HPABUTEJLCTBO CBEP/JIOBCKOU OBJIACTU
MWHHCTEPCTBO 3APABOOXPAHEHNUS CBEPIJIOBCKOM OBJIACTH

06.09. 2023 HIPHIAS o 20 27N

r. Exarepunbypr

006 yreepxennu [TopsaKa NpoBegeHHs YIKCHEPTHOH oLeHKH JapMay{eBTHUeCKHX
OpraHH3anHi, HHIUBHYAILHBIX ITpeIPHHAMATE/ e, BKIIOUEHHBIX B peectp
(dapManeBTHUCCKHX OPraHHU3aLHI, 0CYLIeCTB/IAIOIHX 0TIYCK JIeKapCTBEHHbBIX CpeCTB
fecnyIaTHO M HA /IbI'OTHBIX YCI0BHAX

B ugemsix OCYIeCTBNEHUs SKCIEPTHOW OLeHKH (apMaleBTHUeCKHX OpraHu3allyi,
VHWBUJYAIBHBIX  TIPeANPHMHMMATEICH, BK/IIOUCHHBIX B Peectp (apMalneBTUYeCKUX
OpraHU3aLyH, OCYLIeCTRASIOIIMX OTIYCK JeKapCTBEHHBIX CpefCTB DeCriiaTHO ¥ Ha JIbTOTHBIX
YCIOBHSIX,

IMPUKA3BIBARO:

1. Yteepauth llopAanoxk npoBejeHHs 9SKCIEPTHOM OHeHKH  (dapMaileBTHYeCKHX
OpraHMsalWi,  WHAMBHAYA/IbHBIX  [IpejnpUHUMAaTenell,  BKMIQUEHHBIX B peecTp
(apMaLeBTHYeCKUX OpraHu3alul, OCYUIeCTB/ISIOIMX OTHYCK JIEKAPCTBEHHDLIX CPeJCTB
fecriaTHO M Ha JILTOTHLIX YCI0BUAX (TIPUIAraeTcs).

2, Tlpuspars  yTpaTMBOIMM  CWIy  TpyvKas3  MuHuCTepCTBA  3ApaBOOXpaHeHUs
Ceepasiockoit  ofilact or 31.10.2005 Ne 735-n «OO0 opranMsallMid  KOHTPOJBHBIX
MEepONPHATUH /i OLieHKM 3(QeKTUBHOCTH Peali3ali JONOIHUTEIBHOTO JIeKapCTBEHHOTO
obecrnieyennsa OT/IE/IEHBIX KATETOPHH FPaKIaH».

3. Hacrosunuid  1pUKas  HanpaBuTh A1 OOMIMAIBHOTO  OnybAMKOBaHMS
Ha «O)uipansHOM HHTEPHET-NIOpTane MpaBoBod uvHpopMarnyu CBepianoBCKoH o0acTu»
(www.pravo.goveb6.ru) B TeyeHue JecsiTH JHel ¢ MOMeHTa MOATTHCAHUS,

4. Hacroauwygll IIpvKa3 B TCYCHHE TpeX [HeHd ¢ MOMeHTa MOJIIMCAHMs HAIPaBUTh
B YIpaBieHWHe BBIIYCKA [1paBoBbIX akToB ['vOepHatopa CeepmioBckoid obnacTu
u IlpaBurenbcrsa CeepdsioBckoi obsiacty jnist pasmemjeHus Ha «OOUIMATLHOM HHTEPHET-
NIopTasle HpaBOBOH UHGOPMaIUK» (WWW.PIavo.gov.ru).

5. Kormro HaCTOsILero puKasa HalpaBriTh B OPOKYpaTypy CBepiyioBCKoit obaacT U
'naBHOE yIpaBieHue Munucrepcrsa HOCTUITM Poccuiickoi Degepanyn
no CeepA/ioBCKOM 00MaCTH B TeueHWe ceMM JHelt NOC/Ae JHS NEPBOr0 OMHIHAALHOIO
Oy O/IMKOBaHMS.

