denepanbuas cIyk0a Mo HAI30py B chepe 31paBoOXpaHeHHs
Teppuropuaibuelii opran ®enepanbHOH cary:x0bI 0 HaI30pY B cdepe 31paBooXpaHeHHs 10
CTaBponoJabLCKOMY Kparo

(HaI/IMeHOBaHI/Ie oprasa rocy1apcTBCHHOTO KOHTPOJA (Haﬂ30pa) HWIIK OpTraHa MYHUITUIIATbHOTO KOHlpOIIH)

c. JlepbeToBKa « 25 » cenrsiop 20 20 1.
(MECTO COCTABIICHUS aKTa) (nara cOCTaBJIEHHUS aKTa)
11 gac. 00 mun.

(BpeMst COCTaBICHHA aKTa)

AKT IMPOBEPKH
OpraHOM rocyIapcTBEHHOI0 KOHTPO/Is (HaJ30pa), OPTaHOM MyHHIUIATEHOT0 KOHTPOIs

IOPHINYCCKOTO JIHI A, HHINBHIY AJBHOI0 IpeAIPHHUMATEIISI
Ne 111

ITo agpecy/anpecam:

MecTo HAXOXICHHS IopHamueckoro imma: 356705, CraBpomoibeKuil Kpai, ATIaHaceHKOBCKUHI
paiton, ¢. JlepberoBka, yi1. Kpacnas, 1. 39.

MecTo (HaKTHIECKOrO OCYIIECTBICHUA MeJMIMHCKOR fedrenprocTd: 356705, CraBpononbekuit

Kpaii, ATaHaceHKOBCKuit paiion, c. JlepbeToBka, yi. Kpacnasd, 1. 39.
(MECTO MPOBENCHNS TPOBEPKH)

4 OCHOBAHWM: TIPUKa3a pyKoBomuTens TeppuTopHanbmoro oprana denepanbHoH CITyKOBI 110
Ham3opy B cdepe 31paBooxpaneHus 110 CTaBpONOIBECKOMY Kpato (manmee — TeppuTOpHANbHbIA OpPraH
Pocampapaanzopa no Crapomonsckomy Kpaw) "A.Jl. ABTOHEHKO OT 03.09.2020 Ne 332-o/p «O
IIPOBCACHUH BHEILIIAHOBOM BBICBJIHOﬁ TIPOBEPKHU IOpUJAYICCKOTO JTHLa».

(BUZ MOKYMEHTA ¢ YKa3aHHEM PCKBU3UTOB (HOMED, Jata))

OplTa TIpOBCACHA BHEILIaHOBAas BBIC3THAA ITPOBEPKA B OTHOIIICHUH:
(mmaHoBAs/BHEINIAHOBAS, JOKYMEHTAPHAS/BbIE3AHAs)

TOCY/apCTBEHHOTO OFOJUKETHOrO CTAllMOHAPHOTO  YUPSKICHHS COIAAILHOr0 00CTyKUBaHUS
nacenenus «JlepbeTOBCKHMI JETCKHH JOM-HHTEPHAT Ul YMCTBEHHO OTCTalbIX JIETCH). Coxparrentoe
nanvenosarne ([BCYCOH «JlepGerosekuit I »), UHH-2602000266, OI'PH-1022602623669.

(HaHMCHOBAHHUE IOPUIMHYECKOTO anua, (bamunus, M, OTHECTBO (nocneaHee - npH HaTHYHI)
HHAMBHYANbHOTO NPeAnPHHUMATEN)

Jlata 1 BpeMs 1poBejienus mposepkn: ¢ 04.09.2020 no 25.09.2020.

Boie3a mo agpecy: 356705, CTaBpomoIseKuil Kpaii, ATaHaCeHKOBCKUH patoH, C. JlepbetoBka, yiI.
Kpacnas, a. 39.

11.09.2020 ¢ 10 gac. 00 mum. 70 15 wac. 00 MUH. 10 MOCKOBCKOMY BpeMeHH. IIpoI0KUTEIbHOCTD
5 gacos.

