AEKJIAPAIIUS O COOTBETCTBUUA

AEKJIAPAHT, IPHHUMAROUIUHI NEKJIAPALIMIO O COOTBETCTBUH

AQ "ThaxcoCrvumKnnin Tpetiounz"

Ceedenus o pecucmpayuu opzanusayuu: Meacpaiionnas uncnexkyusn Pedepansroil Hanozoeot cayaicber Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739011486, dama npuceoernus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocksa, Jlenunzpadckuii npocnexm, 0. 374, xopnyc 4, amaoic 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B nuye: lenepansuuiii oupexmop [yéancruii Onez

Hosepennoe mujo: Kysueyos A.A., dosepenrocms 60-13.09.2018 om 13.09.2018 »

3ASIBJISAET, UYTO

Jexapcmeennoe cpedemeo: Ayamenmun, mabnemku noxpuimuvie nienounoti obonoykoi 250 m2/125 mz 10 wm.,
Yhaxosku sveiikoevie kKonmypuuie (1), nakemuxu uz anomunueeoi onveu namunuposannvie (2), nauxu
xapmonnvie, PY Ne IT NO15030/05 om 24.09.2008 (dama ogpopmaerus 31.03.2010) ewidarno 340
“IhaxcoCmumKnaiin Tpetiounz", cepus 858553, napmus 9030 ynaxosok, 200ew 0o 27.06.2020, npouszsodcmesa
CwmumKnsiin Buvem ITuOnCu, Benuxobpumanus, SmithKline Beecham PLC, Clarendon Road, Worthing, West
Sussex, BN14 8QH, United Kingdom xod OKIIJ2 21.20.10.191, kod TH B3I 3004100008, Jucmpubviomop.
coenawenue 6/n om 01.01.2013, uneoiic Ne 4205239770 om 22.11.2018

COOTBETCTBYET TPEGOBAHUSIM

II N015030/05-310310 usm. Ne 1-4

AEKJIAPAIIHASA IIPHHATA HA OCHOBAHUU

npomoxon ucnetmanuii Ne 7901m om 21.12.2018 HIT 000 HI] "®PAPMOEOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC GB.DPMO8.C30598 om 21.12.2018
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CBEJEHMS O PETUCTPAIIAM

OPT'AH ITIO CEPTHO®HKALIUH, 3SAPETHCTPHPOBABIIHNN JEKJIAPAITIO

RA.RU.11®PM08 OPI'AH 110 CEPTH®HKALJHH ITPOJIVKIJHH OBLIECTBO C Ol PAHHYEHHO
OTBETCTBEHHOCTHIO "OKPY)KHOH IJEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeproaa, d. 4, om. 5, nom. 1, xom, 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, om, 5., men. (495)788-02-88, eet-
catim: oyxx.pep.

AEKJIAPAITFSI O COOTBETCTBHM 3APETHCTPUPOBAHA N POCC RU A-GB.®M08.A.11835/18
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Product:

Tpoaykr:

Type:

Tun:

Josupopka:

Dose:
Presentation:
Kon-so B ym.:
Identity:
HpenTuusocTh:
Manf Date:

Jlara n3roToBACHHA:
Expiry Date:

CpoK rosHOCTH 0.

TESTS

Hoxazarean

Description
Onucanne

Identification
MoaauHHEOCTE

Uniformity of Weight
OnHOPOMHOCTS MACCH

Mean Tablet Weight

Cpeguss Macca TabneTku

Disintegration time
PacnanaemocTh

GlaxoSmithKline

CERTIFICATE OF ANALYSIS
CepTHHHKAT AHANN3
Augmentin
AYrMEHTHH
COATED TABLET Ne 68374
TabeTky, HOKphITHE MIEHOTHOI 060M0TKOM Supplied to: Russia
375 mr (250 Mr/125 Mr) Tlocrasneno: B Poccuio
375 mg (250 mg/125 mg) Quantity: 9030 packs
OBP x 20 Kon-so: 9030 yn.
OBPx20 Seller’s Ref.: 57083448
858553 Ne nponasua: 57083448
858553
27-06-2018 Approved by: Mary B Erskine-Grout
27-06-2018 OnobpeHo: Mary B Erskine-Grout
27-06-2020 Qualified Person
27-06-2020 YONHOMOYEHHOE JTHLO
LIMITS RESULTS
Hopmsl PesynnTaTel

Complies with Specification Passes Test
COOTBETCTRYET cneumpmcamiu TPOXOJNUT TECT

