TeppHTOPHATLHE OTIET Viparieris PenepalkH pif cryidn M0 HANZOPY B cpepe SANTATH IPAH
norpefuienci W Gnaronoiy s yenapeka 10 Cavapcxod of1acTd B T Crrpanaon
{ HEHMERCGEAHAE OPrEHa TOCY ARPCTHEHHOID KDHTPOM {namopa))

446304, Camaperas 000aCTh, .

Orrpanshti, yi- [Tepaomaiickas, 20 “02 " ceATAbpE 019 r
{MCETO COCTaRICHIA AKTIL) {1ATA COCTABNCHWA AKTA)
16-00

(RpEMA COCTUBICHHA AKTA)

AKT ITPOBEPKH

OPrafoM rocy 1apeTBeHHoro KOHTPOAN (HALI0PA) 10 PHARMECKOID ML, HHIHBHAYAILHOTO

npeAnpHiTHEMaTe

Ne 19/4-05-07/ 329
Mo agpecy/anpecam: 446396, Camapckan ofinacTs, [lox pucTHeRCcKW  pailon, €. CTIONHHE, Y. [ofen, 316
{MCCT TRpe I HEA NPOBEPER] - ' '
Ha oOcHOBAHMH: DACHIODHMCHHA . Nel9/4-05-07/259  oT (2.08.2019r,  3aMeCTHTENR DYEOBOINTEL
VIpaRneHH Pocnorpenmasopa o Camaperol 001acTH [HepeTneroil CreTnaHbl APKATHERIN

(B ACEVMEHTIL © YRRIIIACH Pt iTT (HodEn, 3aTal)

BEuia TPOREICHA BEEMTAHODAL BLICH1HAT POEE[KE B OTHOMEHMHIE
ooy iaperBeEHore DIomHKeTHOrN ofneetpaloBaTENLHOID vapes ey Canmapekof obnacTs OCIIORHOH
pmgﬁ_m}m;wﬂﬁﬁ mEQIEL €. CTIOXHHOD [ToXnHCTHEBEKOTD PaioHa Camapcroil ofIacTH, HHH

e

6372019563, OTPI1 1116372001393, OKBI1L 85.13; 85.11

[HAMMENDEIHIE pHIPRECENTD N, BnMEEHA, o, OTRECTRD {NMECIELRE — QI L
FILTHEHIY R ApEANpEEHTIE ]

Tlara B BpeME TIPORSISHHR OpOREPKH:

“ 15 " __BBrycTa 2019 r.e 13 mac, 00 MHH 0 14 uac. 00 wus. TIpoAomaHTCIRIOCTE LIS

02 centalps 2019 r.c 15 wac, OO MmAmR A0 16 e, 00 MBH, [poeDEKTENhHOCTE 11,

TR NALTEE B ARG MpUEEREIIe TR |‘t|||.lr||.|.l1l:ln. npi;_"r-mhﬂltﬂnm, odnoolinEnms CTRYKTYPHHER |||_-_r|1'|n.'|;|.|;||¢|||.rﬁ AN D JIHLER BT T
OEVIMETRIZANE JSATEALHIETH FEHAMBILEYLIL O [0 TR AP HRAETENE 1 HECKUABKIM mipezas]

(fmad TPO/IOIEHETE BHOC TR TPOBEPIGE. € 15.08.2019r mo 02.09.2019 1. 2 pafounx rall yaca
{pafiouuy THERac08]

Ayt cocTasnen: B TepprTopHa/bHOM OTIE e YnpasneHua Pocnorpebpansopa oo Canvapckoil 0faacTH B
r, OITpadimon ,
{ HANMEHORRHHE OPTLHL rocy JApCTUEHHDNG KOHTPOIR {1ianzopal)

C womnmell pacTopAkCHHATIPHKE3M O NPOBCISHHH MPOBEPEH OIHAKOMICH(EL): (3RN0IHACTCH NP (POBSIEHIR

phieaiEoE npORepKH)

W.o. aupektopa Emrrmna JloGoRE Huxonaesna 02.08.2019r. 119.00 Mus. _/‘!:? NP 2l A
(e, AW, FEHE, TR, npEsA)

JlaTa i HOMEp PELIEHNA TPOKYPOP {ero 3MECTHTCNA]} O CUT/IACOBAHIH [poBEleHKE NPOBEPRR:
(FARONHAETEA B RO T LT NRCOEAHHA IR BEpEH & gprEavi NCEPETY L)