6. KoHTpO/Ib 32 UCTIONHeHHeM HACTOSLIEr O NPUKAa3a 0CTaB/Ao 3a 000,

Munncrp A.A. Kapros

Orneuarado s MunicrepeTsa snpasocxpanesus CBepanoBokoif obnacTy, 3axaz Nel413, tupax 20000



[TpunoxeHne K pUKasy
MuHUCTEPCTBA 37paBOOXPAHeHIA
Ceepai0BCcKOH 061acTH

or O6. P LOLE N AOFL~ F2

IMopsaok npoBeenist SKCIEPTHON OLEeHKH apMaleBTHYeCKUX OpraHUu3anui,
HHIABHAYIbHBIX [peAIIPHHUMATE/IeH, BK/IHUeHHbIX B peecTp (apMaleBTHYeCKHX
opraHu3anuii, oCyleCTBAAIONMX 0TNYCK JIeKapCTReHHBIX CPeACTB (ecIIaTHO U Ha
JIbIOTHBIX YCIOBHAX

1. DKcriepTHast  oueHKa — (papMalleBTHUYeCKWKX — OpraHu3aluil, HHIAWBHAYaJbHBIX
npefnprHMMarTesiel,  BK/AIOUEHHBIX B peecTp  (apMalleBTHYeCKUX  OPraHu3aiui,
OCYIIeCTB/IAIOMIMX OTNYCK JIEKAPCTBEHHBIX CpeAcTB 0eCriaTHO M Ha JBLOTHBIX YCIOBUAX
(nasee — peectp (apMalLeBTHUECKMX OpraHu3alyiil), OCyiLecTBiseTcss MUHUCTEPCIBOM
3apaBooxpaHenysi CBephioBcKol obnacTu (fanee — MUHUCTEPCTRBO) B C/IEAVIOMUX CIy4aaK:

1) mnocrymneHde WHOOPMallM¥ O HapyuleHW: (GapMalleBTHUYeCKOM opranusauuei,
UHAVBUAYaNBHLIM — HpejlpuHuMAaresieM MpaBWl OTIYCKA JIeKapCTBEHHEIX I[IperapaToB
OecruIaTHO ¥ Ha /IbFOTHBIX YC/IOBUSX (BHETUIZHOBAs TIPOBEPKA).

BHernjiaHoBas MpoBepKa NpOBOAUTCS B TeueHde 30 AHeH ¢ MOMEHTa [ONYYeHHs
MuyHucTepcTBOM  MHGpOpMaMKX O  HapyeHuu  (apmalleBTHUeCKOM  opraHusativeti,
MHIUBU/Ya/bHbIM  IIPeATIPHHUMATeeM TIIPaBW/i  OTIyCKa JeKApCTBEHHBIX IIperapaToR
fecruraTHO 1 Ha JIbI'OTHBIX YUIOBUSIX. B ciyuae npoBe/ieHys BHEILIAHOBO# MPOBEPKH 10 XKanobe
TpaKaHuHa UTOTH TAKOU ITPOBEPKU AOBOASTCS 10 TPAXKIAHKHA;

2) B IUIAHOBOM IOpsfiKe (IJIaHOBas IPOBEpKa).

I1naHoBLIe NPOBEPKH OCYIECTBAIOTCA Ha OCHOBAHWM TOJIYIOJOBBIX WM TOJOBBIX
11aH0B paboTrel MusucTepCTBa;

3) B rIOpAJKe repecMoTpa peecTpa (PapMalleBTHUECKHX OpraHM3aLui,

OJKCHepTHasi  OljeHKa  (GapMaleBTUYeCKOM  OpraHd3aivy,  HHAMBHAYATLHOrO
TIpeATIpUHAMATE/IA B TIOpAKe I[IepecMOTpa peecTpa (apMaleBTUYECKUX OpraHW3aiuiH
TIPOBOJUTCS EXKeKBapTalbHO. .

2. Peectp dapmaneBTHUECKHX OPraHv3alyil TiepecMaTpuBaeTcd ¢ HebH0 TIPOBEepKU
COOTBETCTBHA (hapMalieBTHUECKUX OpraHu3aiul, WHAVBUAYAJbHBIX [peRlipHHAMAaTeNedH
CJIeJVIOLIMM KPUTEPUSIM:

1) nesecoo6pasHOCTE pasMereHus Ha TEPPUTOPUH aIMUHYCTPaTHBHO-
TEPPUTOPHAIBHON  ©JMHMIILl  AOTIOJHUTEBHON  TOMKHM,  OCYLIECTBAAIOHIEM  OTHYCK
JIeKapCTBEHHBIX IperapaToB OecraaTHO W Ha JBFOTHBIX YC/IOBUSX, KOTOPAs OIIpe/esieTcs
COBOKYITHOCTBIO CJIeIVIOMIUX [10Ka3aTeei:

Ha/IMYMe Ha TepPUTOPUH aIMUHHUCTPATHBHO-TEPPUTOPUATLHON e IMHULLI MeAHLIMHCKO]
oprasdsayun  (Irofpasje/ienys MeJMIMHCKONH OpraHW3aluy), OCYLIeCTBASIONEH BBIIHCKY
NBLTOTHBIX peLieliToB;

OTCYTCTBME  HA  TEPPUTOPUM  aAMHHUCTPAaTHBHO-TEDPUTODUANBHON  eIMHMIILI
rOCYAapCTBEHHBIX  YUDOKIEHUH, OJABEJOMCTBEHHLIX MUHHCTEPCTRY, OCYHIECTBISIOIIX
OTIYCK JIeKaPCTBeHHLIX TIPeriapaToB DecyIaTHO ¥ Ha JIbFOTHBIX YC/I0BMAX (/15 OpraHu3ariyii,
He TI0ZBeIOMCTBEeHHbLIX MUHUCTEPCTRY);
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2) Hanvuke v (papmarieBTHUecKoH OpraHu3alliy, MHAUBUAYaIbHOrO IpefIpHHIMATe ]
JULEH3UH Ha JIeATe/IbHOCTE 110 000pOTY HAPKOTHYECKUX CPeACTB, [ICUXOTPONHEIX BeIeCTB U
VX IPeKyPCOPOB, Ky/1bTHBUPOBaHUIO HAPKOCOAEPIKALITUX PACTCHHUH;

3) Hamuve HeoOX0AUMOT O KOMIIEIOTepHOro 060py10BaHus Ang paboTel MPOrPaMMHOTO
obecnevenus;

4) HuiMure HeoOXoAWMONH  MarepuasbHO-TexHuYeckoit 0asbt ¥ oBopyzoBaHMs
07151 pa3fe/bHOrO XpaHeHHs JIeKapCTBeHHBIX IIperlapartos;

5) HannuKe HeoOXOAMMBIX CPeaCTB CBsA3M ((akc, MOJeM, 3/IeKTPOHHAA [TOUTa);

6) Hamuue v (papMalleBTHUeCKON OpraHu3alMy, WHAUBUYAJIBHOTO TIPeATIpHHUMATe A
JIALIEH3UM Ha (DapMaieBTHYeCKyiO JesiTe/bHOCTh HA TOYKY, e OCYL[eCTBAAeTCS OTIYCK
MeKapCTBeHHBIX Ipenaparos HeCiiaTHO i Ha JIBIOTHBIX VC/I0BUAX.

3. JKCriepTHass  OLleHKa  (papMal[eBTHUeCKOM  OpraHW3aliy, WHAUBHAYa/ILHOIO
IIpe/INpUHUMATeIIs] OCYUIeCTBI/ETCSl ClIeHUa/MCTaMK OTe/1a OpraHu3aliiy JIeKapCTBeHHOro
obecrieuerys ¥ (apMalleBTHUECKOH JAesTeNnsHOCTH MUHHACTepCTRa.

4. [To pesynbraraM S3KCIEPTHOR OLeHKW [PHUHUMAETCs pellieHVe 0 [OPOJO/DKeHHH
JeATebHOCTH (apMaileBTHUeCKOH OpraHusauyy, HWHAUBHIYAILHOIO NpelpHHUMAaTe/s I10
OTIIYCKY JIEKapCTBEeHHbIX fIpernaparTon 6ecrinardo # Ha JIbFOTHLIX YCIOBUAX 100 UCKIIOUeHHH
(apMalleBTHUeCKOH oOpraHusalliy, WHIMBUAYANLHOTO TIPeATIPUHHMATENs W3  peecTpa
(hapMalleBTHUeCKHX OpraHu3aliuii.

5. OcHOBaHMAMH s VICK/IFQUEHMSI (apmaLeBTHYeCKOoM OpraHu3anyy,
UHAMBUY&/ILHOTO NIpeANPUHHMATE/IS] M3 peecTpa (papMaleBTHUeCKHX OpraHH3aliil AB/IAIOTCH:

1) rpybele  HapylleHMs €O CTOPOHBI  (apMalieBTHYECKOH  OpraHM3ai[v,
HHJMBUYAIBHOTC TIPeATIpMHUMMATe/IS,, BBUIBJAEHHBIE B XOJE IIAHOBOHM, BHEMVIaHOBOH
IIPOBEPKU.

