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ne 0171

Ha Ne oT

0 npumeHeHun pasgena VII
nocTaHoBfeHNs MpaBuTenbCTBa

Poccuiickoin depepauumn Ne 593

degepanbHas cnyb6a Mo Haasopy B cdepe 34paBOOXPaHEHMSI B MOPsiAKe
NHOPMUPOBaHMSA B COOTBETCTBUMN CO cTaTbeli 46 deaepanbHOro 3akoHa oT 31 uions

2020 r. Ne 248-®3 «O rocygapCTBeHHOM KOHTposie (Hag3ope) M MyHMUUNa/ibHOM
KOHTpose B Poccuiickoin Pegepaummn» AOBOAUT [0 CBeAEeHUS CYOLEKTOB 06palLeHUs
NEKapCTBEHHbIX CPEeACTB MH(opMauuto no npumeHeHuto pasgena VIl noctaHoBeHUS
MNpaBuTenbCcTBa Poccniickoin ®depepaumm ot 5 anpens 2022 r. Ne 593 «O6 0c06eHHOCTSAX
obpalleHnss NIeKapCTBEHHbIX CPeACTB A1 MeAMUMHCKOro TMPUMEHEHUS B Criy4ae
AeheKTYpbl NN pUCKa BO3HUKHOBEHUS Ae(DeKTYpPbl SIEKaPCTBEHHbIX MpenapaToB B CBA3M
C BBefeHMeM B OTHOWeHUN Poccuinickon defepalmn  OrpaHUYNTENIbHBIX  Mep
9KOHOMMYECKOro XapakTtepa», COrfiacoBaHHyrd ¢ MWHUCTEPCTBOM 34paBOOXPaHeHUs
Poccuiickon denepauum n paboyein rpynroin oT 3KCrNepTHOro U eN10BOro coobLecTsa B
cepe  hapmMaueBTUKM U MEAULMHCKUX  U34eMA  Npy MOAKOMUCCUMWM MO
COBEPLLEHCTBOBAHUID  KOHTPOJIbHbIX (HAA30PHbIX) U paspelunTeSibHbIX  (PYHKUUK
(hefepasibHbIX OPraHoB UCMOJIHUTENIBHOW BNacTy npv MNMpaBUTeIbCTBEHHOM KOMUCCUW 10

NPOBeAeHNI0 aMUHUCTPATUBHON pedhopMbl (NpunaraeTcs).

[MpunoxeHwve; Ha 7 n B 1 3Ks.

Bpuo pykosoauTens A.B. MNapxomeHKo

E.M. KyapssueBa
8 (499) 578 06 65
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WHpopmauma no npumeHeHunto pasgena VIl noctaHosneHus MpasuTenscTBa Poccuiickort ®efepauum ot 5 anpens 2022 r. Ne 593 «O6
0C06EHHOCTAX 00paLLeHNs NeKapCTBEHHbIX CPEACTB AN MeAULMHCKOr0 NpUMeHeHUs B ciy4ae fedeKTypbl NN puckKa BOSHUKHOBEHUA AedeKTypbl
NeKapCTBEHHbIX NPenapaToB B CBA3W C BBEAEHMEM B OTHOLIEeHMM Poccuiickon ®efepauumn orpaHNYnTeIbHbIX Mep 3KOHOMUYECKOrO XapaKTepa»
(nanee —nocTtaHoBneHWe Ne 593), cornacoBaHHy ¢ MUHUCTEPCTBOM 3[paBooXpaHeHns Poccuiickoin deaepaumm n paboyeid rpynmnoil 0T 3KCNepTHOro
1 AenoBoro coobulectsa B cdepe hapmaueBTUKN U MeAULMHCKUX M34enniA npyu NoAKOMUCCUM MO COBEPLLEHCTBOBAHMIO KOHTPO/bHbIX (HAA30PHbIX) U
paspeLLmnTeNibHbIX YHKUWIA theaepasibHbIX OPraHOB UCMONMHUTENbHONM BNacT nNpu MNpaBUTeNbCTBEHHON KOMUCCUM MO MPOBEAEHNIO

MyHKT nocTtaHoBneHnsa Ne 593

VII.

nepBebIX 3 cepuii UM NapTWUin NeKapCTBEHHOMO
npenapara, 3a NCKNOYEHNEM
MMMYHOGMONOTNYECKNX NEKapCTBEHHbIX
npenapaToB, OCYLLECTBNSAETCA B COOTBETCTBUM C
yacTblo 4 ctatbM 52.1 PefepasbHOrO0 3aKoHa
«O6 o6paleHnn N1eKapCTBEHHbIX CPEeACTB».

