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CHITEMR MEHSIKMENTS KawecTBa cepriduunposans

Hamvenosanue npoxyxnun no HTJI BEPOLUTIHPOH Kancyasy, 100 vr Ne3)

Homep cepan

Homep cepun «aurpo»
Kommauecrso, ea. Ham,

JaTa marorosiaenus

Toaen o

Aata Beimycka OPoXYKIHH
HopMaTusnas goxymenTanma

1381219

1381219

14 230 wr. yn.

12 2019

12 2024

03.02.2020

T NO11953/01-120819

. Aata Hauvenopanne Tpebosanan uopmarTHBHOH Pesyantarte
HAJIH3R = .
————— HOKazaTeaen BOKYMEHTHUHYE AHAIN30B
1 2 3 4
14.01.2020/ | Onucanne ColepxuMoe KANCYIH: MeTKOIEpHHCTaR rpanynu- | Conepxinvoe xancyssl: MENKOIePHACTAR
03.02.2020 poBaHHAR MOpoinkoobpatkas cMecs Geaore upeTa. TPaHy THpOBAK HAN nopowkooEpasHas
Kancyna: Teepaas wenarusosas, pasmepom Ne 0. emecs Genoro usere. Kancyra: raepaas
Kpuwessa: Henpopayiias, opamkenoro upera. ::;f;;*;::;; Pmﬁm’izr;{%““m‘m
Kopmy: #enpoapasiuih, #e:Tmoro usera, Kopitye: Henpospasssil, sesroro CATOLY UBETR.
Honnmpaocts Yd-cnextpodoromerpua: VCirekipsl nOrIomen YD-LresTphl NOTAOWICHHR HCLBTYEMOTO
HCTIWTYEMOTO H CTRRALPTHOIO PACTBOPOB, B 05RACTH OT | K CTAHARPTHONO PACTBRODOR, B O6A2STH O
200 a0 300 wv jomemm wMeTh MaxcryMm x| 200 10 300 mM mmexr MAKCHMYMM M
MHHHMYMB DPH OAHKHX B TEX #e JAAWHAX ROM, MHHAMYM b PR OTHHX B TeX ME ANHHAX
O TH.
B Bpems yaepssgiMi OCHOBHOIO Niaxa na g;e‘u YACPREBANME OCHOBHOTO KA Ha
XPOMBTOIPAMME  HCOWTYSMOID  PRCTEOPZ  AOTKHO XPOMETOPEMME HCOMTYCMOTO DACTBODS
COOTBCTCTBOBATE  MDEMCHH  YASOKHBANMA  1MKA COOTBETCTRYET BPEMEHH  yACPKHRARMS
ERHPCHONBKTOHE Ha XPOMATOIDAMME CTEHAADTHOIO | nupwra CEK}}(}HUJWHEWKMWM@
pecTsopa CTARASDTHOID DACTRODA.
Pacrsopenne He wmeuee 75 % (Q) crmposionaktona moamro | 100%
NepeRTH B pacTeop vepes 60 Mun.
Poacraensnic Kasmperosn — ye Gonee 0,5 % 0,05%
HpEMecH Jiofas  enmwummas  HeWICHTHHUMPOSAHHAA | min, max <0,1%
npusecs — ye Gonee 0,2 %
Cymma nprmeced ~ we Gonee 1,0 % 0,05%
Onmopoanocrs Moxasaress mpuemnemoctu (AV) < L1 (n = 10) win | Moxasarens DPHEMPEMOCTH
AO3HpOBAHHS noxazarens mpuesneMood (AV) S L1 (n = 30} us (AV)=2.5
ITOM  CIyNaE: MMHHMYM = (1 - L2 x 0,01)M;
MAKCHMYM < (1 +L2x0£)1}M,mel =150 L2~250
Koasgecrnenroe | 0790,00 vr 10 105 00 Mr crmpodonakToHa 3 kancyne | 100,12 Mr
onpejesenue {oT 90,0% 20 105,0 % ot saganemoro xommectea) | (100,1%)
Musxpobmonoraae | Ofnee wueno aipobrm MAKDOODIaHMIMeE: He Gonee | Menes 10 KOE/r
CKEE 9HCTOTA 10° KOE/r
Ofmice YMCI0 APUROKEBER 3 AACCHERRIX FprBos: Menee 10 KOE
He Gonse 1P KQE
Oreyrersne Escherichiaeolin i r Creyrevayer s Ir
Yoaxkoska [T0 10 rancyn » G:mcrepe 13 i MBX # donern | Mo 10 RAICYN B GANCTEpe M3 eHxy [TBX
ABOMHIHCBOH NovaTHOR nakuposannofi. FloT 3T bomH  amoMmEnesol  newarmolt
Gimcrepa smecte ¢ MHCTPYXUMEH no mp: ﬂeum “waopenannof. Tlo 3 Gancrepa smecre ¢
FOMELLEAT B HA4KY KAPTOHHYIO, OEaeH 10 APHMERSHING NOMEIREH 1
Mapxaposxa Ha doasce Snucmepa na pyeckon mwymmm . Ha o biucinepa ma pycokom Risine
TOPIOBOE HAMMEHORANME MPCTAPETA, MERAYHRPOLHOS | . Ho! HAHM CHORAHHE
HEMBTCHTORSHHOS  MAWMEHORSHWS, ' BOMMDOBKY,- npempr(. ‘:? MEXAYHADOIHOE
REKADCTREHNYI0  BOpMY, IMBacmy anm mmm- oe HAHMEHORAHME,
HOMECD CCPHK, AZTY LIPOHIBOACTBA, CPOK mmmm(my TOAHPOE ACKAPCTBEMHAR  Gopma,
HCTCYCHMA CDORA MOQHOCTH).