TIpu 3ToM 1o rpyObIME HAPYIMEHUAMY TTOHUMAKTCS:

HeOJHOKPATHBIH 0TKA3 B35Th PELiENT Ha OTCPOUYeHHoe obecrieyene;

HEOJHOKPaTHOe HapyllleHue IOpsJKa XpaHeH s TeKapCTBeHHbBIX NPerapaTos;

HeOJHOKpaTHOe HapyilleHue IopsAaKa yueTa JeKapCTBeHHbBIX TIpeliapaTos;

HEeOHOKpaTHOe HapyiileHue IIPaBiI OTITYCKA IeKaPCTBeHHBIX TIPENapaTos;

2) He COOTBeTCTBHE KPHUTEDUAM (OHOMY W3 KDWTEDUER), VKa3aHHBLIM B NYHKTE 2
HaCTOSILLEro MOPSJKa, YCTaHOB/ICHHOe B IIODsIKe MepecMoTpa peecTpa (rapMaleBTHUeCKHX
OpraHu3aLya.

6. B ciayyae Hanuuus OCHOBaHMUH JI/IS UCK/TIOUEHMS (GapMalieBTHYecKOH OpraHu3aiuy,
MHAMBUAYAIRHOTO  IpeANpUHuMaTeNst 13  peecTpa (apMaijeBTHUECKMX  OpPraHH3anui,
VKa3aHHbIX B IIYHKTe O HACTOALIEroc IIOpsjKa, CocTapasercs AKT 00 MCKIIOUeHHH
GapMalleBTHUeCcKOl  OpraHusaly, WHAMBMAY&IBHOIO I[IpedIlipUHUMaTeNss M3 peecTpa
dapmalieBTHUeCKUX Opranusaluii no Qopme cornacHo rpuiokernto Nel K Hactogiemy
NOPAZKY (fasee — axT), B KOTOPOM VKa3bIBAOTCS OCHOBAHHUS [T UCKMIOUSHHS U3 peecTpa
(hapmalieBTHUeCKMX opranusaliit. Konmsa akTa BbyigeTcs npefCcTaBuTetio (papMareBTHUeCKoH
Oprasy3alyy, MHAUBUAYAIBHOTO NIpeATIPUHUMATEII,

Hpy OTCYTCTBMM OCHOBaHHM M1 MCKIHOUYeHHS (hapMaleBTHUECKOH OpraHM3alyy,
UHIMBUIYAJIBHOTO  IIPEJIIPUHMMATE/T M3  peecrpa (hapMalleBTHUECKMX  OpraHH3amuii,
VKa3aHHEIX B MYHKTe 5 HACTOSILEro TOPSKa, akT HE COCTaBAgETCS.

7. Ha ocHOBaHMM aKTa CIIeLalucT OT/e/Ia OpraHu3aliy 1eKapCTBeHHOro obecedenns
1 (hapmaLieBTHUeCKOH AeaTelbHOCTH MUHMCTEPCTBA, OTBETCTBeHHLIA 3a BeJeHde peecTpa
(apmaleBTHUeCKUMX OpraHM3alil, rOTOBUT NPOEKT Hpukasa MuHHCTepcTRa. B fJeHb
MOJNHMCaHNA NPUKasa MUHUCTEPCTBA ¥ BHeCEHMs U3MeHeHWH B peecTp (apMaLeBTH4eCcKUX
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opraHuzanui, (QapMaueBTHYeCKOH OpraHu3ailiy, WHAWBHYAILHOMY TIPeATPHHUMATEN |
BCEM 3aWHTePeCOBAHHBIM JIMIAM I10 3JIeKTPOHHOH I10UTe HATIPAR/ISAeTCS YBeAOM/IeHUe C KOmHell
TpuiKasza MUHUCTepCTRA.

