KOMHUTET 11O TAPU®AM H INEHOBOM NOJUTHUKE
JEHUHTPAACKOU OBJACTH

IIPAUKA3
{QH}OH}{ 2026 rona ) Ne 2&1 -1

O BHECEHHM H3MEHEHHI B MPHKAa3 KOMUTETA Mo TapudaM H LIEeHOBO# NOJIMTHKE
Jlenunrpanackoii o6iactu ot 25 geBpans 2022 roga Ne 14-n «O6 yTBep:kaeHHH popm
NMPOBEPOYHDLIX JIHCTOB, IPHMEHSIEMbIX KOMHTETOM MO TapH(}aM M LeHOoBOii MOJIHTHKE

JlenuHrpaackoii 06,1acTH NPH NPOBEAeHHH MVIAHOBBIX BbIE3AHBIX POBEPOK
IpPH OCYLIECTBIEHHH PErHOHAJbLHOIO rocyJaApCcTBEHHOr0 KOHTPOJIA (Haa30pa)
B cepax ecTecTBEHHbIX MOHOIOJIHI H B 00J1aCTH roCy1apCTBEHHOI'0 peryJiMpoBaHHsi LeH
(rapudoB) Ha TeppuTopun JIeHHHrpaacKoii 00JacTH» :

B cooTrBeTcTBUM C yacThio 2 cTtaThu 53 PenepansHoro 3akoHa or 31 mons 2020 rona
No 248-®3 «O rocygapCTBEHHOM KOHTposie (HaA3ope) M MYHHIMOAILHOM KOHTpOJie B
Poccuiickoii ®enepanun», moctaHosjeHneM IlpaButenncrBa Poccuiickoii ®Penepaunn ot 27
okTa6ps 2021 roma Ne 1844 «OG6 yrBepkmeHuM TpeOoBaHHii K pa3pabOTKe, COIEpPIKaHHUIO,
OOIECTBEHHOMY OOCYX/IEHHIO TPOEKTOB ()OpM IPOBEPOUYHEIX JINCTOB, YTBEPXKACHHUIO,
NPUMEHEHHIO, AKTyalu3aluy (GopM MPOBEPOYHBIX JIUCTOB, a TAKoKe CilyyaeB 00sA3aTEIBHOrO
TIPUMEHEHHS MPOBEPOUHBIX JIHCTOBY,

IIPpUKa3bIBalo.

1. BHecTH cieayolie U3MEHEHHs B MpPUKa3 KOMHUTeTa Mo TapudaM M LIEHOBOH IOJUTHKE
Jlenunrpazckoit obnacru or 25 ¢eppans 2022 roma Ne 14-m «O6 yTBEepsKIAEHHH (QOPM
MPOBEPOYHBIX JIUCTOB, IPHUMEHAEMBIX KOMUTETOM IO TapudaM U LIEHOBOH IIOJUTHKE
JleHuHrpanckoii 061acTH IIPH NPOBEAECHUH [UIAHOBHIX BBIE3IHBIX MIPOBEPOK NPH OCYIIECTBIECHIH
PErHOHAJIEHOTO TOCYIapCTBEHHOT0 KOHTPOJI (Hazu3opa) B chepax €CTECTBEHHBIX MOHOIOJIHI U B
001aCcTH rOoCyAapCTBEHHOIO peryjupoBaHusi neH (TapudoB) Ha TeppUTOpHH JICHHMHIpaaACKOM
obnacTu»:

1.1 B mpunoxenun 1 K npukasy, B myHkre 11 pasnen 2 Tabauubl U3JI0KUTH B PEAAKIIUH
COTrJIaCHO MPUJIOKEHUIO 1 K HAaCTOsAIEMY IIpUKa3y;

1.2 B mpunoxeHuu 6 K mpukasy, B nyHkre 11 paspen 4 Tabnuupsl «CobaoaeHue
CTaHAAPTOB PacKpHITHS MH(GOPMAaIUN» IIPU3HATH YTPATUBLINM CHITY;

1.3 B npwioxXeHUH 7 K IpHUKa3zy, Tabaully B NyHKTE 11 M3M0XKUTE B peaKLUH COrJIacHO
MPUJIOKEHUIO 2 K HACTOALIEMY IIPHUKa3y.

