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OG yTBepskaennu GopM MPOBEPOIHBIX JIUCTOB (CIIHCKOB KOHTPOJIBLHBIX
BONPOCOB, OTBETHI HA KOTOPbIE CBHIAETE/ILCTBYIOT O COOJII0ICHHHA HIH
Hec06.110/IeHHH KOHTPOJIMPYEMBIM JIHLOM 00513aTeJIbHBIX TpeGoBaHuUi),
nenob3yeMblx PegepanbHoil ¢1yk0oii mo Haa3opy B cepe 3ApaBOOXPAHCHUA U €€
TepPHTOPHAIbLHBLIMHA OPraHaMH IIPH OCYHIeCTBICHHH (eaepaibHOro
rocyJapcTBeHHOro KOHTPO.Is (Haa3opa) B cdepe 0OpaleHHs JeKapCTBEHHBIX
cpeacTB

B coorBercTBHH ¢ YacThio 1 ctaTthd 53 PenepaibHOro 3aKOHA OT 31 mrona 2020 r.
No 248-®3 «O rocynapcTBEeHHOM KOHTpone (Haa3ope) U MyHHIHMIAJIBHOM KOHTpOIIC B
Poccuiickoii ®enepanun» (CobpaHue 3aKOHOAATEIBCTBA Poccuiickoit denepanun, 2020,
Ne 31, cr. 5007), mynktom 3 TpeGoBaHuit k paspaboTKe, COACPKAHUIO, 0O0IIIeCTBEHHOMY
0GCYKIEHHMIO TPOEKTOB (OPM IIPOBEPOYHBIX JIHCTOB, YTBEPIKACHUIO, MPUMCEHCHHIO,
aKTyanu3alud (opM MPOBEPOYHBIX JIUCTOB, a TAKXKE CIIydaH 00S3aTENBHOTO IPUMEHEHUS
IIPOBEPOYHBIX JIUCTOB, YTBEPKICHHBIX IOCTAHOBJICHUEM [IpaButensctBa Poccuiickon
®epeparuu ot 27 okabps 2021 r. Ne 1844 (Cobpanue 3aKOHOIATE/BCTBA Poccuiickoii
Oeneparum, 2021, Ne 44, cr. 7443), ¥ TyHKTOM 3 Tlonoxenus o ¢enepalbHOM
roCyapCTBEHHOM KOHTpole (Hamsope) B cdepe oGpalleHus JIeKapCTBEHHBIX CPEICTB,
YTBEPXKACHHOIO ITOCTAHOBIEHHEM ITpasurenscTBa Poccuiickoit denepanuu OT 29 uroHs
2021 1. Ne 1049 (CobpaHue 3aKOHOAATeNbCTBA POCCHIICKOH denepaunu, 2021, Ne 27,
cT. 5427),ipuKa3 LI Balo:

1. YTBepauTh npuiaraeMele GOpMsl NIPOBEPOYHBIX JIMCTOB (CIIMCKOB KOHTPOJIBHBIX
BOIIPOCOB, OTBETHl Ha KOTOpbIE CBHUIETENLCTBYIOT O COBIONEHNH WM HecoOIIOICHUH
KOHTPOJIMPYEMbIM JIHIIOM 00s3aTeIIbHBIX TpeGoBaHuil), HCMONB3YEMbIX denepalbHOM
ciyx60ii TT0 HAn30py B cdepe 31paBOOXPaHEHUs U €€ TePPUTOPHATLHEIMH opraHamu Ipu
OCYILIECTBIIEHAN (hefiepalbHOTO TOCY AapCTBEHHOTO KOHTPOJL (Haazopa) 3a oOpalleHIEM
JIeKapCTBEHHBIX CPEJCTB:

1.1. GopMy TPOBEPOYHOTrO NHCTA (CIHCKA KOHTPOJIBHBIX BOMPOCOB, OTBETHl Ha
KOTOpbI€ CBHETENBCTBYIOT O COONIOACHHH UITH HecOOIII0IEHUH KOHTPOJIUPYEMbBIM JIMIIOM
00s3aTeNbHBIX TPeOOBaHMI ), HCIIOIB3YEMOTO denepanbHOii cTyx00# 10 HaA30py B chepe
3IPaBOOXPAHEHHUS U €¢ TePPUTOPHATBHBIMH OPTaHaMHU TIPH OCYIIECTBIICHAH (benepanbHOTO
roCyJapCTBEHHOTO KOHTpOIs (Hamsopa) B cdepe obpaiieHns] JIeKapCTBEHHBIX CPEICTB
(XpaHeHHe JTeKapCTBEHHBIX CPENICTB ISl MEUIIHHCKOTO IpUMeHeHMs) (IIPUIOKESHHE Ne 1);




