PEI'’HOHAJIBHAA CJIYXBA
IHO TAPUPAM U HEHAM KAMYATCKOI'O KPAS

IHPUKA3

05.10.2026  NoNo 8-H

r. [lerponarnoBck-Kamuarckuii

O0 yTBep:ka1eHUun (popMbI IPOBEPOHHOIO JINCTA, IPUMEHSIEMOr0 NMPH
OCYIICCTBJICHMH PETHOHAJBLHOIO FOCYAAPCTBEHHOI0 KOHTPOJISA (HaA30pa) 32
NPUMEHEHNEM LIeH HA JIEKapPCTBEHHbIE NMPENapaThl, BKIKYEHHbIE B IepeYeHb
JKM3HEHHO HEO0OXOAMMbIX H BaKHEHIIINX JIEKAPCTBEHHBIX NMPeNapaToB, HA
Tepputopun Kamuarckoro kpast

B cootBercTBUM ¢ wacThio | crateu 53 @enpepansHoro 3akona ot 31.07.2020
Ne 248-D3 «O rocy1apcTBEHHOM KOHTpoJe (HAJA30pe) U MYHMIIUTIATLHOM KOHTPOJE B
Poccuiickoit ®denepanun», nyHkroM 3 TpeboBanuit k paspaboTke, coJepKaHHIO,
00IIeCTBEHHOMY OO0CYKJICHHUIO IIPOCKTOB (hOPM NMPOBEPOYHBIX JINCTOB, YTBEPKIACHUIO,
OPUMEHEHUIO, aKTyalnu3alud (OpM MPOBEPOUYHBIX JIHCTOB, a TAaKXKE CIIy4aeB
00513aTeIbHOr0 MPUMEHEHHSI TPOBEPOUHBIX JIMCTOB, YTBEPKACHHBIX MOCTAHOBICHUEM
IIpaButenscTBa Poccuiickon ®enepaunn ot 27.10.2021 Ne 1844, nmoctaHoBiIeHHEM
[IpaBurenscTtBa Kamuarckoro kpas ot 05.08.2026 Ne 386-I1 «O6 yTBepkaeHUU
[lonoxeHus 0 perMOHAIBLHOM TOCYJIJAPCTBEHHOM KOHTpOJIE (HAA30pe) 32 NPUMEHEHUEM
IICH Ha JICKapCTBCHHBIC MIpeapaThl, BKIOUCHHBIC B IEpCUCHB KU3HCHHO HEOOXOAMMBIX
U BaXKHEHIIUX JIEKAPCTBEHHBIX IIpelapaTtoB, Ha Tteppuropun KamyaTckoro kpasy»,
ot 07.04.2023 Ne 204-IT «O6 yrBepxaeann llomoxenus o PernonaneHoit cmyx0e mo
tapudam u rienam Kamuatckoro kpas»

ITPUKA3BIBAIO:

1. YTBepauTh (popMy MPOBEPOUHOTO JIMCTA, IPUMCHSIEMOTO TIPH OCYIIIECTBICHUN
PErHOHAIBHOTO T'OCYJapCTBEHHOIO KOHTPOJSA (HAA30pa) 3a IPUMECHEHHEM IIEH Ha
JIEKapCTBEHHBIE TpenapaThl, BKIIOYCHHbIE B TMEpPEUEHb >KU3HEHHO HEOOXOIUMBIX M
BAKHEHWILIUX JICKAPCTBEHHBIX NpenaparoB, Ha Ttepputopuu Kamuarckoro kpas B
COOTBETCTBHM C MPWJIOKEHHUEM K HACTOAILEMY ITPUKA3Y.



2. Hacrosmuii mnpuka3 BCTynaeT B CHIYy I[OCIC JHS €ro O(QHIMaIbHOTO
ONyOJIMKOBaHHS.

JIOKYMEHT TIO/ITHCAH M.B. JlomatHNKOBa
SJEKTPOHHOIT TIOJIITHCBIO

PykoBoauressb

Cepmurat  00B936CFB6B6B7C7A18580265A9EBBY1DE
Bragezen JTOIIATHHKOBA MAPHUHA BUKTOPOBHA
HetictBrrener ¢ 16.06.2026 mo 09.09.2027




[Ipritoxenue K npukasy
PernonansHo# ciry)0bI 1o Tapudam u
nenam Kamuarckoro kpas

05.10.2026  Ne 8-H

PernonanbHas cay:x0a no tapudam u neiam Kamuarckoro kpast

QR-kox, coaeprxammuii 3auch
€IMHOTO peecTpa o
MPOPUITAKTUICCKOM
MEPOIPUATHH,
KOHTPOJIFHOM (HaJ30PHOM)
MEpPOIPUATUI
B €/IHHOM PeecTpe, B paMKax
KOTOPOTO COCTABJICH JOKYMEHT.

