JEKJTAPAIIUST O COOTBETCTBUA

JEKJIAPAHT, IPUHUMAIOUIHAN JEKJIAPAIIAIO O COOTBETCTBUHM

AO "TharcoCymumEnain Tpeiiounz"

Ceedenus o pezucmpayuu opzanuzayuu: Mexcpaiionnas uncnexyus Dedepanvioit nano2060ti cayoicbu Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mockesa, Jlenunzpadckuii npocnexm, 0. 374, kopnyc 4, amaoic 3, nom. XV, komuama 1.
Tenegpon.:8(495)777-89-00.

B nuye: I'enepanviiviii oupexmop [Jy6sanckuii Onez

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

3ASABJISET, UTO

nexapcmaennoe cpedcmso: Ayzmenmun, maGnemxu nokpuimie nienoyHoil obonoykoti 875 m2 + 125 mz 7 wm.,
ynakosxu ayelikosvie kormypnvie (1), nakemuiu us anomunuego gorvzu ramunuposanmvie (2), nauxu
xapmounvie, PY Ne IT NO15030/02 om 24.09.2008 (0ama zamenv 03.05.2018) suidano 340
"IhaxcoCyuumKnsiin Tpetiounz", cepun 862436, napmus 13807 ynaxoeox, z0den do 20.11.2020, npouseodcmsa
CyumKnsiin Buvem Jlumumeo, Beruxobpumarus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom koo OKIIJJ2 21.20.10.191, koo TH B3] 3004100008,
Hucmpubviomop. coanawenue 6/n om 01.01.2013, uneoiic Ne 4205249837 om 31.01.2019

COOTBETCTBYET TPEGOBAHUAM
11 N015030/02-030518 uam. MNe 1

AEKJTTAPAIIUA IPHHSATA HA OCHOBAHUH
npomoxon ucrvimanui Ne 881x om 20.02.2019 HJT 000 HI] "PAPMOBOPOHA", ammecmam axxpedumatuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC GB.®M08.C34383 om 21.02.2019

,I[ATA HPHHﬂTI/Lﬂ JEKJIAPAIIMH 22.02.2019

/ Kysnenor A.A.

NOANACH O H.O
Si
CBEJEHUS O PETUCTPAIINA

OPTAH IO CEPTHO®HKAIIUM, 3APETHCTPUPOBABIIUH JAEKJAPAITHIO

RA.RU.11DPM0O8 OPIAH 1O CEPTHOHKALIHH ITPOYKIHH OBII[ECTBO C OF'PAHHYEHHOM
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yr. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucgpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oykx.pe.

JIEKJIAPAIIHSI O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU JI-GB. ®M08.A.16609/19
PEFHETRAIIAHN 22.02.2019
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GlaxoSmithKline

Supplied to: Russia
[Toctapneso: 8 Poccuio

Quantity: 13807 packs
Kon-po: 13807 yn.
Seller's Ref.: 57084779
Ne nposasua: 57084779

Approved by: Geoff Harwood

Onopeno: Geoft Harwood

RESULTS

CERTIFICATE OF ANALYSIS
CepruduxaT anannsa

Product; Augmentin®
[Tpoayxr: Ayrventua® Ne: 69396
Type: Coated Tablet
Twn: TabNeTKH, NOKPLITHIC MICHOYHOH

obonouxo
JHosuposia: 1 r (875 mr/1235 mr) Komuuectso
Dose: 1 ¢ (875 mg /125 mg)
Presentation: OBP x 14
Kon-8o Byn.. OBP x 14
Identity: 862436
HaenTiaHoCTs: 862436
Manf Date: 20-11-2018
Hata wsroTosnens: 20-11-2018
Expiry Date: 20-11-2020 Qualified Person
CpOK roHOCTH 10! 20-11-2020

Y NONHOMOYEHHOE MO

TESTS LIMITS
Moxasarean Hopun

Description
Ounncanne

Identification A (HPLC or Fast LC)

_ Complies with Specification
| COOTBETCTRYET CTIeLHKALMNY

Complies with Specification

Mognuuuoets A (BOWX nau Geicrpaa JKX) coorsercreyer cneunpuKati

Identification B (TLC or IR or NIR)