25.09.2020 ¢ 09 gac. 30 muH. o 11 gac. 00 MUH. IO MOCKOBCKOMY BpeMeHH. [IpogomKkuTeIbHOCTD

1 gac. 30 muH.
(SaHOHHﬂCTCH B cnyqae HpOBCL{CHI/IH ﬂpOBepOK (I)I/IJ'II/IB.IIOB, HpeZ[CTaBHTeJ'ILCTB, 060C06HCHHLIX CprKTypHBIX noz[pasﬂeneHuﬁ IOpI/IIII/I‘IQCKOI‘O
Jna Uiy npu OCyIJJeCTBJ'IeHI/II/I JCATCIIBHOCTH HHﬂHBHZ{yaHBHOFO HpeﬂHpI/IHI/IMaTCJTS{ I10 HECKOJIBKUM az[pecaM)

O0miast mpoAOIHDKUATEILHOCTE IPOBEPKU: 2 pabounx s/ 6 yacos 30 MUH.
(pabournx AHEH/1acoB)
Axt cocrasnen: TepputopranbhbiM opramoM Pocsapasranzopa mo CTaBponoahcKoMy Kpato

(HaHMCHOBaHHC oprasa rocy1apCTBEHHOTO KOHTPOJIA (Hazisopa) HJIY OpraHa MYHULIMTIAILHOTO KOHTpOHﬁ)
C xomumell pacloOpsDKCHUS/IIPAKa3a O TPOBEJICHUN IIPOBCPKU 03HAKOMIICH(BI): (3am0oHscTCS IpH
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CHHUA }"BGI{OMJICHI/Iﬂ C HpI/IKaSOM Ha BHGKTPOHHYIO Io4ary:

111, HHAIHMAIIBL, TIOITHCE, 1aTa, BpeMs) |
_ ro 3AMECTUTEI]) O COTIACOBAHMM TPOBCICHMA TIPOBEPKH:
Ak WMCIIOTHCHYSA [TOPYHCHHIA amectutens [Ipencenareia
[IpasuTenbeTBa POCCH 5 %R [oymkosoit ot 03.02.2020 No TI-1112-580 u IlopydcHEs
denepanbHON CITyKORE ; fc 31paBOOXpaHEHMA OT 19.02.2020 Ne 02BII-7/20 «O
HpOBEICHUN B 2020 reZ AT LBLIE PP BEPOK [ICHXOHEBPOJIOTHYECKAX HHTEPHATOB, B TOM 9HCIE
JETCKUX», B paMKax “gCHIIC S IeH3MOHHOTO  KOHTPOIA MEIWIIIHCKOR IesTeIbHOCTH,
roCy/1apCTBCHHOIO KOHTPO b aigroess 6e30MacHOCTH  MEJMITHHCKOH AesATeNbHOCTH, dbenepanbHOTO
rOCY/IapCTBEHHOr0 HA30pa B chepe OOpamens TEKapCTBEHHBIX CpeJICTB, TOCYIaPCTBEHHOTO KOHTPOJISL
3a NOpameHHeM MEIUIUMHCKAX pm3menuity, llopydeHns ®enepanbHON CTYXKOBI 1O HAIBOPY B chepe
B3/IPABOOXPAHECHHSA OT 23.07.2020 Ne 01 BII-51/20.

TBCYCOH  «JlepOeToBCKUH JUUIN» otHOCHTCH XK KaTeropuy HHU3KOTO PUCKA HapyIeHuA

00g3aTEIHHBIX Tpe6OBaHﬂﬁ (Me)II/HII/IHCKa}I ICATENBHOCTD, MCIUITUHCKNC I/IBIIGJII/ISI).
(3anonHseTCs B Cilydae HEe0GXOAMMOCTH COTIIACOBAHMUS TIPOBCPKH € oprasamy POKypaTyphl

JInmo(a), TPOBOJMBIICE IPOBEPKY:

[lamuuepa Ombra  BacwibeBHA = crapIuui roCyJapCTBEHHBI ~ MHCIIEKTOP oTrena
FOCYIaPCTBEHHOTO KOHTPOJIA opraHu3aluy MeJMI{HCKOM TTOMOIIY HACCICHUIO TeppuTOpHAIBHOIO
oprana PocsipapHan3opa 1o CTaBpOTOIHLCKOMY Kpato;

I'yupkuna Bepa HukonaesHa — FIABHBIH  CHEIMATHCT-3KCIEPT OTACHd MOHMTOpPUHT2 U
rOCYIAPCTBEHIOI0  KOHTPOIIA kaduecTBA  MEMIMHCKOM  TIPOAYKIHMH TeppUTOPHAIIBHOTO  OpraHa

PocsapasHan3zopa 1o CTaBpoTONLECKOMY KPAFOIO.
(pammins, UMsi, OTIECTBO (mocneanee — Mpu HANMIAH), JOJKHOCTh JOIDKHOCTHOTO mmna (I0KHOCTHRIX JIVLL), HpOBOI[I/IBIHGFO(I/IX)
TpoBepKy; B CIyHae MpusietcHus K YY4CTHUIO B IPOBEPKE JKCHEPTOE, SKCTICPTHBIX OPraHN3ALMI YKa3hBAOTCA dpamuiniy, MMCHA, OTIECTBA
(mociensee — NpU HATWIHH), IOJDKHOCTH SKCIIEPTOB /AT HaMEHOBaHMA SKCIEPTHBIX OpraHM3aLii ¢ yKAa3aHUEM PEKBUIUTOR
CBUETEIRCTBA 00 aKKpEAWTALMM 1 HAMMCHOBAHME OPraHano akkpeuTanun, BHIIABIIETO CBUCTENBCTBO)

IIpyu IPOBEJICHUE TPOBEPKH IIPUCYTCYBOBAIIH: JIAPCKTOP 'BCYCOH  «JlepOeToBCKui JUA»
Crynenuxuna H.B.

(dhavuimst, UMsi, OTUECTBO (nocnepHee — Py HATMauK), IOIDKHOCTh PYKOBOJMTENS, HHOTO JOIDKHOCTHOTO JTHIA (z[onncHOCTHLrX JINIL) UK

YIIOMHOMOUEHHOTO TIPEJCTABATELA JOPUAMYECKOTO JIMIA, YIIOBOMOYEHHOTO NPe/ICTaBUTEIl HHIMBALYATLHOTO IPEATPUHUMATEILL,

YIIOTHOMOUEHHOTO MPEACTABATEN caMoperypyeMoii opranusaniy (B cydae MPOBC/CHMS IPOBEPKH qleHa CaMOpPEryTApyeMoii
opraHu3alui), IPUCyTCTBOBABILIMX TIp¥ [POBEACHAN MEpOTPUATHIL O HPOBEPKE)

I'BCYCOH «/JlepOeToBcKuit TV nmeet JIeHCTBYOIIYIO JTUICH3MIO Ha OCYIIECTBJICHHUC MEIAIAHCKON
eATeTBHOCTH OT 11.04.2016 Ne JJO-26-01-003511, BHLIAHHYIO xomureToM CTaBpOIOIBCKOro Kpad Io
MUIIEBONA U niepepabaThIBaroLIeH [IPOMBILLIEHHOCTH, TOPTOBIIE 1 JUTICH3HPOBAHUIO.

B TI'BCYCOH «JlepOeToBCcKuit JIIV» nMeroTest OMEILCHHIA AT OKa3aHMs MCEIUIIPHCKON IOMOIIA
POKUBAIOIIMM B COOTBETCTBHM C AeHCTBYIOIIEH NALECH3UCH.

[IpejcTaBoenbl  JOKYMEHTBL, [TOJITBEPYK/IAIONTNE  MCHOIB30BAHNC Ha 3aKOHHOM OCHOBaHUHM
MEIUIEHCKOTO 00pyHOBaHys U M3IeNMi MEIAIMHCKOTO HasHATCHIA HaxoJAmIerocs B yIpexICHUH. Ha
METATIMHCKOE 000pY/IOBAHEE 1 M3ACHA Me/AIMHCKOT0 Ha3HAueHMs! IPEACTaBICHb! pErucTPaOHHbIC
yAOCTOBEPCHUA K cepruduxarsl. OCHANICBUE KAGMHETOB  COOTBETCTBYET YTBEPKICHILIM TTopsaakam
OKa3aHs M IMITUHCKOM TTOMOMIH HACSICHHIO.

Texunueckoe 00CITyKUBaHIC METMITMHCKON TEXHUKH OCYIIECTBIACTCA Ha OCHOBAHUU JIOTOBOPA.

[IpuKasoM IUPEKTOpa yTBEPIKACHO wrratHoe pacrmcanue. COrAcHo TIpeICTABICHHEIM PACHCTHLIM
BEOMOCTSIM 32 SIHBaph-aBryCT 2020 B yupexCHAEA 0DecrcueHa BO3MOKHOCTH OKa3aHU MeTUIAHCKON
[TOMOIITM HACEIECHUIO 110 BUJlaM pabor (ycnyr) B COOTBETCTBHIH JICHCTBYIOMICH JAIICH3HEN.

JIMeroTcs JIOKyMEHTBL  Y4eOHBIX 3aBejICHUM, IOJTBEPKAAIOMHE 6a30Byl0 H IIOCIICAMIIOMHYIO
[IOJITOTOBKY Bpadeil, ¥X COOTBETCTBHC KkBam(uKalHOHHBIM TpeGOBaHMAM HPETYCMOTPCHHBIX OPUKA30M
Mumnsapaa Poccun OT 08.10.2015 Ne 707u «OO0 yTBEPKACHAN KpanuprKanOHHbIX TpeGoBanui K
MEUMIMHCKAM ¥ (papMalleBTHICCKIM paboOTHEKAM C BBICIIUM oGpa3oBaHUEM 10 HAMPaBICHHIO
[OATOTOBKA «3PaBOOXPAHCHAC 1 METUIMHCKIE HAYKHY.

TIpescTaBIeHbl JOKYMCHTBL, periaMeHTUPYIOIIHC OCYIIECTBICHAE BHYTPEHHETO KOHTPOJIS KayecTBa
7 Ge30ACHOCTY MEIAIMHCKOM e TeIBHOCTH.
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TIpuKa3oM [MPEKTOpa * YTBEPIJICHO JlonoKerHe 06 OpraHM3alUuH COLHAIBHO-METUIIHCKOIO
o0cTy)XKuBaHUA B I'BCYCOH « Jepberorcxuit JJIA» | [MonoXeHre 0 BHYTPEHHEM KOHTPOJIC KaueCTBa
i Ge30ITacHOCTH MEIUIUHCKOMR JCATCIBPHOCTH. HaszHageHo OTBETCTBEHHOE [OJDKHOCTHOE JHIO 34
IIpOBEJICHHAE KOHTPOIA KauecTsa 1 6e30MaCHOCTH METUITAHCKON AeATCTBHOCTH.

B xome MPOBEPKH COOIOJCHAS Bakoma P® ot 02.07.1992 Ne 3185-1 «O TICHXWATPHIECKOH
[OMOIIM ¥ TApAHTHsSX Mpap IPaiiaH Hph €e OKa3aHUWY, IUIEH3MOHHOTO KOHTPOIL METAITHHCKOR
NESTEIBHOCTH, MOPSAKA HIPOBCACHM JUCTIAHCEPU3AIAr IETEH-CUPOT I jeTel, HAXOMIIIUXCs B TPy THOH
KU3HCHHOM CHTYAIld, HAPYIICHAH HE BBLIBJICHO.

B xoje HPOBEICHHs MPOBEPKU BBIABICHBL HapyIeHAs 00s3aTeIbHBIX TpeGoBaHul WK TpeboBaHuH,
YCTAHOBIICHHBIX MYHHIMIIATLHBMI IIpaBOBBIME aKTamMK (C yKasaHHCM OJIOKEHNH (HOPMaTHBHBIX)
IPABOBBIX AKTOB):

1. 11.09.2020 ¢ 10 wac. 00 muH. 10 15 gac. 00 MHH. IO MOCKOBCKOMY BpEMCHH, 110 ajpecy:
356705, CTaBpoONOJILCKHil Kpau, ATIAaHACEHILOBCKH paioH, C. JlepOeToBKa, YL Kpacuas, 1. 39,

B HapyuieHHE TpeOOBaHMi IMYHKTA 46 1lpasmin HagIeKamed IPakTHKA XpaHEeHHS W IEPEBO3KH
JIeKapCTBEHHBIX [penaparos AL MEIUIMHCKOTO [PAMEHEHHs, YTBEPKACHHBIX IIpukazom MuH3IpaBa
Poccun or 31.08.2016 Ne 646m B mporecce MPHEMKH JNIEKapCTBEHHBIX IIPEIapaToB pabOTHUKAMU
cyObekTa 00pamieHus —JICKapCTBCHHBIX npenaparoB He TONTBEPKICHA IpoBepKa COOTBETCTBHS
[IPAHMMAEMBIX ~ JICKAPCTBECHHBIX npenaparoB TOBAPOCOMPOBOJUTENHHOM  TOKYMCHTAIMH o
aCCOPTHMCHTY, KOJIMIECTBY U KadCCTBY, COGTIOICHVIO CIIETMAIIbHBIX YCIIOBUH XPAHCHUA.

K mpoBepke NpECTaBICHBI MPUXOTHBIC JTOKYMEHTBI 1I0CTaBIIMAKOB, [OTBEPIK/IAIOMINE TOCTYILICHUE
OpUHATHIX B I'BCYCOH «Jlep6erosekuit JIZIA» JICKapCTBEHHBIX penapaTop L MEIUITHHCKOTO
HPUMCHEHHSL

- Tosapnas HaxaaHasd Ne382 ot 04.06.2020 mocTaBHIKK 000 «Burar-Anreka Ne290 monydarenb
TBECYCOH «Jlepberonckuit JUTH», MOATBEPKIAOIIAs  TTOCTaBKY 1 HapMEHOBAHUS JICKAPCTBCHHOTO
npemnapara Juis MEMIMHCKOI0 IpYMCHEHHS Ha CYMMY 277,43 py0.;

- TosapHas HaxIazHas PT-88 or 05.08.2020 mocTaBIIUK 000 «Butar-Antexa Ne290 moirydateib
I'BCYCOH «Jlepbetosckuit JUIH», MOATBEPIKAAIONIas OCTaBKY 7 HAUMEHOBAaHMU IIEKAPCTBEHHBIX
IpernapaTos JUIs MEIMIUHCKOTO IpUMEHCHUSI Ha CyMMY 1479,00 py6. u Ap. '

B xoje NPOBEpKH YCTaHOBIJICHO, HTO CIeIMANMCTAME MEIMIMHCKOH Oprafu3arii TUCHMEHHO HE
TIOATBEPAKIEH, COOTBETCTBYIONIMMHE 3aITHCAMH B XXypHAJIE I[PUEMOTHOTO KOHTPOIL daxt, OCyIIECCTBICHAN
IpUEMOYHOT0 KOHTPOJIL, [HOCTABJICHHBIX B MEIMIIMHCKYIO OpraHH3aluio 'BCYCOH «JlepOeToBCKHi
JUIA» JeKapCTBCHHBIX MNPEHaparos no maknagueM Ne382 oT 04.06.2020 u PT-88 or 05.08.2020
TOBAPOCOTPOBOMUTENBHOM JOKYMEHTAIMH 110 ACCOPTHMEHTY, KOJIMYECTBY M KAHECTBY, COOJTIOICHUIO
ClIeNMATbHBIX YCIOBUM XPAHCHUS.

ComacHo MOJOXKEHHI0 9acCTH 1 crareu 53 dejepanpbHOrO 3aKOHA P® ot 12.04.2010 Ne 61-@3 «O0
0Opallenyy TeKapCTBEHHbBIX CPEICTBY OpraHu3alMy ONTOBOH TOPrOBIA JIeKapCTBCHHBIMH CPECTBAMU
MOTYT OCYHIECTBILATD POAAKY JNIEKApCTBEHHBIX CPCICTB A THeperaBath HX B YCTAHOBJICHHOM
aKOHOATENHLCTBOM Poccriickoi denepaniy TOpsKe MEIUIIIHCKAM OpraHu3alysM.

B coOTBETCTBUM ¢ TPEOOBAHWAMM TI. 26 Tlpukaz Munsjpasa Poccun OT 11.07.2017 Ne 403nm «O6
YTBEPXKICHAN [IPaBMIl OTIYCKA JIEKapCTBEHHBIX TPEIapaTos I/ MEMIUACKOTO IPUMEHCHHS, B TOM
ggce  MMMYHOOMONOIMHYECKUX  JICKAPCTBEHHBIX mpenaparoB, — anTCYHBIMK OpraHu3ausIMy,
MHIMBAAYATBHBIME  TPSANPAHAMATEIAMH, AMEIOMMMHE ~ JIMICH3MIO  Ha (apMareBTUIeCKyo
JEeATENBHOCTE)  JIOTYCKAETCsT  OTIYCK JIEKApCTBEHHBIX TPEHaparos 10 TpebOoBaHUAM-HAKII(HBIM
ME/UTIMHCKIX ~OpTaHM3aui ¥ MHMBIIYATIbHBIX npennpEHAMAareiel, HWMCEFOIIHX JMICH3UIO HA
MEAIIHCKYIO JESTeIBHOCTD.

BMecTe ¢ TeM IIPH OTMyCKe TeKapCTBEHHBIX MPEIapatos /3 AITEYHON OpraHW3aLMA 110 TPEOOBAHMIO-
HAK/IAIHOW HEOOXOIMMO YYHTHIBATH TONOKCHIA gqactit 1 crateu 55 @enepadbHOro 3aKoHa P® or
12.042010 Ne 61-®3 «O6 obpamenun JIEKApCTBEHHBIX ~ CPEZCTB» O  TOM, yTO AITEeIHBIMHU
OpraHM3aLMAMHE, UMEIOTIMMH JIIEHSIIO Ha (apMaleBTHUECKYIO JEATeIbHOCTD OCYIIECTBIIACTCS
pO3:AMYHAs TOPTOBIA JIEKAPCTBCHHBIMH IpenaparaMi B KOIMYECTBAX, He0OXOIUMBIX U1 BBITOJIHCHUA
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BpaicOHBIX (q)enbzxmepcm/lx) Ha3HAuCHWH, a TAKoKe MOJIOXKCHHUA 1. 3 mpukaza Mwunsjapasa Poccunt oT
14.01.2019 N 41 «O06 yrBepKacHAR HopsiAKa HasHAICHUA JIeKApCTBEHHBIX  TIPEapaTos, bopm
pelenTypHbIX OIAHKOB HA NeKapCTBEHHBIE TIPerapaThl, MOps/Ka odopMITeHHs YKa3aHHbIX OIIaHKOB, HX
yuyeTa W XPaHCHHA» O TOM, 1TO CBeJCHHS O HA3HAYCHHOM, ¥ BBITACAHHOM NeKapCTBEHHOM IIPETapare
(HaUMEHOBAHNME JIEKAPCTBEHHOTO mpenapara, pasoBas /032, criocod ¥ KpaTHOCTh IpHeMa M,
JIATEIBHOCTh  Kypcea, 0GOCHOBAHME HA3HAUCHHsS JEKApCTBCHHOTO nperapara) yKasbBatoTCd B
MeIUIEHCKON KapTe NarueHTa. .

B cOOTBETCTBHHM € TPeOOBaHUAMA 1. 5 Tlpukaza MuH3paBa Poceun ot 14.01.2019 Ne 4n TpeOoBanue-
HAKIaTHas Ha TONyYeHHE JEKapCTBEHHBIX mperaparop IpU OKa3aHuH MEIAITMHCKOA IIOMOIIA B
CTAIMOHAPHBIX YCIOBHAX NOJLKHA HAPaBILITHCS B Al TCIHYIO oprasu3aluio, SBIIAFOTIENCS CTPYKTYPHBIM
HozpasJieneHueM MeIAIIHCKOM opranu3aliii
B coorsercteuu ¢ I 26 [lpapui OTIycKa JIEKapCTBEHHBIX IIPENApaTos, OTIyCK JEKapCTBCHHBIX
IIpenapaToB B MCIMIIMHCKHAC OpraHu3aliy OCYIIECTBIACTCA HA OCHOBAHHMU TpeOOBAHMI-HAKIAHBIX,
o(hCpPMICHHBIX B COOTBETCTBAN € MHCTpyKIHel 0 TIOPS/IKE BRIIACHIBAHNA JIEKapCTBCHHBIX IPENapaTos 1
odopMiIeHHS ~ PELENTOB M TpeGOBaHAN-HAKIIAIHBIX, VTBEPXKJIEHHOH ~NPUKA3OM MuHHCTEPCTBA
3/[paBOOXPAHEHHS 1 COLHATBLHOTO pasBUTHA Poccuiickoit @enepanuu OT 12.02.2007 Ne 110.
B COOTBETCTBHH € TPEOOBAHUAMH IL. 3.2 Tlopska opOPMICHHAL TpeboBaHNN-HAKTATHEIX B AINTCYHYIO
OpraHu3alMo HA TOIYICHHE eKapCTBEHHBIX ~ [IPENaparos  JULd MEIWIUHCKAX ~ OpraHu3aIuy,
YTBEPHKICHHOTO IPHIIOKCHACM TIpunoxerne Ne 13 x I[Ipukasy MuH3APABCOLPA3BUTHA Poccum Ot
12.02.2007 Ne 110, npu BBITCHIBAHUM JleKapcTBEHHOIO mperapara A MHIABHLYAIHHOTO OOJIBHOTO
JOIIONHUTEILHO B Tpe6OBaHHn-HaKnanHoﬁ yKa3bIBaeTCs €ro amunisi ¥ MHALAAIBL, HOMED HUCTOPUHA
GOone3HM.

B mapymicHue TpedoBaHmil n.3.1. m 1.3.2. mopsjKa ohopMICHU TpeGoBaHAN-HAKNAHBIX B aITeYHYIOo
OpraHu3anuio 000 «Butan-Anteka Ne290 ma MOQydeHHE JIEKapCTBCHHBIX npenaparoB Ul
MEJIUIUHCKIX opraHu3alyil, yTBEPKICHHOTO ITpuka3 MuH3/paBconpasBuTHi Poccum oT 12.02.2007 Ne
110 B Tpe6OBaHI/Ie-HaKJIaI[HOﬁ I'BCYCOH «JlepbeToBeKui JJI» ot 18.02.2020, ot 14.04.2020, ot
04.08.2020 IpUHATHIX H 00CTYKECHHBIX B 000 «Butar-Anrexa Ne290 0TCyTCTBYIOT
- (aMMa ¥ WHUIAAIIEL GONBHOr0, HOMEp HCTOpHH OONe3HH A JledeHns KOTOPOTO 3aTpeOOBaHbl
JIeKapCTBEHHBIC IpeIaparhl.

Taxum oOpa3oM, 3aKyllka NEKapCTBEHHBIX  IIPEIaparos B AMTEUHON OpraHM3aly - Wik -y
MHMBHIYATBHOTO TPEAIIPUHAMATCIL, AMEIOWIEro IMIEH3Mo Ha (apManesTHIecKyIo NEITEeNIBHOCTD,
MOXET OCYHIECTBIIITBCS TOIBKO B paMkax pO3HUYHOMA peanusalid 1 COOTBETCTBEHHO B 00BEMax
MMEIOITIXCS  METUITHHCKAX HasnagcHui. JICHEXHBIE CpejicTBa B ClyHac pO3HIYHOM peanm3ari
JleKapCTBEHHBIX MPENaparTos J0/DRHEL [IOCTYIATh B Kaccy IpoaBa.

(c yKa3aHueM XapaKTepa HAPYIICHMA; UL, 10Ty CTHBIIAX HapyLICHHS)

BbISBIICHBI HECOOTBETCTBUSA CBeJIeHHIl, COMEPKAITAXCS B YBEJOMIICHIH 0 Hauajie OCYIIEeCTBICHUA
OTHENBHBIX BANOB HpeILHpI/IHI/IMaTeJIBCKOﬁ JEATETBHOCTH, 00s3aTe/IbHBIM TpeGoBaHuAM (C YKasaHHCM
ONOKeH i (HOPMATHBHBIX) HPABOBBIX aKTOB): He BBISBJIEHBIL.

BBIABIICHB! (DAKTHl HEBBIIOTHCHUA IpeIACcanyii OpraHoB rOCYapCTBEHHOTO KOHTPOJIA (Ham30pa),
Opra’HoB MyHHIUTIATHHOTO KoHTposs (C YKa3aHWueM PEKBU3UTOB  BBIIAHHBIX Ipeucanuil): He
BBIfAIBJICHDL.

3ammch B JKypHa ydeTra MpOBEPOK JOpHINIECKOro JIMIa, MHAABAAYAJIBHOTO MPEIIPUHAMATCIL,
TIPOBOJUMBIX OpTraHaMK rOCyIapCTBEHHOTO KOHTPOJIA (Haj30pa), OpraHaMu MyHHUIUIIATEHOTO KOHTPOILA
pHecena (3amoHseTes Py POBEACHIN BBIE3/HOM POBEPKH):

(noamuch TIPOBEPSIOMIETO) (MORMMCH  YIIOMHOMOUCHHOTO [IpeJICTaBATENA  IOPUAMTIECKOTO Mg,
WUHIMBHLY ANBHOTO [peIIpUHIMATENS, ero YIIOJTHOMOYEHHOTO
peaCTaBUTENs)




h

Hp.OBepOK IOpHITIECKOT0 jgvna, HUHIMBALYAIBHOTO HpeHHpI/IHI/IMaTeJISI,

Kypran yuera
(Ham30pa), OpraHaMu MyHHMITHTIAIBHOTO KOHTPOIL,

[IPOBOIMMBIX OPraHaMM IOCY[apCTBEHHOTO KOHTPOJIA
OTCYTCTBYET (3aIOJHsETCS IPH POBCICHIH BBIE3/THOM TPOBEPKH):

(11OAIMACE IPOBEPSIOLIETO) (oAmHMCh  YTIOTHOMOYEHHOTO  NPE/ICTABUTE/L JOPUIMYECKOTO  JIMIA,
AHAMBALYATEHOTO NpEIIPUHUMATEIL, ero YIIOTHOMOYEHHOTO
IIpENCTABHTEsA)

Tloamucu u1l, IPOBOJAUBIINX IIPOBEPKY: -
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(_MA »C  gkroM TIPOBCPKI  O3HA wieH(a), KOIHIO aKTa CO BCC)
s (zaz%’fﬂzéf %MM/ZMZZ o, [
2 / j rd <> ’V . IR G,

d

(thaMmims, MM, OTIECTBO (MOCIEAHEE — IPU HAMYHH), IOJDKHOCT!
[IpeACTABUTENA IOPH/IMMECKOTO MLA, MHAMBHYaILHOTO Tpe IR
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