JTEKJAPAIIVS O COOTBETCTBUM

JEKJIAPAHT, MIPUHUMAIOIIHHN JEKJAPAIINIO O COOTBETCTBHH

AO "Canodgu Poccus”

3apezucmpuposaro | Mexcpationnas urncnexyust MHC Poccuu Ne39 no 2 Mockee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, yn. Teepcran, 0. 22. Tenehon:8 (495) 721-14-00

B auye: I'enepanvnviii Oupermop Adamsrn H.B.

Hosepenuoe auyo: Knoxosa HO.C., dosepennocme 6/n om 01.12.2017

3AABJHET, UTO

nexapemeennoe cpedcmso: Anmucmarce kancyast 180 me 20 wim., ynarosxu auetixogsie konmypuvie (3), nauxu
kapmounvie, PY Ne [T NO15635/01 om 23.03.2009 (oama zamenst 02.08.2017) enrdano AO "Canogru Poccus”,
cepuwst K0198601, napmus 14485 ynaxoeox, 20den do 01.03.2020, npouzsodcmea I'incana CA, IHeeiiyapus,
Ginsana 54, Bioggio, Via Mulini, CH-6934, Switzerland , ko0 OKTIH2 21.20.10.145, koo TH B3/ 3004900002,
xkoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085291603 om 18.05.2018 ‘

COOTBETCTBYET TPEBOBAHUSIM
TIN015635/01-040411 usm. Ne 1-9

JAEKJAPAIIAA ITPUHSITA HA OCHOBAHUH
npomoxon ucnotmaruti Ne 1407 0 om 28.05.2018 H/T OO0 HI] "®APMOEQOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21 DJI40, Cepmucpuxam POCC CH.OMO8.C14781 om 28.05.2018

‘ﬂm T,
(‘ ..

nj;&mhp HTH}I §EKJIAPA1{I/IH 28.05.2018
ﬁEKJIAPAHI/IH H\EﬂCTBI/ITEJII)HA JIO 01.03.2020

L2/
%/ Krnokosa 10.C.
/ ’-)11_11/105 O.H.O

CBEJAEHHUS O PETUCTPAIINHA

OPT'AH I10 CEPTU®UKAILIUMM, SAPETHCTPUPOBABIIUN JEKIAPALIUIO

RA.RU.11®OM0O8 OPTAH IO CEPTH®UKALIHH TPOIVKIIHH OBL{ECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOMH IIEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu. 115280, o. Mockea, va. Macmeprosa, 0. 4, sm. 5, nom. I, kom. I, adpec opeana no
cepmupurayuu: 115280, POCCHA, eopod Mocxea, yn. Macmepxkosa, 0. 4, am. 5., men.:(495)788-02-88, ge6-
catim.: oyrx.pe. :
AEKJAPANNS O COOTBETCTBUH 3APETHCTPHPOBAHA A2 POCC CH.®M08.102029

HAT: EFI/ICTPAHI/II/I 28.05.2018

,J-"’ /'1..»-“"/;. s e Hupnenxo H.B.
oM, Pyxoroautens OC

opzau 10
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SANOFI
I'nucana CA Bua Mysunan, 6934 Buomxuo (Isefiuapnsa)
CEPTUDUKAT AHAJIM3A

AHTHCTAKC, xancy.inr 180 Mr Ne100

Cepns: K0198601

Hata nponzsogetea: 03/2018

lonmen no: 03/2020

HJI TTN015635/01-040411

ITOKA3ZATEJIN HOPMBI PE3YJBTAT
Jlexapcrennas dopma Teeparie xenarunopbie xancynsl pazmep Nel COOTBETCTRYET
Onncanne Her xoMKoBaHua M chivnanys COOTBETCTBYET
Liger Kopuunero-xpachnlii COOTBETCTBYET
Omnncanne conepxumoro KopuaneBoro unm kopuureroro ¢ kpacuosaro- COOTBETCTBYET
(HOJIETOBEIM OTTEHKOM LBETA

3anax XapakTepHblii, clierka apoMaTHbIi COOTBETCTBYET
Bpewms pacnana Makc 30 muy 6 MUH
OnnopornocTs 110 Macce conepEMOro Cpeanss macca +-10% (18/20) 20
kancyn (18/20)
OnnopoanocTs no Macce conepskumoro | Cpennas macea +-20% (18/20) 20
Kancyn (20/20) ‘
Onpenenenue okcuaa xeieza HOJOMKHTEN RO TONOKNTEIBHO
Onpeaenenye oxcuna turana TIOJIOXKHTENBHO NOJIOYKUTENBHO
Onpenenense cyxoro skctpakra NIOJTOXKHTEILHO FONOKHTENEHO
KPacHBIX JIMCThER BUHOIpana
Mukpobuonoruueckas upcrora Cootsercreyer Esp.®., TekymeMy nznanuio COOTBETCTRBYET
Konuyectsennoe onpenenenne cyxoro | 171-189 mr 102,8 %
IKCTPAKTA KPACHLIX JIHCTHEB BUHOTDAAa

HacTosiumM yreepxnaeM, uto Belmeykasannas MHpOPMAIHA SBALETCA JAOCTOBEPHOHR M NIPaBHUNBLHON.

Hannas cepust nexapcreensoro cpencrsa IIPOM3BENEHA, BIOYAA YHAKOBKY W KOHTPOJIL KAauecTsa, B
YKQ3aHHOM BBIIE MECTe B HONHOM COOTBETCTBHM ¢ TpeGopammamMy GMP MecTHOro PETYIATOPHOTO
Oprana H crieripuKanuaM, 3apeTHCTPHPOBAHHEIM B HMIIOPTHPYIOLEH cTpane.

OT4eTsl 0 NPOH3BOACTBE CEPHH, YNAkoBKe H KOHTpONE KadecTBa ObLIM OPOBepeHbl W HPH3HAHEL
COOTBETCTBYIOIIHUMH TpebosanusM GMP,

ANHATHTHYeCKUEe 3HAYCHUS, BKIIOYEHHBIE B CEPTH(HKAT aHATH3a COOTRETCTBYIOT TPeGOBAHHAM
saperucTpupoBaniol Tect Crennduxannm.

Pemenne: Brinymen 19.04.2018 Ynonromouensoe auruo: Marina Zarrella

AQ «Caropi Poccitnn ‘3‘3 NG
Aapec: 125009, Mocksa, yn. Teepekas, 22, Ten.: (4935 721-1400. Gaxe: (495) 721-1411. \m'\'!@aﬁ
R



Certificate of Analysis No. 11'875

Ginsana SA Via Mulini, 5934 Bioggio (Switzerland) - Phone +41 {0)91 610 3111 - Fax +41 ()81 610 3209

ginsanal.

Product Batch No. MFG- 03.2018

ANTISTAX CAPSULES 180 MG K0198601 EXP- 03.2020

Packaging Description Product Composition 1D

Blister 100's 78287

TESTS REQUIREMENTS RESULTS

Galeric form hard gelatin capsule size No. 1 Conform

Appearance not sticky no splits Conferm

Colour brown-red Conform

Appearance of the content brown to red to violet capsule content Conform

Odour characteristic slightly aromatic Conform

Disintegration time max 30 min. 6 min.

Uniformity of mass of the capsule content (18/20) average mass +- 10% (18/20) 20

Uniformity of mass of the capsule content (20/20) average mass +- 20% (20/20) 20

Identification Iron Oxides positive Positive

Identification Titanium Dioxide positive Positive

Identification of the dry extract of red vine leaves positive Positive

Microbiological purity (on each 5th batch) conformio EP 5.1.4 Conform
hon-aqueous preparation for oral use

Total aerobic microbial count max 10° CFU/g <10 CFUlg

Total combined yeasis and moulds count max 10° CFU/g <10 CFU/g

Escherichiacoliini g absent Absent

Bile-tolerant gram-neg. bactetia in 1 g < 100 <10

Staphyloceecus aureus in 1 g absent Absent

Salmonellain10g absent Absent

Quantitative determination of active ingredients {per 1 unit):

SUBSTANCE REQUIRED VALUE LIMITS ANALYSIS RESULT %

Assay of the dry extract of red vine leaves 171- 189 mg 185.0 mg 102.8 %

Remarks Powder inside the capsule could appear pressed and sticky, however this appearance has no influence at all on

the safety and the chemical characteristic of the product.

RELLEASED

Marina Zarrella
Qualified Person Deputy

Release date 18.04.2018 19:35

This Certificate of Analysis has been produced automatically and is valid without signature of the Qualified Person.

issue date
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Certificate of Conformance No. 11'876 sinsanaf.

Ginsana SA Via Mulini, 6934 Bioggio {Switzerdand) - Phone +41 (0)91 810 3111 - Fax +41 (D)91 610 3208

Certificate of Conformance

Product name ANTISTAX CAPSULES 180 MG
Article number 6303018400

Batch number K0198601

Batch number bulk K01986

Product Composition 1D 78287

Country RUSSIA

Markeling Authorisation No. P NO15635/01
Testing Specification GSA No. 5000.1050.04.6.0184
Manufacturing Specification No, 78287_P330AW0101
Testing Specification No. 78287_P510AW0601
Baich quantity released 14485 PC

Certification Statement

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control in fulf compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country or product specification file for
investigational Medicinal Products.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

The analytical values included into the relevant Certificate of Analysis are in compliance with the requirements of the
registered Testing Specifications.

RELEASED

Maring Zarrelia
Qualified Person Deputy

Ginsana SA
Via Mulini
€934 Bioggio
Switzerland

Release date 18.04.2018 19:35 Issue date 19.04.2018 08:48

This Certificate of Conformance has been produced automatically and is valid without signature of the Qualified Person.
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