Mommnocts B (TCX uni MK uan BUK)

Uniformity of Weight
OaHOPOAHOCTL MACCHI

Disintegration time
PacnanaeMocts

Dissolution (Amox)
PacraopeHne
{aMOKCHIIETHHA)
Dissolution (Clav)
Pactroperue

{ K1aBYIAHOBOH KHCHOTHI)
Presence and integrity of film
coat

Hanuune u uenocreocts
MACHOYHO 0B0A0HKH

Complies with Specification
COOTBETCTBYET CrermduKaLii

Complies with Specification
COOTBETCTBYET cneuudnraunn

Maximum 30 min
He Bosee 30 mun

Complies with Specification

CoorseTcTRYET cnenspurany

Complies with Specification

CooTsercTBYET CneunduKauny

Complies with Specification

CoorsercrayeT cnemduraunn

PeayabTaTbl

Passes Test
[IPOXOMIT TECT

Passes Test
MAPOXOAHT TECT

Passes Test
MPOXOJUT TECT

Passes Test
IIPOXOANT TECT

15 mins
£5 mun

Not Tested
HE TR‘.GTP!}JOB&JECS!

Not Tested
HE TECTHPOBANCH

Passes test

Tpoxomut Tect




Product;

Augmentin®

TMposykT: Ayrmentua®

Type: Coated Tablet

Tum: Ta0HeTKH, MOKPLITHE WIEHOYHON
ofBonouKoi

Josuposka: 1 r (875 mr/123 Mr)

Dose: I 2(875 mg /125 mg)

Presentation: ORPx 14

Kon-so pyn .. OBP x 14

ldentity: 862436

HiaeHTHHHOCTS: 862436

ERH Maximum 10.0%

PaBHOBECHAR OTHOCHTENBLHAA
BAQKHOCTS

Amaoxicillin Content

KonsdgecTaeHHOE onpe/elieHne
AMOKCHITHATHHA

Clavulanic Acid Content

Konuuectaennoe onpeieneHie
KAaBYI2HOBO KHCIOTHI

He Gonee 10,0%

831 mg to 919 mg per average
tablet, calculated as Amoxicillin
free acid (95-105% of declared)

Ot 831 ao 919 mr 8 Tabnetke
{01 95 po 105 % OT 3aABAEHHOIO
coaepmanua)

119 mg to 131 mg per average
tablet, calculated as Clavulanic
Acid (95-105% of declared)

Ot 119 go 131 mr B Tabaetke (o
95 a0 105 % 0T 3aABNEHHOTO
COAEPMAHNT)

Amoxicillin Related Substances (HPLC)
PojcreeHnsie npumech amokempuniuna (BONX)

Amoxicillin Dimer (Ph.Eur.J}

Amoxemprnina nmep (Esp.d,,

npiMeck )
w-Amoxiciilin penicilloic acid
(Ph.Eur. D)

(-AMOKCHUMIUTHH NEHH WO HHAa

kicaora (Eep.@., npineck D)
B-Amoxicillin penicilloic acid
(Ph.Eur. D}

B-amm«caumﬁml NeHNLMILIORHAA

gucnota (Esp.d., npuvecs D)

Penicilloic Acid Isomer | (Ph.Eur.

E)

Hzomep | nenwnnohuoil kucaoT

{Esp.®.. npumecs E)

Penicilloic Acid Isomer 2 (Ph.Eur.

E)

W3omep 2 nenuionHOR KHCI0TSI

(Esp.., npumecs E)
Diketopiperazine (Ph.Eur. C)
Jureronuiepasun (Esp.d.,
npumecs C)

Less, Equalto 1,2 %
He Gosee 1,2 %

Less, Equal to 1.0%
He Gonee 1,0%
Less, Equal to 1.0%
He Gosnee 1,0%
Less, Equal to 1.0%
He Goaee 1.0%
Less, Equal to 1.0%
He Gonee 1,0%

