AO I'EJIEOH PHXTEP - PYC»

PASPELUEHHE HA PEAJIM3ALIHIO N: 402
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHME MPOAYKLIMUA:
NAME OF THE PRODUCT:;

PA3MEP U THI1 YIIAKOBKM:

PACK SIZE:

APTHKYJI:

ARTICLE:

HOMEP CEPHMU:

BATCH No:

HAHMEHOBAHHE AQC, NPOH3BOOUTEJb, CTPAHA
THE NAME OF AP], THE MANU FACTURER, COUNTRY

HOMEP CEPHH A®C/BAJIKA (s cyqae GacoRKi/ ynakosxu):

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

AATA NPOHU3BO/ICTBA:
MANUFACTURING DATE:

rOJEH JXO:
EXPIRY DATE:

KOJIHMECTBO BAJIK NPOAYKTA:
AMOUNT OF BULK PRODUCT:

KOJIMMECTBO BBITYWEHHbBIX YIIAKOBOK:
NUMBER OF BOXES PRODUCED:

[TPOM3BONCTBEHHASI JOKYMEHTALIMS:
MANUFACTURING DOCUMENTATION:

NMPON3IBOJACTBEHHAA TLTOIA KA :

BEPOIIITHPOH xancyaw: S0mr Ne30

VEROSPIRON capsules 50 mg Ne30
10 wr. kan., 6aucrep (3), nauxa KapTOHHAas

89990107

930120

Cnupononaxron MHKPOHH3IHPODANHEITH,

OAQ «T'eneon Puxtepy, Benrpus
J96088N, JO6090N

01 2020

01 2025

27 316 wr. ym.

[TP 42282604-119-15

AO «'EJEOH PUXTEP - PYC»

MANUFACTURING FACILITY:

PETHUCTPAUMOHHOE YJOCTOBEPEHHE M: [1N011953/01
MARKETING AUTHORIZATION No:

NPOLECC MPOU3IBOACTBA COOTBETCTBYET
PROCESS OF MANUFACTURING CONFORMS

Hdawnas cepua  Gunina npaHiereaena,

CRCUHDHKAUHAMH  PerncTpaunoHnoll

BIIIOYAR  YNAKOBKY M KOHTPOAL KauecTDa,
MPOMIBONCTACHHOR NIOIMAAKE B MOAHOM COOTBeTCTBHH ¢ Tpebobauusmu ¢ GMP

country. Certificate of GMP M GMP-0141-000455/19, No GMP-014 1-000456/19, No GMP-0141-000457/19 .

[TpoussoncTao cepun, ynakorka u auaauing 6uuTH nposepenst K N PHINAKLL COOTRETCTBYIOWHMH ¢ GMP,
The batch processing, packaging and analysis records have been reviewed and found to be in compliance with ¢ GMP,

ICauecTro npoaykTa cootsercrayer CNeUHPHKALHH

[IN011953/01-120819

The quality of the product conforms to the Specification No  peaynstaru npunoxens nacnopre Me262 ot 21.02.2020

[pumeuanun:

Remarks: Her (No)

Hacrosmam NOATBEPKIAEM, HTO ﬁi@ﬁiﬁjkmaugn CepHA palpelwlena K peauiammu, o5
We hereby certify that the a&qyt? mentigried bateh is Neleased to market. £

lia BelWIRYyKA3ZAHHOL
UeNeBOro phiHka u
AOKYMEHTAUHH CTPaHLI-HMNOPTEpA. Ceprupuxar GMP M GMP-0141-
000455/19, X2 GMP-0141-000456/19, M GMP-0141-000457/19.

This batch was manufactured - including packaging and quality control at the above-

mentioned site(s) in full compliance with
the GMP requirements of the intended market and with the specifications in the Marketing Authorisation of the importing
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Haumenosanue npoxyknuu no HT/

IMACHOPT Ne 262 7
BEPOUIITHPOH wancyant, 50 mr N30
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BEPHO: :

