JUCICTHAPATIMA O COOTBIETCTBWIA

JIEKAAPAIT, HPHHHMATONIHIA JAEKIAAPAHBIO O COOTBETCTBHE

AQ "ThakeoCanenKasian Tpeidunz”

Caedenun o pezucmpeayu opzantesgin: Meswpeationna unenexyus Dedepanoioli nao2oeol cayaein No 46 o
e Moerae 01.01.2008, OU'PH 1027739011486, dama upuesoenus OFPEH 2:4.07.2002.

Adpec: 125167, e Mockaa, Henumzpadesuit npoenexm, 0. 374, gopye A, mmeie 3, nost. XV sosiama 1,
Tenedhon:8(495)777-89-00.

B nwee: lenepansuvits oupexmop Bt J{A.

Hosepennoe napo: Kyureyoes A4, doaepennoemn 60-13.09.2018 om 13,09.2018 »,

SASIBISIET, W10

HERAPEMBEHNOC CPeOCNIGO: AP2Ateumii, ROPOoK st BpUsomOsHentsn CYCnension Out puesia arypngn 200
MA28.5 me ¢ 5 aun, hnaxonnt 7,7 ¢ (1),/8 kosmnnexme ¢ vepiolst konnaukos?, naskn kapmonire, PV No 11
NO15030/04 om 13.10.2008 (oame nepeodpopauaciius 17.05.2013) avtdaio 3AO "TiascoCaumKnsiin
Tpetiounz", cepun 854097, napmun 18456 yuarogor, zoden 0o 13.07.2020, npowseodcmean CananfCstiin Buuest
TudaCu, BenuroGpumenus, SmithKiine Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 8QH,
United Kingdom, xkod OKIIJ2 21.20.10.191, kod TH B2 3004 100008, [Tucmputvioniop, comamenne 6/ om
01.01.2013, unaaiic No 4205197309 om 01.10.2018

COOTBETCTBYET TPELOBAHHSIM
1T NO15S030/04-050510 1wz, No -3

JIEICIAPATLHST IIPHHSITA HA OCHOBAHHH
npomoxon wenoimarnit N 6454 ar om 26.10.2018 HIT OO0 HI] "PAPMOLOPOHA", anmiecmam
axxpedumaipy POCC RU.0001.21 D140, Cepmngpurem POCC GB.OMOS.C26239 om 29.10.2018

}.lA’IA HPLIIISI FHST JEICHAPALLE 29.10.2018
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CBE,I[ELQM}I O PEI'MCTPATIMIA

OPIAHL IO CEPTHOHKALMH, 3APEMHCTPHPOBABINHIL JIEIUIAPAITHIO

RA.RU.11DMOS OPTAH 11O CEPTHBRHKALIHH HPOUYKIHH OBIECTBO C OFPAHHYE HHOH
OTBETCTBEHIOCTHIO "OKPYIKHOMH HEHTP KOHTPOJS KAYECTBA",

aodpee apzentisaipn: 15280, 2. Mocraa, yn. Macmeproaa, 0, 4, am. S, noat. I, ko, 1, adpec opzana no
cepmuthurenpae: 115280, POCCHM, 2opod Mockea, yr. Macmeproaa, 0. 4, am. 5., men.:(495)788-02-88, acb-
carin oyREpap.

}J;I‘l(‘JlAl \L(ﬂﬂ O COOTBETCTBHH 3APETHCTPHPOBAHA A2 POCC RU J[-GB, MO8, A.05590/18
IJ,IIH 29.10.2018
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CERTIFICATE OF ANALYSIS

Cepruduxar anamza

GlaxoSmithKline

Product; Augmentin
[Tpoayxr: AyrvenTaa® No 67353
Type: Oral suspension
Tun: NOPOUIOK W1 NPHIOTORAEHHA

CyCcnensuy ps npuéma RuyTph
Dose: 228.5 mg/ 5 nl (200 mg, 28,5 mg/5 ml) Supplied to: Russia
Jozuposka: 228,5mr/5 ma (200 mr, 28,5 Mre S MiT) Mocrasneno: B Poccuio
Poccuio
Presentation: 70 ml Quantity: 18456 bottles
Kon-o Bo ¢ .: 70 ma Kos-so: 18456 ¢n
Identity: 854097 Seller's Ref: 57083159
Haentmanoc: 854097 Ne nponasua: 57083159
Manf Date: 13-07-2018 Approved by: Shane Murray
Jara wsrorosnesus: 13-07-2018 OnoGpeno: Shane Murray
Expiry Date: 13-07-2020 Qualified Person
Cpox rogxocTh ao: 13-07-2020 Ynonromouensoe nuuo
TESTS LIMITS RESULTS
INokazarean Hopn Pesyantaret
Description Complies with Specification Passes Test
Onucanue COOTBETCTBYET CReuu(ural NPAXOAHT TECT

