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06 yTBep:aeHAH ¢popM NPOBEPOTHLIX JTHCTOB (CIIHCKOB KOHTPOJIBHBIX
BOIIPOCOB, OTBEThbI HA KOTOPbIe CBHAETEILCTBYIOT O COOJII0ICHHH HIIH
Heco0II0JeHHH KOHTPOJHPYeMBbIM JIHLOM 005132 Te/1bHBIX TpeGoBaHHH),
Henob3yeMbix PegepanbHoi cilyk00ii o Haa3opy B cepe 3APaBOOXPAHCHHA H €€
TeppPHTOPHATBLHBLIMH OPTAHAMH NIPH OCYHIECTBICHHH ¢relepaibHOTO
rocyJapcTBEHHOro KOHTPO.Is (Haa30pa) B cdepe oOpamieH s JeKapCTBEHHbIX
CpeacTB

B COOTBETCTBHH ¢ yacThio 1 cratbi 53 PenepanpHoro 3akona ot 31 nroms 2020 .
Ne 248-®3 «O rocynapcTBEHHOM KOHTpone (Haa3ope) U MYHHUIMNAIBHOM KOHTPOJE B
Poccutiickoit ®enepanun» (CobpaHue 3aKOHOAATENBCTBA Poccuiickoit ®epepanuy, 2020,
Ne 31, ct. 5007), mynkTom 3 TpeGoBanuii K pa3spaboTke, COAEPIKAHUIO, 00II[eCTBEHHOMY
06CY)KIEHHIO TIPOEKTOB (OPM TPOBEPOYHBIX JIHMCTOB, YTBEPXKACHHIO, MPUMCHEHHIO,
aKTyanusaluyu GopM IPOBEPOYHBIX JUCTOB, & TAKXKE CllyiaH 0053aTeIBHOTO IPUMEHEHUA
IIPOBEPOYHBIX JIUCTOB, YTBEPXKICHHBIX IMOCTAHOBICHHEM IIpaButenscTBa Poccuickoi
®enepanuu ot 27 oxTsaOps 2021 r. Ne 1844 (CoGpanue 3aKoHOJaTeNbCTBa Poccuiickol
Qepeparuu, 2021, Ne 44, c1. 7443), U TYyHKTOM 3 Tlonoxenus o ¢elepalbHOM
rOCYIapCTBEHHOM KOHTpoJe (Hamzope) B cdepe oOpaleHus JIeKapCTBEHHBIX CPEICTB,
YTBEPXKIEHHOTO IOCTaHOBIEHHEM [IpaBHTENBCTBA Poccuiickoit ®eaepaii oT 29 HIOHI
2021 1. Ne 1049 (CobpaHue 3aKOHOJATENbCTBA Poccuiickoit @enepanuu, 2021, Ne 27,
cT. 5427),nipuKa3bIBalo:

1. YTBepauTs npuinaraeMsie GopMbl IPOBEPOYHBIX JIMCTOB (CIIMCKOB KOHTPOJIBHBIX
BONIPOCOB, OTBETHl HAa KOTOpBIE CBUICTENBLCTBYIOT O COBJIIOIEHUH WA HECOOIIOeHIH
KOHTPOJIMPYEMbIM JTHIIOM 00s3aTesIbHBIX TpeGoBaHui), HCIONB3YEMBIX denepanbHOM
ciyx60ii 1o Han3opy B cepe 3APaBOOXPAHEHHS H €€ TEPPUTOPHATLHBIMH opraHaMmi IpH
OCYILIECTBIIEHAH (heflepabHOTO TOCYapCTBEHHOTO KOHTPOJI (Han3opa) 3a obpalleHHeM
JIEKapCTBEHHBIX CPEJICTB!

1.1. ®opMy mpoBEPOYHOTO JHMCTa (CIHCKA KOHTPOJIBHBIX BOIpPOCOB, OTBETHl Ha
KOTOpbIE CBU/IETENBCTBYIOT O COOJFOACHHH HUITH HeCcOOJTIOIeHUN KOHTPOIUPYEMBIM JIUIIOM
0Gs3aTEBHBIX TPebOBaHHIA), Heronb3yemoro denepanbHOH ciy>x60it mo Haa3opy B chepe
31PaBOOXPAHEHHS K €€ TEPPUTOPHATbHBIMA OpPraHaMy IIPH OCYIECTBICHUH (penepanbHOTO
roCyIapcTBEHHOTO KOHTpOMs (Hansopa) B cdepe obpalieHus JIeKapCTBEHHBIX CPEJICTB
(XpaHeHHUe JIEKapCTBEHHBIX CPEACTB I METUIIMHCKOTO npuMeHenwust) (IpHIoxeHue No 1);




1.2. ®opMy MpoOBEpOYHOro JHCTa (CIHUCKA KOHTPOJIBHBIX BOIPOCOB, OTBETHI Ha
KOTOpPbIE CBUIETEBCTBYIOT O COONIOICHHH HIH HECOOIOAEHHH KOHTPOIUPY EMBIM JIHIIOM
00s13aTeNbHBIX TpeOoBanHii), Henob3yeMoro eepanbHoit ciyx60it Mo Hag30py B chepe
37]paBOOXPAHEHHS H €€ TEPPUTOPHAIBHBIMA OPTaHAMU IPH OCYIIECTBIECHUH (elepalbHOTO
TOCYIapCTBEHHOTO KOHTpOJIsS (Haa3opa) B cdepe oOpalneHus: JEKapCTBEHHBIX CPENCTB
(nepeBo3Ka (TPaHCIIOPTHPOBKA) JIEKAPCTBEHHBIX CPEICTB AJIsi METHIIHHCKOTO IPUMEHEHH )
(npunoxenue Ne 2);

1.3. ®opMy mpoBEepOYHOro JHCTa (CIUCKAa KOHTPOJBHBIX BOIPOCOB, OTBETHI Ha
KOTOpBIE CBH/IETENILCTBYIOT O COOJIO/IEHHH WJIH HECOOJIOeHNH KOHTPOJIHPY€EMBIM JIULIOM
06s13aTeNbHBIX TpeboBaHmii), HCIoIb3yeMoro MeepalibHOi cinyx6o0ii o Hag30py B chepe
3/]paBOOXPAHEHHS U €€ TEPPHUTOPHATBHEIMA OpraHaMH IIPH OCYIECTBIEHHH (e/IepaTbHOTO
roCyJapCTBEHHOT0 KOHTposs (Haa3zopa) B cdepe obOpallieHHs JIEKapCTBEHHBIX CPENICTB
(oTmyck, mepenaya, peajm3alis, NPOJaxka JIEKAPCTBEHHBIX CPEACTB Ui MEAMLIUHCKOTO
npuMeHenus) (npuioxxerue Ne 3);

1.4. ®opMy mpOBEpOYHOro JHCTa (CIIHCKAa KOHTPOJBHBIX BOMPOCOB, OTBETHI HA
KOTOpBIE CBUIETEBCTBYIOT O COOMIOAEHUH MM HECOOIIOIEHHH KOHTPOIHUPYEMBIM JIMLIOM
06s13aTeNbHBIX TPe6OBAHMHA ), HCHOMB3yeMOTo DesiepalbHOM CiTyx00ii 1o Hazzopy B chepe
3/[PaBOOXPAHEHHs 1 €€ TEPPUTOPHATBHBIMU OpraHaMH IIPH OCYLIECTBIIEHUH (eiepanbHOro
roCyIapCTBEHHOTO KOHTpOJis (Ham3opa) B cdepe oOpallieHHs JIEKAPCTBEHHBIX CPEICTB
(VHUUYTOXEHHE  JIEKApCTBEHHBIX  CPEACTB  JUIA  MEIHWIMHCKOTO  NPUMEHEHHs)
(mpunoxenue Ne 4);

1.5. ®opMy MpOBEPOYHOrO JHCTA (CIUCKA KOHTPOJBHBIX BOIPOCOB, OTBETHI HA
KOTOpBIE CBHIETENLCTBYIOT O COOJIIOICHHH UM HECOOIIOIEHUH KOHTPOIUPY EMBIM JIHLIOM
06s13aTeNbHBIX TpeboBaHuii), ucrons3yeMoro dezepanbHoi Ciy G0 1Mo Ha30py B chepe
31paBOOXPAHEHHs ¥ ee TepPPHTOPHAITBHBIMK OPraHaMH IIPH OCYLIECTBIEHNUH peiepaTbHOro
rocy/lapCTBEHHOTO KOHTpouis (Haazopa) B cdepe oOpalleHHs JTeKapCTBEHHBIX CPE/CTB
(M3rOTOBNIEHHE  JIEKAPCTBEHHBIX  CPEACTB Uil MEJMIHUHCKOTO TIpAMEHEHMs )
(mpusoxenue Ne 5);

1.6. ®opMy NpPOBEPOYHOTO JHCTA (CIHCKA KOHTPOJIBHBIX BONPOCOB, OTBETHI Ha
KOTOpbI€ CBUJIETENLCTBYIOT O COOIIOACHHH UK HECOOIIOJeHUH KOHTPOJIMPY EMBIM JTHIIOM
06s13aTeNbHBIX TpeGoBaHMit), Hcrnosb3yemoro deiepaabHON Ciyk00i 0 Ha30pY B ctepe
3/[paBOOXpaHEHHs U ee TePPHUTOPHAILHEIMA OpraHaMH NP OCY IECTBICHUH (benepabHOTO
roCyJIapCTBEHHOTO KOHTpOJIsS (Haazopa) B cdepe oOpallleHHs JEKapCTBEHHBIX CPEJICTB
(YCTaHOBNEHHE MPOM3BOAMTENSAMH JIEKAPCTBEHHBIX NMPENApaToB LEH Ha JIGKApCTBEHHBIC
mpenapaThl, BKJTIOUYEHHblE B I[epedeHb JKM3HEHHO HEOOXONHMMBIX H BaKHEUTIINX
JIEKapCTBEHHBIX TPETIAPATOB ISl MEAUIHHCKOTO PUMEHEHHs) (PHIOKEHIE Ne 6);

