HCHHO H€O6XOILI/IMBIX U BaXXHEUINNX JICKapCTBCHHBIX IIpEIiapaToB

IIpunoxenue 8

K IPUKa3y PErHOHATbHOM
Tapu(pHON KOMHCCHU
CtaBpomnosbCKOro Kpas
oT «Z€» mast 2022 7. Ne 77/

ITEPEYEHDb
HOgMaTI/IBHBIX IPAaBOBEIX aKTOB, COAEPIKAILMX OOs3aTeNbHbIE TPeOOBAHHS, OLEHKA
COOJIIOACHHUS KOTOPBIX SIBIIAETCS NPEIMETOM KOHTPOJS PErHOHANBHON Tapu(pHOM
Komuccur CTaBpONONBCKOTO Kpasi IMPU NPOBEAECHAN MEPOIPHUITHI 10 KOHTPOJIO
IIpY OCYILECTBICHHU PETMOHAIBFHOIO I'OCYAapCTBEHHOrO KOHTpOJs (Hazzopa) 3a
NPUMEHCHUEM LICH Ha JIEKAPCTBEHHBIE TIPeapaThl, BKIIOYEHHbIE B IEPEYECHE HKH3-

HanmenoBanue u PEKBH3HUTHI

Kpatkoe onucanue kpyra
JHL U (MIIHM) IEPEYHSs 00BEK-

VYka3zauue Ha
CTPYKTYpHEIE €JIH-
HHULBI HOpMa-
THBHO-TIPaBOBOI'0

g/gn HOPMaTHBHO-IIPAaBOBOIO aKTa TOB, B OTHOIIEHHUH KOTOPBIX | aKkTa, CODIIIOEHHE
T10 BHJIAM M IIPEAMETY KOHTPOJIS yCTaHaBJIMBArOTCsI obs13aTeb- KOTOPBIX OLICHHUBA-
Hble TpeOOBaHUS €TCs IIpH TIpoBeJe-
HUU MEPOTPUATUH
10 KOHTPOJTIO
1 2 3 4
1. I'paxxnanckuit xoxexe Poccuiickoit IOpUIUYECKHUE JINLA, HUHOUBU- IIYHKT 1 CTaThu
Denepanun (dactb mnepsast) oT 30 ayanbHEBIE npeanpuHumMa- 424
HOs10ps 1994 rona Ne 51-03 TEJIH, OCYLIECTBIIAIOLINE pe-
TYJIUPYEMBIE  IOCYHapCTBOM
BMJBI JEATEITHHOCTH
2. Kopexe Poccuiickoit ®enepanun 06 IOPHAMYECKHUE JIULA, MHAUBH- 4YacTd 1, 2 cTaTeu
aIMUHUCTPATUBHBIX IIPABOHAPYIIE- JyalbHbIE npennpuauMa- 14.6, yacte 1 cra-
HuAX oT 30 pmexabps 2001 roma tenmn, ocymecteisiomme pe- Tbu 19.4, craThs
No 195-®3 rynapyemele  rocyzapctBoMm 19.4.1, wyacte 5
BH/JIBI JCITEILHOCTH crater 19.5, cTa-
e 19.7, 19.7.1,
19.8.1, wacte 1
crareu 20.25
3. ®enepanbHeIil 3aK0H 0T 12 ampens IOpPUINYCCKIE JIMIA, UHANBH- cTaths 6, 9.3, 60,
2010 roma Ne 61-@3 «O6 obpamte- gyanbHBIE IpeAnpuHuMa- 63
, HHH JIEKAPCTBEHHEBIX CPENCTBY TEJIH, UMEIOIINE JIMICH3UIO Ha
(apmariepTHYECKYIO HEATEND-
HOCTh
4. Ilocranopnenne  IlpaBHTENBCTBA IOPUAMYECKHE JIAIA, HHIHBH- [EPEYEHb IPOIYyK-

Poccuiickoit ®emepanmu ot 07
mapra 1995 roma Ne 239 «O mepax
IO YIOPSTOYEHUIO TOCYJapCTBEH-
HOTO pEeryjJupoBaHHs LEeH (TapH-

¢doB)»

