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MMHHACTEPCTBO PETHOHAJILHOI'O KOHTPOJIA (HAZI30PA)
KAJIMHUHITPAJICKOU OBJACTH

IHIPHUKA3

A clfit- 2025 . N 75

Kamurunrpan

O BHeceHHH H3MEHEHHS
B (hOpMY IPOBEPOYHOTO JHCT2 (CIHCOK KOHTPOJIBHEIX BONPOCOB,
OTBeThl HA KOTOPbIE CBHAETEILCTBYIOT 0 COOIIONeHHH HJIH HeCO0II0{eHHH
KOHTPOJHPYEMBIM JIHIOM 0683aTeIbHBIX TPeGOBaAHHIA), HCIIOJIB3YEMOT0
MuHHCTEPCTBOM PerHOHAJIBHOI0 KOHTPOJIS (Ha30pa)

Kanuuunrpagckoif 06,1acTH HpH OCYIECTBICHHH PETHOHATBHOIO

roCyapcTBEeHHOI'0 KOHTPOJIA 32 IPHMEHEHHEeM [leH Ha JTeKapCTBeHHbIE
NpenaparTsl, BKIIYEHHbIe B lepedeHb KA3HEHHO0 HeoOXOMUMBIX U BajKHeHIHX
JeKapCTBeHHBIX penapaToB, YTBEP:KIeHHYI0 NPAKA30M
MHHHCTEPCTBA PErHOHAJIBLHOr0 KOHTPOJIsA (Hag3opa)
Kaauanarpagckoii o6iaacru oT 25 deppans 2022 roxa Ne 32
«06 yrBepxkaeHuH ¢GopM NPOBEPOYHLIX JIUCTOB)

B cooTtserctuH co craTtheil 53 demepansroro 3akona ot 31 moma 2020 roxa
No 248-@3 «O rocyaapCTBEHHOM KOHTpOJIEe (HaA30pe) ¥ MyHHLHUIATEHOM KOHTPOJE
B Poccumiickoif @epepaiwu», HOANYHKTOM 2 IyHKTa 37  TIOJIOKEHHS
o MHHECTEpCTBE PErHOHATBHOTO KOHTPOJIL (Haz3opa) Kamumuarpasckol obnacty,
YTBEpXEHHOTO IocTaHoBNeHHeM IIpaBuTenscTBa KalMHMHIPAICKOH obmacti
ot 19 oxTa6ps 2016 roga Ne 484, npu K a3 bI B 2 I0:

1. VTBepnuTs mpHJIaraeMoe M3MEHEHWe, KOTOpOe BHOCHTCA B tbopMy
IIPOBEPOYHOr0 JHCTa (CIMCOK KOHTPONBHBIX BOIPOCOB, OTBETHl Ha KOTOPBIC
CBHIETEILCTBYIOT O COOIIONCHHMM WIH HECOONIONCHMH KOHTPOIMPYEMBIM JIHIOM
06s3aTeNbHEIX TpeboBaHuit), HCIONB3yeMoro MHMHHCTEPCTBOM —PETHOHAIBHOTO
KoHTpons  (Hamsopa) KammmumETpamckod — obmacTe  TpH  OCYIICCTBICHHH
PErMOHANBHOTO ~ TOCYZApCTBEHHOrO  KOHTpOISL 32  NPHMEHEHHEM  ILeH
Ha JIEKAapCTBEHHBIE TPENapaThl, BKIIOUCHHEIE B [IepeYeHb KH3HEHHO He0OXOIMBIX
H  BROKHEWIIHX JIEKADCTBEHHBIX  IIPENapaToB,  YTBEPXKACGHHYI0  IIPHKa3’0M
MuHKECTEpCTBA PETMOHATEHOTO KOHTpons (Hanzopa) KamMHHHTpaIcKoH obnacti
or 25 despams 2022 roma Ne 32 «O6 yrBepxrienud (OpM IPOBEPOTHBIX
mcTOBY (C M3MEHEHMSIMH, BHECCHHBIMH IpHKa3aMi MUHUCTEPCTBA PErHOHAIBHOI0
xouTpons (Hansopa) KaymuuHrpapckod obmactu or 11 mas 2022 roma Ne 62,
ot 31 asrycra 2022 roga Ne 95, ot 03 oxrabps 2022 roxa Ne 111, ot 21 despand
2023 roma Ne 14, ot 08 momns 2024 roxa Ne 70, ot 14 anpens 2025 roma Ne 37).
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2. Ilpuxa3 MOZJIEXHT TOCYHAPCTBEHHOM PETHCTpallid W BCTYIIAET B CHITY
CO JIHS ero O(UIMAaTLHOTO OMyOJINKOBAHHS.

