AEKJIAPAITASA O COOTBETCTBUH

AEKJIAPAHT, IPHHUMAFOLIHA AEKJTAPAITHIO O COOTBETCTBUM
AQ "IhaxcoCymumKnsiin Tpetiounz”

Csedenun o pezucmpayuu opzanuzayuu: Mesicpationnan uncnexyun ®edepansnoii nanozoeoii cayoctor Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739011486, dama npuceoenus OT'PH 24.07.2002.

Adpec: 125167, 2. Mockaa, Jlenunzpadckuii npocnexm, 0. 374, Kopnyc 4, smac 3, nom. XV, komuama 1.
Teneqpon:8(495)777-89-00.

B nuye: I'enepanvnoiii dupexmop Jybancxuii Onez
Hosepennoe nuyo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13. 09.2018 2,

3ASBJBIET, YTO

nexapemeenHoe cpedcmeo. Ayemenmun, mabnemcu noKpeimuie nnexouHou obonoyroii 500 mz+125 mz 7 wim.,
ynakoexu suetixosvle konmypusie (1), naxems: us amomunuesoti onveu namunuposannsie (2), nayxu
xapmonuete, PY Ne IT N011997/01 om 21.06.2010 (dama nepeoghopmnenusn 16.08.2013) ewidano 340
"ThaxcoCuumKnsiin Tpeiiounz", cepun 863464, napmus 15750 ynaxoeox, zoden do 19.07.2021, npouzeodcmsa
CyumEnsiin Buvem JTumumeo, BenuxoGpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom ko0 OKIIJ12 21.20.10.191, ko0 TH B3J] 3004100008,
Hucmpubviomop. coznawenue 6/ om 01.01.2013, unsoiic No 4205249800 om 31.01.2019

COOTBETCTBYET TPEBOBAHUSIM
11 N011997/01-160813 uzm. Ne 1-2

AEKJIAPAITHSA IPHHSATA HA OCHOBAHUHA
npomoxon ucnvimarnuii Ne 983m om 28.02.2019 HJI 000 HI] "®APMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC GB.®OMO08.C35001 om 28.02.2019
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CBEJIEHMSI O PETHCTPAITHT

OPI'AH I1IO CEPTHO®HUKALIUHA, 3APETMCTPUPOBABUIHI AEKJIAPAITUIO

RA.RU.11PM08 OPT'AH I10 CEPTH®HKALIHH ITPOYKI[HH OBIECTBO C OPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOM I[EHTP KOHTPOJIA KAYECTBA %

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxaa, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oyxx.pe.

AEKJIAPAITNSI O COOTBETCTBUM 3APETHCTPHPOBAHA N POCC RU HA-GB.OM08.A4.17383/19
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Product:

MpoayxT:

Type:

T

Hosuposka:

Dose:

Presentation;
Kos-so Bo ¢ .
Identity:
Huerruanocts:
Manf Date:

Hata mrorosrenus:
Expiry Date:

Cpox ropnocTy go:

TESTS

Hokazarenn
Description

Onucanme

Identification
MMognnunocTs

MTTI (wrt labelled)

GlaxoSmithKline

CERTIFICATE OF ANALYSIS
Ceprudukar anamma

Augmentin
AYTMeHTHH
Coated Tablet Na 69413
TAONCTKH, NOKPBITBIE [UIEHOMHONH 050N09K0i Supplied to: Russia
625 Mr (500 mMr/125 mr) Mocrasneno: 8 Poconio
625 mg (500 mg/125mg) Quantity: 15750 packs
OBPx 14 Kon-go: 15750 yn,
OBPx 14 Seller’s Ref.: 57085002
363464 Ne npopmasua: 57085002
863464
19-07-2018 Approved by: Mary Beth Erskine-Grout
19-07-2018 OnoGpeno: Mary Beth Erskine-Grout
19-07-2021 Qualified Person
19-07-2021 Ynonnomouernoe niuo
LIMITS RESULTS
Hopmsi Pesyasrarsl
A white to off-white Passed Test
oval-shaped, film-coated
tablet debossed with
'AC’ and a scoreline on one
side, plain on the other side.
TaGaeTki oRANBHOIT opMet ot Gestoro Brineprusaert

210 noyty Genoro UBeTa, NOKPLIThe
ieHouHOI 000MI04KO, ¢ BLINABIeHHOH
Haanuesio «AC» 1 pickoil Ha 0aHO# cTopoHe.

