EKJIAPAIIUSL O COOTBETCTBHU

JEKJTAPAHT, IPHHAMATOIIMHA JIEKJIAPATIATO O COOTBETCTBUH

AO "ThaxcoCyumKnsiin Tpetioune"

Ceedenus o pezucmpayu Op2anusaiuu. Meaicpationnas uncnexkyus Dedepanvoii Hanozoeot cayaichor Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoerus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocxea, Jenunzpadexuii npocnexm, 0. 374, kopnyc 4, smane 3, nom. XV, komnama 1.
Tenedhon:8(495 )777-89-00.

B auye: enepanvrblii Oupexmop Jlybarcruit Onez

Jlogepennoe nuyo: Kysueyos A.A., dosepenrocmy 60-13.09. 2018 om 13.09.2018 2.

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo: Ayamenmun, mabnemxu nOKpbImMble NAEHOUHO obonouxoii 500 me+125 mz 7 wun.,
YNAKOGKU AMEUKOGbIE KOHMYPHbIE (1), naxemuol u3 anioMuHUegol honvau NAMUHUPOGAHHbBIE (2), nauru
rxapmonnvie, PY Ne I1 NO11 997/01 om 21.06.2010 (dama nepeogopmeriii 16.08,2013) gwidarno 340
"FnarcoCuumKnaiin Tpetiounz", cepun 863386, napmus 16149 ynaxoeox, 200eH 0o 1 8.07.2021, npousgodcmea
CrumEnsiiin Buvent Jumumed, Benurcobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom %00 OKIIN2 21.20.10.191, koo TH B3] 3004100008,
JTucmpubeionop. coanawienue 6/n om 01.01.2013, uneoiic Ne 4205247922 om 18.01 2019

COOTBETCTBYET TPEBOBAHUWSIM
17 N0O11997/01-160813 uzm. Ne 1-2

JIEKJIAPAITMSL IIPUHSITA HA OCHOBAHHHU
NPOMOKON wenvimanuii Ne 662m om 06.02.2019 I 000 HI] "®APMOBOPOHA", ammecmam arxpedumayuul
;{’OCC RU.0001.21®.J140, Cepmugpuxam POCC GB. @MO8.C33226 om 06.02.2019

JIATA [IPHHSTTHS] IEKJIAPAIUH 07.02.2019
ACTTAPAT{SE AEACTBUTEIBHA /(O 18,7.2021
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OPI'AH 10 CEPTUOHKAIIAH, 3APETMCTPUPOBABIIUM JEKJAPATAIO

"RA.RU.11®MO08 OPI'4AH 110 CEPTH®HKALHH ITPONYKLIHH OFI[ECTBO C Or' PAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPYIKHOH [EHTP KOHTPOJIA KAYECTBA",

adpec op2anusayuu; 115280, 2. Mocxsa, yr. Macmeproga, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 2opoo Mockea, ya. Macmeproga, 0. 4, am. 5., men.:(495)788-02-88, 6eb-
catim: oykx.pa.
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Product:

MpoaykT:

Type:

Tun:

Jlozuposka:

Daose:

Presentation:
Kon-so so it .
Identity:
Hnen i HocTh:
iant Date:

Haa usroToBNICHILL
Expiry Date:

CpoK ronocTit 02

TESTS
Mowazarenu
Description

Omicanne

Identification
[MoaniHnocTs

MT1 (wrt labelled)

GlaxoSmithKline

CERTIFICATE OF ANALYSIS
CepriduiaT aHaaua

Augmentin
AYTMEHTIH
Coated Tablet Ne 69191
TaGAETKH, NOKPRITHIE [LIEHOUHOI oGonouKoil Supplied to: Russia
625 mr (500 mr/125 mr) MocTtaraeHo: B Pocciio
625 mg (500 mg/125mg) Quantity: 16149 packs
OBPx 14 Kon-go: 16149 yn.
oBP x 14 Seller's Ref.: 37084984
8633806 Ne nponasua: 57084984
863386
18-07-2018 Approvad by: Mary Beth Frskine-Grout
16-07-2018 Onobpero: Mary Beth Erskine-Grout
18-07-2021 Qualified Person
18-07-2021 VY HoAHOMOUEHHOE JHILIO
LIMITS RESULTS
Hopmbl Pesyabrarst
A white to off-white Passed Tesl
oval-shaped, film-coated
tablet debossed with
*AC’ and a scoreline on one
side, plain on the other side.
TaGneTkit opansHoii Gopusl 0T BeNoro BriaepaipagT