MpoBeaeHVe NPeAyCMOTPEHHbIX YacTblo 4
ctatbm 521 depepanbHOro 3akoHa «O6
o6paLleHnm NeKapCTBEHHbIX cpeacTs»
NCMbITAaHWA  YyKa3aHHbIX  IEKAPCTBEHHbIX

npenapaToB [OMYCKaeTcs C WUCMO/b30BaHNEM
CPeACTB AWUCTaHLUMOHHOIO B3aUMOJENCTBUSA, B
TOM  uMcne  MNOCPeACTBOM  ayamo- — Un
BMAEOCBSA3M, B PEXWME peaslbHOro BPeMEHU
MoCpefCcTBOM BWAEOCBSI3N.

64. BBoA B rpaxpgaHCKui o6opoT
nepBbIX 3 CEpPUIA UM MapTuiA NeKapCTBEHHOrO
npenapara, 3a NCK/HOYEHVEM
MMMYHOBMOMOTNYECKNX NEKapCTBEHHbIX
npenapaToB, OCYLLEeCTBNAETCS B COOTBETCTBUN C

alMUHUCTPATUBHOMW pedopMbl

Bonpoc

KoMmMeHTapuu

BBog B rpaXjaHCcKuii 060poT TeKapCTBEHHbIX NMpenapaTos

ana MeagnuynHCKoOro npunmMmeHeHus
1 MMopsAfoK NPUMEHEHNA AAHHOIO NYHKTa
2. B Kakux cny4yaax [ONycKaeTcA MnpoBeaeHue
MCMbITAHWA  C  MCMNOMb30BaHMEM  CPeACTB
ANCTAaHUMOHHOIO B3aUMOAENCTBNA?
3. Kakoli nopsiiok geicTeumin gns 3assutens?

MpefocTaBuTh 3anncb TECTUPOBAHWS BrEPBbIE
BBO3MbIX B P® cepuii  NeKapCTBEHHbIX
npenapaToB NPOM3BOAUTENEM HEBO3MOXHO, TaK
KaK cepus TeCTUpYeTcs MNPOM3BOAMTENEM KaK
MUHUMYM 3a Mecsil, 0 ee BBO3a B P®, nHorga

1 lMo pewweHuio PIreyY

2. lMpoBeneHwue NCMbITaHUI c

MCNOMb30BaHMEM  CPEACTB  AMCTaHLMOHHOIO
B3aMMO/EeNCTBNS [0MyCKaeTcA npw
060CHOBaHHOM n NOATBEPXKAEHHOM

HEBO3MOXXHOCTW NpoBeaeHNA TaKNxX UCMbITaHUI

B nabopaTopusix droy (oTcyTCcTBUME
TEXHUYECKOW BO3MOXHOCTW; HEBO3MOXHOCTb
MoCTaBKM KOMMEPYECKM HEAOCTYMHbIX
06pasLos)

3. Cm. MNpunoxeHne

Cwm. MpunoxeHne



YyacTbto 4 ctatbn 52.1 defepasibHOro 3akoHa
«O6 06pallleHn f1IeKapCTBEHHbIX CPeACTB».

MpoBefeHne NPefyCMOTPEHHbIX YacTbio 4
ctatb 521 depepanbHOro 3akoHa «O6
o6paLLeHnn NEKapCTBEHHbIX cpeacTs»
UCNbITaHNI YKa3aHHbIX  NIEKaPCTBEHHbIX

npenapaTtoB [0MNyckKaeTcsd C WUCMONb30BaHNEM
CPeACTB [AMCTAHLIMOHHOIO B3aVIMOAECTBUSA, B
TOM  uuicne  MocpeacTBOM  ayauo- — Unn
BUAEOCBS3N, B PEXUME PeaslbHOro BpPEMEHM
nocpeacTBOM BUAEOCBSA3N.

