JTEKJIAPAIIMSI O COOTBETCTBUH

JIEKJIAPAHT, NIPUHAMAIOIMI JEKJIAPAITAIO O COOTBETCTBUH

AO "ThaxcoCaxumKasiimm Tpeiiounz"

Ceedenus o pezucmpayuu opanusayuu: Mescpationnas uncnexyus Dedepansioil nano2osoi ciyxcour Ne 46 no
2. Mockae 01.01.2008, OI'PH 1027739011486, oama npuceoenun OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, kopnye 4, amaoic 3, nom. XV, komnama y
Teneghon:8(495)777-89-00.

B nuye: lenepanvnetii oupexmop [yosmcruil Onez

Jloaepennoe mujo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 =

SASIBJISIET, UTO

nexapemaennoe cpedemso: Ayeaenmun, mabaemxu noxpoimeie nienounoti obonouroi 500 me+125 mz 7 wm.,
ynakoeru auetikosvie Konmypnuie (1), naxkemot us anomunuesoi Qonvau AaMunUposanivie (2), nauxu
kapmonnvie, PY Ne 11 NO11997/01 om 21.06.2010 (0ama nepeochopmnenusn 16.08.2013) svidano 340
"naxcoCyumKsiin Tpetiounz", cepus 862451, napmus 15120 ynaxosok, 200en 0o 31.10.2021, npoussodcmea
CyumKnsim Buvem Jusumeo, Beauxobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom xoo OKII/[2 21.20.10.191, koo TH B3JT 3004100008,
Hucmpubvlomop. coznauenue 6/n om 01.01.2013, uneoiic Ne 4205246911 om 11.01.2019

COOTBETCTBYET TPEGOBAHHSIM

11 N011997/01-160813 usm. Ne [-2

JIEKJIAPAITASI ITPUHSITA HA OCHOBAHHHU

npomoxon uensimanuti Ne 279x om 23.01.2019 AT OO0 HI] "®A PMOBOPOHA", ammecmam axkkpeoumarui
POCC RU.0001.21J140, Cepmucpuxam POCC GB.®@M08.C32214 om 24.01.2019
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CBEIIEI—{HH O PETUCTPAIIUH

OPI'AH 110 CEPTUDHKAILIUH, 3APED MCTPUPOBABIINI JEKJTAPAIIAIO

RA.RU.11MO8 OPI'AH 110 CEPTHOHKALIHH ITPOIYKITHH OBU_[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBLIO "OKPY)KHOH JEHTP KOHTPOJISI KAYECTBA"

adpec opeanusayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, am. 5, nom. 1 koM. 1, adpec opzaia no
cepmudpurayu: 115280, POCCHA, 20pod Mockea, ya. Macmepkoga, 0. 4, am. 5., men.. :(495)788-02-88, aeb-
caitm: oykK.pg.

JEKJIAPA HH O COOTBETCTBHUM 3APETUCTPUPOBAHA M POCC RU J-GB.®@M08.A.13634/19
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Product:

MMpomyKT:

Type:

Tun:

Josnposka:

Dose:

Presentation:
Kon-so ro 1
Identity:

M AeHTHIHOCTD:
Manf Date:

IaTta U3roTOBAEHHA:
Expiry Date:

Cpok roaHocTi 10:

TESTS
foxaszatenu
Description

Ornucanmne

ldentitication
[oUTHHHOCTE

MTI (wrt labelled)

PoncreeHHbie NPHMECH aMOKCHLHIUIMHA

GlaxoSmithKline
CERTIFICATE OF ANALYSIS
CepTH®HEAT AHAIH3A
Augmentin
AYrMeHTHH
Coated Tablet Ne 69038
TabAeTKH, TOKPLITHIE NICHOMHOI 0bonoukoi Supplied to: Russia
625 mr (500 mr/125 mr) INocrasneno: B Pocciio
625 mg (500 mg/125mg) Quantity: 15120 packs
OBP x 14 Kon-Bo: 15120 yn.
OBPx 14 Seller’s Ref.: 57085003
862451 Ne npopasua: 57085003
862451
31-10-2018 Approved by: Mary Beth Erskine-Grout
31-10-2018 Qnobpeno: Mary Beth Erskine-Grout
31-10-2021 Qualified Person

31-10-2021

VNOAHOMOMEHHOE ANU0

LIMITS RESULTS
Hopmi Pesyanrarhl
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.