OyaJbHBIE IpeAnpHHUMA-
TEJH, OCYLIECTBIIAIONIHE pe-
TYIIUPYEMBIE  TOCYAapCTBOM
BUJBI AEATEIBHOCTH

LHH IIPOU3BO/I-
CTBEHHO-TEXHHYE-
CKOI0 Ha3HAuYeHUsl,
TOBApOB  HApo/I-
HOro norpebieHus
U yCIyT, Ha KOTO-
pele rocynap-
CTBEHHOE pEryJiu-
poBanue neH (ta-
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ITocranoBnenne  IlpaButenncTa
Poccuiickoit ®enepanun ot 08 as-
rycta 2009 r. Ne 654 «O coepines-
CTBOBAaHMM TOCYAapCTBEHHOTO pe-
I'yJIIPOBAaHUsl 1IEH Ha JIEKapCTBEH-
HBIE IIpenapaTsl, BKIFOUYEHHEBIE B ITe-
PEUYCHB JKU3HEHHO HEOOXOIMMEIX H
Ba)KHEHIINX JICKAPCTBEHHBIX IIpe-
[1apaToB»

Ilocranoenenue  IlpaBurenncra
Poccuiickoit ®enepanuu ot 29 0Ok-
Ta0ps 2010 r. Ne 865 «O rocymap-
CTBEHHOM pEryJIMpOBaHUH IIEH Ha
JIEKapCTBEHHBIE IpernaparThl, BKIIFO-
YEHHBIE B IIEPEUEHDb JKH3HECHHO He-
OOXOIMMBIX M Ba)KHEHIIHX JieKap-
CTBEHHBIX IPETIapaToBy

OpraHM3alMy OITOBOH TOP-
TOBJIM, aNnTe4YHBIE OpraHu3a-
LU, UHUBUAYAIbHbIE NpE-
[IPUHUMATENH, UMEIOUIUE JIH-
LEH3UI0 Ha OCYLIECTBJICHUE
(bapMaLeBTHUECKOH eATeNhb-
HOCTH, MEOUIIMHCKHIE OpTaHH-
3allU, UMEIOUIUE JIHICH3HIO
Ha OCyLUECTBIEHUE (hapma-
LEBTHYECKOH JIESTENILHOCTH,
U X 000cobyieHHBIE TTOApa3-
JICTIEHHUS] (ambynatopuu,
benpamepckue u Qenpammep-
CKO-aKyIIepCKHe IIYHKTHL,
LEHTpH! (OTHAENCHHUs) obImei
Bpa4yeOHOH (cemeiiHol) npak-
THUK{), pAacloJIOXCHHBIE B
CEJIBCKUX IIOCEJIEHUSIX, B KO-
TOPBIX OTCYTCTBYIOT aIlTey-
HBIE OpraHu3alliH, OCYIIECTB-
JISIFOLIME PEaIU3aIUIo JieKap-
CTBEHHBIX IIpErapaToB Ha
TEPPUTOPHHU CraBpormos-
CKOTO Kpast

OpraHu3aiuyd OITOBOM TOp-
TOBJIM, alTE€YHBIE OpraHu3a-
UM, HHIUBUyaJIbHEIE Mpe/-
IPUHYMATENH, UMEIOIINE JIH-
IEH3UI0 Ha OCYILIECTBIICHHE
(GapManeBTHYECKOM HEATENB-
HOCTH, METULIMHCKUE OpraHu-
3allMd, UMEIOIUE JIHIEH3UIO
Ha ocCylecTBieHue ¢apma-
LEBTHYECKOH NIEATENBHOCTH,
4 uX 060cobNeHHBIE TIopas-
JIeNIeHUs (ambynaTopum,
benpamepckue U Qenbaurep-
CKO-aKyIIEpPCKHE IIYHKTEL,
HEHTps! (OTneNeHus) oOwei
BpaueOHOH (ceMeiiHoit) npax-
THKH), pAacloJIOKEHHBIE B

pudoB) Ha BHYT-
PEHHEM PBIHKE
Poccuiickoit @ene-
paluu  OCYILECTB-
JISIFOT OpraHbl HC-
IMOJTHUTENBHOMN
BJIACTH CYOBEKTOB
Poccutickoit @ene-
panvu

abzar 7

IIpaBuna ycraHos-
JIEHUST OpraHamu
HCIIOJIHUTENLHOU

BJIACTH CYOBEKTOB
Poccuiickoit @ene-

panuMud  mpeneinb-
HBIX pa3MepoB
ONITOBRIX  Hanba-

BOK U IIPEHETBHBIX
pa3sMepoB pO3HHY-
HEIX HagbaBOK K
(bakTHYeCKUM OT-
IIyCKHBIM  LIE€HaM,
YCTaHOBJIEHHBIM

