHHbIE N 3aBEPEHHbIE MOAMUCHIO0 M@, OTBETCTBEHHOMO 3a 06CyXMBaHMe npubopa.

VII. TecT-cucTemsl

7.1. Bua, pa3mep 1 XxapakTepUCTUKUN TECT-CUCTEM L0JIKHbI COOTBETCTBOBATHL KaTEropnaM SOKINHNYECKNX
nccnenoBaHWN NeKapCTBEHHbIX CPeACTB. YCN0BUSA NPOBEeAEHNS NCCNef0BaHNA Ha TeCT-CUCTeMax AOJKHbI
NCKJII04aTb BO3AENCTBME BHELWHNX (haKTOPOB, CMOCOBHbIX NOBAUATL Ha Ka4eCTBO MOJy4YaeMbIX AaHHbIX.
7.2. JOKNMHUYeCcKne nccnenoBaHnsa NpoBoaAaTCA Ha 340POBbIX XXUBOTHbIX. BCce npouenypbl, CBA3aHHbIE C
YXOA0M 3@ XKMBOTHbLIMU (KOPMJIEHNE, MOEHNE, CMEHA NOACTWIIKU, Mepeca)knBaHmne, MbITbe KNeTok, ybopka
MOMeLLLEeHNI, B KOTOPbIX COAEPXXaTCsA XKMNBOTHbIE), ONNCHIBAIOTCA B CTAaHAAPTHbIX ONepaLnoOHHbIX
npowenypax.

7.3. BHOBb NPUBbIBLUMX XXUBOTHbLIX U30JIMPYIOT A5 OLEHKN COCTOSHMA NX 340P0BbA. NCTOYHNKM
NOCTYMNIEHNS, YCOBNA 1 AaTa NOCTYMJIEHNS AOJKHbI ObITb LOKYMEHTaNbHO OOpMAeHbl. B cnyyae
YXYOLWEHNS COCTOAHNS 300P0BbS XXUBOTHBIX 1 X TMbBenn, He CBS3aHHbLIX C MPOBEAEHNEM LOKINHNYECKOrO
MCcCcnenoBaHmns, YKa3aHHbIX XXKUBOTHbLIX HE0BX0AMMO N30 IMPOBaTb OT OCHOBHOW IPYNMbl U MOABEPTHYTh, NPW
HeobXx0aMMOCTK, NIeYeHNIO, eC/IN 3TO AOMYCKAeTCA NPOTOKO0OM NCCIeA0BAHUS, NN FYMaHHOMY
yMepLLUBAEHNO. [InarHo3, nevyeHne n ero pesyabTaTbl 4OKHbI ObiTb JOKYMEHTMPOBAHBI.

7.4. Ins obecneyvyeHns nHANBNAYANbHOro HabNAeHUS B MPOLIECCE BbIMONHEHNS NCCNEL0BAHNSA XXUBOTHbIE
LO/MKHbI 6bITb AEHTUULMpPOBaHbI. CNocob naeHTUdUKaLNM XXNBOTHOIO OKYMEHTUPYeTCS. Bce kKneTkuy,
BOJIbEPbI, KOHTENHepPbI, MpeAHa3HaYeHHble 15 COAepP)XaHMa XUBOTHbIX, TakXXe NoAsiexaT MapKUpoBKe.
XMBOTHbIE, NpeAHa3Ha4YeHHble AN1S UCCAeN0BaHNA Pa3IMYHbIX NEKAPCTBEHHbIX CPEACTB, MPOCTPAHCTBEHHO
N30JIMPYIOTCA APYr OT Apyra.

7.5. KopMa 1 Bofa A5 XMBOTHbIX [0/KHbI 06ecneynBaTh NuLLEBbIE NMOTPEOHOCTN B COOTBETCTBUN C
NMPOTOKOJIOM NCCaefoBaHmns, bbiTb CBOOOAHBIMU OT MATOrEHHbIX MUKPOOPraHM3MOB U BpeAHbIX MpUMecei 1
He OOJDKHbI BANATb Ha pe3y/ibTaTbl UCCIeA0BaHUS.