Wcnonmuaromut 0043aHH0CTH

MMHUCTpA PErMOHAIBLHOIO KOHTPOIS (HaI3opa) / -
Kanuanarpanckoit obmacta AN ;)/ J.I'. benozepos



VTBEPXJIEHO
nprKa3zoM MuHHACTEPCTBA
PETHOHAIBLHOTO KOHTPOIIS (Haa30pa)
KamauHarpamckoi 06macty

ot L5 A0 J05 No 77

WU3IMEHEHMNE,
KOTOpOe BHOCHTCH B (JOpMY NPOBEPOYHOro JHCTa (CHHCOK KOHTPOJIbHRIX
BOIIPOCOB, OTBETHI HA KOTOPhIe CBHAETEILCTBYHT 0 COOTI0IeHAH
MJIH HecoGT0aeHHH KOHTPOTHPYeMbIM JIHIOM 06s3aTe/IbHBIX TpeGoBanHii),
HCII0JIB3yeMOro MUHHECTEPCTEOM PerHoHATbLHOr0 KOHTPOJIs (Ha30Pa)
Kanuanarpajckoii 06,1acTH IPH oCylIecTBJIEHAH PerHOHAILHOTO
© FoCyAapCTBEHHOr0 KOHTPOJIS 32 IPUMeHeHHeM [eH Ha JIeKapCTBeHHbIe
IpeapaThl, BKIIOYeHHbIE B [lepedeHb KU3HEHHO Heo0X0MMBIX H BaKHeHIINX
JIeKapCTBEHHBIX NpenapaToB, YTBEPKISHHYI0 HPHKA30M
MuHHCTEpCTBA PerHOHAIBHOI0 KOHTPOJIs (HaA30pa)
Kanunamarpajckoii o6nacru ot 25 deppans 2022 roxa Ne 32
«OG yrBep:xIeHHH (OopM NMPOBEPOYHBIX JHCTOBY

®opMy IMpOBEPOYHOrO JIHCTA (CIIMCOK KOHTPONBHEIX BONPOCOB, OTBETHI
Ha  KOTODElE  CBHIETENLCTBYIOT O  COOMIONCHMH — MIH HecOOIIoneHHH
KOHTPOTHPYeMBIM  JIUIOM  0O0s3aTenbHEIX — TpeGoBaHWif), — HCHONB3yEMOrO
MUHACTEPCTBOM PETMOHAIBHOTO KOHTpONs (Han3opa) KanwHUHTpagCcKoH obnactu
TIpH OCYIIECTBICHUH PETHOHANBHOIO TOCYNAPCTBEHHOTO KOHTPOJL 38 NPUMCHCHHEM
[leH Ha JIeKapCTBEHHBIE IIpelapaThl, BKIIOYEHHHIE B IICPEYCHb IKUIHCHHO
HeoGXOMMMbIX ¥ BAKHEHIIIK TeKapCTBEHHBIX IPEapaToB, H3N0XKHTE B CIEAYIOmeH

penaKIuu:

«YTBEPX/IEHA
npuka3zoM MuHKCTEPCTBA
PETHOHAIBHOTO KOHTPOILT (HA30pa)

Kanuaunrpamckoit o6macTs
ot 25 hespang 2022 roga Ne 32

®opma

QR-xox, obecnedHBaIOIIAR
nepexoX Ha CTPAHuLy
B nHopMaEORHO-
TeNeKOMMYHAKaUHORAOH
cetn «MHTepHETY,
colepmallyio 3aMUCh
€[WHOTO peLcTpa
KOHTPONEHEKX (BAA30PHEIX)
MepONpHATAR

IIPOBEPOYHBIMU JUCT
(cTIMCOK KOHTPOJIBHBIX BOIIPOCOB, OTBCTRI HA KOTOpPEIE CBUACTENECTBYIOT



0 COOIFOIEHNH HIIH HECOOIONEHHH KOHTPOIAPYEMEIM JIMIIOM 003aTEIIbHBIX
TpeboBaHMiT), HCIONE3yeMBIH MUHHCTEPCTBOM PETHOHAIBHOTO KOHTPOJIA (Haa30pa)
Kammauarpaickor 001acTi IpY OCYIIIECTRICHHN PETHOHATEHOIO TOCYIapCTBEHHOT0

KOHTPOJIA 32 IPMEHEHUEM [IEH Ha JIEKAPCTBEHHEIE TIPENapaThl, BKIFOICHHEIE

B IIePEYCHb KU3HEHHO HEOOXOIUMBIX K BaXKHEHINX TeKapCTBEHHBIX IIPeIapaToB

«_» 202

1. Bunm KOHTpoON, BHECEHHBI B eNWHBIH peecTp BHOOB KOHTPOJS:
perHOHANBHBIM ~ TOCYHAapCTBEHHOI'O  KOHTPOAL  3a - IPHMEHEHWeM  IeH
Ha JIeKapCTBEHHEIE IIPENapaThl, BKIIOYEHHbIE B IIEPEIeHb JKH3HEHHO HEOOXOMUMEIX
Y BaXKHEHUIIWX JIeKapCTBEHHBIX IIPerapaToB. |

2. HammenoBanue KOHTpPONBHOTO (HAN30pPHOTO) opraHa: MWHHUCTEPCIBO
pETHOHATRHOTO KOHTPOJIk (Hagzopa) Kanuuunrpaackoit o6nacTy.

3. PeXBU3HUTEI [IpaBOBOTO aKTa 00 yTBEPKAEHHH (OPMBI IPOBEPOYHOTrO JIACTA!
mprka3 MEHHCTEPCTBA PETHOHANBHOTO KOHTpoJL (Ham3opa) KamuHWHTpancKoH
obmnacta ot 25.02.2022 Ne 32 «O6 yTBepx)aeHuH GOpM IIPOBEPOUHEIX JIUCTOBY.

4. Bux KOHTPOJIBLHOTO (HaJ30pHOr0) MEPOIIPHSTHS:

5. OOBEKT KOHTpPOJL, B OTHOIIEHHMH KOTOPOTO IIPOBOIHUTCS KOHTPOJIBEHOE
(Ha#30pHOE) MEPOIIPHATHE:

6. Qavmmmsg, wuMs ®  orTdecTBO (UpHM  HaNW4YMH) TPaXNaHHHA
WA WHOVBHAYAIBHOTO TNPENUpHHUMATENS, ero WNCHTH(QHKAITMOHHEIM HOMED
HaJIOTOILIATEIbINNKA ¥ (FUIM) OCHOBHOM rOCYIapCTBEHHBIN PETUCTPAliMOHHEIN HOMED
WHIUBHLYANIBHOrO  OpPeIUPHHMMATENI,  aipec  pEeruCTpaliy  paXIaHdHHa
WY WMHAMBHIYAJILHOTO TPEANpUHHMATENId, HAaHMEHOBAaHWE IOPHIHIECKOro JIANA,
ero MIeHTH(HKAIMOHHBIA HOMEp HAJIOrOIUIaTeNbuKa X (M) OCHOBHOH
TOCYJapCTBEHHBIN DPErMCTPAllMOHHBIM HOMep, alpec OpraHu3alnd (ee (QUIIAAaioB,
IPEJICTABATENHCTE, 000COOIEHHBIX CTPYKTYPHBIX IOAPA3NCICHHUM]), SBIIOIIIXCS
KOHTPOJIUPYEMBIMH JTHALAMU: '

7. Mecto (MecTa) IpoBeAeHUs KOHTPOIBHOIO (HAJ30PHOIO) MEPOTPUSITHA
C 3aII0JIHEeHHEeM IIPOBEPOYHOTO JIMCTA:

8. PexBu3MTHl pellleHMs KOHTPOJBLHOTO (HaZ30pHOro) OpraHa O MPOBENEHHH
KOHTPONLHOTO  (HA30PHOr0) MEpOIIPHATHSA, TOANMCAHHOTO YIIONHOMOYCHHBIM
IOJKHOCTHBIM JIMIIOM KOHTPOIBHOTO (HaI30pHOTO) OpraHa:




9. VaeTHBIH HOMEp KOHTPOJIBHOTO (HaI30pHOT0) MEPOTIPUATHSL:

10. JIomxHOCTE, GaMIIAS ¥ MHWIWAIEl JOJDKHOCTHOTO JIHLIA KOHTPOJIBHOTO
(Ha[30pHOTO) OpraHa, B JOKHOCTHEIE OOSM3aHHOCTH KOTOPOTO B COOTBETCTBHM
C TIONOXEHHEM O BHe KOHTPONS, JOJDKHOCTHBIM PEIVIAMEHTOM MM NOJDKHOCTHOH
WHCTPYKI[WEH BXOUT OCYIIECTBICHME TONHOMOYAH 10 BHAY KOHTPOIL,
B TOM YHCIE IIPOBEIEHWME NPOQHIAKTHYECKHX MEPONPHATHA H KOHTPOJNBHBIX
(HAZ30PHEIX) MEpOPHATHIL, IPOBOSIINET0 KOHTPOIbHOE (Haf30PHOE) MEPOIIPUATHE
¥ 3aII0JIHSIONIETO IIPOBEPOUHBIH JIHCT:

comepkaHHe  00f3aTENBHBIX
obs3aTenpHBIX  TpeboBaHMM

11, TlepeueHP BOIPOCOB, OTPaKAFOIIUX
TpeGoBanmi,  comepxammxci B Peectpe
(mpr  OTCYTCTBHH B HODMATMBHOM IIpaBOBOM akTe, YCTaHAaBIHMBAIOUIEM
obs3aTenpHBle  TpeOoBaHMS),  OTBETBI ~ Ha  KOTOpble  CBHJETEIBCTBYIOT
0 COBTIONEHWH WIH HECOONIONEHHH KOHTPONHPYEMBIM JIHIIOM O0sS3aTeNbHBIX
TpeOOBaHUH:

OTBeTH Ha BOIIPOCH,
coaeprKantiecs B
‘ - PeKBU3NTE HOPMATHBHBIX TIPAaBOBBIX TICPCHHE BOTIPOCOB
Bonpockl, OTpakalonIye

N /o cofep/KaHme 00A3aTEIBHEIX aKTOB, © yKa?aHHeM P’XfTPWTYPHHX e
TpeGoBarHmit emmém, KOTOPBIMH y%TaHOBJIEHBI prme
ofs3aTeNnbHble TpeGoBaHUA o | wor | mmiof
TIprMe
TaHue

1 |Pasmen. Cofmonenwe mpasmin (GOPMHpPOBAHMS ONTOBEIX M (WIM) POSHMYHBIX OTIYCKHBIX MEH
Ha JIGKApCTBEHHbIE IPENapaThl, BKIIOUCHHEIC B NIEPEUCHD KU3HEHHO HeoGXOIWMEIX W BaKHEHITNX
JNeKapcTBEHHRX TpernaparoB (mamee — mepeders JKHBJII), KOHTpONMPYeMEIMH JIHUAME,
OCYIIECTB/IAIOMMME ONTOBYI0 H (MH) POSHHYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMH TIpENiapaTaMi
B COOTBETCTBHE C HacTeio 2 craTey 63 (emepamsHoro 3akoma oT 12.04.2010 Ne 61-03 «06
o6palneHuH JIEKapCTBEHHBIX CPEACTBY (aiee — Depepanprsii 3aKoH Ne 61-03)

1.1

He mapymaercs JM B MPOLECCS
OCYIIeCTBIISHHA peanH3aIrH
NIeKApCTBEHHBIX nperaparoB,
BKIIOYSHHBIX B NepeueHs JKHBJIII,
TOPAAOK HeH00OpasoBaHus,
ycTaHOBAGHHBIH  IIpaBHTeNECTBOM
Poccutickoit Qeneparpu?

Ipasira GopMHAPOBAHKA OTIIYCKHBIX
LICH Ha JIEKApCTBEHHbIC [TPeNapaTsl,
BKJTFOUEHHEIE B [1PEUESHE XKM3HEHHO
HEOOXONMMEIX H BRKHEHIIHX
JIEKApCTBEHHBIX pENapaToB

U1 MEQHUITMHCKOTO TIPHMEHCHHS,
OpraHn3alisMHE OITOBOM TOPIOBIH
JIEKAPCTBEHHBIMH CPEICTBAMH,
aITTeuHEIME OPraHH3aLUAME,
HMHAUBHIY AbHBIMH
TpEANpHHAMATEIIMH, HMEIOIIHMH
MULEH3HE0 Ha GapMalEBTHIECKYIO
NeATeNnLHOCTE, MEIUIIMHCKHMH
OpraHu3alMsMH, HMEIOIIHMHE
JHHEH3HO Ha (HapMalieBTHIECKYTO
NeATebHOCTE, U UX 060c0bIeHHEIME
HOPa3ieICHHIIMH, PACIIONOKEHHBIMU