Thano(a), NpPOBOIHBMIEE  TROBEPIY. CAARAEN  COCMEANACT-IKCOCPT TEpPHTOPHANRHOTG  OTOE

Ynpasnessa PocnorpedHaziopa 1a Camapcroil ofnacTH B T, Crrpammoym -Uopoxosa Poda CarupoBH
[haMIasE, WMR, DTHEETE0 {nocnejikes - A s, A0AE0ETE IAmEHOCTIIG LA { BOMEHCETHLDG JHELY, :||.||:ﬂn.9;11uu.|=rn{u.l.!- NpOECpEY; B CITYHRS
FfHIACHEHRA. K yUDCTAE 0 JpodepEs IRCIEPTOE, S IePTHER ﬂpluﬂﬁjmu:h WRANLIMAFITCH (pRsieTHi,  FMEH, pTuesTAn (macielmey — NR6 HameEn),
MAUGEHOCTIA SECREpTE WEn HANRECHERTIE AKSTITP THRTE uprﬁllu'lzuui O yREIAHRIA PEERILTHTOR COlETENLCTRA 06 HKKPEMITHLEH 51 HETMENIBAHEE OprakL
[l ARKQELITIG, BRaelier GEHAETERRCTR

Tipi NpoBefenuil TpOBCpKH NpHCYTCTBOBATH: H.0.AHPEKTOPA [BEOY OOLI ¢ Croxmae Enwenama
Thotoss Huronaesni



v

(e NI, HME, TPECETRO (NEnEnpEs: — AP HETHY His], TG Tl Fry R BEIMTRTE, HER: TEICHGETHET AHIA [AusHICTHIN EHLE} HIH VIR HORSTHEHEO T

M A TR HIpIALIESECKIND NI, YIRS H BRI TPEncTanETens HHAHD TR TN MpEaspaHEMaTEns, FIEATHEAT T FIpENCTUEHTEDS

camppery ol cpraHsEH (B CyHaE NPaBEIEHNA BpIREEl \pen cavioperaHpresed OprEHIC AL ), EHCYTEIRIRARLHA PR QIpoRERLEIE
MEpCIEETIE 10 TIpERERRE)

Tocydapemeennoe fiodacemnoe oigeodpasosamEelbhiE yupesclenye Camaperoil ofrachii OCHOEHGL
obyeofpaIosamensHaR WRard ©. CimicxuHn MVNHHUALTRHO20  Paiona TToxauemuescxui CaMaperoi
ofIacmu

15.08.2019r, & 13,009, = CEOY OO ¢. CTioxNHHEC N0 AIpecy: [ToxeRcTHEBCEMH paiton, o, CTHXIIO,
v, llobenu, 116, VCTAHORISHO HapyMSHHE ARoHOIATE RCTRE B obecledcHEH  CREHTAPHO-
AIHEMHEOIOTHIECKDID DIArOmaTy HHA HACENCHMA, BHPAIHEIECCH B HERLMOIHEHHH B YCTAHOBISHH RIH
CPOK JAKDHHOTD e AIHCAHEA [TOTFHOCTHOrO IHIA, OCYIHECTRIIA KT rnu:.-‘,uapr.rmEHthﬁ Hagzop, ob
YCTPRICHHH HAPVIICHHH JAROHOIATCIECTR, 4 MMETIHG: e/ ITHcanHE Ny 19/4-05-07/84 or 27.04.2017r.
CPOK HCTIOMHEHHA KOTOPOrD HETER 01.08.2019r, He BLIITECHD N0 CTIEYIOMIHM ITYHICTAM:

... He OpoBENEHA 3AMCHA  OKOUHBIX faokos B YUCOHLIX KNAccax, B PeKprallti, cornacio OO
CanlIuH 2.4.2.2821-10 wC HEATAPHO-3NHIEMAOION HHECKHE rpefosaiia & YCOAOBHAM H OpTAHHIALIHH
ofyuenus B oDIMeodpaosaTeihHLIN OPTAHHIALHAN

0.3 OKOHHHE HPOSMEL HE 0DOPY IOBAHE PeryIHPYEMBINMH CONTICIAIMHTHEMEA YCTROficTBaMH, COTIECHD
1.7.1.8. CanlluH 2.4.2.2821-10 «CAIHTAPHO-3MHAEMHONOTHIECKRE TpefoBaHMA K YCROBHAM H
OpTAHHAITEY 0DYHerH & ofIMeofpasoBETENLHRN OPramnIaHiNs