NPOWIBONNTEAS, HOMED CepHu,
BEPHO: |2




Hanmenopanne uposyxusu no HT BEPOLUIIMPOH ranevaby, 100 mr Ne30

Homep cepnn 1381219
Homep cepan «anrpo» 1381219
Ko iuwecrso, ex. H3m, 14 230 wr. yn.
Jlara marerosaennsa 12 2019
Topen mo 12 2024
Aara Brimyexa npogykums 03.02.2020
HopmaTnsnas noxywentanus TTN011953/01-120819
Hara Haumenobanme Tpebosanns nopvaTHEHON Peaynrath
alAIH3IA
Apgansvonse noKazaredeH DOKYMERTaHA AHATHIOB
2 K] 4
Ha kapmounol nauxe 1 pyecrom aasixe FRATWAQON | RATH NPOHIBOICTBA, CPOK TOAHOCTH (RaTa
TOPIOBOC HAWMCHOBAHME Npenapara (TyGaupyeTca Ha | wcreuenns CPOKA MOHOCTH)
aHrasicKaW FIBIxE), MEKAYRAPOAHOL | Hla KaAPmoNsOn nauKe Na fyconom xiviKe
HENATEHTOBAHHOC  HawMCHOBANME {nyGaupyetes wa | prarawo: TOPrOBOE  HEHMCHORAHME
aHrTHHCKOM  F3BIKE), N0OMPORKY (AYGAMpyeTCE Ha npesapars (aySaHpYeTCs ue wirAHPCKOM
aHrmalicxoM  g3Lixe), SERIPCTBRHHYIO  GOpMY, | slnike) MEMIYHRPONHOR
XONMYCCTBO  KANCY] B yNAKOBKS, HAISAHHC H | HENATEHTOBAHMHOC HAMMEHOBAHHE
Coacpmunne  ACHCTBYIOWSTO  BLIUSCTRA B oamolt (ayGaupyerca wa  amrmuACKoM HIBINE ),
EANCYAE, MEDB NPCACCTOPOKHOCTH ODH NPHMEHEHH aoavposea (tySaupyercs e anrmfckoM
AEKADITBERHOMO DDENAPAT M NPEAYNPCAMTENLHLRE | AIBIKC), MEKADCTBEHHAR dopma,
HADOKCH:  cCONCPRMT  MAKTOML  MOHOFMUDET H | NoFSECTEO KBICYN B YTAKOBKE, HE3RAHME
KpacHTemL  conHeussiB  sakar  kemrwB E 11004, B Coaepxanne SoHCTRYIONIEro beecrsd B
“IIpHMEHRTE 70 HASKEMCHIGO apada.s,  «llepea | ommol xancye, Mepsl IPEACCTOPOKHOCTH
APHMEHCHHCM  MPOCHM  NIPOMMIAT  MPHAOXEINYIC | np NPUMEHERHK  RCKEDCTBEHHOID
HMCTPYKIBUG. %, «XPAHMTE. B HEROCTYNIHOM AR AeTel | npenapats 4 TPEAYIPCARTE MR HIIE
MeCTeln, CHOCOD IPHMEHMENMS, YOIOBHA XDaHEHMA, HALTIHEK: sConepaut JEKTOIN
YCAOWHR OTMYCHA, WITPUX-ECH, HOMED CepHM. 28Ty | MOMODHApAT W KPACHTERL  COMHeNMBIR
HIPOAIBOACTBA, Cpox roaHocTH («l'ojen no:»), womep | zaxar wesrwii E 11000, olpraensts no
PETHCTRRUHORHOTD YROCTOBEpeHK (¢ H. 1) HETHAYSHUKO BpaNA Y, afTepen |
?K&!W‘ HAMMCHOBAHKE KOMITAHHK-RAA4ENLLA NP HMCHCHHEM HPUCHM nNpoMHTHEIS
PEIUCTDALMONHOTO YAOCTOBEPEHHA, ¢f KpATKHA ANPEC | BPHIOMTHEHYIO HECTPYXIMIO. »,
{ropo;1. CTPRRY); HAHMEHOBAHHS  XOMTAH¥H- | «XpaHuTE B HEAOCTYNIMOM AR JeTedd
DPOHIROAMTENA, of apec (WHAGKe, CTpamy, ofnmacts, | mectels, cnocob TPHMeHSHMA, YCIORKS
HRCenoK) Tesedon, mmbuemy u noroteEn, KPAHCHKA, YCAUBKR OTITYCKE, IITDHX-XOL
JOUOMHHTENEHE MOTYT HAHOCHTSCR JAHHBIC fi% tenel HOMED CODHH, LEra NDOMIBOACTER, CPOK
MORMTOPHRTS A CHCTeme MIUITL ropioct («fosen g0y momep
PETHCTPAUKOHIOIG YAOCTOBEPLHHA
{«P.H.:»)
YKEIAKO  HAMMCHOBAHME  KOMNAHMH-
anagenuua PETHCTPALIHONHOND
YRocTonEpe N, €2 xpaTRWA anpec {ropoa,
CTPAKY),  HAMMCHOBRHME  XOMIAHHM-
ApOMIBOSMTCAR, of aupec  (Mugexc,
Crpany, ofinacTs, nocesok) Temedon,
amBazma u aoroTHm,
Jannse ann  penelt MOUHTOPHHIE B
scucTeme MJUTTT oTovTCTRYIOT.
Cpox roasocts 3 ner 3 ner

