AEKJIAPAIIASTI O COOTBETCTBUHA

AEKJIAPAHT, TIPUHUMAOIIHMI JEKJIAPAIIAIO O COOTBETCTBUH

AO "ThaxcoCymumKnsiin Tpeiidunz"

Ceedenun o pezucmpayuu opeanuzayuu: Mescpationnasn uricnexyun Pedepansvoii nano2060i caysichor Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002,

Aopec: 125167, 2. Mocksa, Jlenunzpadckuii npocnexm, 0. 374, kopnyc 4, smadic 3, nom. XV, kownama 1,
Teneghon:8(495)777-89-00.

B nuye: I'enepanouuiii dupexmop Jlybaucruii Onez

Hoeepennoe mujo: Kysneyoe A.A., doeepenrocms 60-13.09.2018 om 13.09.2018 2.

3AABJISIET, UTO

Aekapemeennoe cpedcmeo: Ayzmenmun, mabaemxu noxpsimyie nieHouH0N 0Bonouxoii 250 m2/125 m2 10 um.,
ynaxoexu suetixogvie xowmypuvie (1), naxemuxu uz amomunuesot gonveu namunuposannsie (2), navky
rxapmonwvie, PY Ne I1 N015030/05 om 24.09.2008 (dama ogopmnenus 31.03.2010) ewidano 340
“IhaxcoCmumKnsiin Tpetiounz", cepua 860374, napmus 22230 ynaxoeox, 200e# 00 24.08.2020, npouseodcmea
CrumKnnim Buvem ITuSnCu, Benuxobpumarnus, SmithKline Beecham PLC, Clarendon Road, Worthing, West
Sussex, BN14 8QH, United Kingdom rxo0 OKII/I2 21.20.10.191, koo TH B3I/ 3004100008, J[ucmpubsiomap.
cozrautenue 6/n om 01.01.2013, unsoiic Ne 4205241129 om 30.11.2018

COOTBETCTBYET TPEGOBAHUSIM
1T N015030/05-310310 wuzm. Ne 1-4

AEKJIAPAIIAS TIPHHSITA HA OCHOBAHUHM
npomoxon ucneimaruii Ne 7962m om 26.12.2018 HJI 000 HI] "®APMOBOPOHA", ammecman
axxpedumayuu POCC RU.0001.21DJ140, Cepmucgpuxam POCC GB.DMOS.C30867 om 26.12.2018

BHA 08,2020
/,4‘/ Kysneuos A.A.

EJI
Knozmﬁb O.H.0

Yrading

Ngexrapg!

e CBEﬁﬁﬁm O PETHCTPALIUH

OPI'AH 11O CEPTHO®HKAIINH, 3APETUCTPHPOBABIIHH JTEKJIAPALIHIO

RA.RU.11®OMO8 OPTAH ITO CEPTH®HKALIHH ITPOJYKLHH OFI[ECTBO C OTPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIS KAYECTBA"

aopec opzanuzayuu: 115280, 2. Mocxkea, yn. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzand Ho

cepmudpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepkoea, 0. 4, sm. 5., men.:(495)788-02-88, ee6-

caiim: oykx.pe.

AEKJIAPAIIAS O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU JI-GB.®M08.A.11847/18
EEHCTRA 127.12.2018
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Product:

Mponyxr:

Type:

Tum:

Ho3vposka:

Dose:

Presentation:
Kon-po B ym.:
Identity:
HaeHTHYHOCTS:
Manf Date:

Jlara H3roTOBACHUS:
Expiry Date:

Cpok rofiHoCTH 0:

TESTS
Iloxkazarenn

Description
Onucanue

Identification
TomHHOCTS

Uniformity of Weight
OnHOPOAHOCTL MACCHI

Mean Tablet Weight
Cpennss macca Tabnetxn

Disintegration time
PacnagaemMocTs

Film Coat Integrity
LienoctrocTs oGonoukH

Moisture
Boaa

Amoxieillin Potency

KonuyecrseHHoe oTipeAenenue

AMOKCHLHUTHHA

Clavulanate Potency

Konuyectsennoe ONpeAC/ICHHE KNaBylaHaTa

MTI (wrt labelled)
TMocTopoHHHE NPHMECH

AMOKCHUHIIHHA (0T 3a9BIEHHOTQ)

GlaxoSmithKline

CERTIFICATE OF ANALYSIS
Cepruduxar ananmsza
Augmentin
AyrMenTHH
COATED TABLET Ne 68565
TalAeTKH, NOKPEITHIE INEHOTHOH 06onouKoi Supplied to: Russia
375 mr (250 mr/125 Mr) Ilocrasneno: B Poccimo