-n.4 KiaccHBIE OOCKH, HE phaagaomue  coDCTBEHHEM CReHenneM,  He oDOpyIOBaHb cOHTAMM,
cornacro 1m.7.2.6. CanlluH 2.4.2.282] 10 «CaEnTapHO-TIHIEMHOTOTHIECKIE TpefoBaHAs K YCTIOBHAM H
OPTAHAZALAR 00YMSHAR B GO mEOBpaI0BATERHED OPTAHIALIHIRS

1.5 He MpoBeafH PEMOHT  padieBanak npH  CHOPTHRHOM 33016, B cooTpercTnny ¢ n.4.28 CaulluH
2.4.2.2821-10 CaHHTAPHO-3IEMAONOTHESCEHE TpefoBaHHA K YCIOBHAM W OpUANHEAIHN 00yIeHnd B
ofmenGpaioBaTeNLHEN OpraHHIALHAR:

1.6 ve nporenéd  PEMONT B CEIAICKOM MOMELICHAH, HE ofopyuoRanG  CTENTAHAMH, gormacho m4.1,
n.d.6 CanlluH 2.4.5.2409-08 CaHHTAPHO=I11H ICMHALTIOT RHECERE TpelioBaHHA K OPraHniailil METAHHA
oy AOIIEXCL B OOIIEOGPAsOBATENRIE  YHPSRICHHIR, VUpEICICHIAY  HAMAILHOMD M epeAHErD
npodeccHoHAIEHOTS olpazonaHdas H n7.11CTT 2.3.6.1079-01 «CanATapao- STHICMADTOT SIS
TpefORaHAS K OpTRIE3allHaM oBIIECTREHTIOND THTARHA, HITCTORICHHIO B oGopoTOCNOCODHOCTH B HHX
MHIERLES TPOAYKToE | NPOACBONLETREITHOTD CRIPLAY

LT nATICEIoK He OGOpYIOBAH MOSTHRIME BATHAMH 1 ohpafioTKH KYNOHHOTO HABCHTAPA. CTONOBOE
nocyisl ¢ noapoiKoi Topatel K OO0 BOMBl MEpe3 CMECHTETH, COTNAcio n 3.3 CanlInil
2.4.5.2409-08 wC AHHTAPHO =M IEMHAOTOTHHECKHE TpefoBaHR K OPraHAIaupi IHTAHHT OOYHAIOMHACT B
oAmeofpasORATeIERER  ¥HPERICHHAR, yupesIcHALY  HAATLHOTD | cpenHere MpogeccHOHATEHOTD
OOpazoBARHILY

1.8 se npuobpeTeia JIETCRRT Mefers, cormacuo n.6.5. m6.6 n.6.7 CaalluH 2.4.1,3049-13 «CanuTapa-
IHOEMACNOTHUECKHE  TpeloRandsd K YCTpOHCTRY, COASPAMIHMI H OPTAHATALHE  PCiRHME paduTLL
TOUIKOIBEHL 00pasonaTelLHbN OpraHHAHL?

-9 ceeToBRE NPOEMEL B Wrposofl W cnanklle HE obopyAOBAHE  PeTyIHpYeMLEMI COMHUESEIHTHEIMH
yeTpoieTRAME, COTMACHD W73 CawfluH 2.4.1.3049-13 ¢ RHMTAPHO-3MILEMHOIOTHHECKHE Tpeliopatud K
YETPORCTEY, COMCPAARNID H OPraHnalnK pestmaia pabuTH JOUIKMIBHEIX OOpAIOBEATCALIBIX OprassIamnils

“in. 10 He NpOBEICHE JAMENA NOKPLITHA Noid B ¥opHaope NETCKOTD Cafid, Cornacka n.5.5, CanfTwH 2.4.1.304%-13
¢ CaHHTAPIO-DNHIEMAOIOTHHETKHE TpedoRaHHA K yeTpoHeTay, COASPHAHHID | OPraHIaHe peaiMil pafoTh!
A0INKOAEHEK 00pa30BATeNEHLIX CPCAHMALHD