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

Ne: 69396

Supplied to: Russia
[loctasneno: 8 Poccuio
Konuuecrtso

Quantity: 13807 packs
Koa-po: 13807 yn.
Seller’s Ref.: 57084779
Ne npopasua: 57084779

59%
59 %

885 mg

885 mr

128 mg

128 mr

0.5%
0,5%

02%
0,2 %
0.0%
0,0 %
0.0 %
0,0%
0.0%
0,0 %

0.1%
0,1 %

i~




Product: Augmentin®

[poaykT: Ayrmestna®
Type: Coated Tablet
Tum: Ta0JeTKH, HOKPLITHIE TIEHOYHOM
obonoukoii
Jozuposka: I r (873 mr/125 mr)
Dose: 1 g (873 mg /125 mg)
Presentation: OBPx 14
Koa-go Byn . OBPx 14
Identity: 862436
e HTHIHOCTS: 862436
Any other identified impurity Less, Equal wo 1.0%
Jhoban apyras He Gonee 1,0%
HASHTHHUHPOBAHKAS NPHMECE
Any other unidentified impurity Less, Equal to 0.3 %
JioGas apyran He Gonee 0,3 %
HEUASHTHOHLUPOBAHHAA [IPHMECE
Total Amoxiciliin Related Less, Equal to 3 %
Substances
Cysinta pOICTBEHHLIX ApHMeces] He Gonee 3 %
AMOKCHUWLIMHA
Clavulanic Acid hmpurities 2.5% w/w maximum with
(Clavulanate Polymer) respect to the labelled
Clavulanic Acid content
PoncrseHHbie npiMecH He Bonee 2,5 % m/m o1
KIABVIAHOROI KHCAOTHI 33ABAGHHOTO COAGPHKAHURA
(nonwmep kiasynanara) KNBBYNAHOBOMN KUCHOTHL
Identitication of Titanium Complies with Specification

TMonauHHOCTS THTAHA MMOKCHAR  COOTBETCTBYeT creuHpiKanny

Microbial Contamination Complies with Specification
M mcpoﬁuo.nor}mec Kas HHCTOTA COOTBCTCTBYCT € He{mtbﬂliaultid

Manufacturer; SmithKline Beecham Ltd

Ne: 69396
Supplied to: Russia
[MTocrasneno: B Pocewio

Konuyecrso
Quantity: 13807 packs
Kon-so: 13807 ym.

Seller’s Ref.: 57084779
Ne npopasua: 57084779

0.2%
0.2 %

0.1 %

0,1 %
| %

1%

0.5%

0,5 %

Not Tested
He Tectuporancs

Not Tested
He tectupoancs

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

Mpoussogutens: CMuTKnanH Buuem Niumuten

Anpec: Knapenaod Poya, Bopous, 3anagnsii Cyccexe, BN14 8QH, BenukoBpuranusa

! hereby certify that the information in this certificate is authentic and accurate. This batch of product has
been manufaciured, including packaging/labelling and quality 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.

HacToswmm A NOATBEPHAAI0, YTO MHCOPMAUMS, npeacTasnesHas B AaHHOM cepTudbukaTe, ABNAETCH
nocTosepHon 1 Toykon. [auHas cepus npoaykta Geina nponsseneHa, BKNIOYAR oNepauUK no ynaxoske /
MApkWpOBKE 11 KOHTPONL KAYECTBA, Ha BhILUEYNOMAHYTOR NPOMIBOACTEEHHON NMOWAAKE B NOAHOM
cooTBeTCTEMM C TpefosanusmMu MecTHeiMM GMP u TpeGosaxusmu crieuuduUKkaLMm perucTpPauUMoHHero
YAOCTOBEPEHUA CTPaHb! HAaJHAYEHUA Unu cheywudrkaLlitm Ans NCCnenyemsix NekapcTBeHHbIX Npenaparos.
3anuck, oTHOCsIUMECA K MIPOMIBOACTBEHHOMY NPOLIECCY, YNAKOBKE W TECTWPOBAHMIO Cepuy, Gbinu

npoBepenrst M CoOTBETCTRYIOT TpeGosaHuam GMP,

Date: 29 January 2019 Signed:
Hara: 29 gusaps 2019 Toanuce
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