1.2. ®opMy mHpoBepOYHOro JHCTa (CIHUCKAa KOHTPONBHBIX BOIPOCOB, OTBETHI Ha
KOTOPBIE CBHIETEILCTBYIOT O COOJIIOIEHUH HUITH HECOOTIONEHHH KOHTPOIUPYEMBIM JIMIIOM
00s13aTeIBHEIX TPeOOBaHMIA), HCIIOE3yeMoro PenepalibHOM Ciiyk00i o HaA30py B chepe
3[paBOOXPAHEHHS U €€ TEPPUTOPHATLHEIMU OPraHAMH MPH OCYIIECTBICHUH (elepabHOro
rOCYIapCTBEHHOTO KOHTpOJIsA (Ham3opa) B cdepe oOpalleHus: JEKapCTBEHHBIX CPEICTB
(nepeBo3Ka (TPaHCIIOPTHPOBKA) JIEKAPCTBEHHBIX CPEJICTB AJIs MEIUIIMHCKOTO IPUMEHEHHUS)
(npunoxenue Ne 2);

1.3. ®opmy mpoBepOYHOro JHCTa (CIUCKAa KOHTPOJILHBIX BOIIPOCOB, OTBETHI Ha
KOTOpBIE CBHIETENBCTBYIOT O COOJIIOAEHIH WM HECOOIIOAECHHH KOHTPOJIUPYEMbIM JIHLIOM
06s13aTeNbHBIX TpeboBaHmii), Henob3yeMoro PeepanbHoil ciiyx6o0i 1o Hax3opy B cdepe
3[PaBOOXPAHEHMS U €€ TEPPHTOPHATBHEIMA OpTaHaMH IIPH OCYIIECTBIECHHHU (elepabHOro
roCyJapCTBEHHOTO0 KOHTpossi (Ham3opa) B cdepe oOpalleHHs JIEKaPCTBEHHBIX CPEICTB
(oTmyck, Mepenaya, peanu3aiius, MPoJaxa JEKAPCTBEHHBIX CPEACTB I MEAHLUHCKOIO
npuMeHenus ) (punoxxerue Ne 3);

1.4. ®opMy IpOBEPOYHOro JHCTa (CIHUCKA KOHTPOJBHBIX BOMIPOCOB, OTBETHI Ha
KOTOpBIE CBHIETEIBCTBYIOT O COOMIOAEHUH UK HECOOIIOAEHHH KOHTPOIHPYEMBIM JIHLOM
06s3aTeNbHBIX TpeOoBaHuiA), HCHoMb3yeMoro PeepaibHOi cyx00i o Hazzopy B chepe
3/[PaBOOXPAHEHHs ¥ €€ TePPUTOPHAILHBIMY OpraHaMH IPH OCYLIIECTBIEHNUH (efiepaTbHOro
rOCYAapCTBEHHOTO KOHTpOJs (Hama3opa) B cdepe oOpalllcHHs JIEKApCTBEHHBIX CPEJCTB
(VHHYTOXXEHHE  JIeKApCTBEHHBIX  CPEACTB  JUIS  MENMIIMHCKOTO  NPUMEHEHHs)
(mpunoxenne Ne 4);

1.5. ®opMmy NpOBEPOYHOrO JHCTa (CIHCKA KOHTPOIBHBIX BONPOCOB, OTBETHI Ha
KOTOPBIE CBHJIETENBCTBYIOT O COOJIFOJICHHH MITH HECOONIOIEHUH KOHTPOJIMPYEMBIM JIULIOM
o6s3aTelBHBIX TpeboBaHHii), Heop3yemoro MeepabHOR ciryxO0H 1o Han30py B chepe
31PAaBOOXPAHEHHS ¥ ee TEPPHTOPHMATBHBIMY OPraHaMH IIPH OCYHIECTBIEHUH eepaTbHOTo
rocylapCTBEHHOTO KOHTpouist (Hapzopa) B cdepe oOpalleHHs JTEeKapCTBEHHBIX CPEACTB
(M3roTOBJIEHME  JIEKAPCTBEHHBIX  CPEACTB Il MEJHIUHCKOTO NpUMEHEHYS)
(mpuoxenue Ne 5);

1.6. ®opMy NpPOBEPOYHOrO JHCTA (CIMCKA KOHTPONBHBIX BOMPOCOB, OTBETHI Ha
KOTOPbI€ CBUIETENLCTBYIOT O COONIOCHHH UM HECOOIIONEHNH KOHTPOJIMPY €MBIM JIHIIOM
oGs13aTeNbHBIX TpeGoBaHMmit), HcTolb3yemoro deepanbHON Ciyk00i Mo HaA30pY B chepe
3[paBOOXPAHEHMs U ee TePPHTOPHAIBHBIMA OpraHaMH NP OCYIECTBICHUH (beneparbHOTO
rocyJapcTBeHHOro KOHTpois (Hana3opa) B chepe oOpauleHHs JEKApCTBEHHBIX CPEJICTB
(YyCTaHOBNEHHE MPOM3BOAMTENSAMHU JIEKAPCTBEHHBIX NMPENapaToB LEH Ha JICKApCTBEHHBIC
mpernapathl, BKTIOYEHHbIE B IEpedeHb JKM3HEHHO HEOOXOMMMBIX M BaXHEUIITNX
JIEKapCTBEHHBIX NMPENapaToB Ui METULUHCKOTO npuMeHenus) (npunoxenue Ne 6);