TabneTk# osaikHOi Qopabt o1 Geaoro BoiaepiimsaeT
A0 NOYTH DEIOro UBETa, NOKPLITHIE

rieHo4Hoil 060104K0H, ¢ BbIIABNEHHON

Hammenio «AC» ¥ PHCKON HA OAHOIT CTOPOHE.

METOOM MOTEHLHOMETPHUECKOTD
rHrposaita (% 0T 3aABNEHHOTO)

Uniformity of Weight
OAHOPOAHOCTI 10 Macce

Mean Tablet Weight

Cpennaa macca Tabnerku

Disintegration time
Pacnanaemocts

Film Coat Integrity

LicnocTHOCTE 0D0N0UKH

Moisture
Bona

Complies with Specification Passes Test
CooTsercTByCT CriclHpaKaLN Buinepausaer
Less, Equal to 3.00 % 1.87 %

e Gonee 3 % 1.87 %
Complies with Specification Passes Test
COOTBETCTBYST CHELM(IKALLY [TpoxoanT vect
No limits specified mg 1071.1 mg
He prmouens! B cnetrdukarino ar 1071, 1 mr
Less, Equalto 20 mins 15 mins
He Gonee 20 mun 15 Mun
Complies with Specification Passes Test
cootTBeTCTBYET ClienuKaLuy Buiiepucasaer
Less, Equalto  8.0% 6.9 %

ne Gonee 8,0 % 6,9 %




Product: Augmentin

Ne 69088

Supplied to: Russia
[Mocrasneno: & Poccmo

Quantity: 15120 packs

Kosn-so: 15120 yn.
Seller's Ref.: 57085003
v npoaasua: 37085003

Approved by: Mary Beth Erskine-Grout
Onobpeno: Mary Beth Erskine-Grout

Qualified Person
Y IIONHOMOYEHHOE JTHILO

Mpoayxi: AYTMEHTHH

Type: Coated Tablet

Tur: TabneTki, MOKPhITHIE IUIEH0MHOH 00010 K0T
Jlozuponka; 625 wmr (500 Mr/125 mr)
Dose: 625 mg (500 mg/125mg)
Presentation: OBP x 14

Kon-po 8o . OBP x 14

Identity: 862451

HaeHTHIHOCTS: 862451

Mant Date: 31-10-2018

Hara W3roTORJICHNA: 31-10-2018

Expiry Date: 31-10-2021

CpoK TOAHOCTH 10! 31-10-2021

TESTS LIMITS
HMowazarean Hopmui

Amoxicillin Potency
KonnuecTBCHHOE Onpeie/ieHuie
AMOKCHIHILTHHA

Clavulanate Potency
Konuuecrsenuoe OHPEHCHCHIHI.E
f\'.?lﬂB_VﬂﬂHOBOﬁ KHCTOTbI

Clavulanate Polymer
PojcTREHHBIE PHMECH KABY IAHOBOT
KHCNOTH (NOJHMED KAaBy1auaTa)

Dissolution (1 batch in 10)
PacTropenue

Microbial Contamination (1 batch in 30)
M ikpoGHOIOTHYEC KA HHCTOTA

4750 to 3250 mg
or475,0 no 525,0

1190 1w 131.0 mg

ot 119,0 1o 131,0 M1

Less, Equal to 2.50 %

ne 6onee 2,5 %

Complies with Specification
CoOTBETCTBYET CreUn(pHKaLLH

Complies with Specification
COOTBCTCTBYET Cﬂb‘ul-l(b!‘lKﬂLlHH

RESULTS

PeayanTarhl
496 mg

496

126 mg,

126 mr

0.40 %

0,40 %

Not Tested

He recTHposaics

Not Tested
He TecTtuposancs

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.

Hannad naprus Npox3peacHa H [POULIA KOHTPO/IbL B COOTBETCTRHN C ACHCTRYIOUHMI NPaBIAaMi

GMP. JIOKYMEHTAUMs Ha AGHHYIO CEPHIO COOTBETCTBYET TPEGORAHILIM GMP 1 moGbim
NONOJHETENLHBIM TPeGOBAHNAM HMIIOPTHPYIOWIEH CTpabl.

Date: 10 Jan 2019
Hara: 10 susaps 2019

Signed:
Mouannes:



