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MUHMCTEPCTBO CEJBCKOI'O XO3AMCTBA
POCCUICKON ®ENEPAIIAN

GENEPAJIBHAS CIYIKBA IO BETEPHMHAPHOMY
M ®UTOCAHUTAPHOMY HAJBOPY
(PoccenEX03HAA30D)

HIPHUKAS3
or 19 mera6pa 2017 roma Ne 1230

Mockna

06 yreepxaesns GopM NPOBEPOIHBIX JACTOB
(CHMCKOB KOHTPOJBHBIX BONPOCOB), HEMOIB3YeMBIX OJKEOCTHBIMH JIADAMH
TePPUTOPHANLHEBIX OPraHOB ®DenepanbHOH CIyKObI O BETEPUHAPHOMY
 (pETOCAHHTAPHOMY HAI30PY HPH MPOBEJSHUN IIAHOBLIX NPOBEPOK B paMKrax
ocymecTBieHnd (exepatbHoro rocyIapCrBeHHOro Han30pa B chepe oGpamenust
JeKapCTBEHHBIX CPENCTB s BETEPHHAPHOIO HPHMEHCHHMS

B coorBercTBuM ¢ dacTeio .11.3 crated 9 @enepanbHOTO 3aKOHA OT 26.12.2008
No 294-03 «O 3zamure NpaB IOPUAMYECKUX UL ¥ HHIUBHIyaJIbHBIX
IpennpUEAMAaTeNeif IpY OCYIIeCTBICHMH TOCYIapCTBEHHOTO KOHTPOIA (mamzopa)
I MyHUIMOAIEHOIO — KOHTPOJLD) (Cobpanue 3aKOHOZNATENBCTBA —PocCHECKON
depeparma, 2008, Ne 52, or. 6249; 2016, Ne 27, cr. 4210), mymkTOoM 2 O6mux
TpeGoBankil X paspaboTKe X YTBEPXKICHMIO MPOBEPOTHBIX IHACTOB (CIIUCKOB
KOHTPOJBHEIX ~ BOLIPOCOB), YTBEPKIACHHBIX — I[IOCTAHOBICHACM IIpaBuTensCcTBa
Poccuiickoit ®enmepamvm ot 13 despamx 2017 T Ne 177 (Cobpanue
3aKOHONaTeNsCTBa Poccuiickolt enepanyy, 2017, Ne 9, ct. 1359), npHKa3sIBAIO:

1. YTBEpauTH: _ -

dopMy  IPOBEPOYHOTO  JIHCTA (crmcka — KOHTPONBHBEIX — BONPOCOB),
IpAMEHAEMYIO [PH OCYIIECTBICHIH thenepaLHOTO rOCyIapCTBEHHOTO HaI30pa
B cepe ofpamieHus NEKapCTBEHHBIX CPEeICIB A BETEpUHAPHOI'O MPUMEHEHUS
BuacTH obMEMX TpeGoBaHMN IpPY MPOM3BOACTBE JEKAPCTBEHHBIX CPENCTB I
BETEPUHAPHOI'O IIPHMEHEHHS, COTTIACHO NPHUIIOKESHITIO Ne 1 x HacToAIEMY IPUKA3Y;

®opMy  mpoBepouHoro Jmcra  (CIHMCKa — KOHTPOIBHBIX BOIIPOCOB),
IpUMEHSEMYIO TIPH OCYINECTBICHUN dbemepansHOro IroCyJapCTBEHHOIO HAA30pa
B chepe oOpaleHns JEKAPCTBEHHBIX CPEICTB JUIL BETEPUHAPHOIO IPUMEHEHUS
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IIp¥ IPOU3BOJICTBE  (HapMATIeBTHHICCKIX cybcTaHuii, COacHO IPUIIOKCHIIO Ne 2
K HACTOSIIEeMY TIPHKa3Y;

dopMy  IPOBEPOYHOro  JHCTA (comcka — KOHTPOIBHBIX BOIIPOCOB),
IpPEMEHSEMyI0 [PH OCYINECTBICHAN (enepansHOro TOCYIAPCTBEHHOTO HAA30pa
B cepe OOpaIIeHHs JEKAPCTBEHHBIX CPENCTB UL BETEPUHAPHOIO IPUMEHCHMUSL
[IpU IIPOU3BOJICTBE JKAOKOCTEH, KpeMOB H MaseH, COIJNAcHO IPHIONEHHIO Ne 3
K HACTOAIIEMY IpPUKa3y

dopMy  IPOBEPOTHOIO  JHCTA (crimcka  KOHTPOJBHBIX BOIIPOCOB),
IIpYMEHSeMyI0 [pPH OCYIIEeCTBICHIN dbenepansHOro rocyqapCTBEHHOTO Hax3opa
B chepe OOpalleHus JEKaPCTBEHHBIX CPEICTB UL BETEPUHAPHOIO IIPUMEHEHUA
IIp¥ IPOU3BOJCTBE  OHONOTMECKIX (BTOM  HHCIC AMMYHOGHOTIOTHIECKHX)
hapMareBTHIeCKHX CyOCTARIMHI ¥ JeKapCTBEHHBIX IpenapaToB) ¥ IPOU3BOACTEA
VMMyHOOHOIOIHIECKAX JeKAapCTBEHHBIX CPENCTE LA BETEPUHAPHOIO IPUMEHEHUA,
cornacHo mpuioKesnIo No 4 K HaCTOAEMY IIPHKA3Y;