7.6. MecTa coep)XaHuns XXUBOTHbIX 1 MPOM3BOACTBEHHbIE MOMELLEHNS NOABEPraloTCA NEPUOANYECKON
CaHuTapHoM 06paboTKe, He OKa3blBaOLLEN BANSHNS Ha pe3yibTaTbl UCC/IEA0BaHNS.

VIII. Uccnepyemble 1 CTaHOAPTHbIE NpenapaThbl

8.1. dn3myeckoe nan puanyeckoe Lo, He3aBUCUMO 0T hOpM COBCTBEHHOCTN, KOTOPOE SBAAETCSH
WHULNATOPOM NPOBeAEeHNS SOKINHNYECKOro NCcCaeloBaHNA 1eKapCTBEHHOro CpeCTBa U OTBEYaAET 3a ero
opraHusauuto (ganee - 3aKa34ymk), NpeoCTaBASET B OpraHn3aLmMio, MPOBOASALLYI0 AOKJIMHNYECKNe
nccnenoBaHNA eKapCTBEHHbIX CPeACTB, Uccnenyemoe nekapCTBEHHOe CpeacTBo, HE0bXoaANMYHO
JOKYMEHTALMIO C YKa3aHWEM TEMMNEPATYPHOro pexmma, yCaoBUn 1 CPOKOB XPaHEHMNSA NCCNefyeMOro
npenapara, faHHble No cTabunbHOCTK, MHpopMaumio 0 Mepax no obecnedveHuio 6e3onacHoCcTU paboTbl €
nccnenyembiM NpenapaToM, paCTBOPUTENN 1 MpoLeaypbl PAaCTBOPEHUS, a TakXKe, ecin Heobxoanmo,
yCTpOWCTBa AJ19 BBEAEHMA NpenapaTa.

8.2. iccnepyemoe nekapcTBeHHOE CPeACTBO AO/HKHO MMETb YMNakoBKY A5 3alMThbl NPy TPAHCNOPTUPOBKE
OT 3arpsA3HeHns Ay nopym.

8.3. OpraHusauus, npoBogsllas JOKANHNYECKOE NCCNef0BaHMe, O0/KHa:

8.3.1. ImeTb yTBEPXXAEHHbIV MOPSAAOK NPUEMA U y4eTa NOCTYMJIEHUS IeKapCTBEHHOI0 CpeacTBa.

8.3.2. MpoBoAUTb Y4ET JIeKapCTBEHHbLIX CPEACTB NPX NOCTYMNIEHMMN, PaCXOA0BaHNMW, BO3BPATE 3aKa3ynky
AN X yTUan3aumm.

8.3.3. MpuHumaTh Mepbl No obecnevyeHno NAEHTUDUKALMN NCCNedyeMbIX U CTaHAAPTHbLIX BELLECTB
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(3TUKEeTKa C yKa3aHWEeM Ha3BaHUA, XMMUYeCKon hopMysibl, HOMepa cepun, AaTbl BbiMyCKa, YCI0BUN
XPaHEHUS N CPOKOB FOAHOCTU) U MX CTabMNLHOCTM Ha NPOTSXKEHUMN BCETrO UCC/IEA0BAHUS.

8.3.4. XpaHuUTb nccrefyemoe JiekapCTBEHHOe CPeCTBO OTAE/NbHO OT BelleCTB, peakTUBOB, NpenapaTos
CpaBHEHNS B COOTBETCTBMM C PEKOMEHAALMAMN 3aKa34nKa, C COBNOOEHNEM YCIOBUIA XPaHEHNS,
YyKa3aHHbIX MPOU3BOAUTENEM, B TEYEHME BCEro CPpOoKa rofHOCTH.