65. MpeacTasneHune [IOKYMEHTOB,
NnpegycMOTPEHHbIX 4acTblo 5 cTatbu  52.1
depepanbHoro  3akoHa «O6  obpalleHun
NeKapCTBEHHbIX CPeACTB», He TpebyeTcs.

66. BBog B rpaxpgaHckuin 060poT
MMMYHO6KNONOTNYECKNX NeKapCTBEHHbIX
npenapaToBs, 3a WEKNOYEHWNEM JIEKaPCTBEHHbIX
npenapaToB, yKasaHHbIX B pasgenax Il n IV
HaCTOALLEro [AO0KYMEHTA, OCYLLECTBAETCH B

HaMHOro0 paHbLUe. 3anncb TeCTUPOBAHUSA MOXKHO
cfenatb, a TECTUPOBaHWE B PEXMME PeasibHOro
BPEMEHUN HeNb3s, TaK Kak Cepun LOSKHbI ObITb
NMPOTECTMPOBaHbI [0 ee BbiNycKa B pbIHOK (GMP
Tpe6oBaHWA K BbIMYCKY Cepun B PbIHOK).
Hanpumep, eepua BBo3uTcA B P® B
OKTA6pe, TecTupoBaHME 3TOW cepun 6yaet
MPOBOAMTLCA 3aBOLOM TMPUMEPHO B WHOfe-
CeHTAbpe. TakXe He MNOHATHbI TpeboBaHWUA K
TakoOMy B3aUMOAEWCTBUIO:  UCMbITAHUA MOTyT
NPOBOAMTLCA HECKONbKO AHEN - Kakoi 00beM
NHopMaUMKN 0XXuaaeT Perynarop no utory.

1 MpeactasneHne [IOKYMEHTOB,
NPefyCMOTPEHHbLIX YacTbld 5 cTatbnm 52.1
depepanbHoro  3akoHa «O6  obpalleHun
NeKapCTBEHHbIX CPeACTB», He TPebyeTCs TOMbKO
ANa  NIeKapCTBEHHbLIX  MNpenapaToB npu
BO3HMKHOBEHUM  [edeKTypbl WM puUCKa
BO3HWKHOBeHUA faedekTypbl? Vnn gns Bcex
NEKapCTBEHHbIX MpenapaToB, BBOAUMbLIX B
rpaxaaHckuii oopot B 2022 n 2023 rr.?

2. Ecnn noctaHoBneHne BCTynuino B cuny 11
anpensa 2022, To Ha NneKapCTBeHHbIe NnpenaparTsbl,
BBEfeHHble B  rpaxjaHckuin  obopoT Ao
11.04.2022, Heob6xoAumMO M MOAy4vaTb
NPOTOKO/ UCMbITaHWIN B COOTBETCTBUN C YaCTbtO
5cr.52.1?7

3. BepHO nn, 4TO MpeacTaBneHne NPOTOKO/OB
ucnbitaHnin 8 AMC PocsgpaBHafsopa He
TpebyeTcs?

Mpegnaraem noapobHee YykasaTb Ha KakoM
aTane npeanosaraetT HabnwgeHne 3KCnepTHOM
opraHusauMein 3a nNpoBefeHWEM  KOHTPONA
KayecTBa npoAyKLuun co CTOPOHbI
NPOV3BOACTBEHHOM NMOWAAKN C LieNbio BBOA B

1. [4nsa Bcex NeKapCTBEHHbIX NpenapaTos
2. Het
3. [a, He TpebyeTcs

Cwm. MpunoxeHune



COOTBETCTBMW C 4aCTbld 7 cTatbM 52.1
depepanbHOro  3akoHa «0O6  0b6palleHnm
NeKapCTBEHHbIX CPeACTB».

MpoBeaeHVe NpeayCMOTPEHHbIX YacTbio
7 ctath 52.1 ®egepanbHOro 3akoHa «QO6
obpaLleHnm NEeKapCTBEHHbIX CpeacTB»
NCMbITaHWUI YKa3aHHbIX NeKapCTBEHHbIX
npenapaTtoB [OMNyCKaeTCcAd C MCMNOJ/Ib30BaHNEM
CPeACTB AUCTAHLUMOHHOIO B3aMMOfENCTBUS, B
TOM yucne nocpeacTBoOM ayano-unm
BWAEOCBA3N, B PEXMMe peasibHOro BPEMEHU
NnocpesCTBOM BUAEOCBS3MN.

