JEKJIAPAIIMST O COOTBETCTBUHA

JEKJIAPAHT, IPHUHUMAIOIIUH JTEKJIAPAIIHIO O COOTBETCTBUH

AQ "ThakcoCmumKnaiin Tpeiiounz"

Ceedenun o pecucmpayuu opeanusayuu: Meacpaiionnan uncnexyus PedepanvHoti Hanoz06odi cayictvl Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI' PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuit npocnexm, 0. 374, kopnye 4, smaoic 3, nom. XV, xomnama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepanvhuiii Qupexmop Buwenuykuii J[.A.

Hosepennoe nuyo: Kysneyos A.A., doeepenrnocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJBIET, UTO

NeKapemeerHoe cpeocmeo: Ayzmenmun, nOpouwoK Ois npu2omosiieHus: cycnensuu ons npuema enympo 400
Me/57 m2 6 5 mn, raxonst 12,6 2 (1),/6 komnnexme ¢ meproim kornaukom/, nauxu xapmonnwie, PY Ne IT
N015030/04 om 13.10.2008 (dama nepeogpopmnenun 17.05.2013) swidano 340 "ThaxcoCvumKnsiin
Tpetiounz", cepus 854716, napmusn 45552 ynaxoeox, 200en do 31.07.2020, npouseodcmea CaumKnniin Busem
Hu3nCu, Benurobpumanus, SmithKline Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 80OH,
United Kingdom, koo OKII[{2 21.20.10.191, koo TH B3] 3004100008, Jucmpubsiomop. coznawenue 6/1 om
01.01.2013, unsotic Ne 4205193181 om 27.09.2018

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

JAEKJIAPALTUS IIPUHSITA HA OCHOBAHUH
npomoxon ucnetmanui Ne 6377 m om 23.10.2018 HII OO0 HI[ "PAPMOBEOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21@JI40, Cepmughuxam POCC GB.PMO8.C25898 om 24.10.2018

JATA IIPUHSITHS AEKJIAPALIAH 25.10.2018
5% IEMCTBUTEJLHA 1O 31:07.2020
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OPTAH ITO CEPTU®HUKAIIUH, 3BAPEI'MCTPUPOBABIINUIM JTEKJIAPAIIUIO

RA.RU.11®MO8 OPTAH 110 CEPTH®HKALIHH ITPOAVKIJHH OBL[ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepkoaa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, ¢et6-
caiim: oykk.p.

AEKJIAPAITHST O COOTBETCTBHUHU 3APETUCTPUPOBAHA N POCC RU /I-GB.®M08.A.05231/18
OATA &EFIZICT“I:A*HHH 25.10.2018
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Product:
Mposyxr:
Type:
Tun:

Dose:

Jloanponka:
Presentation:
Kon-go no ¢ .
Identity:
HaeuThunocTh:
Mant Date:

Jlara isroronne His:
Expiry Date:

Cpoxk rogHocTn o

I'naxcoCyutsiig
CERTIFICATE OF ANALYSIS

CEHTHQIHKRT AHAJH3A

Augmentin

AyrMeHtig

Oral suspension

MOPOWOK JUTS TIPHIOTOBEHIA
CYCHICH3HH A NPHEMA BHYTPb
457 mg/ 5 ml (400 mg, 57 mg/5 ml)
457 mr/5 mit (400 Mr/57 Mru 5 ma)
70 ml

70 mn

854716

854716

31-07-2018

31-07-2018

31-07-2020

31-07-2020

GlaxoSmithKline

Ne 67272

Supplied to: Russia
Mocrasneno: B Poccio
Quantity: 45552 bottles
Koa-no: 45552 ¢

Seller's Ref: 57083156

No nponanna: 57083156
Approved by: Shane Murray
Opobpeno: Shane Murray
Qualified Person
YIIoaHOMOUROE S0

TESTS
Howazarenn
Description
Onucanue

Identification

Closure
Yxynopka

Amoxicillin Content
Konunuecrsennoe
onpcﬂ.enemle AMOKCHLIIJLIHHaA

Clavulanic Acid Content
Konuuectrennoe
onpefeneHHe KAapyJiaHara

Weight Control
Macca cofepumoro
(hrakona

FILLING MIX
Cyenensua:

Description
Onucanne

Identification

Suspension
Cycnenanposanne

pH
pH

LIMITS

Hopnini

Complies with Specification
COOTBETCTBYET CUELH(PHKALHN

Complies with Specification

Complies with Specification
COOTRETCTRYET CHelH (AL

380 10 420

o1 380 o 420

57.0 10 63.0

ot 57,0 po 63,0

No Limits Specified

HE BKJIOYEHBI B CI'IEl‘lH(l)HKﬂuEII(':

Complies with Specification
COOTBETCTBYET Cl'ief.lﬁ(i! HKalHH

Complies with Specification

Complies with Specification
COOTBETCTRYET CrEH(HKALIH

4.010 6.0
or 4,0 no 6,0

RESULTS
Pesynbrar
Passes Test
NPONOUNT TECT
Passes Test

Passes Test
llpOX(}}li’lT TeCT

393 mg/ S ml
393 mr/5 mn
59.8 mg/s ml

59,8 Mr/5 M

Passes Test
fl;?(‘.l.\‘OIlH'l' TecT

Passes Test

Passes Test
NPOXOAHT TECT

4.3 units
4.3



Product:
[Tpouyxr:
Type:
Tun:

Dose:
Josnposka;
Presentation:
Kon-o eo .
Identity;
HpenrnanocTs:

Moisture
Boga

Amoxicillin Content
KonuuecTreHHoe

ONpEACHEHHE aMOKCHLHLINL

Homogeneity
['omorednocTs

Clavulanic Acid Content

Konuecrsentoe

OnpeaeIeHHe KaasynadHara

Homogeneity
lomorensocTh

Amox : Clav Ratio

Augmentin

AYIMEHTHH

Oral suspension

NOPOLHOK T4 NPHTOTOBJIEHHH
CYCNEH3HN 1A NprUéMa BHYTPh
457 mg/ 5 ml (400 mg, 57 mg/5 ml)
457 mr/5 mn (400 M1/57 sr B 5 M)
70 ml

70 mn

854716

854716

Less, Equal to
e Gonee 9,0 %

42.2 t0 46.7
ord2,2 no 46,7

Less, Equalto 5
He Bosiee 5 %

6.30t07.0
ar 6,30 no 7,0

Less, Equalto 5
ne Gonee 5 %

6.41t07.0

OTHOIIEHHE aMOKCHUMIIHH ;

IKHCHIOTA KJlaByJiaHoBasn

MTI (wrt Labelled)
[MocToponnue npuMeck

AMOKCHLIUTHHA (O 30ABAEHHOIO)

Clavulanate Polymer

[TocToponuue npumecH
KnaBynanosoit KHCnoTH
(monuMep KnaBynaHara)

Microbial Contamination
Mukpobuonoruueckas YHCTOTA

or 6,4 go 7,0

Less, Equalto  3.00

He Gonee 3,00 %

Less, Equalto  2.50

He Gonee 2,50 %

Complies with Specification
COOTBETCTBYET CHELMHKALIHH

9.0 %

No 67272

Supplied to: Russia
[ocrasneno: 8 Pocenio
Quantity: 45552 bottles
Kon-po: 45552 ¢
Seller's Ref: 57083156
Ne nipopasna: 57083156

75 %
7,5 %

44.8 %
44,8 %

0%
0%

6.72 %
6,72 %

0%
0%

6.7 Ratio
6,7

0.91 %
0,91 %

0.00 %

0,00 %

Not Tested
HE TECTHPOBANCSA

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.
Jlanuas naprTus npousBeneHa U NPOLIA KOHTPOSb B COOTBETCTRIM ¢ AEflCTBYIOMUMK NPaBHIIAMH
GMP. [lokymenTauua Ha 1aniyio cepiio cooTreTcTsyeT Tpebosanuam GMP u nobeiv
JOMONHHTENLHBIM TPEOOBAHNAM HMIIOPTHPYIOLIEH CTPAHbL,

Date: 07 Sep 2018
JHara: 07 cenrnGps 2018

Shane Munay
Cuadified Person

Signed: <% | ANt A
[Moanues A

V 145eP g