375 mg (250 mg/125 mg) Quantity: 22230 packs
OBPx 20 Kon-so: 22230 ym.
OBPx 20 Seller’s Ref.: 57084120
860374 Ne mpopasua: 57084120
860374
24-08-2018 Approved by: Nik Ball
24-08-2018 Onpobpeno: Nik Ball
24-08-2020 Qualified Person
24-08-2020 Y IOAHOMOYEHHOE JTHIO
LIMITS RESULTS
Hopmul PesyanTaTs

Complies with Specification Passes Test
COOTBETCTRYET CMEUMUKALME  TPOXOIHT TecT

Complies with Specification Passes Test
COOTBETCTBYET CIICHH(PHKALINE  TPOXOAUT TECT

Complies with Specification Passes Test
COOTBETCTBYST CREUM(UKALNN  [POXOMHT TECT
No limits specified mg 662.4 mg
He BKMIOYESHK B coeiupuramuio 6624 Mr
Less, Equalto 20 mins 15 mins

He Gonee 20 MuH 135 mun
Complies with Specification Passes Test

COOTBCTCTBYET cnemﬂimxamm TPOXOAHT TECT

Less, Equalto  6.5% 5.7%
ne Gonee 6.5 % 5,7%
238.0 to 2630 mg 246 mg
oT238,0 1o 263,0 Mr 246 mr
119.0 to 131.0 mg 128 mg
or 1190 5o 131,0Mr 128 mr
Less, Equalto  3.00% 1.57%
He Gonee 3,00 % 1,57 %



Product: Augmentin

[MpomyxT: AYrMeHTHH

Type: COATED TABLET Ne 68565

Tan: TaOneTKH, HOKPHITHIE IEHO4HON 06004 KOl Supplied to: Russia
Jlosuposka: 375 mr (250 mr/125 mr) IToctaeneno: B PoccHio
Dose: 375 mg (250 mg/125 mg) Quantity: 22230 packs
Presentation: OBP x20 Kon-po: 22230 ym.
Kon-Bo 8 ym.: OBPx 20 Seller’s Ref.: 57084120
Identity: 860374 Ne nponasua: 57084120
HaesTIHIHOCTE: 860374

Manf Date: 24-08-2018 Approved by: Nik Ball
JlaTa u3roToBNCHUA: 24-08-2018 Opo6perno: Nik Ball
Expiry Date: 24-08-2020 Qualified Person

CpoK rosecTH X0: 24-08-2020 YV HOTHOMOHCHHOE JIHIIO
Clavulanate Polymer Less, Equalte 2.50% 0.56 %

TocToponHie npuMecH
KAABYIaHOBOH KUCIIOTH

{momuMep KIARYNaHATa) He Gonee 2,50 % 0,56 %
Dissolution (Amox) Complies with Specification Passes test
PacTBopeHne aMOKCHIIIIHHAA COOTBETCTBYET cneuupHKanny NPOXOJHT TECT
Dissolution (Clav) Complies with Specification Passes test
PacrBopenue XNnasynasoBOi KHCIOTH! COOTBETCTBYET CTICIH(HKAIIHY TPOXOAMT TECT
Microbial Contamination Complies with Specification Not Tested
MuxpoGuonorngeckas YHCTOTR COOTEETCTBYET CrelngHKalH He recruposancs

Identification of Microbial Contamination is performed 1 batch in 50. This test is not performed
routinely but will pass if tested.

Weneiranve no nokasateno « MuKkpoBuonoruyeckan YUCTOTa» NPOBOAUTCA Ha OAHY cepuio U3 50-Tn.

[aHHblii nokasaTens He 3HaAU3MPYETCA Ha PYTMHHON OCHOBE, HO pesy/ibTaT aHanusa Byaer
HaXOAWTLCA B NPeAenaXx CieUMdUKaUNM B CAYYae NPOBEASHUA HCNLITAHUA,

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.

Jannas napTis OPOM3BEJCHA W NPONIIA KOHTPOJL B COOTBETCTBHM C JCHCTBYIOMUME HPABHIAMH
GMP. [lokyMeHTaUMA HA JAHHYIO CEPHIO cooTBeTCTBYET Tpebosannam GMP u mobeiM
HONONHUTENLHEIM TpeboBaHAM HMIOPTHPYIOWEH CTPaHEL.

Date: 27 November 2018 Signed:
Hara: 27 noabps 2018 TMoanucs:

A ———————