66. BBof B rpaxpaHckuini 0bopoT
NMMYHOOMOIOrMYECKNX NEKapCTBEHHbIX
npenaparoBs, 3a WUCK/IHOYEHNEM JIEKAPCTBEHHbIX
npenapaToB, YyKa3aHHbIX B pasgenax Il v IV
HaCToALLEero [OKYMeHTa, OCYLLeCTB/AETCA B
COOTBETCTBMM C 4acTbld 7 cTatbuM 521
depepasibHOro  3akoHa «O6  obpalleHun
NeKapCcTBeHHbIX cpeactB». 35 [lpoBeaeHue
NnpeayCcMOTPEHHbIX YacTbto 7 cTatbn 52.1

depepanbHOro  3akoHa «0O6  obpalleHum
NeKapCTBEHHbIX cpeacTs» NCNbITaHWI
YKa3aHHbIX  /IEKAPCTBEHHbIX npenapaToB
[ONYCKaeTcd C  WCMO/Mb30BaHWEM  CPeAcTB

AVCTaHLMOHHOTO B3aIMO/EINCTBUS, B TOM YmC/ie
nocpeactsom ayavo[l]lunm  BuAeocBs3n, B
PEXMMe pPeabHOro BPEMEHW  MOCPeACcTBOM
BM/E0CBSA3MN.

Mpunoxexue: NHpopmaums no NpoBEAEHNIO UCMbITaHWIA C UCMONb30BAHWEM CPEACTB ANCTAHLMOHHOIO B3aMMOAENCTBMA Ha 4 N,

rpaXkaaHCKMn 06OPOT COrNacHO MYHKTY 66 u
pernameHTMpoBaTb B BWAE  OTAENbHOMO
BeJOMCTBEHHOI0 IOKyMeHTa.

MMpepocTaBuTh  3anncb  TECTUPOBAHWUA
cepuii  BakUWMH, WMMYHOrNo6ynMHOB W Ap.
Npon3BoAMTENEM HEBO3MOXHO, TaK Kak cepus
TECTMpyeTca NPOM3BOAMTENEM KaK MUHUMYM 3a
TpY MecALa o ee BBO3a B PP, MHOrja HaMmHOro
paHbLLUe. 3anncb TECTUPOBAHUSA MOXHO CLeNath,
a TeCTUPOBaHME B PEXXMME peaslbHOro BpPeMeHuU
Henb3s, TaK KaKk Ccepun  [O/DKHbl  ObITb
NpPOTeCcTMPOBaHbI 10 ee BbiNycka B pbIHOK (GMP
Tpe60oBaHWS K BbIMYCKY CEPUUN B PbIHOK). Takxe
He  MOHATHbI  TpeboBaHUA K  TakoMmy
B3aMMOLeCTBUIO: ncnblTaHNa ~ MOryT
MPOBOAUTLCSA HECKONbKO [Hel - Kakon 06bem
NHMOpMaLMN 0Xngaet Perynarop no mrory.

Cwm. MpunoxeHune



MpunoXeHne K MHGpOPMaLMX N0 MPUMEHEHNIO
pasgena VIl noctaHoBneHus MNpaBuTenscTea Poccuinickoin ®egepaumm
ot 5 anpena 2022 r. Ne 593 «O6 o0cobeHHOCTAX 0b6palyeHus
NeKapCTBEHHbIX CPeACTB A1 MeAWLMHCKOrO NPUMEHeHUs B Clydae
AeekTypbl UM PUCKA BO3HUKHOBEHWS AeeKTypbl NEKapCTBEHHbIX
npenapaTtoB B CBA3W C BBELEHWEM B OTHOLUEHWM POCCMICKOM
defepaynm orpaHNYMTENbHBIX MEP SKOHOMUYECKOTO XapaKTepa»

WHdopmaumsa no npoBefeHN0 NCTMbITaHWI
C UCMO/Ib30BaHMEM CPeACTB ANCTAHLIMOHHOIO B3aMMO/eiCcTBUS

