JEKJIAPAITASI O COOTBETCTBUH

JEKJIAPAHT, [IPUHUMAIOUIAN JEKJAPALIMIO O COOTBETCTBHUH

AO “ThaxcoCyvumKnsaiim Tpeiidun2"

Ceedenus o pezucmpayuu opeanusayuw: Mexcpauonnan uncnexyua Dedeparsroii Hano2060i caydicder Ne 46 no
> Moexge 01.01.2008, OT'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxsa, Jlenunzpadckuii npocnexm, 3. 374, xopnyc 4, amaoic 3, nom. XV, xomnama L
Tenegpon:8(495)777-89-00.

B nuye: Ienepansiviii Oupexkmop Jybauckuii Onez

Josepennoe nuyo: Kysueyos A.A., dosepenrocms 60-13.09.2018 om 13.09.2018 <.

3ASIBJSIET, UTO
nexapcmeennoe cpedcmeo; Ay2MeHmUH, NOPOUuLoxr Ons NPU20MOENENUs. CYCREH3UU OAA NPUEMA GHYMPb 400

M2/57 M2 6 5 mn, gnaxonst 12,6 2 (1)./8 komnnexme ¢ MepHbIM konnauxom/, nauxu kapmornsie, PY Ne IT
NO15030/04 om 13.10.2008 (dama nepeogopmnerun 17.05.2013) gvioaro 340 “ThaxcoCmumKnsiin
Tpeiiounz", cepus 859582, napmus 45816 ynaxosox, 2o0en 0o 11.10.2020, npouseéodcmea CuumKasiin Buyem
Tu2aCu, Benurxobpumanus, SmithKline Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 8QH,
United Kingdom koo OKIT/2 21.20.10.191, xed TH B3/ 30041 00008, Jucmpubviomop. coenautenue 6/u om
01.01.2013, uneoiic Ne 4205242368 om 07.12.2018

COOTBETCTBYET TPEBOBAHMSIM

IT N015030/04-050510 usm. Ne 1-3

JIEKJIAPALLASI IPUHATA HA OCHOBAHHH

npomoxon ucnwimanuti Ne 8034x om 11.01 .2019 HJI 000 HI| "®APMOBEOPOHA", ammecmam
axipedumayuu POCC RU.0001.21®JI40, Cepmudpuxam POCC GB.®MO08.C31307 om 14.01.2019

AHATHS JEKJAPAITUMA /4.01.2019
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CBEJIEHUS O PETUCTPALIAU

OPI'AH IIO CEPTU®UKAIIUH, 3APETMCTPHPOBABIINNA JEKJIAPAITHIO

RA.RU.11 MO8 OPTAH ITO CEPTH®HKALMH ITPOJYKIJHH OBLJECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nos. I, kom. 1, adpec opzana no
cepmucpuxarpu: 115280, POCCHA, 20pod Mocksa, ya. Macmepkoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-

catim: oyxkK.peh.
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GlaxoSmithKline

nakcoCwmurInsiin
CERTIFICATE OF ANALYSIS
Ceprudurar asanuia

Product: Augmentin

[TpoaykT: AYTMEHTHE Ne 68674
Type: Oral suspension

Tur: MOPOWOK IS [IPHIOTOBICHUA

CYCHeH3HH A7 NpHEMA BHYTPE

Dose: 457 mg/ 5 ml (400 mg, 57 mg/5 ml) Supplied to: Russia
Hoznpopxa: 437 wmr/5 v (400 Mr/57 Mr e S M) [Mocraeaeso: B Poccwio
Presentation: 70 ml Quantity: 45816 bottles
Kon-so 8o §n .2 70 Mn Kon-go: 45816 ¢n
Identity: 859582 Seller’s Ref: 57084297
M IeHTHIHOCTD! 859582 Ne nponasna: 57084297
Manf Date: 11-10-2018 Approved by: Mary Beth Erskine-Grout
Jlata W3roToBNeHMs: 11-10-2018 OnoGpeno: Mary Beth Erskine-Grout
Expiry Date: 11-10-2020 Qualified Person