PoacTBEHHBIE MPHMECH AMOKCHLUMAIHHEA
METOOM NOTEHLHOMETPIMECKOro
TUTpoBaHus (% OT 3a9BACHHOrO)

Uniformity of Weight

OnHOPOAHOCT MO Macce

Mean Tablet Weight

Cpenuast macca tabnerxu

Disintegration time
Pacnazaemocts

Film Coat Integrity

HenoetHocTs oSonouku

Moisture
Boaa

Complies with Specification Passes Test
CooTeercTryeT cneuupnkanuy Bulgepixunaer

Less, Equal to 3.00 % 1.63 %

ue onee 3 % 1,63%

Complies with Specification Passes Test

COOTBETCTBYET CretM( KA Ipoxoaur Tecr

No limits specified mg 1072.8 mg
He sxmovenst » cneaudurao mr 1072,8 mr
Less, Equalto 20 mins 15 mins

ue Gonee 20 mun 15 sun
Complies with Specification Passes Test

cooTBeTcTBYeT cnenudnkaunn  Brizepiusaer

Less, Equalto  8.0% 7.1%
He Gonee 8,0 % 7.1%
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Product:

HOposaykr:

Type:

Tumn:

JHosupoexa;

Dose:

Presentation:
Kon-so 80 ¢n ;
Identity:
HaenTuynocTs;
Manf Date;

Hata usrorosnerns:
Expiry Date:

Cpoxk roanocTi no:

TESTS

Hoxasarean

Amoxicillin Potency

Augmentin
AYTMEHTHH
Coated Tablet

TabAeTKH, NOKPBITEIE ILIEHOYHOR OOONOYKOI

625 mr (500 mMr/125 mr)

Konuuectaeunoe onpeacheHNe

AMOKCHIMANHHA

Clavulanate Potency

Koanwectsennoe onpenenedune

KAABYNaHOBOH KHCIOTH

Clavulanate Polymer

PoncToennnie npuMeci KJIABYARNOBOI

KHCAOTH (lI0JHMEp KIaRynanara)

Dissolution (1 batch in 10)

PacTropeute

Microbial Contamination (1 batch in 50)
MuxpoSuonoruneckas unctoTa

Ne 69413
Supplied to: Russia
Iocrasneno: s Pocewo

625 mg (500 mg/125mg) Quantity: 15750 packs
OBPx 14 Kon-go: 15750 yn.
OBP x 14 Seller’s Ref.: 57085002
863464 Ne nponasua: 57085002
863464
19-07-2018 Approved by: Mary Beth Erskine-Grout
19-07-2018 Ounobpeno: Mary Beth Erskine-Grout
19-07-2021 Qualified Person
19-07-2021 VYrnonxomouennoe nuuo

LIMITS RESULTS

Hopnnr PesyabraTe:

4750 tw 5250 mg 500 mg

ot 475,0 a0 525,0 500

1190 w1310 mg 123 mg

ot 119,0 no 131,0 mr 125 mr

Less, Equal to 2.50 % 0.41%

ne Gonee 2,5 % 0,41 %

Complies with Specification Not Tested

Coorserctsyer creundurarm

Complies with Specification
COOTBETCTBYET CrielupHKaLmy

He tecTiposanca

Not Tested
He rectuposancs

This batch has been manufactured, packaged and tested in accordance with current GMP, The

documentation for this lot has been reviewed for

requirements of the importing country.

Hauuas naptus npoussencua u
GMP. lokymenTauus ua gauny

quality and complies with GMP and any additional

TPOLAA KOHTPONE B COOTBETCTBHI C ASHCTRYIOMIMMH npasiaMu
10 Cepuio CooTBeTCTRYET TpeBoranmsiM GMP 1 mobLin

AONOIHHTENRHBIM TPEGOBANMAM HMNOPTUPYIOWETT CTPAHEL

Date: 30 Jan 2019
Hara: 30 susaps 2019

Signed:
[Moanues:
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