OTBETcTBEHIOETh 33 BLIIRIEHHEIE HAPYIMETH BOMIATAETCH HAL_20CV0apcgenioe A0 HCEHOE
nfge 0P IosamelbHOE yupescienue Camapekpt afigacmu OOL ¢ Crioxurd MVRHLHREILH G20
Mﬂfmmg@_ Couapexoi_ofigemu 4 Hd MYHUHUNTBHOE GO NCEMHOE_ YHPENCOeNTEe

aaponcia MMEUQAEHG-  HEXHNYECKO20 phecneyenta  MyHUYURAIBHOZ0 panoHa Topucmuegc L
Camapcroi QATECTTL.
(o YEATLHHEM XUpaKTOR Fapy IEHH; THL, IOy CTHRIINNA Hapy LA}

REIB/IEHE HECOOTBCTCTBHE CcReemil, CONE[RAANIMXEH B YBENOMICHHH 0 HAYane OCYLIECTR/ISHHA
OTJETbHEX BILADE npump}mum‘wnmunn AeATENEHOCTH, ODAIATETRIEIM TpefoBaHAEM (¢ YKATAHHEM
nonoEeEAN (HOpMaTHEHb x) IpABRDERTN AKTOB):



Y

BLIABNSHED PAKTH HERRITOIHEHNA NPCANHCANHT OPranoR TOCY IAPCTECHIOTO KOITPONA (Hajjaopa),
OPrafos MyHHIHIATEHOIO KOHTPOAS (C VEASAHHEM PEKBHIRTOR BRLHHHEL NPCITRCAITH):

Janmuces B GKypHan yuera NpOBEPOK OPHIHYECKOTD NHIA, HMANMRMIYANLHOTO NpPETNpHHERMITENN,
NPOBOIRMERX OPFAHAMH IOCYAPCTECHHOTD KONTPOIS (HANROPA), OPraHaMH MYIHIETATEHOTY KOHTPOIS
BHECESHA (ZAN0IHAETCR LPH | Bu‘scnenun BEIEFTHONH NposepKn);
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‘ e C Kty
(I0IEICE AOAENAKIEES ) [T TSk FTRIHOMON O (PSS THEN TR ORI, THUECHTTD TIHSIR,
HHEHBHIVATSHDID AIPCAOPHHIEMETENR, ETT ¥T0THMOH SO IIFEULTJ.HII.'I.'LI.'..I.'I

Aypran yeeTa NpORCPOK OPHIKUECKOTD UL, HHOMEWIYATEHOID NPEINPHIMMATENN, NPOBIIHMEX OPTAHAMH
FOCYAAPCTRCHHOTD KOHTPOA (HATIOPA), OPraHaMy MyHHIMTATRHOTD KOHTPOIY, OTCYTCTRYET {32N0THAETCH [IpH
HNPOBEIEHHH BRICETHOH NPORSPRH];

(IouIEch paRepAIHEET) (MONMCL  yIANEOWMONENHONG  (pCACTHEHITAE  SOpIEMECEOMD  (MEE,
HHGH R AR B0 lpeopEiEsaTEn, =10 VTR BN EHEITG
CIPEOTTHEHTETA |

[lpanaraenele K akTy JOKYMEHTH: pacnopmienne Nel9/4-05-07/259  or 02.08.2019 roma, npotoxan ob
AMMHHHCTPATHEHOM NpasoHapyimcHun Nel®9/4-05-07/390 o1 02.09.2019r., npenmacamme Nol9/4-05-
U7/84, or 27.04.2017r., npennmncanne Nal9/4-05-07/ 421 o1 02.09.2019%r, NOBECTKA. -
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[Moamuch min, NpoBOHBIAY NPOBCPKY:  THABHLN CHeNHATHCT-3kcnept //i P.Clopoxora

C  akToM  (pOBEpEM  O3HAKOMICH(A), KOMHI0 AKTA ©0  HOeMH NPHICHENHAMA  TOMVHHI[A):
#.0. aupestopa Ensemcaa Thobonn Huwomaesna

{dravimin, 1EME, FTHECTIN (BOCRETHES — NS HATMHE), DOTHUC T PYRODUASTEA, HHAOIT BOTRHICTHOND NHLE
ILTA ¥NAHD M CHEHHOTD TREICTARNTIIN KIPRARRICKDID MHIR, HEIHBAOYASEHOND NPCUpHHHMETEIN, 01 FINARHsDSEEINT NREICTRRETENR)

“ 027 cenrabpa 2019 r.

Ficeritteca
{NOEnHCH )

[lomeTra 00 0TKAIE DIHAKOMICHMA C AKTOM IPOBEPEE:

[ NOENHCE YTRUHOMU I ALDREKICTININ B (L), TPCSnnHRIm G
NEabipEy)