AN npoBefeHUs UCMNbITaHWIA C  WUCMOSIb30BaHWEM CPeACTB  AUCTaHLWMOHHOIO
B3aMMofencTBUA (fasnee - AUCTaHLMOHHbIE UCMbITaHNS) HEOOX04MMO HanpaBuUTb B apec
(hefepasibHbIX  FOCYAAPCTBEHHbIX  GHOMKETHLIX  YUYPeXXAeHW, NoABefLOMCTBEHHbIX
MWHUCTEPCTBY 34paBooXpaHeHNsA Poccuinckon defepaunn n defepasibHON Ciyxbée no
Hag3o0py B cgepe 34paBoOOXpaHeHUA, OMOPM/IEHHbI Ha ojuumasibHOM GraHKe
opraHmsaumm 3anpoc 0 BO3MOXHOCTM MpoBefeHUss WcnbiTaHuA C  0653aTe/IbHbIM
yKaszaHnem 060CHOBaHMNSA HEOOX0AMMOCTU NpoBefeHns McnbITaHWIA.

[AVCTaHUMOHHbIE UCMbITaHUA LO/MKHbBI COAepXXaTb NPOBOAUTLCA C UCMO0/Ib30BaHEM
06pasLoB fIeKapCTBEHHOrO Mpernapara TOW >Xe cepun, 4YTO M 06pasubl, (haKTUYECKU
CaHHble A1 NPOBEAEHUS UCTIbITAHWIA.

11 TpeboBaHUA K nNposegeHUto VicnbiTaHWi

111 Ka4yecTBO 3anucu rMpeacTaBNsAeMblX BUAeO(ailnsioB M CKOPOCTb  UX
BOCMPOU3BELAEHNA [O/DKHbI MO3BOMATL YETKO PacCMOTPeTb MapKMPOBKY (3TUKETKMU,
Hagnucn) Ha o060pyaoBaHUM, peakTMBax, Martepuanax, MaHensax, oTobpadKalLwmx
nokasaHus npuoéopos, 1 T.n.

1.12. OanH Buaeohaiin JOMMKEH cofepXXaTb BUAeOUKCALMIO AUCTAHLMOHHOIO
MCMbITaHNA TO/IbKO MO 04HOMY MoKasaTe/llo KayecTBa.

1.1.3. Bugeoaiinn  [O/DKeH  cofepXXaTb CBEAEHMA O MecTe MNpoBefeHUs
ANCTaHUMOHHOIO UCMbITAHUA C YKaszaHMeM TOYHOro HaMmMeHOBaHWA NIoWaiKu Ha
PYCCKOM Ssi3blKe. Aapec nabopatopum A0/MKEH OblTb BHECEH B Bueodaiinn B /1l060M
rpagpuyeckom pegaktope. poBoAMTCA NpoBepKa YKas3aHHbIX CBEAEHWA 3anucam B
[TocylapCTBEHHOM PEEecTpPe JIEKapCTBEHHbIX CPeACcTB. Ecnn uvcnblTaHWA NPoBOASATCA B
CTOPOHHEN nabopaTopun, TO OT 3asBUTENd HE0O6XOAMMO OCHOBaHME MPOBeAeHUS
MCNbITaHWI Mo APYromy agpecy.

1.14. Bupgeoaiin [0/MKEH cogepXXaTb CBeAeHUS O HaMMEHOBaHUW MoKasaTess
KayecTBa B COOTBETCTBUM C PErMCTPaLMOHHBIM 40Cbe Ha /IEKapCTBEHHDbIW Npenapar.

1.15. Bce feicTBUSA AO/KHBI CONPOBOXAATbCA yKaszaHWMeM (PaKTUYeCKOW Aatbl u
BpeMeHWN NX NPoBeLeHUS.

116. B Bugeohaiinie [O/MKHblI ObiTb 3a)MKCMPOBaHbl TO/IBKO  (haKTUYecKue
OCYyLLEeCTBNSAeMble AeCTBUA. py OTCYTCTBUN (DaKTUYECKUX AENCTBUIA (Hanpumep, BO
BPeMS BbIAEPXKWN, BO BPEMSI HaXOXEHUSA UCMbITyeMbIX 06pa3LoB B TepmocTaTte U T.4.)
3anucb Jo/mKHA ObITb MOCTaB/ieHa Ha naysy, npy BO30OHOB/IEHUM 3amnUCU LO/HKHO ObITb
3alMKCMpoBaHbI BpPeMsA 1 AaTa.

