JEKJIAPAIIAS O COOTBETCTBUNA

JEKJIAPAHT, IPUHUMAIOIIHN NEKJIAPAITHIO O COOTBETCTBUU

AQ "IaxcoCyumKnsiin Tpetioune”

Ceedenun o pezucmpayuu opeanuzayuu: Meocpationnas uncnexyus @edepanvHoil HaR020801 clyactor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenusa OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 9. 374, kopnye 4, amac 3, nom. XV, komuama 1.
Tenechon:8(495)777-89-00.

B nuye: Ienepanvuwit dupexmop Jybancruii Onez

Hosepennoe auyo: Kyzneyos A.A., doeepennocms 60-13.09.2018 om 13.09.2018 2.

3ASBISIET, UYTO

nexapemeennoe cpedemso. Ayemenmun, mabiemxu noxkpuimste nienoynot obonouxoti 500 me+125 mz 7 wim.,
ynakoexu sauetikogsie konmypnvie (1), nakemer uz amomunuegol honveu ravunuposannie (2), naurxu
kapmounsie, PY No [T NO11997/01 om 21.06.2010 (dama nepeoghopmaenus 16.08.2013) awoano 340
"ThaxcoCymumKasiin Tpetiounz", cepun 862570, napmus 16622 ynaxosok, 200en do 31.10.2021, npoussodcmea
CyrumKnaiin Buvem Jlumumed, Benuxobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom xod OKIT[{2 21.20.10.191, xod TH B3] 3004100008,
Hucmpubviomop. coznawenue 6/n om 01.01.2013, unsotic Ne 4205247922 om 18.01.2019

COOTBETCTBYET TPEBOBAHHSAM
[T N011997/01-160813 uam. Ne 1-2
AEKJAPAIIUA ITPUHSATA HA OCHOBAHHH

npomoxon ucneimaruii Ne 657m om 06.02.2019 HJI OO0 HI] "PAPMOBFOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJI40, Cepmucgpuxam POCC GB.PMO8.C33221 om 06.02.2019

lei‘A HPHHSITH}I ).'!,EKJIAPAIIHH 07.02.2019

KysHeuos A.A.
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CBEI[}E[HIIH O PETHCTPAIIUA

OPTAH 110 CEPTUOHKAIIAH, 3APETHCTPHPOBABIIAN AEKTAPAITHIO

RA.RU.11OM08 OPTAH 11O CEPTHOHKAIIHH IPOLYKIHH OEIJECTBO C OI'PA HHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, 20poo Mockea, yn. Macmeproaa, d. 4, am. 5., men.:(495)788-02-88, aeb-
eaiim: oykx.pep.

lIEI{JIAPAuHH O COOTBETCTBHH 3APETUCTPHPOBAHA N POCC RU /I-GB. ®M08.A4.15042/19

f%/é Kasan E.B.
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Product:

Mpeayit:

Type:

Py

Jospossa:

Dose:

Presentation:
Kos-o so da
ldentity:
FLACHTHYHOCTS!
Manft Daie:

Hata marotosaens;
Expiry Date:

Cpog rofHocTl 10:

TESTS

Howasarenu
Deseription

Onncanue

Identification
HoanuHHOCTD

MTT (wrt labelled)

®
ClaxoSmithKline
CERTIFICATE OF ANALYSIS
Ceprudurar againsa
Augmentin
AVIMENTHI
Coated Tabler Ne 69193

TAOAETKH. MORPLITHIE ILACHOUHO 000H0UKOH
625 mr (500 mr/123 mn)
625 mg (500 mg/i25my)

Supplied to: Russia
MNoctaracuo; & Poceiio
Quantity: 16622 packs

OBPx 14 Kon-po; 16622 yn,
OBP x 14 Seller’s Ref.: 57084984
862570 Mo npogasua: 57084984
862570

31-10-2018
31-10-2018
31-10-2021
31-10-2021

Approved by: Nik Ball
Onofipeno: Nik Ball
Qualified Person
YNosHoMOHEHHOE AHLO

LIMITS RESULTS
Hopaii Pelyiinrars

A white o ofT-white Passed Test
oval-shaped, film-coated

tablet debossed with

"AC” and a scoreline on one

side, plain on the other side.

