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ITPABUTEJIBCTBO E}\HKT—HETEPBVPFA
KOMHUTET IIO TAPU®AM CAHKT-IETEPBYPTA

PACHOPAXKXEHHUE
08.10.2025 Ne 136-p

O BHeceHnHn H3MeHeHHil B pacnopsixenne Komurera nmo tapudam
Cankr-IlerepOypra ot 28.04.2023 Ne 24-p

1. Brectn B MeTtoaudeckne peKOMEHIAIMH IO HPOBEAEHHMIO CaMOO0OCIIE 0BaHUA
U IIOATOTOBKE JieKiapaluyl cobmoneHns o0M3aTebHEIX TpeOOoBaHUHM, OllEHKA COOJIIOACHHS
KOTOPBIX OCYIIECTB/ISECTCSA B paMKaX PErMOHAIBHOIO roCyJapCTBEHHOTO KOHTPOJIS (HaA30pa)
3a IPMMEHEHHEM LIEH Ha JIEKApCTBEHHBIC IIPENnapaTthl, BKIIIOYEHHBIE B NIEPEUYECHBb XXU3HCHHO
HEOOXOMUMBEIX M BaXHEHIIMX  JIEKAPCTBCHHBIX  IPEIaparoB, Ha  TEPPUTOPUH
Cankr-TlerepOypra  (mamee —  Meroaudeckne  pEeKOMEHAANMKM),  YTBEPIKIACHHKIE
pacmopsokenueM Komutera mo Tapudam Canxr-IlerepOypra (manee — Komwrer)
or 28.04.2023 Ne 24-p, cienyiolue n3MeHEHHUS:

1.1. Hznoxuts npunoxeHme 1 k MeroauueckuM pPeKOMEHAAIMAM B peNaKIUu
COIIACHO IIPWIOKEHUIO 1 K HACTOAIIEMY PacIOpKCHHIO.

1.2 Msnoxure npuioxeHue 3 K MeTOIUYECKUM DPEKOMEHAAIMAM B PEAAKIUH
COMIACHO MPUWIOKEHHIO 2 K HACTOSIIEMY PACIIOPSIKCHHIO.

2.KoHTponb 3a  BLIIOJIHEHHEM  HACTOSAIIETO  PAcCIOPMKCHUS  BO3JIOXKHTH
Ha 3aMecturend npeacenarens Komurera 3omuny E.B.

BpemeHHO McHONHSIOMAN 00S13aHHOCTH I'.I'.Cadapos
npeaceaarensst Komutera



TIpunoxenue 1
K pacnopspxenuio Komutera
no Tapudam Caukt-Iletepbypra

ot 08.10.2025 Ne 136-p

IMPOBEPOYHBIN JINCT CAMOOBCJIEIOBAHUA

Buz rocynapcTBeHHOTO KOHTpOIIS (HaA30pa): pErHOHAIBHBIN IOCyJapCTBEHHBIN KOHTPOJIb
(Ham30p) 3a NMPUMEHEHUEM II6H Ha JIEKapCTBEHHEIC IIpellaparhi, BIJIOUCHHBIC B IEPEUCHD
XWU3HEHHO HEOOXOANMBIX U BaXKHEHIINX JIEKapCTBEHHBIX IIPENapaTos.

OuennBaeMblit eproy

HanmvenoBanre MOpHAMYECKOTO JIHIA (MHAMBHAyansHOro mpennpuauaMarens), WMHH,
azpec (MECTOHAXOXICHHE).

JIEKAPCTBEHHBIX PENIapaTOB, BKIIIOYSHHBIX B
nepedens JKHBJIIL, mo ueHam, xoTopkie
(GbopMHpYIOTCS B COOTBETCTBHH C TOPSAKOM,
ycraHoBIeHHEIM [IpaButenscTBoM Poccuiickoii
Deaepanyu, U ypoBeHb KOTOpBIX (0e3 yuera Hajora
Ha 100aBJICHHYIO CTOUMOCTB) He JOJDKEH
IPEBLILIATL CYMMY (PaKTHYECKOH OTITYCKHOM LICHBI,
YCTaHOBJIEHHOH NIPOU3BOAMUTENEM JIEKAPCTBEHHOTO

cTathy 63 OenepanbHOro
3akoHa ot 12.04.2010
Ne 61-@3 «O6 obpamenuu
JEKapCTBEHHBIX CPEJICTBY,
NYHKTHI 1, 2, 3, 4, 7 TpaBun
($hopMUpPOBaHUSA OTITYCKHBIX
LIEH Ha JIeKapCTBEHHBIE
1penaparsl, BIUTIOYEHHEIE

npenaparta, He MpeBhIAloNel 3aperucTpUPOBaHHOM B nepeueHs JKHBJIII ..,
WIH NIePEperHCTPUPOBAHHON TpeIesibHOMN YTBEP)KACHHBIX
OTITYCKHOMH LicHBI NPOU3BOAMTENS (Ha IATY MOCTaHOBJICHHEM
peaM3alMH TeKapCTBEHHOTO Mperapara IIpaBurensctBa Poccuiickoii
MPOHU3BOIHTENIEM), H pa3Mepa onToBoii HanOaBKH, ®@enepatuu ot 08.04.2025

He IPeBBILAoLICH COOTBETCTBEHHO pasmMepa
npeAeaEHOM ONITOBOM HanbaBKy, yCTAHOBIIEHHOR
B Cankt-ITeTepOypre?