IX. CTaHgapTHble ornepaLnoHHble npoLenypsbl

9.1. CTaHaapTHble onepaLnoHHbIe Npouenypbl pa3pabaThiBatoTCA Ha BCE NPOM3BOACTBEHHbIE OMNepauuu,
BKJItOYas: MOCTYMNEHNE, NAEHTUDUKALNIO, MapKUPOBKY, 06paboTky, oTbop Npob, ncnonb3oBaHmne n
XPaHEeHNe NCCNIefyeMbIX U CTaHAAPTHbIX BELWECTB; 06CNy)XBaHNE U KanMBPOBKY N3MEPUTENbHbIX
npvnbopos 1 060pyaoBaHNS 419 KOHTPOIS OKPY>KatoLlen Cpefbl; MPUroToBAEHNE PEaKTUBOB, MUTAaTEbHbIX
cpel, KOPMOB; BeLEHMNE 3anmnceil, 0TYETOB 1 UX XPaHeHMe; 06CNy>XNBaHNE MOMELLLEHWNI, B KOTOPbIX
CoLEepXKaTcs TeCT-CUCTEMbI; NMPUEM, TPAaHCMOPTUPOBKY, pa3MeLLeHne, ONUCaHNe, MAEHTUMUKALNIO N yXo4
3a TecT-cucTemMamu; obpallleHune € TeCT-cMcTeMaMy; 06e3BpeXmnBaHne NAN YyTUAN3ALMIO TECT-CUCTEMBI;
OCyLLeCTBJIEHNE NPOrpaMMbl No obecneyeHmnio KayecTsa.

9.2. CobniogeHne cTaHAApPTHbLIX ONEepPaLMOHHbLIX MpoLeayp OCyLLecTBAAeTCS B Lenax obecnevyeHus
KayecTBa, LOCTOBEPHOCTM 1 BOCMPOU3BOANUMOCTM Pe3ybTaTOB UCC/IEL0BaHNS.

9.3. OTknoHeHns oT COM posKHbI BbiTb AOKYMEHTabHO 0(POPMJIEHbI U COrJTaCcoBaHbl C PyKOBOAUTENIEM
nccneposaHma. CtaH4apTHbIE onepauuoHHbIe Npoueaypbl NOANIeXaT CBOEBPEMEHHOMY MepecMoTpy.

X. MnaHupoBaHWe 1 NpoBeeHNe NCCea0BaHNN

10.1. JoknmHn4yeckoe nccnefoBaHne NekKapCTBEHHbIX CPeacTB AOJIKHO NMPOBOANTLCA B COOTBETCTBUN C
NMPOTOKOJIOM, OTPaXkaloWwmMm Lenn paboTbl U METOAbI, UCNOJIb3yeMbIE AN AOCTMXKEHNSA 3TUX LIENEN.
MpoToKkoa nccnegoBaHns fomkeH bbiTb 04006pEH 3aKa34MKOM U YTBEPXKAEH PYKOBOAUTENIEM
nccnenoBaHus.

10.2. MNpoTokon BKtoYaeT B cebs:

10.2.1. Uenb nccnepnoBaHus,

10.2.2. 3agayvy nccnenoaHms;

10.2.3. CBepeHund 06 nccnenyemMom nekapCTBEHHOM CPeACcTBe (pumamnyeckne, xuMmyeckme, bruonormyeckue,
(hapMaLeBTUYeCKMe CBONCTBA);

10.2.4. CBefeHund o npenapaTe CpaBHEHUA (husnyeckne, xmmmyeckune, buonornyeckue,
thapmaueBTUYECKME CBOMNCTBA);

10.2.5. icnosib3yeMble MeTobl UCCe0BaHMNS;

10.2.6. OnucaHne Ncnoab3yemMon B MCCIeI0BaHNN TECT-CUCTEMSI,

10.2.7. Cnocobbl 1 NyTN BBEAEHMSA NCCIeAyEMOro NpenapaTa u npenapaTta CPaBHEHUS;

10.2.8. Cxemy uccneposaHus, 06ocHoBaHUe M3bpaHHON CXeMbl UCCef0BaHNS;

10.2.9. 3Tnyeckme 1 NpaBoBble HOPMbl JOKJINHUYECKOr0 UCC/Ief0BaHNS;