1.7. ®opMy NpOBEPOYHOro JIHMCTA (CHHCKa KOHTPONBHBIX BOMPOCOB, OTBETEI HA
KOTOPBIE CBHIETENECTBYIOT O COOIIIOCHHH HIIH HECOOTIONCHHH KOHTPOIUPYEMbIM JIULIOM
06s3aTeNbHBIX TpeboBaHHil), Hcrob3yeMoro denepanbHOH cimyx60i o Haaz3opy B chepe
3/[PaBOOXPaHEHHs 1 e TePPUTOPHAIbHBIMA OpraHaMK [PH OCYICCTBICHAN ¢enepaabHOTO
TOCY/JapCTBEHHOTO KOHTpous (Hamsopa) B cdepe OOpalleHHs JEKapCTBEHHBIX CPEACTB
(cobmosieHre JIMLEH3HOHHBIX TpeOOBaHUH K OCYLIECTBICHHIO (bapManeBTHIECKOM
neatenbHocTH) (mprioxenue Ne 7);




1.8. ®opMy mpoBepOYHOro JHcTa (CHMCKa KOHTPOJILHBIX BOIPOCOB, OTBETHl HA
KOTODBIE CBHUIETENBCTBYIOT O COOJIIOACHUH MU HECOOMIONEHUH KOHTPOJIUPYEMbIM JINIIOM
o6s13aTenbHBIX TpeboBanHmit), Hcnob3yemoro MenepanbHoit cinyx60ii mo Han3opy B cdhepe
3paBOOXPAaHEHHS H €€ TEPPUTOPHAIbHBIMI OPraHAMH [IPU OCYILIECTBICHHH (eepalbHOro
rOCYJapCcTBEHHOTO KOHTpOJsA (Ham3opa) B cdepe obpalieHHs JEKapCTBEHHBIX CPEICTB
(IOKITMHHYECKHE UCCIel0BAHHU JIEKAPCTBEHHBIX CPEICTB ISl MEIHIIMHCKOTO IIPUMEHEHHS)
(mpunosxerue Ne §);

1.9. ®opMmy mpoBEpOYHOro JHCTA (CIIUCKA KOHTPOJBHBIX BOMPOCOB, OTBETHI Ha
KOTOPBIE CBUIETENLCTBYIOT O COOJIIOIEHUH M HECOOMIONEHUH KOHTPOIUPY €MbIM JIUIIOM
06s13aTeNbHBIX TpeGoBaHHmi), Hconb3yemoro MeepalibHOM Ciy k60l o Han30py B chepe
3[]paBOOXPAHEHHs | ee TEPPUTOPUAIIbHBIMA OpraHaMH IPH OCYIIECTBIIEHUH (eiepantbHOro
TOCyJApCTBEHHOTO KOHTpONs (Ham3opa) B cdepe oOpalleHHs JICKapCTBEHHBIX CpPEICTB
(KIMHHYECKHE  HWCCIENOBAaHUS  JIEKapCTBEHHBIX IIPENapaToB A  MEAMIMHCKOTO
npuMeHenust) (mpunoxenue Ne 9).

2. TIpu3HATh yTpaTHBIINM CHITY Npuka3 DenepanbHoii ciryxObi 110 Han30py B chepe
3npaBooxpaHenus oT 9 HosbOpst 2017 T. Ne 9438 «O6 yTBepX)ICHUH (dhopM TIPOBEPOUHBIX
MHCTOB (CIIMCKOB KOHTPOJBHBIX BOIPOCOB), MCTONb3yeMbix DemepanbHON clykO0H 10
HaJ30py B cepe 3ApaBOOXpaHEHHUs U ee TEPPUTOPHAIBHBIMI OpraHaMH IPH MPOBEICHUH
IJIAHOBBIX IIPOBEPOK IPH OCYIIECTBICHHM (eAepalbHOTO TOCy1apCTBEHHOTO Hal30pa B
chepe oOpalIeHHs NeKapCTBEHHBIX CPeACTB» (3aperucTpHpoBaH MHHHCTEPCTBOM
roctriid Poccuiickoit ®enepanuu 25 saBaps 2018 1., perucTpaMOHHBIH No 49781).

— A.B. CamoiinoBa
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