Homep cepuu 930120
Homep cepun «anrpo» 930120
Koaugecrno, en, usm. 27 316 wr. yn
JaTa u3roroseHus 01 2020
lonen 10 01 2025
JAata BeITycKa npomykumu 21.02.2020
HopmaTnsran qoxymenrauus [IN011953/01-120819
Hata Hanmenonanme TpeSosamma nopmaruenois PeayanTaTur
i i moxalateneit MOKYMEHTAHA anamion
HETAN0/K 5
06.02.2020/| Onacanne Conepxamoe Kancym: MemkolepHicTas | Cotepuinoe xancynu: wenxosepuncras
20.02.2020 TPAHYTHPOBAHHAY  NOPOmKXOOGpaIHas  CMeck | TPANYAWPOBANMEX nopomkooSpasmas
Genoro meera. fc’;;"" Geaoro usera.
Kancysna: taepnas KENATHHOBAR, paaMepond Mo 3. 3 _cym' P AChaTION0R, prINEpOM
Kpbimeaxa: nenpospaunas, xesroro tmera. Kpuweuka:  wenpospawnas,  wearoro
Kopnye: wenpospaurnf, 6enoro umern. unera.
Koprrye: Henpo3pasneifl, 641000 LUBeTA.
IMoaannaoeTs Y @-cnexrpodoromerphs; Y®-cuiektpnt noraowenns Y®-cnexrpa nornomenms HCITBITYEMOID
HCTILITYEMOIO K CTAHASPTHOMO pacTeopos, B oGaactHor | H CTAHAAPTHOTD PACTBOPOR, B 08nAcTH OT
200 no 300 WM JoKHM bovers maxkciMymis o [ 200 20 300 mv mmewor MEKCHMYMB M
MRHHMYMBI DH OTHWK K TEX XC JUTHHAX BOAH, MHHHMYME NPH OMHX H TEX e AnMnax
BONH,
BIXX: Bpems ymepxusanus ocnopHoro ouxa na | oo YACPWHBAHAE OCHORHONO MTHKE Na
XPOMATOrpaMMe  HCITYEMOrO  PACTDOPA  J0miHO XpOMATOrpAMME KCMAITYEMOrO pacTOpR
COOTBETCTBORATh  BDEMCHK  YAEPKHRAMME  nuka COOTBETCTHYET Apemci  yacpwosamm
crmpona.urronl Ha xpom'rorpme CTRHARPTHOrD nuxa CMHPOHOJAKTORA Ha XPOMHTOFPMC
pnmopl. CTAHAAPTHOMD PacIsopa.
Pacreopenne He meree 80 % (Q) CIHDOHONAKTOHA NCIKHO | 95%
nepeiiTit 8 pacTRop uspes 60 MuHyT
Pojncreenunie Kaupenou — ne Gones 0,5 % 0,05%
npaMecn Jsobag  eausmynax HeHASHTHpMUMpOBANKAas | min, max <0,1%
npiMecs — qe Gonee 0,2 %
Cymma npumecelt — ne Sazes 1,0 % 0,05%
Oamopoanoers [oxazatens npuemiemocTd (AV) < L1 (m=10)wm | [lokasaTens MPHEMAEMOCTH
AOIMpPOBAHMS NOKAIATENL MpHEMAEMOCTH (AV) S L1 (n = 30), u » (AV)=52
ITOM CTyNas: MuMMMM 2 (1 - L2 x 0,01)M:
Makckmym <(1 +[2x0,013M, rae L1 = 15,0; L2 = 25.0
Konavecreennoe o1 45,00 Mr 00 52,50 Mr COHPOHOJAKTOHA B Kancyne | 48,72 mr
onpeaeseHne (o1 90,0% a0 105,0 % o 2asmaensoro xoaudectsa) | (97,4%)
Muxrpofaonoroae- | Obiee wucno APOSHLIX MHXPOODIAHHIMOR: He Bones Menee 10 KOF/r

CKag 9HCTOTA

10" KOE/r

Oburce 48010 APORCKEBLX H rECHeBAX rpuGos:
se Gonee 102 KOE/r

Otcyreroue Escherichiacolia 1 ¢

Menee 10 KOE/r

Orcyrersver s Ir

Yoakoska ITo 10 xancyn 8 6aucrepe u3 naenxx 10X n ®onerit | [1o 10 kancyn » Snucrepe 13 nneror [IBX
ADOMHHMCBOR  newatHoA  aaxuposamnwodl. [lo 3 | u $orsru  avoumrmesol  nesaTHol

Gauctepa BmecTe ¢ HECTPYXUHEA 1O OPMMSHINKIO | Jasiposaskod. [To 3 Sancrepa aMecTs ¢

NOMCWAIOT 8 NAYKY KAPTOHHYIO. HHCTPYRUMEA N0 NPIMEHSHHIO NOMEeMICHE

" nasxy KAPTORHYVIO,

I\Iaplﬂ-l poBxa Ha Ppoasee baucmepa na Pyeckom Armke yraissanm: | Ha gonsce baucmepa na pycexom aisixe
TOProBCE HAHMEHOBIMHE Npenapars, MEXAYHIDOAHOS | yXGIANO:  TOPrOBOS  HAMMEHOBamMHe

HenaTenTonaLice HEHMEHOBANME, A0INPOBKY, | Mpenapara, MEKAYHEPOAHOE

nexapeTBeninno  dopMy, ImMbaemy NPOHIROAMTENA, | MenaTenTonrdinios HAMMEHOBANMe,

MOTHPOAKA,  MEKEPCTBEHHAT dopua
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Hanmenosanne upogykumn no HT/I