1.1.7. B Bupgeogaiine fo/mkHbl 6bITb TOUHO 3a()MKCUPOBaHbI:



NepBUYHas U BTOPUUHAs YNaKoBKa UCMbITYEMOro o6pasua Ans naeHTUhnKaumm
ero HavIMeHOBaHWsl, HOMepa CepUK;

e KOJIMYECTBO MCMbITYEMOro 06pasLa;

e HaVMMEHOBaHWUsSI PeaKTMBOB, CTaHAAPTHbIX 00pPa3L0B, PACXOAHbIX MaTepuasnos,
nUTaTeNbHbIX Cpefl, KOMMOHEHTOB MWTaTe/lbHbIX Cped, WX HOMepa Cepunm U aathbl
NCTEYEHMS CPOKOB FOAHOCTU (MPU HA/IMUMKN Ha YMaKOBKeE);

BHYTPEHHSIT  MapKMpoBKa  NabopaToOpHOi  Mocydbl,  WUCMONb3yemoii B
Npo6onoAroToBKe (HanpumMep, HaMMeHOBaHWe PacTBOpa, pasBefeHne, HOMeP MoBTopa U

HaMeHOBaHMEe W CePUNHBLIA HOMep 060pyAOBaHUs, WCMOMb3YEMOro B

AVUCTAHUMOHHbBIX UCMbITaHUAX;
3TUKETKMU Ha  060pyaoBaHUN, coflepkalLme NH(opMaL o 0
noBepKe/aTTecTaumn/KasimbpoBKU/ KBasimmnkaumu;

e BCe 3Tanbl NPoBefeHNA ANCTAHUNOHHbIX UCMbITaHUNA.

- npo6onoaroToBKa;

- pabota Ha o6opyaoBaHMM (MacCbl B3SATbIX HABECOK, OTMepPeHHble 00beMbI
(Heo6xo4MMO nNoOKa3aTb B Kafgpe YCTaHOB/IEHHbI 00bEM Ha [fo3aTope), 3afaHHble
napamMeTpbl paboTbl 060pyAOBaHUSA, MOJMyYeHHble pe3ysbTaTtbl (NPU  OTCYTCTBUK
BO3MOXXHOCTU (hMKCauuu pe3y/ibTaToB Ha 3/1EKTPOHHOM UM 6YMaXkKHOM HOoCcUTesne) UT.4.);

- OLEHKM MOoJTyYeHHbIX NePBUYHbIX AaHHbIX;

* KOMMEHTapuu K Kaxkgouh npoBOAMMOM BO BpPemMsA AUCTAHUMOHHbIX UCMbITAHUN
MaHUMyNAUMA, Ha OCHOBAHMW KOTOPbIX MOXHO CAenaTb 3akK/lo4veHMe O MOJSIHOM
COOTBETCTBUW C METOANKOWN, N3/TOXKEHHOW B HOPMATUBHOW JOKYMeHTauM N,

118 TIpn  ydeTe pe3ynbTatoB N0  nokasatenam  «CTepusibHOCTb» U
«MUKpPOBMOSIOrNYeCKass YNCTOTa» Ha >XULKUX MUTaTe/IbHbIX Cpefax HeobXOAMMO CHSATb
eMKOCTb C NUTaTe/IbHOM CPeAon 1 06pasLoM B MPOXOASLLEM CBETE, B360/1TaTb COAEPXKUMOE
BpaLlaTeNlbHbIMM ABUMXeHMSIMW. KadecTBO Buaeodaiina Ao/HKHO No3BOMATb OLEHUTb CTEMEHb
NpO3payvyHOCTM NUTATENbHON Cpeabl WM Ha/lMune BU3YyaslbHO OOHapY>XMBaemoro pocra
KOJIOHNA MUKPOOPTraH3MOB.

1.1.9. MNMpu yyeTe pe3ynbTATOB MO Mokasartento «Mukpoburonormyeckas YMcToTa» Ha
NAOTHbLIX NUTaTe/IbHbIX cpejax W pe3ynbTatoB MUKPOOMOMIOrMYecKoro MOHUTOPUHIa
Heo6X0AMMO OCYLLECTBUTL BMAE03annChb Yallky eTpu Ha CBET/IOM M TeMHOM (hoHaX, a
TaKke B NPOXoAsLLeM cBeTe. Ecnun nabopatopus pacronaraet 060pyfoBaHMEM, CMOCOOHbIM
aenatb otorpadmm MasKoB WM Yauwlek [leTpu, HeobxoAMMo NPUNOXKUTL [JaHHble
(hotomaTepuasibl.  Mpy  OTCYTCTBUM  Takoro 060pyfoBaHMA  HeobXxo4MMO  caenaTb
oTorpaduu  vailek [leTpy, MNO3BONAIOWMX PACCMOTPETb MOPHONOTMUAKD  BbIPOCLLMX
KOJIOHNIA MUKPOOPraHM3MOB M OCYLLECTBUTb NX MOACHET.

