TEKJIAPAIIASI O COOTBETCTBUM

JTEKJIAPAHT, [IPHHUMAIOMHA JEKTAPAIINIO O COOTBETCTBHHA

AO "ThaxcoCuumEasin Tpetioun2”

Cgedenus 0 pezucmpayui op2anusayuu; Mesicpationnas UHChEKYUA Dedepanviioil 1Han02060i CIYIICOL Ne 46 no
2. Mockee 01.01.2008, OI'PH 1 027739011486, dama npuceoerus. OT'PH 24.07.2002.

Adpec: 125167, 2. Mocxaa, Henunzpadcxuii npocneim, 0. 374, xopnyc 4, smaowc 3, nom. XV, xomnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanshbiii Oupexmop Jly6anckuii Onee

Jlosepennoe nuyo: Kysineyos A.A., dogepennocmb 60-13.09.2018 om 13.09.2018 .

3ASIBJISIET, UTO

nexapemeenHoe cpedcmeo: AyeMeHmuH, mabnemxu nOKpuINbIe NAEHOUHOU obonouxoti 875 mz + 125 m2 7 wm.,
YNAaKOGK 1 AYEIIKOBbIE KORIMYPHYIE (1), naxemuxu u3 GUOMURUEEOH POALIU IAMUHUPOSAHHbIE (2), nauxu
kapmonnvie, PY Ne IT N015030/02 om 24.09.2008 (dama samvensl 03.05.2018) evidano 340
"TnaxcoCvumKasin Tpetiounz", cepus 858825, napmus 13826 ynaxaeox, zoden 0o 04.09.2020, npou3eodcmea
CvumKnsiin Buvem Jlumumed, Benuxoopumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom xod OKIT/2 21.20.10.191, x0d TH B3] 3004100008,
Jlucmpubelomop. coznauenue 6/m om 01.01.2013, uneotic Ne 4205239102 om 1 9.11.2018

COOTBETCTBYET TPEBOBAHUAM
17 NO15030/02-030518 usm. Ne 1

JIEKJIAPAIAS IIPUEATA HA OCHOBAHUHA
npomoxon ucneimanuii Ne 43m om 15.01.2019 HJI 000 HI[ "®@APMOBEOPOHA", ammecman axxkpedumayuy
POCC RU.0001.21®JI40, Cepmugpuxam POCC GB.®OM08.C31499 om 16.01.2019

JIATA TIPHHSITHS IEKJIAPAITAH 17.01.2019
T AEACTBUTEIBHA JIO 04,09.2020

KyzuetoB A.A.
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Trading

NOAMKCE O.H.0
i

CBEJEHUSI O PETUCTPATIA

OPTAH IO CEPTUO®UKAIIAH, SAPEI‘PICTPHPOBABIIIHIZ JEKJIAPAITATO

RA.RU.11®M08 OPIAH IIO CEPTHDHKALIHH ITPOLYKI[HH OBIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXH O} [JEHTP KOHTPOJIA KAYECTEBA",

adpec opeanusayuu; 115280, 2. Mocxea, yn. Macmepxoaa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugburayu:; 115280, POCCHA, 20pod Mocksa, yn. Macmepxosa, 0. 4, an. 5., men.:(495)788-02-88, seb-
caiim: oyKK.pQ.

«QETRHOR S : =
UEHTP KOHTPONA Nupnenko H.B.

NOANHUCE Pyxosozutens OC

——————




GlaxoSmithKline

CERTIFICATE OF ANALYSIS
Cepraduirar aHAIH3A

Product: Augmentin®
MpoaykT: AyrmerTan” Ne: 68261
Type: Coated Tablet Supplied to: Russia
Tumn: TAGMETEH, MOKPHITHIC MACHONHOH Tloctasneno: B Poccuio

oGonouKoi
Jlo3upaska: 1 r (875 mr/125 mr) KonuuecTso
Dose: 1 g (875 mg /125 mg) Quantity: 13826 packs
Presentation: OBPx 14 Kon-so: 13826 ym.
Kon-go BYn.: OBPx 14 Seller’s Refl: 57083985
{dentity: 858825 Mo iponmasua: 57083985
HMaeHTHyHOCTS! 858825
Manf Date: 04-09-2018 Approved by: Nik Ball
J{aTd H3COTOBNEHMA: 04-09-2018