dopMy  NIPOBEPOTHOIo  JUCTA (cricka ~ KOHTPOJNBHBIX BOIIPOCOB),
IPEMEHSeMYI0 TpH OCYIIEeCTBICHUM eepanbHOro TOCYNapCTBEHHOTO Hansopa
B cthepe obpamesus JEKapCTBEHHBIX CPEICTE UL BETEPUHAPHOIO IPUMEHCHMSA
Ip¥ POM3BOACTRE  JOBMPOBAHHBIX ~ A3PO3OJIBHBIX JEeKapCTBEHHBIX —IPEnapaToB
[ON NABNEHMEeM [UIi HHTAAIAH, COTNAcHO — IPHIOXEHIIO Ne 5 x macTosAIEMY
TIpUKasy; _ ‘ :

dopMy  IOPOBEPOYHOIO  JIACTA (crimcka — KOHTPONBHBIX BOIIPOCOB),
OPEMEHAEMYIO [PH OCYIMECTBICHHM emeparbHOro rOCYIapCTBEHHOTO HaI30pa
B chepe OOpalEHHs JEKAPCTBEHHBIX CPEICTE UL ' BETEPUHAPHOIO MPUMECHEHH
IIpH IPOW3BONCTBE  JEKAPCTBEHHBIX  PACTUTEIBHRX IpenapaToB,  COIJIACHO
mprnoxeHro Ne 6 X HacTOSmeMy IPHKasy;

dopMy  IPOBEPOYHOro  JHCTA (crmcka — KOHTPOJBHBIX BOIIPOCOB),
IPUMEHIEMYI0 TPH OCYIIECTBICHHIH demepansHOro TOCYIapCTBEHHOIO HAX30pa
B cdepe OOpalIeHus IEKapCTBEHHBIX CPEICIE UL BETEPUHAPHOIO IPAMEHEHUA
[Ip¥ IPOM3BOICTREE CICPHIIBHBIX JICKAPCTBEHHBIX CpEIICTB, COTNACHO IPHIIOKEHIIO
Ne 7 XK HACTOAIIEMY IIPUKA3Y;

®opMy  IPOBEPOTHOrO  JIHCTA (comcka — KOHTPOJBHBIX BOIIPOCOB),
IPUMEHSEMYIO TPH OCYIIECTBICHUH benepansHOTO TOCYHAPCTBEHHOTO HAI30pa
B cdepe OOpAINEHHs JEKAPCTBEHHBIX CPEACTE A BETEPUHAPHOIO IPUMEHEHMS
B YACTH OCYINECTBICHIS XPAHCHIA cyOBeKTaME OOpaIIeHIs IeKAPCTBEHHELX CPEIICTE

s BETEPHHAPHOTO  IMPHMCHCHHA (OpOM3BOAUTENAMYA,  OPTaHU3ANNAMH,
SAHIMAIOIIMMACS ~ ONTOBOM M  POZHHIHOH TOproBuel, WHIMBUIYATBHEIMH
IpeIpAHAMATCILIMHE, OpraHu3aIUAMI, OCYIIECTBIIAIOIIIMHA pasBelcHHe

BEIPAIMBAHME U JEICHUES JHBOTHBIX ), COIVIACHO TIPHIIOKECHUIO Ne 8 x HacTOALIEMY
IpUKazy;

dopMy IPOBEPOTHOTO JIUCTA (crcKa KOBTPOJIBHBIX BOIIPOCOB), IPHMEHIEMYIO
IIpY OCYIIECTBICHAA (heiepabHOro TOCYAaPCTBEHHOTO HA/30Pa B chepe obparneHus
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JIEKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOIO NPUMEHEHMA PUMEHIEMYIO B 4acTu
OCYLIECTBICHNS XPaHEHHs CyOheKTaMu obpallleHus] NEeKapCTBEHHBIX CPEACTB NI
BETEPUHAPHOTO [PUMEHEHNS HAPKOTHHECKUX, NCUXOTPOIIHBIX, CIWIBHOACHCTBYOLIMX
W SIOBUTHIX JIEKAPCTBEHHBIX CPEICTB COIVIACHO IPHUIIOKEHUIO No 9 K HacToAWIEMY
1IpUKa3y.

2. KoHTpoTs 38 WCHOJHEHMEM HACTOANIETo IPHUKAasa BOBJIOXUTL Ha
3aMeCTUTENs pYKOBOIUTENS PoccenbXosnansopa H.A. Bnacosa.

PyxoBOAUTENE

C.A. JJaukeepT

VHPABNEHUE
SEIAN,

!.1 PABOBOIO
OBLCHEYERMS