1.7. ®opMy NpPOBEPOYHOTO JHCTA (CHHCKa KOHTPONBHBIX BONPOCOB, OTBETBI HA
KOTOPBIE CBHETENECTBYIOT O COOIIIONIEHHH MIIA HECOOIIOCHHN KOHTPOINPYEMbIM JIALIOM
obs3aTebHBIX TpeOOBaHMIA), HCIIOIB3yeMoro DeepanbHON city>x60i# o Hag3opy B cdepe
3/IPaBOOXPAHEHNS U €€ TePPUTOPHAIbHBIMA OpTraHaMH IPH OCYIECTBICHAN ¢enepanbHOro
rOCY/IapCTBEHHOTO KOHTpons (Hajg3opa) B cdepe oOpallleHHs JEKapCTBEHHBIX CPEICTB
(cobimoieHre  JIMLEH3UOHHBIX TPeOOBaHUM K OCYILIECCTBICHHIO (papMaLeBTHYECKO#
neatenbHocTH) (mprioxenue Ne 7);




1.8. ®opMy MpoBEepOYHOro JHCTa (CHMCKAa KOHTPOJBHBIX BOIIPOCOB, OTBETHl HA
KOTOpBIE CBHAETEIBLCTBYIOT O COOJIIOACHUH MU HECOOIIONEHUH KOHTPOJIUPYEMbIM JINIIOM
06s13aTeNpHBIX TpeOoBaHuiA), HCIoMB3yeMoro PenepanbHoi cyx00if o Haxzopy B chepe
3[paBOOXPAHEHHS M €€ TEPPUTOPHATLHEIME OPTaHaMHU P OCYLIECTBICHHH (eiepanbHOro
roCyIapCTBEHHOTO KOHTpOJs (Ham3opa) B cdepe oOpalleHUs JIEKapCTBEHHBIX CPEICTB
(TOKITHHUYECKHE MCCTIeN0BAHNS IEKAPCTBEHHBIX CPECTB IS MEAUIIMHCKOTO IPUMEHEHHS )
(mpunoxenue Ne 8);

1.9. ®opMy MPOBEPOYHOTO JIUCTA (CIHMCKAa KOHTPOJBHBIX BONPOCOB, OTBETHI HA
KOTOpPEIE CBUAETENLCTBYIOT O COOJIOICHIN WM HECOOIIOAEHAH KOHTPOIUPY €MbIM JINIIOM
00s13aTeNbHBIX TpeboBaHmit), ucronp3yemoro denepaibHol ciyx6oit o Haa30py B chepe
37PaBOOXPAHEHHs 1 ee TEPPUTOPUAIILHBIMA OPraHaMH IPH OCYINECTBIEHHH (efepanrbHOro
roCy/JapCTBEHHOIO KOHTPOJs (Haz3opa) B cdepe oOpallleHHs JICKApCTBEHHBIX CPEJCTB
(KIMHMYECKHE HCCIEIOBaHUS  JIEKAPCTBEHHBIX  [PEMapaToB ULl MEAMIIMHCKOIO
npuMeHenus ) (mpuiroxenue Ne 9).

2. TIpu3HaTh yTpaTHBIIEM CHITY Npuka3 QesepanbHoii ciryx6pl 110 Haf3opy B chepe
31paBoOXpaHeHHs oT 9 Hos6ps 2017 r. Ne 9438 «O6 yTBepXkAeHHH (POPM NMPOBEPOUHBIX
JCTOB (CIIMCKOB KOHTPOJBHBIX BOIPOCOB), HCIIONB3yeMBbIX DefepabHOM Ciyx00i 1o
HaI30py B cepe 3ApaBOOXpaHEHHMS U ee TepPPUTOPHAIBHBIMI OpraHaMH IPH IPOBSACHUH
ITAaHOBBIX IPOBEPOK IIPHU OCYIIECTBICHUH (EAEPaTbHOrO rocylapCTBEHHOTO Hansopa B
chepe oOpalleHHs NeKapCTBEHHBIX CPeACTB» (3aperucTpupoBaH MHHHCTEPCTBOM
foctuiu Poccuiickoit ®eneparuu 25 saBaps 2018 ., perucTpanioHHbIH Ne 4978 1).

— A.B. CamoitnoBa
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