MPOBEPOUYHBIN JIUCT
(CIIMCOK KOHTPOJILHBIX BOIIPOCOB)

PernonanbHelil rocy1apcTBEHHBI KOHTPOJIb (HA130p) 3a IPUMEHEHHUEM IIEH Ha JIEKAPCTBEHHBIC Mpenaparhl, BKJIIOUECHHBIC B IEPEUYCHb
AKU3HEHHO HEOOXOAMMBIX M BaKHEHIIIUX JIEKAPCTBEHHBIX IpenapaToB, Ha Teppuropun Kamuarckoro kpas

8UO 20CYOUPCMBEHHO20 KOHMPOJIA (HAd30pa)

VY4eTHbII HOMEP BHEIJIAHOBOI'O KOHTPOJBHOTO (HaI30PHOT0) MEPOIIPUSATHA:

JlaTa TpHUCBOEHHsI YYETHOTO HOMEpa BHEIUIAHOBOTO KOHTPOJIBHOTO (HAA30pHOTO) Meponpusatuss B EIUHOM peecTpe KOHTPOJIBHBIX
(Ha30pHBIX) MEPOIPHUSITHH:

PexBHU3UTHI IIpHKa3a O MpPOBCACHHUHN BHCILIIAHOBOI'O KOHTPOJBHOI'O (HaI[?:OpHOFO) MCPOIIPUATHA:




JIOmKHOCT, (aMuInsl, WHUITHANB! JI[a OpPraHa PEerHOHAIBHOTO TOCYMapCTBEHHOTO KOHTPOJSA (Haa30pa), TMPOBOASIIETO BHEIIAHOBOE
KOHTPOJIBHOEC (HAJI30PHOE) MEPOIIPUSATHUE:

HauMeHOBaHUE HOPUIUYECKOTO JIUIA, B OTHONIICHHWH KOTOPOTO TPOBOJIUTCA BHEIJIAHOBOE KOHTPOJIBHOE (HAI30pHOE) Meponpustue /
dbamMunus, UMs, OTYECTBO (MPU HAIMYMUH) WHAUBUAYAJIBHOTO MpPEANpUHUMATENs, B OTHOIIEHHH KOTOPOTO TMPOBOJIUTCS BHEIIAHOBOE
KOHTPOJIbHOE (HAJ[30PHOE) MEPOIIPUATHE:

MecTo mnpoBeaeHuUs

BHEILJITAHOBOI'O  KOHTPOJBHOIO (HAA30PHOI0) MEPOIPUSITHS

(HCHOHBByeMBIC IOPpUAUYCCKUM  JIMIIOM  HJIH

WHJIUBUJIYaTbHBIM TPESAMPUHUMATEICM, B OTHOIICHUM KOTOPOTO IMPOBOJMTCS BHEIUIAHOBOC KOHTPOJIBHOC (HAA30PHOC) MCPOMPHSITHE,
MIPOU3BOJICTBEHHbIE OOBEKTHI (ITPH MPOBEACHUH BbIE3THON IPOBEPKHU )

BriBoa 0 cOOIIOACHUN MITH [Tpumeuanue
[lepeueHsb BOMPOCOB, OTPAKAIOIIMX PexBU3HUTH HOPMATUBHBIX MIPABOBBIX aKTOB C
Ne HEeCcOOII0ICHUN 0043aTeNbHBIX | (TpY 3aMOJTHEHUN
coJiepkaHue 00s3aTeIbHBIX YKa3aHHUEM UX CTPYKTYPHBIX €/IMHUI], KOTOPBIMU .
il . TpeboBaHuil rpadbl
TpeboBaHuit YCTaHOBJIEHBI 00s13aTeIbHbIE TPEOOBAHMS
na HET | HEMIPHUMEHHUMO | «HEMPUMEHHUMOY)
1 2 3 4 5 6 7
Cobmogatorcss  nau junoMm, B | 1. Ctates 63 ®enepanpHoro 3akoHa ot 12.04.2010
OTHOLICHWU KoToporo mposoautcs | No  61-®3 «O0 obpamiennn  JIEKapCTBEHHBIX
BHEIUIAHOBOE KOHTPOJIbHOE | cpeAcTB» (nanee — MeaepanbHblii 3akoH Ne 61-D3);
(magzopuoe) wMeponpusitue, 1pu | 2. [lynxrs 2, 4 [lpasuin popMHUpOBaHUS OTITYCKHBIX
(GbOpMUPOBAHNHU IIEHBI HA JKU3HEHHO | IIeH Ha JIEKAPCTBEHHbIE MPEenapaThl, BKIIOYEHHbIE B
l. | HeoOxXomuMble W BaKHCHIIME | MEPEUCHB KU3HECHHO HEOOXOIMMBIX M Ba)KHCHIINX

JIEKapCTBEHHBIC Tperapathl (gaiee
— JKHBJIII), npenenbHble pa3Mepsl
ONTOBBIX HaAOABOK K (haKTHUUECKUM
OTITyCKHBIM LICHAM IIPOU3BOAUTEIICH
na JKHBJITT?