Identification
TMoanuanocTs

Closure
Yrynopka

Amaoxicillin Content
Konuyectaentoe
onpeneneHue aMOKCHLHIIHHA

Clavulanic Acid Content
Komuectsennoe
OfIpeaeneH e KNABYIaHATa

Weight Control
Macca cogepixumoro
thnakona

FILLING MIX
Cycnensns:

Description
Onucaune

Suspension
Cycrnienanposatiue

Identification

Complies with Specification
COOTBETCTBYET creLdiKanm

Complies with Specification
COOTBETCTBYET cneuudHKany

190 to 210 mg /5ml
ot 190 1o 210 mg /5ml
285t031.5mg/ 5ml

ot 28,5 no 31,5 mg/ 5ml

No Limits Specified

HE BIJTIOUEHBI B CHCUH(HKALHIO

Complies with Specification
COOTBETCTBYCT CrieHbHKaLHT

Complies with Specification
COOTBETCTBYET clicUupHKALHH

Complies with Specification

Passes Test
NPOXOOUT TecT

Passes Test
NPOXOAUT TECT

203 mg/ 5 ml
203 Mr/S ma
29.8 mg/5 ml

29,8 Mr/5 Mn

785¢

7,85

Passes Test
NPOXOANT TECT

Passes Test
NPOXOAUT TecT

Passes Test



Product: Augmentin

Ne 67353

Supplied to: Russia
[Tocrasneno; B Poccio

Quantity: 18456 bottles
Kon-po: 18456 ¢hn
Seller's Ref: 57083159
Ne nponasua: 57083159

HporyxT: AyrMesTHH®

Type: Oral suspension

Tam: (OPOLIOK IS [IPUFOTORNEHU
CYCMEeH3HH AnA NpHEMaA BHYTPE

Dose: 228.5 mg/ 5 ml (200 mg, 28,5 mg/5 ml)

Jlosuposka: 228,5mr/5 mn (200 wr, 28,5 mr B 5 Mn)

Poccuso

Presentation: 70 mi

Kon-so so ¢ .: 70 Mn

Identity: 854097

Hnearusrocts: 854097

pH 401060

pH or 4,0 o 6,0

Moisture Less, Equalto  9.0%

Bona e Gonee 9,0 %

Amoxiciilin Content
Kﬂmai:emasermoe
Oilp@iﬂﬁJieitHe AMOKCHUHANNHR

Homogeneity
FosoremiocTs

Clavulanic Acid Content
Konnuecrnertoe
OTpEAENeHHe KNABY AN

Homogeneity
[omorennocts

Amox : Clav Ratio
OTHOWEHIE AMOKCHLUHY
Kucnota xnaaynanonaa

MTI (wrt Labelled)
MocTopontue npumeci

AMokcHuMnnnua (OT 3aBACHHOrD)

Clavulanate Polymer

[Toctopouuke npusecy
KIABYAHOBOH KHCAOTH
(nonumep Kaasynasara)

Microbial Contamination
MuxpoGronoruucckan ynctora

34.5t038.0
or 34,5 5o 38.0

Less, Equalto 5§
e Gonee 5%

5.15105.70
o1 5,15 10 5,70

Less, Equalto 5
He Bonee 5 %

641070

ot 6,4 no 7,0

Less, Equalto  3.00
tie Gonee 3,00 %

Less, Equalto  2.50

He Gonee 2,50 %

Complies with Specification
COOTRETCTBYET CHEeLHHKALIHN

6,8
0.88 %
0,88%

0.10%

0,10 %

Not Tested
HE TeCTHpOBaiCH

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.

quality and complies with GMP and any additional

HaHHas napTHA NPOU3BEACHA H NIPOLING KOHTPOML B COOTBETCTRHH ¢ AeHCTBYIOMUAMH NPaRUAaMH
GMP. JlokyMeHTalus Ha AaHHYIO CEpHIO coorTeeTcTBYET TpebOoBanuam GMP 1 moGsiv
AOTIOAHHTENIBHBIM TPEGOBAHNAM HMNIOPTHPYIOUIEH CTpaH™,

Date: 18 Scp 2018
Hara: |8 cenratps 2018

TMoannck

|
i
f Signed: d;’:iwg%f‘z,"\f\;"»"u-a-“ék&i!

205FR