Tadnerxst opanbHO Gopmbl o1 Gedoro
JO BOYTH HEN010 UBCT, NOKPBITHIC
rentounofi 060104k, ¢ BRIAUBACHHORN
HaHekio « AC» 1 puckoil ua 04HOIH cTopoHe.

Boigepxusact

Complies with Specification Passes Test
CooTtrercrayer cneunduikatiny Buinepikinaer
Less, Equal to 3.00 % 1.92 %
e Bosiee 3 Y% 1,92 %

PoacTeeiisie NPUMECH aMOKCHIBILIHHA
METOA0M NOTCHUHOMETPIMNECKOTO
THTPOBAHNA (Y OT 3AABACHHOID)

Uniformity of Weight
OanoponHocTh No Macce

Mean Tablet Weight
Cpeatsa vacca TabaeTin

Disintegration time
Pacnazaemocts

Film Coat Integrity
HeaoeTHoets 0donoky

Motsture
Bo,—]ﬂ

Complies with Specification
COUTBETCTBYET creUHdUKALAN

No limits specified mg

Passes Test
Mpoxoaur tect

1068.6 mg

He prinodenst B cnenndukaumo Mr 1068.6 mr

Less. Equalto 20 mins

se Gonee 20 My

Complies with Specification

15 mins
13 mun

Passes Fest

COOTBCTCTBYCT CNe i uKALUIH Belaepuwmaer
Less, Equalto  8.0% 7.0%
we doner 8.0 % 7.0 %
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Product:

flpoayem

Type:

Tur

Josnponka:

Diose

Presentation:
Kom-s0 B0 o
Identity:
HAeHTHMHOCT L.
Mant Duate:

JlaTa wmroToRACHH:
Lxpiry Date:

Cpow roIHoCTH 40:

TESTS

foxasarean

Augmentin
AYIMEHTUH

Coated Tablet
TafJeTKi. AOKPbITLIC HACHOYHON 08001KOoT
625 mr (300 mr/ 125 mr)

625 mg (500 mg'125mg)

OBP x 14
OBP x 14
862570
862570
31-10-2018
31-10-2018
31-10-2021
31-10-2021

Ne 69193

Supplied to: Russia
MocTagaeno: B Poccmo
Quantity: 16622 packs
Koa-so: 16622 v

Seller's Ref.: 57084984

Ne npoaasua: 57034984

Approved by: Nik Ball
Onobpeso: Nik Ball
Qualified Person

Y noaHOMOUEHHOE JIHLIG

Amoxicitlin Potency
KoauuecTReHHOS onpeieaenme
AMOKCHIDEINIEHG

Clavulanate Potency
KoauvecTREHHOS ONpLIIRICHITHE

K;k[lﬂ}’.ﬁaﬁﬁﬁnﬁ KICAOThHE

Clavulanate Polymer

PoacTaerHbie NPHMECH K1aBY1aH0BOH
RHCAOTH (MOANMCP KIaBYIaHaTa)

Dissolution (1 batch in 1)
Pacrsopenite

Microbial Contamination (1 batch in 50)

MukpoGHOIOriMecKas HneToTa

LIMITS RESULTS
Hopmst PeayasraTh!
4750 to 35250 wmg 495 mg
ar475.0 10 3250 495

1190 o 1310 mg 127 mg

or 1190 30 1310w 127 mir

{.ess, Equal to 2.50 % 0.38 %

ne Gonee 2.5 % 0,38 %

Complies with Specification
CooTReTCTBYCT cnetdukannn

Complies with Specification
COOTBCTCTBYCT cnemu,’puxauam

Not Tested
He rectrposascs

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 quality and complies with GMP and any additional

requirements of the importing country,

HMauuas FAPTHA TPOWIBEASHA W TPOLLIA KOHTPOAL B COOTBETCTHIN C ASHCTBYIOWNNI NpABHAAMH
GMP. JToKyMeHTaii Ha AaHHYI0 cepiuo cooTsetetayet TpeGonanuam GMP n mobeim
AONOMIITEALHBIM TPEGORAHHAM HMUOPTHPYIOUIER CTPaHbL.

Date: 17 Jan 2019
Jata: 17 ansaps 2019

Signed:
Toamics:

TRRCTRP AP