JIEKapCTBEHHBIX IPENapaToB Il MEIULMHCKOIO
IIPUMEHEHHUSA, OPTaHHU3ALUSIMHA ONTOBON TOPrOBIIH
JIEKapCTBEHHBIMU CpeacTBamy, anTeYHBbIMU
OpraHU3aLMAMU, WH/JVBUy aJIbHBIMH
NpEANPUHUMATENISIMH, MMEKOUMMHU JIMIEH3UK0 Ha




BriBoa 0 coOmoieHnU I [Tpumeuanue
No IlepeueHs BONPOCOB, OTpaXKAaIOIINX PexBU3NUTEI HOPMAaTUBHBIX IIPABOBBIX aKTOB C HECOBMIONEHIH OGA3ATENHHBIX | (TIpH 3ATONHEHNN
coJiepkaHue 00s3aTeIbHbIX YKa3aHUEM UX CTPYKTYPHBIX €/IUHUI], KOTOPBIMU .
il . TpeboBaHuil rpadbl
TpeGoBaHUH YCTAHOBJIEHBI 00s13aTeNIbHbIE TPEOOBAHUA
Ja HET | HeMPHUMEHHUMO | «HETPUMEHHMOY)
1 2 3 4 5 6 7
(hapMaLeBTHUECKYIO JEATENBHOCTD,
MEJMUMHCKUMHU  OpPraHM3alMsIMM,  MMEIOIIHUMHU
JMLEH3UI0 Ha (apMaleBTHYECKYIO AESITEIbHOCTD,
U ux  O00OCOOJCHHBIMH  TIO/Pa3/CICHHUSAMU,
PaclONOKEHHBIMH B CEIBCKHUX  HACEIEHHBIX
IYHKTaX, B KOTOPBIX OTCYTICTBYIOT alT€UHbIC
OpraHM3allM, YTBEPXKICHHBIE IIOCTaHOBJIEHHEM
IlpaBurenscrBa  Poccumiicko  @®epepauun  OT
08.04.2025 Ne 462 (nanee — IIparuma Ne 462);
3. Ilocranosnenue IlpaBurenscra Kamuarckoro
kpas oT 22.02.2022 Ne 83-II «O06 ycTraHOBJIEHHH
IpECeNbHBIX  Pa3MEpOB  OINTOBBIX HAI0ABOK U
TIpe/ieJIbHBIX Pa3MepoB PO3HUYHBIX HaA0aBOK K
(haKTHYECKHMM OTIYCKHBIM LICHAM, YCTAHOBJICHHBIM
TIPOU3BOIUTENSIMHU JIEKAPCTBEHHBIX MPENapaToB, HA
JEKapCTBEHHbBIE  IIperapaThl, BKJIIOYEHHBIE B
TiepeyueHb XKU3HEHHO HEOOXOAUMBIX M Ba)KHEHUIITHX
JIEKapCTBEHHBIX  LIPEIapaToB, HA TEPPUTOPUU
Kamuarckoro kpas» (nanee — MOCTaHOBICHUE
Ne 83-11)
CobOmogatorcst . juroMm, B | 1. Crates 63 @enepanbaoro 3akoHa Ne 61-D3;
OTHOLIEHUN KoToporo nposogurcst | 2. ITynkr 6 Ilpasui Ne 462;
BHEIJIAHOBOC KoHTpoabHOE | 3. [TocranoBnenue Ne 83-11
(Ha30pHOE)  MEpOolpUsATHE, IIPU
2. | dopmupoBanuu 1ieHbl Ha KHBIJIII,
IpeeiabHble pa3MEpbl PO3HMYHBIX
Ha/10aBOK K dakTHIeCKUM
OTIYCKHBIM LIEHAM IIPOU3BOAUTENEH
Ha JKHBJIIT?
3. | Cobuonatores hii7l ounowM, | ITynkr 2 IIpasui Ne 462




IIII

IlepeyeHb BOMPOCOB, OTPaKAIOIITIX
coJiepKaHue 00a3aTCIBHBIX
TpeboBaHUit

PexBH3UTEI HOPMATUBHBIX IIPABOBBIX AKTOB C
YKa3aHUEM UX CTPYKTYPHBIX €IMHHI], KOTOPbIMH
YCTAHOBJIEHBI 00s13aTeNIbHbIE TPEOOBAHUA

BriBoj 0 cOOMOAeHHN WU
HecoOIIIeHNN 003aTeNLHBIX
TpeOoBaHMI

Ja

HET

HCTIPUMCHHMO

[Ipumeuanue
(Tpu 3aroNHeHUN

rpadbl
CHETIPUMEHHMOY )

2

3

4

5

6

7

OCYIIECTBISIOLUUM
TOPIOBIIO H, UMECIOIITIM
CTPYKTYpHBIE noJpa3aesieHus
PO3HUYHOI TOPTOBIIH, B OTHOIICHUN
KOTOPOTO MPOBOAUTCS BHEIJIAHOBOE
KOHTPOJILHOC (mamzopnoe)
MeporpusTHe,  TpeOOBaHUSI 1O
(hOpPMUPOBAHHUIO PO3HUYHBIX IICH HA
JIeKapCTBEHHblE  MpenapaTtbhl ¢
IPUMECHCHHUEM OJIHOBPEMEHHO
ONTOBOU W PO3HUYHOM HaT0aBOK K
(paKTHUECKOW  OTMYCKHOW  LeHe
npousBouTens (0e3 Hamora Ha
JI00ABICHHYIO CTOMMOCTB ),
CYMMAapHEBI pa3Mep KOTOPBIX HE
JIOIIKCH TIPEBHIIATh [PEACIbHBIN
pasMep ONTOBOM M PO3HUYHOU
Hag0aBoOK COOTBETCTBEHHO,
VCTaHOBICHHBIX B  Kamuarckom
Kpae, I@pd YCIOBUM  BEJCHUS
pa3AcnabHOrO yd4eTa ONTOBOW U
PO3HHUYHOI Topropiu?

OIITOBYIO

HanbaBka UCHUCTISAETCS oT
(aKkTHUECKOM  OTIYCKHOW  LICHBI
npouspoauTens 6e3 HJIC?

1. Cratbs 63 @enepanbHoro 3axoHa Ne 61-D3;

2. Ilynxkr 1 IpaBuit Ne 462;

3. IIynkr 3 Meronukn  yCTaHOBJICHUS
HCIIOJTHUTEIILHBIMHU opraHamu CYOBEKTOB
Poccuiickoii denepanuu MpeAeTbHBIX Pa3sMEPOB
ONTOBBIX HaA0aBOK M TpeAeibHBIX pa3MepoB
PO3HUYHBIX HAJI0aBOK K (PaKTHUECKUM OTIYCKHBIM
LIEHaM, YCTaHOBJIEHHBIM IPOU3BOJUTEIIMHU




BriBoa 0 coOmoieHnU I [Ipumeuanue
[lepeueHs BOpoCcoOB, OTpakarOIINX PexBU3UTHI HOPMATUBHBIX IIPABOBBIX aKTOB C
No HecoOII0IeHNN 0043aTeNbHBIX | (TpY 3aMOJTHEHUN
coJiepkaHue 00s3aTeIbHbIX YKA3aHUEM UX CTPYKTYPHBIX €IHUHUL, KOTOPbIMU o
il . TpeboBaHuil rpadbl
TpeboBaHUH YCTaHOBIIEHBI 00s3aTeNbHBIE TPEOOBAHUS
aa HET | HeMPHUMEHHUMO | «HETPUMEHHMOY)
1 2 3 4 5 6 7

JIEKapCTBEHHBIX IPENapaToB, Ha JIEKapCTBEHHBIC
npenaparbl, BKIIOYCHHBIC B IEPCUCHBb >KU3HCHHO
HEOOXOAMMBIX M BaXKHEHIINX JIEKapCTBEHHBIX
penaparos, YTBEPKACHHOM IPUKa30M
DOAC Poccun ot 28.11.2025 Ne 999/25,

[Mpumeuanue. 3a HapymieHHe YKa3aHHBIX OOf3aTeNbHBIX TPEeOOBAHWN YCTAHOBJIEHBI MEPHI OTBETCTBEHHOCTH, IIPEAYCMOTPEHHEIE
ctatheil 14.6 Koaekca Poccuiickoit denepaiiyiv 06 aIMUHUCTPAaTUBHBIX PABOHAPYIIICHHUSX.

[Toanucek(n) nuna (Jnir), TPOBOAAIIETO (MMPOBOASAIINX ) MPOBEPKY:

(lonxcrnocme) (@.H.0).

19 2% 20 r.

(noonucs)
C npoBEpOYHBIM JTUCTOM O3HAKOMIICH(a):

(hamunus, ums, omuecmso (8 ciyude, eCiu UMEemcs), OOAHCHOCIEL PYKOBOOUMES, UHO20 OOJIICHOCMHO20 AUYA UIU YROTHOMOUEHHO20 RPEOCMABUMENA I0PUOULECKO20 TuYd, UHOUBUOYATLHO2O
npeonpunumamens, €20 YnoIHOMOUYEHHO20 NPeOCmagumenst)

(13 2 20 r.

(noonuce