10.2.10. OueHKy 3hheKTMBHOCTU 1 6e30NacHOCTHN NCCNeayemMoro npenapaTa;

10.2.11. MonpaBKu K NPOTOKOJY AOKJIMHNYECKOrO NCCIeA0BaHUS;

10.2.12. CtaTncTnyeckyto 06paboTky pe3ybTaToB UCCIENOBAHNUS;

10.2.13. CocTaBfieH/e 0TYeTa;

10.2.14. NlutepaTypy.

10.3. BHOCUMbIE M3MEHEHMA B MPOTOKOA NCCNef0BaHNS YTBEPXKAAOTCSA PYKOBOAUTENEM UCC/IeLOBaHNS, a
OTKJIOHEHWS OT MPOTOKOAa (He3anaHNPOBaHHbIE COOLITUSA, HeEMpeaBMAEHHbIE 06CTOATENLCTBA, YNYLLEHWNS)
3anNUCbIBAOTCA, NPOHYMEPOBLIBAIOTCS, MOAMNUCHIBAOTCA, JATUPYIOTCA B MPUIOXKEHUN C YKA3aHUEM NPUYNH.
Xl. 3anucm pesynbTaToB UCCef0BaHUA

11.1. B opraHusaumm, NnpoBogsLLen LOKJINHNYECKNE NCCNef0BaHNS, LO0JKHbI COXPaHATLCA BCE MCXOAHbIE
HaHHble, pe3ynbTaTbl U3MEPEHNIN U HabNoAEeHNA, BblYNCAEHNI U Npeobpa3oBaHns AaHHbLIX, 3anNUcKu o
Kannbposke 0b6opynoBaHNS, OTHETHI (B TOM YMNC/IE MPOMEXYTOYHbIE), @ TaKXXe Apyrue maTepuanbl 1
LOKYMEHTbI, UMeloLLne HenocpeaCcTBEHHOE OTHOLLEHME K JaHHOMY UCCe0BaHuIo.
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11.2. [aHHble, 06pa3Libl, HABECKW U T. A. OOJKHbI UMETb MHAVBUAYAbHbIA LWNDP, MO3BOASIOLLNIA
O0OHO3HaYHO MAEHTUPMLMPOBATbL NCC/IeloBaHMe, NCM0Jb30BaBLUNNCS TeCT, MeTOL, BUA UCCiefoBaHus,
Br1oNOrnYecKyo CUCTEMY 1 CChIIIKY Ha COTPYAHUKOB abopaTopmm, NPUHUMABLLMX y4acTWe B MOJy4YeHMN
AaHHbIX Uy 06pa3LoB, B NOAFOTOBKE UM NPOBEAEHNN NCCIeL0BAHNA.

11.3. MNepBuYHbIE AaHHbIE, MOSyYEHHbIE B XO4€ NCCAed0BaHns, OOKHbI BbITb HEMeaNeHHO
3aperncTpuMpoBaHbl, MOAMMUCaHbl U AaTUPOBaHbI, HE JOMYCKAeTCA UX YHUYTOXXEHWEe, MoAMEHa UK
nepesannch. [laHHble Ha 3NEKTPOHHbLIX HOCUTENAX, MO BO3MOXHOCTH, AybaupyoTcs B GyMarkHOM BapuaHTe.
11.4. icnpaBneHust NepBUYHbIX AaHHbIX 0OOPMISAOTCS B BUAE OOMOJHEHWNA, KOTOPbIE MOAMUCKLIBAOTCA U
JaTUPYIOTCSH OTBETCTBEHHBIMMW UCMIONHUTENAMMU, C yKa3aHNEM NMPUYMH OLLIMOOK.

11.5. MaTepuanbl UCCnefoBaHWA [OJDKHBI MO3BOJIATL BOCCTAHOBUTL X0 UCC/eoBaHuA. [Tocne NpoBefeHuns
LOKIMHNYECKOro NCCNeOBaHNS MaTepuasbl MepefatoTCs B apxXunB. YCNOBNS apXxmBa A0JKHbLI obecrneynBaTb
6e3onacHoe 1 KoHUAEHLMaNbHOE XPaHEHME BCEX MaTepManoB UCCef0BaHNA.