B CEJbCKHMX HACEJICHHEIX TIYHKTaX,
B KOTOPBIX OTCYTCTBYIOT QIITSIHBIC
opranmsaiuy (nanee — [Ipasmia
$opMHpPOBaHUS OTIIYCKHBIX LICH

Ha JIeKAPCTBEHHBIE IIPEMapaTsi),
YTBEP/KASHHEIE TIOCTAHOBICHHEM
Ipasurenscrsa PO ot 08.04.2025
Ne 462 «O rocyapCTBEHHOM
peryifpoBaHyH [IeH

Ha JIEKapCTBEHHEIE TIPENapaThl,
BIKJTIOUSHHEIE B IEPESUEHb XKM3HEHHO
He0oGXOMUMBIX H BaKHEUNIHX
JIEKAPCTBEHHEIX TIPenapaTos»

1.2

He npeBsODalOTes JH  pasMep
IpenenpHO  ONTOBOH Han0aBkH
g (wm) pasMep TIPEsICIBHOH
PO3HHIHOH HagbaBky,
YCTaHOBJICHHBIX

B Kayuauarpaxckoit ofnactu?

TocTanoenenne [IpasUTe/IECTRA
Kanummurpazgckod o6iactd

ot 05.03.2022 Ne 114

«O6 yCTaHOBIIEHHH TPeRSIBHBIX
pa3MepoB OITTOBEIX Ha6aBOK

¥ TipeJIeBHEIX PasMepoB PO3HHIHBIX
Hag6aBoK K akTHIECKMM OTITYCKHBIM
IjeHaM, YCTAHOBISCHHEM
IIPOM3BOIUTEIAMH JIKAPCTBEHHBIX
TpEnapaToB, Ha JIEKAPCTBEHHbIE
IIpENapaThi, BKJIIOYEHHEIC B IEPEHEHD
KHU3HEHHO HE0OXOIMHMEIX

¥ BaKHeHNMX JIEKapCTBEHHBIX
[penaparoB, ¥ NPH3HAHUH
YTPATHBIINMH CHILY HEKOTOPBIX
pemenyi [IpasrrensCTaa
Kasusunrpagckoi o6nactay

1.3

Cobnrogaercad Jid YpOBEHB 1ICH,
Kotopeit (Be3 ydera Hajgora Ha
N0GaBIeHHYI0 ~ CTOMMOCTB)  HE
JOIDKEH TpeBLIIATh CYMMY
axTHUeCKOH  OTIYCKHOH — LEHBI,
YCTGHOBICHHOH — NPOM3BOJWTEIICM
JIEKAPCTBEHHOIO npemnapara,
HE TIpeBBIIATOLIEH
3apETrHCTPHPOBAHHOM

WIH TIepePErUCTPHPOBAHHOM
NpenenbHOX — OTHYCKHOH — LICHBI
IpOU3BOIMTENT (va JatTy
peanu3auy JIeKapCTBEHHOTO
mpefiapara HpOU3BOUTENEM),
¥ pasMepa ONTOBOHM HaAOaBKH
u  (wm)  pasmepa  POIHHIHOH
panbasky, He  I[IPEBRINAROIIAX
COOTBETCTBEHHO pazMepa
TIpEfeNbHOY ONTOBOH Ban0aBkd H
() pa3mepa npesieTLHOM
pozm&qﬁoﬁ naabasKy,
YCTAHOBJIEHHBIX

B Kanpmmarpagickoit o6nactu?

TIpaguia GopMHUPOBAHYS OTITyCKHBIX
LIeH Ha JIeKAPCTREHHEIE TIperiapaTel,
YTBEPIKICHEBIE IOCTAHOBICHACM
Ipasuresscrea PO or 08.04.2025
Ne 462 «O rocyiapCTBEHHOM
PEryJIMPOBAHUH IICH

Ha JIEKAPCTBEHHEBIE IIPeTapaTel,
BKITIOUEHHLIC B Iepeyetb XKHUZHEHHO
HeoOXOIUMEBIX H BAKHEHIITHNX
JIEKAPCTBEHHBIX TIPENapaToBy

Pazpen. CobmofieHre 3aMpeTa Ha Peanusaliiio i OTIyCeK JIeKap

CTBEHHEBIX TIpenapartos, BKIHOYCHHBIX




B mepesess OKHBJII, Ha KOTOphIE MPOH3BOAMTENAMH  JIGKAPCTBEHHBIX TIpenapaTos
He 3apErHCTPUPOBAHA PENCTbHAT OTITYCKHAR [ISHa, PeaTH3AIHT IPOU3BOAHTETAMH JIEKAPCTBEHHbIX
NpenapaToB 1O IeHaM, NPEBINAKIIMM 3APETUCTPUPOBAHHEIC WM [EPEePETHCTPHPOBAHHEIE
NpeeibHble OTIYCKHbIE LieHB! HA JIEKAPCTBEHHbIC TPENapaTEl ¢ YUETOM Hajlora Ha n0GaBIeHHYO

CTOUMOCTE.