CpOoK rofHOCTH 110 11-10-2020 YronsoMoueHHOE JIHLO
TESTS LIMITS RESULTS
Mokasarenn Hopmbi Pesyabrarni
Description Complies with Specification Passes Test
Onucanue COOTBETCTBYET CreHH(IKAIH [PONOIMT TECT
Identification Complies with Specification Passes Test
Closure Complies with Specification Passes Test
Vrynopka COOTBETCTRYET CreuupHKaLuy NPOXOANT TECT
Amoxicillin Content 380 to 420 398 mg/ 5 ml
KonuvectseHHoe

onpefenene aMOKCHIILIHAEA or 380 no 420 398 mr/5 mn
Clavulanic Acid Content 57.0 t0 63.0 59.3 mg/5 ml
KonmgecTseHHOE
onpeaeeHue KIagynadarTa ot 57,0 mo 63,0 59,3 Mr/3 Mn

Weight Control
Macea cofepumMoro
(pnaxoHa

FILLING MIX
Cycnessus:

Description
Onucaune

Identification

Suspension
Cycnenauposaine

pH
pH

No Limits Specified

HE BIUHOYEHS! B cneuHuKamo

Complies with Specification
COOTBETCTBYET CNeHHpHKaLHK

Complies with Specification

Complies with Specification
COOTBETCTBYET CneUpHKALAA

4.0t06.0
ot 4,0 10 6,0

127¢g

12,7r

Passes Test
NPOXOUT TECT

Passes Test

Passes Test
NPOXOJHT TECT

4.2 units
42



Product:
Tlpoayxr:
Type:
Tum:

Dose:
Josnposka:
Presentation:
Koa-so BO I .
Tdentity:
WneHTHYHOCTS!

Moisture
Boga

Amoxicillin Content
KommecTBeHHOE

Augmentin
AyrMeHTHH
Oral suspension

NOPOLIOK JULS OPATOTOBACHHA
CYCHeH3NH A npuéma BHYTpb

457 mg/ 5 mi (400 mg, 57 mg/5 ml)
457 mr/S s (400 Mr/5T Mr B 5 ML)

70 ml
70 M
859582
859582

OINpEACACHUE AMOKCHIHIUIMHA

Homogeneity
[oMOTEHHOCTh

Clavulanic Acid Content
KonugecTseHHOE

OHPBJIESIEHHCS KiapynaHaTa

Homogeneity
oMOreHHOCTh

Amox : Clav Ratio

OTHOIUEHAE AMOKCHIHILARH &

KHC/IOTa KHEB}’JE&HOB&H

MTI (wrt Labelled)
[locTOpOHHHE IPHMECH

Amokcumumasa (0T 3A4BAEHHOTO)

Clavulanate Polymer

TlocTOpOHHUC HPHMECH
KaByNaHOBOH KHCIOTHE
(nonumMep KNABYNAHATA)

Microbial Contamination

MukpoGHONOrHYeCKan HHCToTa

Ne 68674

Supplied to: Russia
Iocrasnero: B Pocommo
Quantity: 45816 bottles
Kon-so: 45816 ¢n
Seller’s Ref; 57084297
Ne npomanua; 57084297

Less, Equalto  9.0% 7.6 %

e Gonee 9,0 % 7.6 %

42.2t046.7 437 %

ot 42,2 510 46,7 43,7% :
Less,Equalte 5 1%
ne Gonee 3 % 1% :
6.30t07.0 6.58%

016,30 10 7,0 6,58 %

Less, Equalto 5 1%

e Bonee 5 % 1%
641070 6.6 Ratio
ot 6,4 po 7,0 6.6
Less, Equalto  3.00 1.02 % E

He Gonee 3,00 % 1,02 %

Less, Equalto  2.50 0.00 %

we Gonee 2,50 % 0,00 %

Complies with Specification Not Tested

COOTBETCTBYET CHEUH(UKALHH HE TECTHPORAMCA

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.

JlaHHas NapTivl TPOW3BEAC
GMP. JlokyMeHTALHsA HA IZHHYIO CEpHIO co

fa ¥ MPOULIA KOHTPOIIb B COOTBETCTRHM C IefCTBYIONMH MPaBHAAMY
orsetcTByeT TpeGosanmam GMP 1 mobsM

NOTONHHTEAbHEIM TpeOOBARHAM HMAOPTUPYIOULEH CTPaHbI.

Date: 05 Dec 2018
Jiata: 05 nexabps 201 ]

Signed:

{
Dogtmcs Beih Ezakinﬁ«@f%tk

Mary
Qualified Persan