XIl. OT4eT 0 NpoBefeHHbIX NCCefoBaHNAX

12.1. 3aaBuTenb B TeveHune 30 AHEN Nocsie OKOHYaHWUs NpoBedeHNs LOKJIMHWYEeCKOro ncciefoBaHums
JIeKapCTBEHHOr0 CpeacTBa NpeactasnseT B PIY "HayyHbin LEHTP 3KCNepTU3bl CPEACTB MEAMULMHCKOrO
npuMeHeHns" MuHsgpasa Poccumn, ®apmakonornyeckun kommteT MuH3gpasa Poccum oTHeT 0
NnpoBeLEeHHOM UCCef0BaHUN.

12.2. B oT4eTe 0 AOKANHUYECKOM UCCNenoBaHUN JIEKAPCTBEHHOIO CPEACTBA AOJIKHbI OblTb MPeACTaBEHbI:
12.2.1. Ha3BaHwve, afpec opraHusaLumm, gatbl Havyana 1 3aBepLUeHns JOKIMHUYECKUX UCCNef0BaHNI, Lenb
1 3aga4u nccnepoBaHus.

12.2.2. OnucaHue nccnenyemoro eKapCTBEHHOIo CpeacTBa, BKJYas CBeAeHUS 0 PU3NYECKNX,
XUMUYecKmnx, bronorunyeckunx, hapmaLeBTUYeCKNX CBONCTBAX, COCTaBe IeKapCTBEHHON hOPMbI.

12.2.3. Bug nccnepoBaHns, XxapakTepuctmka n 060cHoBaHMe TeCT-CUCTEMbI, 0TOOpaHHON 415 NPOBeAeHMNS
AOKIMHNYECKUX NCCIef0BaHNNA.

12.3. B cnyyae npoBegeHuns sKCnepnMeHTabHbIX UCCAeN0BAHNI Ha XXNBOTHbLIX HE0OX0ANMO yKa3aThb:
12.3.1. Bup, Bo3pacT, KOJIMHECTBO XXUBOTHbIX B KaXX40W rpynne, noJi, NokasaTeam Maccol Tena, MCTONHUK
nuTaHns.

12.3.2. PeXX1uM [031pOBaHNSA, KPaTHOCTb M NyTb BBEAEHNSA UCCIEQYEMOr0 IEKApCTBEHHOIO CpeacTBa.
12.3.3. Cxema npoBefeHns LOKINHNYECKOro UCC/IeOBaHUS JlekapCTBEHHOr0 CpeacTBa.

12.3.4. OnucaHne MeToA0B CTAaTUCTNYECKON 06paboTKK pe3ynbTaToB, pe3yfibTaTbl UCCeA0BaAHNS,
npeacTasneHHbIe B Buae obobiaomnx Tabnuy (rpacrkoB) C COOTBETCTBYOLLEN CTaTUCTNYECKON
06paboTKOM N KOMMEHTaPWEB K HUM, 0BCY>XAeHNE pPe3ynbTaToB, BbIBOAbI.

12.4. OTYeT 0 pe3ynbTaTax NpoBeLeHNsa OOKINHUYECKUX UCCNeoBaHNI COCTaBIAeTCA pyKoBogUTENEM
nccnefoBaHUmM, NOANUCHIBAETCA PYKOBOAUTENEM OPraHn3aLuy U CKpenaseTca nevyaTbio opraHm3auumm.
12.5. lononHeHns K 0THETY A0JIKHbI ObITb 00OpPMAEHBI B BUE MPUNOXKEHNIA, COAEPXKALLMX CChIIIKY Ha
COOTBETCTBYIOLLMI pa3gen oTyeTa (Nnaparpad, pucyHok, Tabnvuy n T. 4.) 1 NOANNCAHHLIX PYKOBOAUTENEM
opraHusauuu.

12.6. OI'Y "Hay4Hblil LEHTP 3KCNepTuU3bl CPeaCcTB MeAULNHCKOro npuMeHeHns" MuH3gpasa Poccun,
dapMakonornyeckuin kommteT MuHsgpasa Poccun B cpok go 30 OHen paccMaTpuBatoT NpeacTaBieHHble
MaTepualbl U HaNPaBASaKT 3akao4eHne B MuH3apas Poccuu.

