AEKJIAPAITUSA O COOTBETCTBUHA

AEKJIAPAHT, IPUHUMAOIIU JEKJIAPAIIHIO O COOTBETCTBHUU

340 "ThaxcoCmumKnsiin Tpetiounz"

3apezucmpuposarno : Meoicpaiionnas uncnexyus MHC Poccuu No 39 no 2.Mockee OI'PH 1027739011486 om
24.07.2002

Aodpec: 119180, 2. Mockea, Sxumancras Hab., 0. 2. Teneghon:8(495)777-89-00.

B nuye: I'enepanvuuiii Oupexmop Buwtnuyruii I A.

Hosepennoe nuyo: Kysneyos A.A., dosepennochm 46-24/05/2017 om 24.05.2017 =.

3ASBJISIET, UTO

Aexapcmeennoe cpedcmeo. Ayemenmun CP mabnemxu c MOOUPUYUPOSAHHBIM 8bICE0GONCOeH UM HOKpbImbIe
nnenoynou obonoyxoit 1000 mz+62.5 Mz 2 wm., Ynaxoexu Aueiixosele KoHmypHvle (2), ynakosxu auelixogvie
KonmypHele cnapennvie (7), nauku kxapmonnvie, PY Ne JICP-001522/08 om 14.03. 2008 (0oama oghopmnenus
18.02.2010) svioano 340 "ThaxcoCmumKnsiin Tpeiiounz", cepus VS9B, napmus 4800 YRakosok, 2odeH 0o
31.10.2019, npouseodcmea Iaxco Bannxkom Ipodaxwen, Ppanyus, Glaxo Wellcome Production, Terras II,
Zone Industrielle de la Peyenniere, 53100 Mayenne, France, ko0 OKII/]2 21.20.10.191, ko0 TH B30
3004100008, Jucmpubsiomop. coznawenue 6/4 om 01.01.20] 3, uneotic Ne 4165500206 om 05.02.2018

COOTBETCTBYET TPEBOBAHUSIM

JICP-001522/08-140308 (H[J 42-14704-07 uzm. Ne 1 -J)

AEKJIAPALIAST IPUHATA HA OCHOBAHUH i

npomoron ucnoimanui Ne 985 m om 14.02.2018 HJT 000 HI] "®APMOEOPOHA ", ammecmam
akkpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC FR.®MO08.C07395 om 15.02.2018

JMATA IPUHATUS IEKJTAPAIIAHU 16.02.2018
L

ATIATEACTBUTEILHA 10 31,10.2019
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CBE{EHUSI O PETHCTPALIUH

OPI'AH ITO CEPTHO®UKAITAH, 3APEI'HCTPUPOBABIIUI JAEKJIAPAIIHIO
RA.RU.11®M08 OPTAH 110 CEPTHOHKAIIHH HTPONVKI[HH OFIIJECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA"

adpec opzanusayuu: 115280, 2. Mocxksa, yn. Macmeproaa, 0. 4, am. 5, nowm. I, xom. 1, aopec opzana no
cepmucpurayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, 5, men.:(495)788-02-88, aeb-caiim: OYKK.ph.

« Rk PpHOR

| LEHTP KOHTDONA | : Raiai BB,

3am. pyroBoguTens OC




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANK3A

DATE OF ANALYSIS :29.01.2018 ANALYSIS N®: 1000150759
fara aHanusa: AHanus Ne: 1000150759
MANUFACTURING DATE : 03,11.2017 DESTINATION: RUSSIAN FED.
DATA U3rOTOB/IEHWA :03.11,2017 CTPAHA: pocCcun
EXPIRY DATE $31.10.2019 QUANTITY: 4800.000
TOAEH 8O $31.10.2019 Konuiecrso: 4800.000
REF SPECIFICATION : MA ITEM CODE: 5164140011

Ko nrogyiTA: 5164140011
PRODUCT NAME: AUGMENTIN SR TAB 7X4_RUS BATCH N° 1 VS9B

MPOAYKT: AYIMEHTH H® CP TAB/IETKHU C MOAUDULIMPOBAHHbLIM Cepuia N2: BLICBOBOMAEHWEM, NOUPBLITLIE

NAEHONHOM OBOA0YHONM, 1000 MI'+62,5 MT

TEST SPECIFICATION RESULTS
TecT CNELM®UAKALLMA PE3YALTAT
APPEARANCE A white capsule-shaped film coated tablet
debossed with AC 1000/62.5 on one side and
a bisect breakline on the other PASS
Onucanme Tabnerin, nokpbirble NACHOMNHOR 060/10UK0#RA, Coorpercroyar

Benoro usera, kancynopyuaHoi dopmbl, 1a
O,[LHOFI CYOpOoOHE HaHeoeHa rpasrpotia
«AC 1000/62.5», Ha gpyroi — pasgenwrensias Gopoijana,

IDENTIFICATION (l.R.)
NopnuHuocrb (MK cnexrp)

infra Red Spectrum is characteristic
CooTpsercroyer cneyuduiatm

AMOXICILLIN IDENTIFICATION (HPLC) Positive
MoanuHocTL amokeHymaniia (BIMX) COOTBETCTRYET CrienPpuraLi

CLAVULANIC ACID IDENTIFICATION (HPLC) Positive
Mo iHHHOCTL 11aBYNaHoBOM kucnoTel (BIMKX)  coorpercioyer crneyrdiranit

950.0mg - 1050.0 mg
950.00 mar - 1050.00 par

AMOXICILLIN CONTENT
KonuecreeHHoe onpegdensHue aMmoKCcHLMInHa

CLAVULANIC ACID CONTENT 59.4 mg - 65.6 mg
KonuuecToeHiioe onpegeneine knasynaHosoid kuciotel  59.40 mr - 65.60 mr

UNIFORMITY OF AMOXICILLIN CONTENT
O4HOPOoANOCTE A03UPOBAIKMA AMOKCULUNIHIA

Complies with the requirements of Ph. Eur,
Coorserciyer rpebosatmam Eop.Dapm

UNIFORMITY OF CLAVULANIC ACID CONTENT Complies with the requirements of Ph. Eur.
OAHOPOZHOCTL JO3UPOBAHMS KnasynaHonol kucnorel CooTsercrbyer tpebopanuam Enp.®apm

MOISTURE CONTENT <80%
Bopga < 8.0%

PASS
Coovsercroyer

PASS
Coorpercipyer

PASS
Coorsercrayer

990.2 mg

62.4 mg

PASS

CourBeveTBYer

PASS
CoorBercrRyeT

55%



DISSOLUTION AMOXICILLIN {in 1 h) 2 50% 59 %
PacrtsopeHne amoxcuumuaninga (1) 2 50% 59 %
DISSOLUTION AMOXICILLIN (in 2 h} S 75% 64 %
Pacrsopenue amorcuuuanuba (2 u) 5 75% 64 %
DISSOLUTION AMOXICILLIN (in 5 h) 2 85% 97 %
Pacrsopenne amorcuyuanuHa (5 uj 2 85% 97 %
DISSOLUTION CLAV. ACID (in 1 h) 275% 95 %
Pacroopenne knapynatosoii kucnorel (1 u) = 75% 95 %
AMOXICILLIN DEGRADATION PRODUCTS (MTI) $3.0% 1.2%
fTocropoHHUe NpUMecH amoRCULMIZIUHA £3.0% 1.72%
CLAVULANATE POLYMERS CONTENT <3.0% 05%
MocropoHiye nprmeck K1aByn1aHoBoi KMCAOTBI

(nonumep Knasynanara) £3.0% 0.5%

I hereby certify that the above Information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above mentioned site(s) In full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP,

Aaribim CEpTUHUIKATOM YAOCTOBRPARTCS, YTO BLILLEYNOMSTIYTHN MHPOPMALNA NOZAMIHG U TOUHA. 3Ta napTus NpoayKTa Ghina
M3roToBNeHa/NPONIBEACHA, BRMAIONAA YIAKOBKY W KOHTPONL KAMECTHA HA BUILYNOMAHYTOM 3a80/48 B NOJHGM COOTBETCTBHM €
TpebosanuAmy GMP MeCTHbIX Pery/nTOPHLIX OPFAHOB W B COOTBETCIBIN ¢ TPeGOBaHMSIMN HMNOPTUPYIOLILESN CTpaHbL
Mpor3BoALTBO, YNAKOBKA M AHANMTHYECKME METObI NPOCMOTPEIHL! 11 HAXOAATCA B COOTEETCTBHI ¢ GMP,

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION
SAKIIOYEHWE: TIPMHATO, NPOAYKT COOTBETCTBYET CNEUWDMKALMM

APPROVED BY QUALITY ASSURANCE MANAGER : Douillard Justine DATE; 29,01.2018
YTBEPHAEHO OTBETCTBEHHDIM 3A KAYECTBO MEHEQKEP: DOUILLARKD JUSTINE, JATA:

MANUFACTURER: GLAXO WELLCOME PRODUCTION, FRANCE
Zl de la Peyenniére - 53100 Mayenne — FRANCE
MPOU3IBOANTEND: TNAKCO BINAKOM MPOAAKLEN, PPAHLMA