1.1.10. K Bugeothainsiam [JO/DKHbI  ObITb  0653aTe/IbHO  MPUIOXKEHbI  KOMUN
cneayowmx JOKYMEHTOB B 6YMa>KHOM U/MN 3/1EKTPOHHOM BUJE.



3annucu  MOHUTOPUHra TemrepaTypbl WM BIAXHOCTM B MNOMELLEHUAX, Trae
NPOBOAATCA ANCTAHLMOHHbIE UCMbITaHUS Ha AaTy UX MPoBeAeHUS,

3annucm MOHUTOPUHIa TemnepaTypbl B X0/104UIbHUKaX/MOPO3U/IbHbIX Kamepax,
NCMOoJb3yeMbIX B MpoLecce ANCTaHUNOHHbIX UCMbITaHU (NPYU HE06XO0ANUMOCTH);
LOKYMEHTbI no Ka/imbpoBKe/noBepke/aTTecTaumm/Keannpukaumnm Ha
obopyaoBaHue, UCMNO/Ib30BAHHOE MPU AUCTAHLUMOHHbLIX UCMbITAHUAX;

3anncn  rno npoBepke paboTbl 060pygoBaHUS W YCNOBUA  MPOBEAEHUS
AVCTAHUMOHHbIX  UCMbITAHWA, ecnM  Takas MpoBepKa npefycMoTpeHa
HOPMaTUBHOW AOKYMEHTaLMEN;

. OOKYMEHTbl Ha CTaHAapTHble 00pasubl U peaKTVBbl NUTaTENbHbIE CPeabl,
KOMIMOHEHTbI NUTaTe/bHbIX Cpefd, TeCT-LUTaMMbl MUKPOOPraH1U3MoB, Ky/bTypbl
KNeTok (nacnopTta, CepTUMKaTbl KayecTBa), AaHHble 06 WMCNO/b30BaHHbIX
XpomaTtorpamuyecknx KosioHKax;

NepBUYHbIE JaHHble C 060pyaAoBaHUA (OTYETbI C MPUOOPOB, YEKN C MPUHTEPOB
BECOB, XpomaTorpamMmbl, CMeKTPbl, pacrnedyaTtku € TUTPATOPOB, (oTorpadun
XpomaTtorpaduuyeckux nnactuHok TCX nT.4.),

TeXHMYecKMe 3anucu (MPOTOKO/bl, XXYpPHasibl), KOTOpPble Be/IUCb B XOfAe
BbIMO/IHEHNA MCNbITaHNA (MOPSAAOK MNPOBEAEHUS WUCMbITaHUA C YyKaszaHMEM
NUCMOMb3YEMbIX NUTaTE/IbHbIX Cpefl, KOMMOHEHTOB MUTaTe/lbHbIX Cpe[,
pacTBOPUTENEN, >KUAKOCTEN [N MPOMbIBAHUSA, PeaKTMBOB, PacXofHbIX
MaTepuanos; B3sATble HaBECKN, 00BbEMbI, pa3BeeHNA PpacTBOPOB U T.M.);
KOHEeYHble pe3y/ibTaTbl MPOBEAEHHbIX ANCTAHLMOHHbLIX UCTIbITaHWNM,

Nnpu nNpPoBeieHNN ANUCTAHLUMOHHbIX UCMbITaHUM MO MoKaszaTensiMm «YMnakKoBKay,
«MapKunpoBka» HeobxoaMMo npeaocTaBnieHne oToMaTePUasioB NEPBUYHON Y
BTOPWUYHOW YNakKoBOK (CO BCEX CTOPOH), KAYeCcTBO KOTOPbIX NMO3BOMSAET OLEHUTb
COOTBETCTBME YCTAHOB/IEHHbIM TPE60BaHNAM.