2. Hacrosmuii npuka3 BCTynaeT B CWIY B YCTAHOBICHHOM HOPSIKE.

3amMecTHuTeNh npeaccnarciia KOMUTCTa
110 TapmbaM U LI€HOBOH IIOIII/ITI/IKC

JlenuHrpaznckoii o6nactu C.H. Crenanosa
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IIpunoxenue 1

K NMpHKa3y KOMUTETa N0 Tapudam

U LIEHOBOH IIOJINTHKE

Jlenunrpanckoii obnactu
-OT nrons 2026 roza Ne -n

2. CobnoneHne CTaHAAPTOB pacKphITHS HHpOpMaH
2.1. | Cobmonarores mu Cratbu 8, 8.1 denepanbHOTO 3aKOHA
KOHTPOJHMPYEMBIM JIMLIOM Ne 147-D3;
MOPANOK PacCKpPHITHS CranaapTsl pacKpbITHs HH(pOpMaLuu
uHbOpMalK O peryanpyeMoit CyOBEKTaMH €CTECTBEHHBIX
e TENBHOCTH? MOHoOIIONHIt B chepe
JKEJIE3HOJIOPOXKHBIX NTEPEBO3OK,
YTBEPKIEHHBIE IOCTAHOBJICHUEM
IlpaBurtenscrBa Poccuiickoi
®epnepaunn ot 28 mas 2025 roza
Ne 736 (manee - CtannaapTel
packpreiTist HHGopMauu Ne 736)
2.2. | CobmoparoTes 1u Crartbu 8, 8.1 ®enepanbHOro 3akoHa
KOHTPOJIHUPYEMBIM JIHIIOM Ne 147-03;
TpebOoBaHUS K COCTaBY CranaapTthl pacKpbITHs HHGOpMaLHH
uaopManuu, noaexKanieit Ne 736
PacKpBITHIO?

»;



[Ipunoxenue 2

K NprKa3zy KOMUTETa o TapHdam

orié_ nioHs 2026 roma Ne

H IIEHOBO# MMOJIUTHKE
JlenuHrpanckoii obyractu
—1

11. CnucoK KOHTPOJIBHBIX BOIPOCOB, OTPaXKAIOIMHX COJEpKaHHe o00s3aTelbHBIX TpeGoBaHMi,
. OTBETHI HAa KOTOPBIE CBHIETENHLCTBYIOT O COONIOACHHUH WIH HECOOMOAEHHH KOHTPOJIHUPYEMBIM JINLIOM
00s13aTeNbHBIX TpeOOBaHMUIA:

KOHTPOJIHPYEMBIM JTHIIOM
YCTaHOBJICHHBIE
IpeebHbIE pa3Mephl
OITOBBIX HaNOaBOK K
(paKTHYECKHM OTIIyCKHBIM
LIeHaM MIPOH3BOAUTEJICH
1S opraHu3auuii onToBoi
TOPrOBJIH HAPKOTHYECKUMH
H IICUXOTPOIHBIMH
JIEKapCTBEHHBIMHU
Ipenaparam,
BKJIIOYCHHBIMH B NepeYeHb