No 462, pacniopsxeHue
Komureta no tapudam
Canxkr-TletepGypra
ot 29.09.2021 Ne 52-p

Ne Ilepeyenn Bompocos, HopmaruBHble npaBoBbIe OtBer
u/n OTPAXAIUIKX COACPKAHTE 00s3aTe/IbHBIX aKThl, CO/IepKRAMHE Ha
TpeGoBaHmii obs3aTenbHble TpeGoBaHAS | BOMpOC*
1 2 3 4
1 |KoHTponupyeMoe Lo OCyIIeCTBIAET Peat3aluio YacTth 8 ctatbu 61, uyacts 2
JIEKAPCTBEHHBIX MPENapaToB, BKITOYSHHBIX B cTaThH 63 DenepaibHOTO
IepeYeHb KU3HEHHO HEOOXOIUMBIX 3axoHa Ne 61-@3
M BOXHEHIIMX JIEKApCTBEHHBIX MPENapaToB «O06 obpaimenuu
(manee — XKHBJIIT), no nenam, KoTopbie JIGKAPCTBEHHBIX CPEACTBY,
(OpMHUPYIOTCS B COOTBETCTBHH C MOPAIKOM, MyHKTHI 5, 6, 7 IIpaBun
ycTaHoBleHHBIM IIpaButenscTBoM Poccuiickoii thopMUpOBaHHS OTHYCKHBIX
@Denepalluu, H YPoBEeHb KOTOPHIX (O3 yuera Hajora LIEH Ha JIeKapcTBEHHbIE
Ha A00aBJICHHYIO CTOUMOCTb) HE MPEBBIIIACT CYMMY TIpenaparbl, BKJIKYEHHBIS
(hakTHUECKO# OTHYCKHOM LICHBI, YCTAHOBIEHHOM B JKHBJIIL.., yTBep:KOCHHBIX
[IPOHM3BOAMTENIEM JICKapCTBEHHOIO IIpenapara, MOCTAHOBJIIEHHEM
He IPeBBIIAOLIEH 3aperucTpUPOBAHHON WK IpaButenscrsa Poccuiickoit
[IEPEPEruCTPHPOBAHHON NPEAEIbHOM OTITY CKHOM ®enepauuu ot 08.04.2025
LEHBI NPOU3BOAUTENS (HA JATY peaiu3aluu - Ne 462, pacniopsixeHue
JICKapCTBEHHOI'O Mpenapara npou3BOTUTENCM), KomuteTa 1o Tapudam
¥ pa3Mepa pO3HHYHOM HaA0aBKH, He MPERBIIIAIOIINX Cankr-IlerepOypra
COOTBETCTBEHHO pa3sMepa MpeAeIbHON pOSHHYHOIM o1 29.09.2021 Ne 52-p
Hag0aBky, ycraHoBNeHHOH B CaHkT-TleTepGypre?
2 |KontponupyeMoe JTHLIO OCYUIECTRIISET PEATH3ALIMIO Yacts 8 crarbu 61, yacTs 2




IMepeyens BONpPoOCoB,
OTPakAWINX coAcpKaHue 00A3aTeIbHbIX
TpeboBanmii

HopmaTHBHbBIE NIPaBOBbIE
AKTbl, cofepKalne
o0na3aTe/bHbIe TPeOOBARNS

Oteer
Ha
Bomnpoc*

2

3

BeneT jii KOHTPOJIMPYEMOE JIULIO Pa3ACIbHBIA yUeT
OITOROM 1 PO3HUYHOM TOProBIn?

Mynkr 3 IlpaBua
(hOpMHpPOBaHNS OTITYCKHBIX
I1eH Ha JeKapCTBEHHbIE
Tpenaparthl, BKJIFOUYEHHBIE
B nepeueHs JKHBJIII ..,
YTBEePHKICHHBIX
MOCTaHOBIEHUEM
ITpaButensctra Poccuiickoi
®enepaunn ot 08.04.2025
Ne 462

Ot opmMisOTCS T MPOTOKONBI COTNAacOBAHUS LIEH
noctaekd JXHBJIIT npu npruoOpeTeHUU U
peaH3alyy JTeKapCTBeHHBIX MPenapaTos,
BKJIOYSHHBIX B TiepedeHb JKHBJIT?