IIPOU3BOJUTENSIMHU
JIEKapCTBEHHBIX

IIpernaparos, Ha Jjie-
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[Tocranosnenue  IlpaBuTenscTBa
Poccuiickoit ®enepaunu ot 06 mas
2015 r. Ne434 «O pernoHaJbHOM
rOCyJapCTBEHHOM KOHTpOJE 3a
IIPUMEHEHHEM IICH Ha JIeKapCTBEH~
HBIE IIpenaparhl, BKIIOYCHHBIC B 16~
pEUEHb JKU3HEHHO HEOOXOIUMBIX H
BaXHEHIINX JIEKAPCTBEHHBIX IIpe-
HapaToB»

ITpukaz ®AC Poccum ot 09 cen-
Ts16ps1 2020 r. Ne 820/20 «O6 yTBep-
XICHUU MEeTONUKH YCTaHOBIICHHUS
OpraHaM# HCIOJHUTEIBHON BJIACTH
cyobexToB Poccuiickoit @enepanun
MpENENbHBIX Pa3MEpPOB ONTOBBIX H
PO3HHYHBIX Han0aBOK K (axTuye-
CKUM OTITyCKHBIM I[eHaM, yCTaHOB-
JICHHBIM IIPOM3BOAUTEISIMU JIEKap-
CTBEHHBIX IIpenapaToB, Ha JeKap-
CTBEHHBIE IIPENIapaThl, BKIIIOUYECHHBIE
B IIEPEUYEHb KU3HEHHO HEOOXOH-
MBIX ¥ BaXKHEHIINX JIEKAPCTBEHHBIX
IIPEnapaToBy

ITocTaHOBNIEHUST PETHOHATIBHOMN Ta-
pudnoit xomuccuun CTaBpOIOJb-
CKOTo Kpas 00 yCTaHOBJICHUHU TapH-
¢oB, 1IeH, CTABOK IIATHI, Ha0aBOK

CEJIbCKUX IIOCENEHHUSAX, B KO-
TOPBIX OTCYTCTBYIOT aITey-
HBIE OpTaHU3aIuHU, OCYILECTB-
JISIOIIME PEeATU3AIMIO JIEKap-

CTBEHHBIX IIperapaToB Ha
tepputopurr  CraBpoIONB-
CKOTO Kpast

OpraHu3alliid OIITOBOH TOP-
roBid U (WIH) alTedHble Op-
ragu3alyy, UHIUBUYaJILHBIE
[peANpUHUMATENH,  HUMEIO-
LI¥e€ JIMLIEH3UIO Ha (hapManeB-
THYECKYIO HESTEIBLHOCTD

OpraHH3allid ONTOBOH TOp-
TOBIIH ¥ (WJIH) anTe4YHbIe Op-
TaHu3aluy,  (IOPUIUYECKUE
nuIa, UHIUBUYAEHBIC
OpeINpUHUMATENH), HUMEIO-
1K€ JIUIEH3HUIO Ha (hapMarieB-
THYECKYIO IEATEIBHOCTh

IOpHIWYECKHE JIMIa, HHIU-
BUIyaJbHBIE TIPEAIIPUHIMA-
TENHU, OCYLIECTBIISIONIHE pe-
TYJIUpYyEMbIE TOCYAapCTBOM
BUJBI IEATEIBHOCTH

KapCTBEHHBIE IIpe-
TapaThl, BKIIOYCH-
HbIE B IIEPEYCHb
YKH3HEHHO HE00XO0-
IUMBIX B Ba)KHEH-
IIUX JIeKapCTBEH-
HEBIX IIperapaTon

B IOJIHOM 00BbeMe

B IIOJIHOM 00BLeMe

B IIOJIHOM oOBeMe