XIll. KoHhnaeHUnabHOCTb

13.1. CoTpyOHUKMK, NMPUHUMALOLLNE YHacTMe B NPOBEAEHUN OOKJANHNUYECKOro nccienoBaHus, 0b6s3aHsi
cobnogaTb KOHOUAEHLNANBHOCTb B OTHOLIEHUMN NtO6bIX AaHHbIX, MOJYYEHHbIX B X0[4€ NCCNeoBaHNs, B
COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccunckon ®egepauum.

13.2. OpraHu3auus, npoBoasLLas LOKINHNYECKE NCCNe0BaHNSA NeKAPCTBEHHbIX CPeACTB, AO/MKHA
obecneynTb KOHPUAEHLMANBHOCTb Pe3yNbTaTOB UCCIeA0BaHMI B paMKaX NPUHATLIX et 0643aTeNbCTB U B
COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccunckon ®egepauum.

XIV. Apxus
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14.1. MNocne 3aBepLIeHNs OOKINHNUYECKOr0 NCCIe0BaHMs BCe IKCNepUMeHTallbHble aHHble, 06pas3Lbl,
NMPOTOKOJ1 MCCNeAoBaHNS N Apyras OOKYMeHTaumsa (KasmbpoBoYHble rpacki, METOANKMW, CTaHAAPTHbIE
ornepaunoHHbIe Npoueaypbl U T. 4.), BKA0Yas 0THYET U AaHHble HE3aBUCUMOWN MPOBEPKU, [O/KHbI XPaHUTbLCS
B OTAE€J/IbHbIX MOMeLWeHNnAX, cneunasbHO BblAeNeHHbIX oA 3TUX u,ene|7|. ApXVIBHbIe nomMeweHmna OO0JIXKHbI
MMeTb OFPaHUYEHHbIN JOCTYM.

14.2. MaTepuranbl, NOMELLEHHbIE B apXWB, O0JKHbI ObiTb 0603HaY€Hbl B COOTBETCTBUMN C MOPAAKOM
XpaHeHus ansa beicTporo nomncka. CPoK XpaHeHUS apXMBHbIX MaTepManoB ONpenensaeTcs nopsakoMm,
YCTaHOBJ/IEHHbIM OpraHu3aumne.

14.3. Obpa3Lbl nccnenyemMoro n CTaHAapTHOrO BELWECTB A0JKHbI XPaHUTLCA B TEYEHME BPEMEHM, KOTOPOE
rapaHTUpyeT MX KavyecTBo. PYHKLMMN NO apXMBUPOBAHMIO 1N MOALEPXKAHMIO apXMBa AOJIKHbI ObITb
BO3J/10)KEHbI Ha CneLnaibHbIX COTPYOAHUKOB OpraHm3auum, NpoBoasLlen JOKANHUYECKMe NcciaefoBaHus.
14.4. PykoBoanTe N OpraHn3aunii, NpoBoAALLMX OOKANHUYECKNE NCCNeaoBaHNS, 4O/KHbI M3BECTUTh
3aKa34mMKoB 00 YHNYTOXXEHUN NII0ObIX MaTepPManoB, XPaHALLMXCA B apXmBaX, @ TakXKe 0 peopraHusaumm
N/MAn IMKBUAALMM OPraHn3aumnm N CTPYKTYPHbLIX NOAPA3LAEeEHNI, MPUHUMAIOLWMX HENOCPEACTBEHHOE
y4acTume B NpoBeAeHNN OOKANHNYECKMUX NCCed0BaHMM.

MpunoxeHune 1

K MpaBunam nabopaTopHON NPaKTUKN

B Poccuinckon ®epepaunu

BAABJNTEHIWNE

Ha NpoBeAeHne LOKANHNYECKUX NCCIef0BaHN
JIeKapCTBEHHbIX CPeCTB
(Ha3BaHWe opraHm3aumm, agpec, PEKBU3NTbLI) MPOCUT Pa3pewnTb NPOBeAEHNE AOKINHNYECKMNX
nccaenoBaHun

(Bna nccnepgoBaHus) PykoBoauTenb nogpa3aeneHus
(®. K. O., y4eHas cTeneHb, y4eHoe

3BaHWe, J0/XKHOCTb)