Hagwmsaax OKK




CHeveminif HOMCD 0KYMeHTS (System number of the document):

4-01/PP-01-07

AO EJIEOH PHXTEP - PYCy

PASPEIIEHUE HA PEAJIM3ALIMIO N 235
(CERTIFICATE OF COMPLIANCE)

HAHMEHOBAHHE MPOAYKIIMH:

NAME OF THE PRODUCT:

PAIMEP ¥ THI YNIAKOBKH;

PACK SIZE:

APTHKY.T:

ARTICLE:

HOMEP CEPHH:

BATCH No:

HAHUMEHOBAHHE A®C, IIPOMIBOIUTENL, CTPAHA
THE NAME OF API,THE MANUFACTURER, COUNTRY

HOMEP CEPHH A®C/BAIKA {8 cryune gaconoy ynakoBxu):

BATCH No. OF APVBULK (in case of packaging):
AATA NIFOHIBOACTBA:

MANUFACTURING DATE:

TOJEH HO:

EXPIRY DATE:

KOJIMYECTBO BAJIK MTPOYKTA:

AMOUNT OF BULK PRODUCT:

KOJIHYECTBO BbINYIEHHBIX YIIAKOBOK:
NUMBER OF BOXES PRODUCED:
NPOHIBOACTBEHHAS AOKYMEHTAIMA:
MANUFACTURING DOCUMENTATION:
NPOM3IBOJACTBEHHAS ILTOUIAKA:
MANUFACTURING FACILITY:
PEFHCTPALIMOHHOE YAOCTOBEPEHHE M
MARKETING AUTHORIZATION No:

[IPOLECC IPOH3BOACTBA
PROCESS OF MANUFACTURING

BEPOIIITMPOH gancyasl, 100 mr No3

VEROSPIRON eapsules, 100 mg Me30
10 wr. xan., Smacrep (3). nayxa KapToHHas

89990108

1381219

CnHpoHonakTon MHKPOHHINDOBAHHBIN,

OAQ eacon Prxtepn, Benrpus
I95003N

12 2019

12 2024

14 230 wrr, ym.

[P 42282604-119-15

AQ «'EJIEOH PUXTEP - PYC»

[INOL1953/01

COOTBETCTBYET

CONFORMS

Hanuag cepum  Geins NpoHIBLNeHs,
HPORIBOACTBEHAGH

BEAKOUAS  VNAKOBKY o KOHTPOZIL  Kauecrsa,
NIOMIAAKE B NOJAHOM COOTBETCTBHH © rp«iouxumu

cneuHPHKRIHAMH PErHCTpaUMORHOR  JOKYMenTRMK STpanbl-uMiopreps. Cepruduwar

HE  BbIULEYKAIAHHON
HEIeBOID pHINKR M
GMP Nt GMP-0141-

¢ GMP

000455/19, Xe GMP-0141-000456/19, M GMP-0141-000457/19,

This batch was manufactured - including packaging and quality contro! at the above-mentioned site(s} in ful] compliance with
the GMP requirements of the intended market and with the specifications in the Marketing Authorisation of the importing
country. Certificate of GMP Ne GMP-0141-000455/19, Ne GMP-0141-000456/19, Ne GMP-0141 000457/19,

[1pousponcrso cepun, ynaxoska u ansamse: Suiny TPOBEPEtnL i NPHIHAHLI COOTRETSTBYOWHMH ¢ G MP. v g
Tae batch processing, packaging and analysis records have been reviewed and fourd to be in compliance with ¢ GMP.

Kaveerno npoayxra COOTBETCTBYCT CeuHHKa LMY
The quality of the product conforms to the Specification No

Npumesanns:

[INO11953/01-120815
PEIYALTUTS BPHAGKen & nactopre N2 62 o1 03.02.2020 &

Remarks: Rt (Nci
Hacrommam moarsepaaaem, to BLINEYKAAHAAR CEPAE PAIpemena ® peaaH3anuy, d
We hereby certify that the above me;uimad‘%@;}i isTeleased to market - 0 ,
- "5 4 SR i Y
A PENERE b HETED . PV e \\ 57 ; ';";f;‘
Ynoanomosennoe 1ano // ety : 4 O.B.I'yposa
(QP) ; (o
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