BEPOIUITHPOH kancynt, 50 mr Ne30

Homep cepun 930120
Homep ceprn «anrpo» 930120
Koanuecrno, en, mam. 27 316 urr. ym.
Jdara HiroTosnenna 01 2020
I'onen no 01 2025
HdaTa Beulycka npoxywiun 21.02.2020
Hopmatusnas aoxymentanua ITNO11953/01-120819
HAara Haumenonanne Tpeboraunsa nopmaTnproii Pezyantarn
AHAJIH3A
pauano/koneq | DOKAIATENEH NOKYMCHTAUHE AHATHIOR
HOMED CEPHM, AATY NPOHINOACTEA, CPOK MOIHOCTH (zary | am6iaema 'PCMIBOJIHTENS, HOMED CopuH,
HCTCHEHHA CPOKA FOAHOCTH). ABTA MPOHIBOACTBA, CPOK FOANOCTH (AaTR
Ha kapmonnod nauxe HE PYCCKOM AIMKE yRaIMaTions: | HeTeqeHHa CpOKa roHOCTH).
TOProsoe MasMeHOBANKE NpenapaTa (aySaupyercs wa | Ha KAPMONNOL RAYKE HA PYCCKOM RIMKE
AHCTHACKOM fILIKE), MEORAYHADOAKUE | pxalewo:  Toprosoe HUMEHOBANHE
HCMATCHTOBAHHOS HAMMEHORAHHE (aySnupyerca wa mpemapata (Ay6Hposano wa aHTARACKOM
aurnxfickon  a3wxe), moauponky (xy6mpyeTes via | amixe), MeRLYHAPOMHDE
anraufickoM  g3mxe), REXADCTECHHYO  dopmy, | nenaterrropanoe HAMMEHORANME
KO/IHYECTBO XRNCYN B  yNAXOPKS, Kalhawue o (ay6avponasio Ha anramBickom A3nIE),
CONCPHAHNE ACACTRYOWEID  BelllecTsa B 0aHOM | nodupoaxs (ayGauporano ua AXrTUACKOM
KANCYNE, MEPH NPeaoCTOPOXIOCTH NPH OPUMENRENIH | AInike), NEXADCTREHHAS bopua,
ACKADCTECHHONO npenapata W ApeaynpeanTeatinLe | komeiecTso Kancy.1 B yNAKORKE, HAIBANHE
HaamueH:  «Conepwur  naxtosw MOHOTHAPAT. N, | H cOnepanme eHicTayiotero BewIeCTRA B
«[lpumensts no  wmnawermno BPatdy, «llepen | onnoH kancyire, MEphLI IPEAOCTOPORHOCTH
OpHMEHEHHEM npockM  npoumraTs TPHAOMEHKYIO | NPH  MDHMEHEHHH NCKADCTHCHHOTD
HHCTRYxUHIO. », «XpANKTE B HeZOCTYNHOM g JdeteR | Npenapara w npetynpeautentHue
mecTe!n, cnocod NpHMEHENNR, YCIOBMA Xpawenus, | Haamucy: a«Coacpmur TAKTOIN
YCAOBUA OTIYCKA, WTPHX-KON, HOMEP CSPHM, NATY | MOHOrwapeT.», ullpumensTs no
NpUMIBC/CTEA, CpOK roanoct (alozem Aoin), HoMmep | HuzHavemio BPRAYA », «llepex
PETHCTPAUMONHOrO yOCTOBEpeniy (eP.H.:»). NpHMEHeHuesm MPOCHM npoyHTaTL
YraINBaOT  HaumeHosaiKe KOMOBHHH-RIAIENLUR | MPHICKERHYIO HHCTPY KLU0, 3,
POTHCTPRIHOHHOIO YAOCTOBEPEHHS, o8 kpaTxadl aapec | «Xpawwms B MEAOCTYNHOM ANRA AeTeh
(ropon,  crpauy); HAMMCHOBANME  KOMTIAIIHH- MeeTeln, €nocod nprveHenus, YCnosHS
MPOMIBORNTENS, &2 napec (uizexe, cTpany, 0612CTL, | XPEHEHHA, YCAODHR OTMYEKE, WTPHX-KOA,
nocenox) Tenedon, mMGICMY 1 nororin, HOMED CepHM, MATA mpoMnoacTHa, Cpok
Jonoruurensno MOTYT HAHOCHTBCA AaMHLIe LN nenel rognoctn («logen A0:n); HOMep
MOHHTOPMIIG 8 SHETeMe M LTI, PErRCTPANIMOHHOMD Yaoctosepenns
(«P.H.:m).
YraaHo  nammenonsanue KOMMAHHH-
BIAIensua pcnm'puuuoumm
YAOCTOBEPUHHA, e xparxuit agpec (| ropod,
CTPAHA),  HEAMMEHOBAHME  KOMMANMH.
MPOHIROANTENS, e¥ aapec (uHaeke,
cTpana, ofnacrs, mocesnox) Teachou,
mbaema 1 rorotun.
Hamuse anm  uencit MOHHTOpHHIE 8
cucreme MIVI oteyrerayor,
Cpok roanocrn 3 ner 5 ner

3axmoaenue: Cootsercrayer TpeGopamnmy 1o N
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