3akona Ne 61-03;
IToctanoBnenue IlpaBurenscra
Ne 462

Ne KoHTtponsHBIE BONpOCH! HopmaTiBHEIE TPaBOBBIE aKThI BriBog 0 cobmoaeHnn
n/m 00s3aTeNbHBIX TpeGoBaHui
Jla/HeT/He | IpUMEYaHHe
MPUMEHHMO <*>
1 2 3 4 5
1. | CoGmropatores nu Cratbu 6, 60, 63 denepanbHOro
KOHTPOJIMPYEMBIM JIHIIOM  |3akoHa ot 12 anpesns 2010 roxa
YCTaHOBJICHHbIE Ne 61-®3 "O6 obpamennu
npeeabHbIe pa3Mepsl JIEKapCTBEHHBIX CPEACTB"
ONTOBBIX HANOABOK K (nanee - ®enepanbHBI 3aKOH
¢dhaxTHyeckuM OoTyCcKHBIM | Ne 61-D3);
LeHaM MPOU3BOAUTENEH nocra”Hoenenue IlpaBurenscTea
JJIs opranu3anuii ontoBoit | Poccuiickoii ®enepanuu ot
TOproBiM JekapcTBeHHbIMHU |08 anpenst 2025 roaa Ne 462
npernaparamMy, "O rocy1apCTBEHHOM
BKJIIOUEHHBIMU B IIepPEeUYEHb |peryJIupoOBaHHH 1IEH Ha
SKH3HEHHO HEOOXOMUMBIX U |JIeKapCTBEHHBIE NIpenaparsl,
Ba)KHEHIITNX BKJIIOUEHHEIE B IIEpEYEHb
JIEKapCTBEHHBIX XKHU3HEHHO HEOOXOMUMBIX H
NpenaparosB, Ha B)KHEHMIINX JIeKapCTBEHHBIX
TEPPUTOPHH IIpenapaToB I MEIHLHHCKOIO
Jlenunrpanckoif obnactun? | npuMeHeHus"
(nanee - IloctaHoBneHue
[IpaButenscTBa Ne 462)
2. | Cobmonarores nu Cratpu 6, 60, 63 ®enepansHOrO




YKU3HEHHO HEOOXOIUMBIX U
BaYKHEHINX
JIeKapCTBEHHBIX
Ipenaparos, Ha
TEPPUTOPHUH
Jlenunrpazackoii o6nactu?

Cobmonatorcs Jin ‘
KOHTPOJIMPYEMEBIM JIHLOM
yCTaHOBJICHHEIE
HpeaeabHbIe pa3Mepsl
PO3HHUYHBIX Han0aBOK K
(haKTHYECKHM OTIYCKHBIM
LICHaM ITPOU3BOAUTENICH
JUISL OpraHu3aluil
PO3HUUYHOH TOProBIIH
JIEKapCTBEHHBIMH
npernaparaMu,
BKJIIOYCHHBIMH B II€PEYECHb
>KU3HEHHO HEOOXOAUMBIX U
BaskKHEHIIMX
JIEeKapCTBEHHBIX
Ipenaparos, Ha
TEPPUTOPHH
Jlennnrpaackoii o6mactu?

Crarbu 6, 60, 63 denepanbHoro
3akoua Ne 61-®3; :
IloctanoBnenue IIpaBuTenscTBa
Ne 462

CobmogaroTest
KOHTPOJIMPYEMBIM JIMLIIOM
YCTaHOBJICHHbIE
NpeJieNIbHBIE pa3Mephbl
PO3HUYHBIX Ha0ABOK K
(bakTHYeCKIM OTIYCKHBIM
LieHaM HIpou3BoauTeNnei
U1 OpraHu3anui
PO3HUYHOH TOProBIIH
HapKOTUYECKHMH U
NICUXOTPOITHBIMH
JIEKapCTBEHHBIMH
npenapaTami,
BKJIIOYEHHBIX B [IEPEYEHb
>KH3HEHHO HEOOXOAUMBIX U
BasKHeH1IINX
JIEKapCTBEHHBIX
npenapaTos, Ha
TEPPUTOPUH
Jlenunrpanckoit obnactu?

Cratwu 6, 60, 63 PenepansHoro
3akoHa Ne 61-D3;
[Toctanornenue IlpaBurenscTBa
Ne 462