Bua QOKANHUYECKNX NCCNef0BaHN IEKAapPCTBEHHbIX CPeacTB
1. Tokcmkonornyeckue:

- 0CTpast TOKCUYHOCTb;

- nogocTpas, cybxpoHnyeckas, XpoHNYeckas TOKCUYHOCTK;

- KyMYNSITUBHOE AENCTBUE,;

- MeCTHOpa3gpaxkalllee OencTBue;

- aNNepreHHoCTb;
- IMMYHOTOKCUYHOCTb;

- TepaTOreHHoCTb;

- MyTareHHoOCTb;

- 3MOPUOTOKCMYHOCTb;

- FTOHAA0TOKCUYHOCTb;

- KaHL,epPOreHHoCTb;

- MMPOreHHOCTb.

2. Obuwethapmakonormyeckue.

3. Cneunduyeckne papmakonornyeckne (HeobxopnMMo ykasaTb KIMHNKO-hapMaKoaorM4eckyto rpymnny).
4. ®apMakoKMHeTMYecKune.

5. Xumunyeckune, pusnyeckune, brnonornyeckne, MMKPOObUONOrnyeckme n apyrme NoKJInHNYeckune
nccnepoBaHus. PykoBoauTeNb opraHusauum
(nognuce) "_" 200_r.

CMCOK COTPYOHNKOB
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ONS Y4acTUA B MPOBEAEHUN JOKINHNYECKUX UCCIeL0BaHNiA

JleKapCTBEHHbIX CPeacTB + + | N |®. . O.|donx-|

Obpa3zosaHue | Bug | Ctax | Mpumedanue | |n/n| |HoCTb|(cneunansHOCTb,| Aoknu- |paboTsl | | ||| | yuebHoe

|Hnyeckoro| no | | | | | | 3aBeneHwue, | uccneno-|npodguniol | | | | [rol okoH4aHus) | BaHua | uccne-| | || ] |

|moBaHus| | +---+ -+ + + + [|1]2]3]4]5]|6]|7]|+-—----nmmm--mmmmmm-
+ PykoBoAuTeNb opraHu3aumm

(mopnwuce) " " 200 .

CNMPABKA

0 COCTOAHUN NMPON3BOACTBEHHBIX nomeLLeHnin
anga nposeneHnsa OOKANHNYECKNX nccnenoBaHum

JleKapCTBEHHbIX CPeACTB + + |Ha3HaveHune|Cneunans-
|[Mnowape,|TemnepaTypa,| Hannuune | Mpume- | |nomeLLeHns | Hoe nan | KB. M | 0 [cneunanbHoro| YaHue | | |
npucno- | | C, |obopynoBanus| | | [cobneHHoe| | BnaxkHocTb, | ||| ||| % ||| + + + +

-+ + [|1]2]3]4]|5]|6]|+ + PykosoauTens
opraHu3auum

(mopnuce) " " 200 .

OBOPY[LOBAHWE W AMMNAPATYPA,
MMeloLLMecs B OpraHm3aumnm 4 NpoBefeHNs AOKJIMHNYECKNX UCCIeL0BaHNA IEKaPCTBEHHbIX CPEACTB +---
+ | N [HaumeHo-| N3roTo-|OcHoB-| Mo |OueHka |CTeneHb

|[MpumeyaHue| |n/n| BaHWe, | BUTENDb | Hble | BBOAA |cocToA-|amopTu- | | | | Tvn |[(cTpaHa,|TexHu-| B |HKa (N
[3auun, %| | | [(mapka),| npea- |4eckue|akcnnya-|ceuge- | | | | | 3aBo4- |[mpusATne,|xapak-| Taumio | Tens- | | | |
| ckoid | oupma) [Tepuc-| | cTea | | | | | Homep | | Tukn | [meTpo- [ [ || [ [||[norw-|[[||]]]|4eckon |[[]]]]
[1mpo- [ [ 11111 [eepku, [ [[11]]]Inepuo- [ [||[11[]ans-|[[11[]]|HocTe)|]]+---+ + +
+ + + + [11]12]|3]4|5|6]|7]|8]|+ +
PykoBofuTens opraHm3aumm
(mopnwuce) " " 200 .
JNNABOPATOPHbIE XKBOTHbIE
N yCNOBMA UX COAEPXKaHUs Bug Mopogna
Mon
Macca Tena
ObLee
KOJIN4eCTBO NcTo4yHmK nonyyveHns
MNepunol akkIMMaTm3aLnm
NpeHTngukaums
PaHoomunsauums

Konn4ecTBO XMBOTHbIX B KNeTke
Pasmepbl KNeTkun
MaTepuan KNneTku PauwvoH
TemnepaTypa Bo3ayxa
Bna>HOCTb BO3Ayxa

PykoBoauTesb opraHusayum

(mopnuce) " " 200 .
MEPEYEHDb

MeTOA0B, NCMOJIb3yeMbIX MPU NPOBEAEHNN OOKANHNYECKNX NCCIE@A0BAHNIN NNEKAPCTBEHHbLIX CPEACTB +--------
+ |N n/n| Ha3zBaHue mMeTofa | CCblika Ha NUTepaTypPHbLIN UCTOYHNUK
| +-----+ + [11]2]3]+
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(nognuce) "_ " 200_r.

MEPEYEHDb cTaHoapTHbLIX onepaunoHHbIX npoueayp + + |
N n/n | Ha3BaHve cTaHZapTHOW onepaLnoHHON npoueaypsl | + +

—||1]2]+ + PykoBoAuTeb opraHusaLuunm

(nognuce) "_" 200_r.

MpunoxxeHue 2

K MNpaBnnam nabopaToOPHOW MPaKTUKK

B Poccuinckon ®epepaunm

BAKNIOYEHWE

0 NMpOoBepKe opraHM3aLunm, 3adBasSeMON 415 OCYLLeCTBAEHMNS
LOKJIVHUYECKNX NCCIeA0BaHNIN J1eKapCTBEHHbIX CPeLCTB

(HaumeHoBaHWe opraHunsaumm) (paTa cocTaBIeHMS aKTa)
(ropon) B nepuog ¢ no 200__ r. Ha ocHOBaHuM

(Ha3BaHue, HOMep 1 faTa AOKYMEHTa 0 NPOBeAEHUN NPOBEPKM) KomMuccuns B cocTaBe npeacenaTens

(@. N. 0., BoMKHOCTb, MecTo paboTbl) 1 YNEHOB KOMUCCUN
(@. N. 0., BOMKHOCTb, MecTo paboThl) MpoBeNa NPOBEPKY C LiENbIO
Mpn NnpoBepke yCcTaHOBMEHO: +

+ [|1]2]+ + | 1.
KBanudurkauus n onbIT paboTbl NnepcoHana B| | |3asBieHHON 061acTu SOKAUHNYECKUX| | [nccnenoBaHuii,
cocTosHue paboTbl No noBbiWeHUO| | |[kBanudpukaumm | | + + |
|2. YcnoBus pa3melueHnsa nepcoHana,| | [obopynoBaHusa, TecT-cuctem | | +
e | |3. OcHaLleHHOCTL U cocTosiHME obopyaoBaHus | | + +
——————————— | |4. XapakTepucTuka TecT-cuctem | | + + | |5. Hanu4une
N 3PPEKTUBHOCTL CUCTEMBI| | [obecneyeHns KavyecTBa AOKIMHNYECKMX| | [MccnenoBaHNA NEKAPCTBEHHbIX
cpencTs | | + + | |6. Hay4Ho-meToAnYecKoe obecneyeHne

nposefeHus| | |BOKAMHNYECKNX NCCNeloBaHN NeKapCTBeHHbIX| | [cpencTs | | +
+ Komuccuma pekomeHayet
(3aMevaHua 1 peKoMeHAaLmMn Mo yCTpaHeHuo

HeOOCTaTKOB 1 COBEPLUEHCTBOBaHMIO paboTbl OpraHn3aumnn) 3akao4eHne
Mpencepnatens KOMUCCUN

(noanwuck) YneHsl kKomuccum
(moanuce) C akToM 03HaKoMJIeH: PyKOBOAUTE b OpraHm3aumm
(nognuck) OaTa
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