Ilynkrel 9, 10 ITpaBun
thopMHUpOBaHHUS OTITYCKHBIX
LICH Ha JIEKApCTBCHHBIC
MpenapaThbl, BKIIOYEHHBIE
B nepeyens JKHBJIIT ..,
YTBEDKICHHBIX
MIOCTaHOBIIEHHEM
Ipasutenscta Poccuiickoi
®denepauuu ot 08.04.2025
Ne 462

CoOTBETCTBYET JIM ITPOTOKOJIBI COTTIACOBaHMS LIEH
noctasku JKHBJIII ¢popme, yTBepkaeHHoii IpaBun
(opMupOBaHHS OTITYCKHBIX LIEH Ha JIEKAPCTBEHHbIE
Mpemnaparsl, BKIIOYeHHbIE B nepeueHs JKHBJIIIT?

IlyHkTel 9, 10 IIpaBun
(hopMUpOBaHHs OTIMYCKHBIX
I[eH Ha JIeKapCTBEHHbIE
Mpenaparbl, BKJIIOUEHHBIE
B niepeuens JKHBJIII ..,
YTBEPKACHHBIX
MIOCTAHOBJIEHUEM
ITpasutensctia Poccutbickoii
®enepanuu ot 08.04.2025
Ne 462

Cobuironarotcs M TpeGOBaHHA 10 Pa3MELICHHUIO B
anTevHBIX OPraHU3alMsaX B JOCTYIHOM g Beex
3aHHTEPECOBAHHBIX JTHL POpME aKTyalbHOH
UH(OPMALIHHU O 3apEeTHCTPUPOBAHHBIX MTPEACIIbHBIX
OTITYCKHBIX LIEHAX MPOU3BOJIMTENEH Ha
NeKapcTBeHHbIE NpenapaThl, BKIIOYEHHbIE

B nepeueds JKHBIIII, 06 ycTaHOB/IEHHBIX

B CankTt-IleTepOypre npenenbHbIX pazMepax
ONMTOBBIX Haf0aBOK U (MJIH) TIPE/ISNIbHBIX pasMepax
PO3HUYHBIX Ha/I0ABOK K YCTAHOBJIEHHBIM
NPOU3BOAMTEISIMY JIEKAPCTBEHHBIX NPENAPATOB
(akTHUYECKHM OTITyCKHBIM LICHaM Ha JieKapCTBEHHbIE
npenapatsl, BKioueHHble B JKHBJIII, a Taxxke

0 CyMMe 3aperHCTPUPOBaHHBIX IIPeeIbHBIX
OTHYCKHBIX LIeH MPOM3BOIUTENEH Ha NeKapCTBEHHBIC
[penaparsl, BKJII0YeHHBIe B repedeHs JKHBJIIL,
ycTaHOBNeHHbIX B CaHkt-TletepOypre npeaenbHBIX
pasMepoB ONTOBBIX HAA0ABOK U NIpeeTbHBIX
pa3MepOB PO3HUYHBIX HAAOAROK M HAJIOTa Ha

,Z[O6aBJIeHH}'IO CTOMMOCTH

YacTs 3 cTaTeu 63
DeepalbHOIO 3aK0HA
Ne 61-@3 «O6 obpaicHIH
JICKAPCTBEHHBIX CPEACTBY

*VkaswiBaerca: «/la», «Her» mmu «H/P» — TpeGoBanue Ha OpraHu3aliio, HHAXBULYATLHOTO

[IpeANPUHAMATENS HE PACTIPOCTPAHSETCS.




INEPEYEHD

ITpunoxenue 2
K pacnopskeHHo Komutera

nio Tapudam Cankr-IletepOypra
ot 08.10.2025 Ne 136-p

poxHocTHBIX Jiul KomuTtera mo Tapudam Canxr-IletepOypra,
OTBETCTBEHHBIX 332 OPraHU3aNHUI0 U NPOBeIeHHE caMo00C/Ie 0BAHNAS

®.1.0.

JloxHOCTD

KoHTakThl

MunetikoBckas Mapus
CranucnaBoBHa

HaYaJIbHUK
Otaena peruOHaIBHOTO
rOCYIapCTBEHHOTO
KOHTPOJIA
U a]MAHHCTPATABHOT'O
IIPOU3BOACTBA

m.mileykovskava@rek.gov.spb.ru
(812) 57621 79

Uepnsnnera Hatanbs
AHAaTOJIbeBHA

BEJIyIUHN CIEIUAIHCT
OTnena peruoHaIBHOTO
roCyJapCTBEHHOTO
KOHTPOJIS
U aJIMUHUCTPATUBHOTO
MIPOU3BOACTBA

chernysheva@rek.gov.spb.ru
(812) 576 21 76

bypmuctposa Enena
ApxanbeBHa

BEAYILIHAH CIECIIHATINCT

OTtnena HOpMaTHBHO-

MpaBoBoii u cyAeOHOH
paboTHI

burmistrova@rek.gov.spb.ru
(812) 576 21 76

bemoycos SIpocnas
Hropesna

CHeHaINCT 1-1 KaTeropuu
OTtnena peruoHAIBEHOTO
rOCyAapCTBEHHOTO
KOHTPOJIA
U aAMUHUCTPATUBHOTO

IIPOU3BOACTBA

belousovi@rek.gov.spb.ru
(812) 576 21 76