Complies with Specification Passes Test
COOTBETCIBYET CreUH(pHKANNA NPOXOANT TECT

Complies with Specification ~ Passes Test
COOTBETCTBYET CI‘ECQHIIJHKBLWIB TOpOXCAUT TECT

No limits specified mg 662.9 mg
HE BKJIOYEHB! B crieunbukaumio  662,9 Mr

Less, Equalto 20 mins 15 mins
He Gonee 20 MuH 15 mun

Film Coat Integrity Complies with Specification Passes Test
HenocTHoCTs 000MOYKH COOTBETCTBYET CeNM(pHKAMY  POXOAHT TECT
Moisture Less, Equalto  6.5% 5.9%
Bona He Gonee 6.5 % 5,9 %
Amoxicillin Potency 238.0 to 263.0 mg 248 mg
KonuuecTpeHHOE OMpeaeeHue ot 238,0 xo 263,0 MT 248
AMOKCHIMLIHHA

Clavulanate Potency 1190 to 1310 mg 126 mg
KonuuecTeeHHOE ONPEACASHHE KIIABYIAHATA or119,0 no 131,0 ur 126 M1
MTI (wrt labelled) Less, Equalto  3.00% 1.44 %
[Mocropornne npuMecH

AMOKCHUMIAKHA (OT 3a5BIEHHOIO) re Gosee 3,00 % 1,44 %
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Product: Augmentin

[IponyxT: AYrMeHTHH

Type: COATED TABLET Ne 68374

Tum: TalneTky, NOKpLITsHIE MEHOHOH 060R0UKOH Supplied to; Russia
Josupoeka: 375 mr (250 Mr/125 mr) [Tocraeneno: B Poccuio
Dose: 375 mg (250 mg/125 mg) Quantity: 9030 packs
Presentation: OBPx20 Koa-go: 9030 yn.

Kon-s0 Byn.: OBP x 20 Seller’s Ref.: 57083448
Identity: 858553 MNe ppopasua: 57083448

W IeHTHYHOCTE: 858553

Manf Date: 27-06-2018 Approved by: Mary B Erskine-Grout
JlaTa U3rOTOBJICHHA: 27-06-2018 OpoGpeno: Mary B Erskine-Grout
Expiry Date: 27-06-2020 Qualified Person

Cpok rogHOCTH 10: 27-06-2020 YNonHoMOYeHHOE N0
Clavulanate Polymer Less, Equalto 2.50% 0.20 %
[TocTopoHHUE MPHMECH

KNAaBYNAHOBOH KHCAOTHE

(nonuMep KIaRyJNafara) He Gonee 2,50 % 0,20 %
Dissolution (Amox) Complies with Specification Passes test

P ACcTBOPEeHHE aMOKCHIHIUTHHA

Dissolution (Clav)
PacTeopetue KNaByIaHOBOH KHCNOTH!

Microbial Contamination
MukpofHonoryeckas YHCTOTa

COOTBETCTEYET cncuncbﬁxamm OPOXOLHAT TECT

Complies with Specification Passes test
COOTBETCTBYET CMElH(HKAIME  TPOXOAMT TECT

Complies with Specification Not Tested
COOTBETCTRYET CHELMPUKALUH He recrupopaics

Identification of Microbial Contamination is performed 1 batch in 50. This test is not performed

routinely but will pass if tested.

WcnbiTanue no nokasatento « MukpoBHoAorHyeckas YucToTa» NPOBOAMUTCA Ha OgHY cepuio 13 50-Tu,

[aHHbIi NoKasaTent He aHanU3MPYeTCA Ha PYTMHHOM DCHOBE, HO pe3y/ibTaT aHanusa Byaer
H3xoauThLCA B npe,qenax cneqwdmnau,uu B Cay4ae npoBegeHuA HCNbITAHKUA.

This batch has been manufactured, packaged and tested in accordance with current GMP. The
documentation for this Iot has been reviewed for quality and complies with GMP and any additional

requirements of the importing country.

JlanHas napTHa DpOH3BEleHA U NPONUIA KOHTPO/E B COOTBETCTBHH C ASHCTBYIOMHMH NIPABHIAMH
GMP. JlokyMeHTalnds Ha JAHAYIO CEpHIO COOTBETCTRYeT TpeGosanuaym GMP u oM
TOTIONHHTENBHBIM TPeSOBAHMAM HMITOPTHPYIOMIEH CTPaHDL.

Date: 21 November 2018
Hara: 21 noabpe 2018
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