710 NOYTH JCNOTO LBETd, NOKPLITHIC
rteHouHOH oQoitouKoil, ¢ BhlIABAEHHOI
HAANC IO «ACH M PUCKOR HA DAHOH CTOPOHE.

Complies with Specification Passes Test
CooTsercTpyer crietn(Katin BoiaepiknpacT
Less. Equal to 3.00 % 1.73 %
we Gosee 3 % 1,73 %

PoacTBeHIBIC NPHMECH AMOKCHUHINIH
METOIOM MOTEHLHOMETPHHECKOTO
Trrposaris (Ya 0T 3A5BIACHHOIO)

Uniformity of Weight
QAHOPOAHOCTL 110 MACCe

Mean Tablet Weight

Cpemuiss Macca TaGneTkn

Disintegration time
PaciiagaemMocTL

Film Coat Integrity

LeaoeTHooTs 0B0R0UKN

Moisture
Bo:ua

Complies with Specilication Passes Test
coorseTeTRYeT cnettnduraliy [IpoxoauT Tect
No limits specified me 1070.1 mg

e BKIOHEHb! B CreuHQUKALIO MT 1070,1 mr
Less, Equalto 20 mins 15 mins

He Gonee 20 mMun 15 Mnn
Complies with Specification Passes Test
COOTRETCTBYRT crneuprraumit BhijlepkipacT
Less, Equalto  8.0% 6.9%

tie Gonee 8,0 % 6,9 %
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Product: Augmentin

[ 1poaykT: AYTMEHTHH

Typu: Coated Tablet No 69191

Tu rafneTki, NOKPLITLIC NAEROUHAT obonouKoh Supplied to: Russia
Jloanposra 625 mr (500 mr/ 123 M1) [Moctasnexa: B PoccHIo
Dose: 625 mg (300 mg/125mg) Quantity: 16149 packs
Presentation: 0OBPx 14 [Con-so: 16149 yin

Kon-o &0 Q1 . OBPx 14 Seller's Rel: 57084984
Identity: 863368 Ne nponanua: 57084984
HAeHTIHOCTh: 863368

Manf Date: 18-07-2018 Approved by: Mary Beth Erskine-Grout
JlaTa M3roTOBACHHA 18-07-2018 OnoSpeno: Mary Beth Erskine-Grout
Expiry Date: 18-07-2021 Qualified Person

Cpok TOIHOCTH 10! 18-07-2021 Y 10JHOMOUEHHOL JHLO
TESTS LIMITS RESULTS
fTorasarein Hopwb Pesyanrarst
Amoxicillin Patency 4750 to 5230 mg 501 mg
KoaiuecTREHOE Onpefensiiiie

AMOKCHUIAIINE ot 475,0 a0 525,0 501

Clayulanate Potency 119.0 to  13L0  mg 123 mg
KoanueeTeCHHOE OnpeaiencHiiie

KB Y AAHOBOH KHCNOTLE ot 119,0 10 131,0 mr 123 mr
Clavulanate Polymer Less, Equal 10 2.50 % 0.46 %
PoACTECHHBIC MPHMECH KiayiaHoBail ne Gonee 2,5 % 0,46 %

KHENOTH (ITOIEMEP KIABYIIAHATA)

Dissolution (1 batch in 10) Complies with Specification Not Tested
PactsopeHue CoorseTCTBYET CrietnpiKami He Tectiposane:
Microbial Contamination (1 batch in 50y Complies with Specification Not Tested
Mincpodiionoriyeckas HHeToTa COOTBETCTBYET CrieuiKa He recriposancs

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.

Jlatas napTi NPON3BEALHA i npouLtd KOHTPOJb B COOTBETCTBINN C AeHCTBYIOLLEMH TIPABIINANMII
GNP, JokyMenTanns Ha JaHHYI0 Ceprio cooraereTByeT TpeboBaITHAM GMP 1 n100bIM
NONOAHNTCABHBIM TPeOOBAHTIHM JIMIOPTHPYIOLLETH CTPAHEBL.

Date: 17 Jan 2019 Signed:
Jarta: 17 aneaps 2019 [Moamiics:
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