2.1

He ocymecTBiseTcs JIi peanu3alms
%4 OTITyCK JIEKAPCTBEHHBIX
IIPEmapaTos, BRKIIOUYCHHBIX
B mepeuens JKHBJIIL, Ha kxoTOpBIE
TIPOM3BONUTEIAME JIKAPCTBEHHDBIX
IpenapaToB He 3aperHcTpHpOBAHA
TIpesieNTbHAs OTIyCKHAs LeHa?

gacTh § crateH 61 DenepanrHoro
3akoHa Ne 61-03
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He ocymecTaiseTcA JId pealn3aius
MPOM3BOJMTENAIMH  JIeKAPCTBEHHBIX
TIpernaparos o 1[eHaM,
TPEBBIIA0IIHM
3aperuCTPHPOBAHHBIC

W TepepernCTpPUpOBaHHEIE
IpefenbHEIE  OTIYCKHBIE — LIEHBI
HA  JIeKAPCTBEHHbIC  IIPETAPATHI
¢ y4eTOM Hajiora Ha RoGaBIeHHYIO
CTOMMOCTE.

yacts 8 cTareu 61 DeneparsHOro
sakoHa Ne 61-03

Pasgen. Cobmonenre TpeboBaHwi K HANHIHIO ¥ IOPAIKY o opMIICHHA
[HeH TOCTABKH Ji€KAPCTBEHHBIX IIPENApaToB, BKIIOUCHHEX B nepewens JKHBJIL, a Taxke

JIOCTOBEPHOCTH H NMOJIHOTHI, coI_{ep)xameff’ch B HHX Hmbopmamm,

3.1

[pxr (GOPMHPOBAHHH  OTIIyCKHOH
UeHsl B IIpoHEcce peallH3aliiH
JIEKapCTBEHHOTO npenapara
uUMeeTcd M B HAIMIHW [IPOTOKON
coriacoBaHud  I[GH  TIOCTaBKH
JIEKapCTBEHHBIX OpenapaToB,
proueHHEX B mepedens JKHBIIT
(narnee — MPOTOKO)

nysxT 9 [Ipasua GOpMHPOBAHHA
OTMYCKHBIX LIEH Ha JIEKapCTBECHHEIE
HpenapaTs!, yTBEPKLCHHBIC
rocraHoBIeHHeM [IpaBuTenscTBa PO
ot 08.04.2025 Ne 462

«O rocynapcTBEHHOM PEryIHpOBAHAH
[1eH Ha JIEKapCTBEHHBIE Ipenaparsl,
BKITIOYCHHBIE B TIEPSICHb JKU3HEHHO
HeoOXOMUMBIX U BayKHEHITHX
JIEKApCTBEHHBIX IIPErapaTos»

3.2

CofmioneHa iU THTIOBas gopMa
npotoxomna?

npuioxerne K [Ipapnnam
(GOPMEPOBAHHS OTIYCKHBIX LICH
Ha JIeKapCTBEHHBIE TPETIapaTEl,
yTBEp/KICHHBIM [IOCTAHOBIICHAEM
IIpasurenscrea PO ot 08.04.2025
Ne 462 «O rocyzapCTBEHHOM
peryTHPOBAHIH IICH

Ha JIEKapCTBEHHBIE IIPETIapaTEl,
BKJTEOUESHHEIE B TIGPEUEHD JKM3HCHHO
HeOOXOIMMEBIX U BAXKHEHLITIX
JIeKapCTBEHHEIX TIPETIapaToBy

3.3

CobmoeH Jid TOPAAOK
othopMIeHH s IPOTOKOTA?

nysxrst 9-10 [Ipasmn (opMAPOBAHAL
OTITYCKHEIX IIEH Ha JIeKapCTBCHHbIE
TIpeniapaThl, yTBePKACHHDIC
rocrarosierueM [Ipasurenscraa PO
ot 08.04.2025 Ne 462

«O rocyHapcTBEHHOM peTyIHpOBaHiil

TIIPOTOKOIICB corJiacoBamist




LIGH Ha JICKapCTBEHHBIC IPENaparsl,
BKJTIOYCHHbIC B TIEPSUSHb JKHIHSHHO
HeO0OXOAMMBIX H BAKHEHIIHX
JTeKapCTBEHHBIX TIPEITapaTOB)

3.4 |B mommo# nz Mepe uadopmanms no | IyHkTb 9-10 ITpaswn tbopMupOBaHHT
1eH000pa30BaHMIO Ha OTITyCKHBIX IIeH Ha JIEKapCTBSHHEIS
JIeKapCTBEHHBIH Nperapat OpenapaThl, yTBEPKICHHBIS
OTpa’keHa B POTOKONE? moctaHoBIeHyeM [Ipasutenscrea PO
ot 08.04.2025 Ne 462
«O rocyAapCTBEHHOM PEryJIAPOBaHIH
1IGH Ha IeKAapCTREHHbIE MPeNapatsl,
BKJIIOYECHHBIE B TIEPEIEHb KH3HSHHO
HeoBXOIMMEIX H BAKHCHITIX
JIeKAPCTBEHHEBIX NPETIAPATOBY
3.5 | JlocToBepHa JiM HHGOPMALIAST 110 myHkTE! 9-10 ITpasui GopMHUPOBaHHL
1leHo0Opa3oBadMIO HA OTIIYCKHBIX IeH Ha JICKApCTBEHHEIS
JIEKapCTBEHHBIH NpenapaT TpenapaTsl, yTBEP/KICHHEIC
OTpayKeHHas B MPOToKoIe? nocrazopeHreM [IpasuTenscrsa PO
ot 08.04.2025 Ne 462
«O ToCYAapCTBEHHOM PETyJIHPOBAHHIHN
116H Ha JIEKAPCTBEHHEBIE IIpenapaTsl,
BKITIOYEHHEIE B TIePEIeHE JKM3HCHHO
HeoBXOHMUMBIX B BAKHEHLITX
JEXapCTBEHHEIX IPENapaToBsy
4 |Pasmen. CoGmopmenne TpeGoBaHMM K pa3MEIICHHIO B aUTCTHBIX OpraHM3alHaX B JOCTYNHOH
IUIS CBENEHHMA BCEX 3aHHTEPECOBAHHBIX JIHIl dopme ¥ OOCHOBIEHME [0 MEpe DPa3MEIICHHA
B HH(}OPMAIMOHHO-KOMMYHHKALMOHHOM  CETH Wnreprer MHUHACTEPCTBOM — PETHOHAIBHOTO
xoHTpOns (Hafzopa) KamueuHrpagckoi o6 nacTd MHGOPMALHH O 3apErHCTPUPOBAHHEIX NPECIBHBIX
OTIYCKHBIX IEHAX MPOM3IBOIWTEICH Ha JIEKapCTBEHHBIC Npenaparsl, BKIFOUEHHEIE B TIEpPEICHP
KHBJII, 06 ycTaHOBTeHHBX B KaiWHHHIPAZCKOHK o67acTH TPERCIBHEIX pasmepax OITOBBIX
nan0asok M (WiH) TIPENENBHBIX  pasMepax  PO3HHTHBIX HanbaBoK K  YCTAHOBJICHHEIM
NPOWIBOMMTENIME  JIEKAapCTBSHHBIX  TIPEIApaToB (DaKkTHYeCKHM  OTIYCKHEIM  LIEHAM
Ha JIGKAPCTBEHHBIC IPerapathl, BKIIOUEHHBIC B IEPSHCHD FKHBIII, a Takke O CyMMC
3apETHCTPHPOBAHHBIX ~TPENE/BHEIX  OTIYCKHBIX  IICH OPOU3BOMMTENEH HAa NEKApCTBEHHBIC
mperaparkl, BKIOYEHHbIC B [EPEHCHE JKHBJIIL, yCTAHOBNEHHIX B KaTMHMHTpaicKoH obmacTu
HpeNenbHEX Pa3MEpOB  ONTOBHIX Han0aBOK M TpEeNeNbHBIX pPasMepoB PO3IHHTHBEIX HanbaBoK
¥ Hajiora Ha KoBaBneHHyH CTOHNMOCTE.
4.1 |Pasmemena iy uadOpMAnmL? Juacts 3 craTed 63 QenepaibHOTO
saxona Ne 61-03
4.2 |B moctymHo# mu Gopme? yacTh 3 cTareH 63 DeNepaTbHOro
sakona Ne 61-@3
4.3 |B pgocTymHoM 11d MecTe? yacTh 3 crared 63 OenepanbHOro
saxoHa Ne 61-@3
4.4 |ComepxuT JNH  OBeJEHHA 0| HaCTh 3 cratei 63 DenepalizHOTO
3apeTHCTPHPOBAHHEIX IPEISITBHELX | 3aKOHA Ne 61-@3 :
OTITyCKHBIX IIeHaX NPOU3BOIMTENEH
Ha JIEKApCTBECHHbBIE  IIpemapaTsl,
prmouenHse B nepedens JKHBIII?
4,5 |Comepxur JIM  CBENCHHA 06 | wacTp 3 crareu 63 DenepanbHOTO

YCTaHOBIEHHBIX 8 | 3axona No 61-03




Kanusmarpagckoi obnacTi
NpefeBHBIX pa3Mepax ONTOBBIX
HaabaBOK K YCTAHOBICHHBIM
MPOM3BOIATENAMH JIEKAPCTBEHHBIX

TIPEIIapaToB (harTHISCKMM
OTITYCKHEIM IeHaM Ha
NIEKAPCTBEHHBIE MpeTiapaTs!,

BKIIOYeHHEIE B Mepedens JKHBJIII?

4.6 |Comepxur Jm cBefemus 06 |uacTs 3 CTaThH 63 QeleparbHOro
YCTaHOBIEGHHBIX B |3akoHa Ne 61-03

KaiunvHr pagckol ofnacTr
TpefenbHbIX Pa3Mepax POSHHYHBIX
HagbaBoK K YCTaHOBJICHHBIM
HPOM3BOLUTEIIAMH JISKapPCTBEHHBIX

TIPELapaTon (aKTHIECKIAM
OTITy CKHEIM HeHaM Ha
JIeKAPCTBEHHBIS Tperiaparsl,

BKTIOUEHHEIE B niepedens JKHBJIT?

4.7 |ComepuT ¥ CBeHEHHA O CyMMe |uacTb 3 cTaThi 63 DesepanbHoro
3apErvCTPHPOBAHHBIX TIPENENBHEIX | 3aKk0oHa No 61-03

OTTIyCKHBIX LIEH IIPOM3BORMTEINICH
Ha JIeKAPCTBEHHEIe  IIPErapatsl,
BKUFOIeHHBIe B nepedens XHBIIII,
YCTAaHOBJIEHHBIX B
KanuauHTpagcKol obnactH
OpelelNbHBIX DasMepoB  OMTOBBIX
Han0aBoK W NpelesbHBIX Pa3MepoB
PO3HUYHEIX Han0apox H Hajiora Ha
J0GaBIEHHYIO CTOHMOCTE?

4.8 |AxryaTsHa U B COOTBEICIBHH C|9acTb 3 CTaThH 63 QenepanbHOro

urdopmaimed pasMenteHHOH | 3axoHa Ne 61-03
MuHHCTEPCTBOM ~ PErHOHANBHOIO

KOHTPOJIA (mazzopa)
Kamumuarpagckol  obmactd B
HHOPMAITHOHHO-

KOMMYHHKaIHOHHON ceTH

HuTepuer

(XODKHOCTE, (QaMWITHS 1 HEMIMAE! ACJUKHOCTHOTO JIANA KOHTPOIBHOTO (Hag30pHOTO) OpraHa,
3aMOMHUBIIErO IPOBEPOTHBLA JIKCT, OAMHKCE, faTa)

(ODKHOCTH, (haMFTHH ¥ HHHITHAJIB! JO/DKHOCTHEIX JIHIl, PYKOBOTUTEILT IPYIIIEL KOHTPOJIBHOTO
(Ha/[30pHOT0) OpraHa, B CIy4ae IPOBeIEHIA KOHTPOIEHOTO (Han30pHOro) MEpONIPHATHS HECKOIEKHMH
JIO/DKHOCTHBIMH JIHL@MHE B COCTABE IPYTIThl AO/DKHOCTHBIX JIKIL, TIOATHACH, [ara)

(mOTKHOCTE, (aMITHS ¥ HHVLMAIB! IOIDKHOCTHOTO JIHlia KOHTPONMPYEMOro Jta,
IIPHCYTCTBOBABIICTO TIPH 32TONHEHHH NPOBEPOTHOIO JIUCTE, HOATHCE, Jata)