[ononHNTEeNbHbIE JOKYMEHTbI NPWY NPOBEAEHNN MUKPOONONOTNUYECKNX
ncnbITaHUN

NPOTOKO/bl MUKPOGMOOrMYECKOro MOHUTOPUHIA;

NpU KOHTPONE CTEPUNBHOCTM — pe3ynbTaTbl KOHTPONMS  KOHLIEHTpauumn
B3BeLLEHHbIX YacTul, B 30He A (ecn NPOBOAUTCS TaKol KOHTPO/b B NpoLecce
AUCTAHLMOHHbIX MCMbITaHWIA);

NS MUTaTeNbHbIX CPeA, WCMOMb3yeMbIX [Nl NPOBEAEHMST AMCTAHLMOHHbIX
NCMbITAHUA M MUKPOGMONOTMYECKOr0o MOHUTOPWHIA, MNPEAOCTaBUTbL 3amnucy,
y0CTOBEPSIOLLINE COOTBETCTBUE POCTOBLIX CBOIACTB;

3anucu, yAocToBepsitoLL e COOTBETCTBUE YCI0BUIA NPOBEAEHNS ANCTAHLMOHHbIX
NCNbITaHWI (TemnepaTypa 1 NPOA0/HKUTENBHOCTb MHKY6ALNN);

[NOKYMEHTbl MO KauyecTBY Ha pacxofHble MaTepuasibl C YKasaHWeM CPOKOB
COXPaHEHNsI CTEPUSIBHOCTY;




6. JOKYMeHTbl MO KayeCTBY Ha pacxodHble MaTepuasbl C  YyKazaHWEM
HOPMWPOBAHHOIO CcoAepXXaHus 6GaKTepuanbHbIX 3HAOTOKCMHOB (TO/MbKO A/1sl
NCMbITaHWS MO NMoKasaTesnto «bakTepuasbHble SHAO0TOKCUHbI»).

LJononHnTeNnbHbIE JOKYMEHThI MNPy npoBeaeHnn NcnbITaHUM
I/IMMyHO6I/IO]'IOFI/I‘-IECKI/IX NEKaPCTBEHHbIX MpenapaTtoB

1. 3anucuK, YyOoCTOBepsitOLME COOTBETCTBME YC/IOBUMIA MPOBEAEHUSA UCMbITaAHUS
(TeMnepatypa 1 NPOAC/IHKUTENBHOCTb UHKY6aLMN);

2. (hoTomaTepuasibl Ma3koB, YalleK [MeTpu, KynbTypasbHbIX (D1aKOHOB, MIaHLLETOB
npy HannMuMn 'y n1abopaTopum TEXHUYECKOW BO3MOXHOCTM CcAenaTb AaHHble
hoTomaTepmaibl

[onoNnHNTEeNbHbIE JOKYMEHTbI NPV NPoBeAeHNN hapMaKo/I0r MuecKmx
ncNbITaHUN

NONTyYeHNE XNUBOTHbIX: BETEPUHAPHOE CBUAETE/ILCTBO U CEPTUPUKAT KayecTBa,
3anncKy B XXypHasie NMPUEMKM M afanTaunn XXMBOTHbIX, CPOK KapaHTWHa,
npoBefeHNe WCMbITAHUA Ha >XUBOTHbIX: JIACTbl CaHUTaApPHOW 06PaboTKM
NOMELLEHNIA; NMNCTbI B3BELUMBAHMS XXMBOTHbIX; MapPKUPOBKA YXMBOTHbIX Mepef
MCNbITaHWEM, pa3bvBKa MO OMbITHBLIM rpynnamM u perucTpaumns >XMBOTHbLIX B
NPOTOKOeHKYpHasne

perncTpaumsi AaHHbIX: perncTpaums onbITHbIX XXMBOTHbIX B IeHb y4yeTa 3arnmcu
B NPOTOKO/e/XKypHane

Obpallaem Balle BHMMaHWe, 4TO, B C/y4yae MpPOBEAEHUS AUCTAHLMOHHbIX
NCMbITaHWA, NPOTOKOMbI WCMbITAHWA MO fAaHHOMY MOKas3aTent KadecTBa OyayT
ohopMeHbl 6e3 CCbIIKM Ha aTTecTaT aKKpeanTaLum.