Ono6peno: Nik Ball

Expiry Date: 04-09-2020 Qualified Person

CpoK roisocTy Jo:

04-09-2020

Y nOAHOMOUEHHOE THLIO

ST—————L

P ———

TESTS LIMITS RESULTS
[lowasaTen Hopasl PezyabTaTul
Description Complies with Specification Passes Test
Ounicasne COOTBETCTRYET CrieundHKaLiH MPOXOANT TCCT
Identification A (HPLC or Fast LC) Complies with Specification Passes Test
NonmsnocTs A (BOMOX inu SeicTpas MCX) cooTBETETBY T CAEUH(UKALIH NpOXOAMT TeCT

1dentification B (TL.C or IR or NIR)
Moaxsunocts B (TCX wnn UK win BUK)

Uniformity of Weight
OHOPOAHOCTE MACCHI

Disintegration time
PacnanaeMocTh

Dissolution (Amox)
PactBOpeHHEe
{aMOKCHLIATANHA)
Dissolution (Clav)
PacteopeHie .
(k12ByNaHOBON KUCTOTHI)
Presence and integrity of film
coat

Hanuuie ¥ UeAOCTHOCTh
rinexHouHoOH 080N0UKH

Complies with Specification
COOTEETCTBYET CreLihHKaLMH

Complies with Specification
COOTBETCTRYET CretiibHKLIIH

Maximum 30 min
He Gosee 30 myH

Complies with Specification
COOTESTCTBYET CEUH(HKALLHE

Complies with Specification
COOTBETCTBYET CreUHpHKALHH

Complies with Specification

CooTBeTCTBYET CneunQHKanun

Passes Test
TPOXOAHT TECT

Passes Test
NPOXOINHT TECT

15 mins
135 MuH

Not Tested
HE ‘!’ECTI‘!‘POB&.‘ICH

Not Tested
1€ TeCTHPOBANCH

Passes test

[poxoauT TecT
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~ Product: Augmentin®
Mpoaykt: Ayrventun” Me: 63261 '
Type: Coated Tablet Supplied to: Russia
Tuin TaSACTKIL, OKPBIThIE THTEROUHOI Mocrasnexro: B Poccyio
00OROIROH
JLo3HpoBKA: 11 (875 mr/123 mr) Kommectso
Dose: 12(875 mg /125 mg) Quantity: 13826 packs
Presentation: OBPx 14 Kon-go: 13326 yn.
Kon-po ByD . OBP x 14 Seller’s Ref.: 57083985
Identity: 858823 Ne nponasua: 57083985
M aenTiHq10CTS! 858825
ERH Maximum 10.0% 4.6%
PaBHOBECHAN OTHOCHTENBHAA He donee 10,0% 4,6%
BAAAKHOCTD
Amoxicillin Content 831 mg to 919 mg per average 876 mg
tablet, calculated as Amoxicillin
free acid (95-105% of declared)
KonnuecTRERHOE ONpejieietne Ot 831 go 919 mr 8 Tabnetke 876 mr
AMOKCHLUAIITHA (0T 95 go 105 % OT 33aABNEHHOM
conepHanua)
~ Clavulanic Acid Content 119 mg to 131 mg per average 123 mg
tablet, calculated as Clavulanic
Acid (95-103% of declared)
KoanuecTaeiioe onpeae/ieHie Ot 119 Ao 131 mr B Tabnence (o1 125 mr
K/2BYIAHOBOH KHCAOTEI 95 o 105 % OT 33RBAEHHOIO
copepHannn)
Amoxicillin Related Substances (HPLC)
PopcTseHHsie MPHMECH AMOKCHULILITIHA (BZX)
Amoxicillin Dimer (Ph.Eur.J) Less, Equal 0 1,2 % 0.6 %
Amoxcinnna ansep (Esp.®., He Gonee 1,2 % 0.6%
apintecs J)
a-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.1%
(Ph.Eur. D)
Q-AMOKCHLMANHH [IEHHIETORHAR He Goaee 1,0% 0,1%
xucnora (Epp.d., npmvecs D)
B-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.0%
(Ph.Eur. D)
B-aMOKCHUITUTHH NEHHLIUIORHAA He Gonee 1,0% 0,0 %
gucnora (Eep.®., npusecs D)
Penicilloic Acid Isomer | (Ph.Eur. Less, Equal to 1.0% 0.0%
E)
Vizomep | NeHHILIOTHOH KHCAOTSI He Gonee 1,0% 0,0 %
(Eap.®., npumecs E)
Penicilloic Acid [somer 2 (Ph.Eur. Less, Equal to 1.0% 0.0%
E) ,
H3omep 2 nenmnnoiHol KHCIOTHL He Gonee 1.0% 0,0 %
(Esp.®., npintecs E)
Diketopiperazine (Ph.Eur. C) Less, Equal to 1.0% 0.1 %
Inxerormmepasus (Esp.@.,

apumecs C)