8. C momeHTa uCKTIOUeHMA (apMalleBTHUeCKOW OpraHM3alidy, HHOUBHAYAILHOTO
TIpeATNpYHUMAaTe/Is U3 peectpa (papMalleBTHUECKMX Opranusaldil Takas (apmaleBTHYecKas
OPraHU3anus, HWHIMBHAYANbHBIM TpeANpHHMMATENb He BIIpaBe OCYIUIeCTBIATH OTIIYCK
JIEKapPCTBEHHLIX ITperiaparos BeCcryTaTho 1 Ha brOTHLIX YCIOBHSX.



punoxenue Ne 1

K [lopgaky 11poBejeHus
JKCTIePTHOW OLIEHKH
(apMareBTHIECKUX OPraHK3aluH,
VH/IMBHAYa/IbHbBIX
npeATIpUHUMAaTeNel, BKITHOUEHHBIX
B peecTp (GapMaLeBTUUeCKUX
OpraHy3ali, oCyHIeCTB/IOILMX
OTTIYCK JIEKADCTBEHHBIX CPEeACTB
fecraTHO ¥ Ha JILTOTHBIX
YC/IOBUSIX

DOOPMA
AKTA OB MCKJ/THOUEHIM ®APMAILIEBTUYECKOM OPT"AHW3ALINH,
VHIVBUAYANBHOT O IIPEOTTPUHUMATEA U3 PEECTPA PAPMAHEBTUYECKHUX
OPI'AHM3ALINN, OCYUIECTBJISAIOIIMX OTITYCK JIEKAPCTBEHHBIX CPEJICTB
BECITJIATHO W HA JIBT'OTHBIX YCJIOBUAX

(mecTo cocTap/ieHus AKTa) (naTa cocrapyieHusl AKTa)

AKT
OB UCKJTFOUEHNY @APMALIEBTUUECKOY OPTAHM3ALIUY,
WHOIVBUAYAJABHOIO NPEATTPUHUMATEJ/IA U3 PEECTPA PAPMAUEBTUYECKMX
OPTAHU3AIIMH, OCYIIECTBJISAKIIIMX OTITYCK JIEKAPCTBEHHEIX CPEZICTB
BECIITATHO W HA JIBTOTHBIX YCJIOBUAX

Ha ocxoranuw riyHkTa 6 [Topsaxa npoBeeHys SKCIepTHON OLeHKH (papMalieBTHYeCKHX
oprasusaiul, — WHAWBWAYAJLHBIX  Ope/TIpUHMMATesied,  BKIIOUEHHBIX B peecip
(hapMalleBTMUeCKVX OpraHu3alyi, OCYHIeCTBASIOIIMX OTIYCK JIEKApPCTBEHHBIX CpelicTB
fecrilaTHO ¥ Ha JIBTOTHBIX VC/IOBMSIX, YTBED)KIEHHOro IipukasoM MuHucrepcTBa
3gpaBooxpaHenys Ceep0BCKoH obacTy oT Ne , COCTaBNeH HACTOALLKH
aKkT 00 MCK/IHOYeHUH

{110/1HOe HauMeHOoBaHHe (papMal|eBTHYECKOH OpraHv3aliy ¢ YKazaHueM
OpraHKU3di¥OHHO-TIPaB0B0M (POpPMbI)

HOPUAVUECKUH aapec

13 PeecTpa anTeuHbIX Oprasu3aLii
(HaMMeHOBaHUe [POrPamMMb! JILIOTHOIO OTITYCKA

B COOTBETCTBHH € HOPDMATHBHBIMH AOK}’MEHTEMH)

AKT cocrasned (Hy)XHoe BbIOpaTh) TO pe3ynpTaTaM IUIAHOBOHM NPOBEPKW/IIO
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pesy/pTaraM BHEIUIaHOBOM TIDOBEDKW/B IIOpsifiKe TiepecMoTpa peecTpa (apMalleBTHUeCKHX
OpraHu3aLi.

OcHoBaHue AJEA UCKITIOVeHEA @&pM&uEBTH‘IECKOﬁ Opranrsaiivii;

OKCIIepTHAsE  OLieHKA  OCYIIeCTBIAMACh  CTeHMaUCTaMy  OT/esa  OpraHM3allviu
nekapcreeHHore ofecnieueHus ¥ QapMALeBTHUECKOM — AesTenbHOCTH  MMHMCTepCTBaA
3apaBooxpaHerus: CBepAOBCKOM 0BIacTy B COCTARE:

/ /

JOJKHOCTE MOATINCE PHO
/ /

JO/DKHOCTE TIOAIINCE Q1O
/ /

[O/DAKHOCTD TTOJAIHCE DGUOG