He Gonee 1,0% 0,1 %




Product: Augmentin®

lpoaysT: AyrMeHTHE"

Type: Coated Tablet

Tun: TAGACTKH, NOKPBITHIS [UIEHOMHO#
oGonauKoi

Iozuposka: I r (875 mr/125 mr)

Dose: 12(875 mg /125 mg)

Presentation: OBP x 14

Kon-go Byn . OoBPx 14

Identity: 858823

HneHTHHHOCTB: 858825

Any other identified impurity
JuoGas apyran
uEeHTHpHILPORAHHAR NIPHMECH
Any other unidentified impurity
JroGaa apyras
HeuACHTHUUIPOBAHHAA NPHMCECH
Total Amoxicillin Related
Substances

Cysata POACTBEHHBIX MpHMECEH
AMOKCHUWTIIHA

Less, Equal to 1.0%
He Sonee 1,0%

Less, Equal to 0.3 %
e tonee 0,3 %

Less, Equal to 3 %
He Gonee 3 %

Clavulanic Acid Impurities
(Clavulanate Polyrer)

2.5% wiw maximum with
respect to the labelled
Clavulanic Acid content
He Gonee 2,5 % m/m 0T
3aRBACHHOIO COAEPHIHUA
K/iaByNaHoBOW KUCAOTLIL.

PoacTeelble TPHMECH
KAABYAAHOBOH KICAOTH
(noanvep KiaBynaHaTa)

ldentification of Titanium
T1oAHHHOCTS THTAHA HHORCIAA

Complies with Specification
COOTRETCTRYET CNEUHDIKAHI

Microbial Contamination
MHuKPOGHONOTIMNECKAN HHCTOTA

Complies with Specification
COOTBETCTBYET cnetipuKaLun

Manufacturer, SmithKline Beecham Ltd

Ne: 68261
Supplied to: Russia
Tloctasncso: & Pocciuo

Konimectso

Quantity: 13826 packs
Kon-go: 13826 ym.
Seller's Ref: 57083985
Ne nposasua: 57083985

02%
0,2%

0.1 %
0.1 %

| %

1 %

0,5%

Not Tested
He tectHpopancs

Not Tested
He TecTuposaics

Site Address; Clarendon Road, Worthing, West Sussex, BN14 8QH, United Kingdom.

MpauseoauTens: Cvutknain Budem Muvvren

Anpec: Knaperaon Poya, Bopens, 3anapHsi Cycceke, BN14 8QH, BennkoOpuTanus

| hereby certify that the information in this certificate is authentic and accurate. This batch of product has
heen manufaclured, including packaging/labelling and quaiity control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the final destination country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and

found to be in compliance with GMP.

HacToslwwm 5 NOATEEPXAAK, YTO WHAOPMaUMR, NpeAcTasnenras B nanHomM cepTudivkaTe, sBnAeTes
[IOCTOBEPHOM W TOWHOR. [laHHas cepus npoayKTa 6rina Npou3BefeHa, BIIYan onepauui o ynakoske !
MapKUPOBKE W KOHTPOMe Kauecrsa, Ha BbILLEYNOMAHYTOR NpOM3BOACTBEHHON MNOW3ake B NOMHOM
cooTseTcTeMM € TpeBosanusamu MecTHeimu GMP 1 TpeBoBanuaMiu CrieunduraLitil perncTpattoHHoro
YAOCTOBEPEHUA CTPAHE! HASHAHEHHA UMK creurduKaLMy 4ns MCCeRyemblX NEXapCTBEHHLIX Npenapartos.
3anucH, OTHOCALMECA K MPOMIBOACTBEHHOMY NPOUECCYy, YNakoBKE U TecTMposatnio cepun, Gsinu

NpOBepeHs! U COOTBETCTBYIOT TpeGoeaHuam GMP.

Date: 12 noadps 2018
Iara: 12 noaGps 2018

Signed:
Toanuck

)




