JNEKJAPAIIASI O COOTBETCTBUH

JEKJIAPAHT, MIPHHUMAIOIHAN TEKJAPAITHIO O COOTBETCTBHH

AO "IraxcoCuumKasiin Tpetiounz"

Ceedenus o peaucmpayuu opeanwsayuu: Medcpaiionnan uncnexyus Pedepanvhoii HaT020601 caydichsr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npuceoerus OIPH 24.07.2002.

Aopec: 125167, 2. Mocksa, Jlenunzpadcxkuit npocnexm, 0. 374, kopnye 4, smaxe 3, nom. XV, komuama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuuiii dupexmop [ybancrkuii Onez

Hoeepennoe nuyo: Kysueyos A.A., dosepennocms 18-09.08.2019 om 09.08.2019 2.

3AHABJAET, YUTO

aexapemeentoe cpedemeo.! Ayemenmun, mabnemxu nokpeinisie niexnoynot obonouxot 500 me + 125 me 7 wm.,
ynakoexu aveuxosuie konmypnbie (1), nakemuxu uz amomunueéoil Qorsau aamunuposannsie (2), nauku
kapmounvie, PY Ne IT NO11997/01 om 21.06.2010 (0ama samenws 20.11.2018) swidano 340

"I harcoCyumFaitn Tpeadune”, cepusn SP2E, napmust 16128 ynaxoeox, zeden do 01.07.2022, npoussodcmea
CymumKuatin Buvem Jlumumeo, BenuxoGpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom, koo OKIIJ]2 21.20.10.191, koo TH B3] 3004100008,
Hucmpubwviomop. coenawenue 6/n om 01.01.2013, ungoiic Ne 4205282764 om 15.08.2019

COOTBETCTBYET TPEBOBAHUSIM
IT N011997/01-201118

JAEKJIAPALIUS [TIPHHSITA HA OCHOBAHHH
npomorxon ucnvimariuti Ne 6040xs om 02.10.2019 HIT OO0 HI] "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmucghuxam POCC GB.@MO8.C50042 om 03.10.2019

,E(ATA II;?II—IHTHH JEKJIAPATIUH 03.10.201 9
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CBEJI\E‘HI/ISI O PETHCTPAIIHA

OPIr'AH IO CEPTH®UKAITHHA, SAPETHCTPHPOBABUINIA JEKJIAPAITHIO

RA.RU.11®MO8 OPTAH 110 CEPTHOHKALHH ITPONVKI[HH OFIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LJEHTP KOHTPOJIA KAYECTBA",

aodpec opeanusayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, seb-
caum: oykx.pe.

JAEKJIAPAITHA O COOTBETCTBHH 3APET'HCTPHUPOBAHA N POCC RU J-GB. ®M08.4.38989/19
JATA | EKCWIIHH 03.10.2019
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CERTIFICATE OF ANALYSIS
Ceprudukar asamia
Product: Augmentin
TIpomyKr: Ayrmentun®
Type: Film-coated Tablet
Tun: TafneTKi, NOKphIThIE MeHouHOi ofonoukoi
Josuposka: 625 Mr (500 mr + 125 mr)
Dose: 625 mg (500 mg + 123 mg)
Presentation: OBPx 14
ICon-Bo . OBPx 14
Identity: 5P2E
HuerTiHoCTS: 5P2E
Manf Date: 01-07-2019
JlaTa H3roTOBNGHAN: 01-07-2019
Expiry Date: 01-07-2022
Cpox rogHocTs No: 01-07-2022
TESTS LIMITS
Description! Complies with Specification
Omucanue’ COOTBETCTBYET CreunduKatiuH

Identification A (HPLC or Fast LC) Complies with Specification
IMognuunocts A (BOXCX wunn Geretpas J(X) coorsercrayer cneuuburarii

Identification B (TLC or IR or NIR) Complies with Specification
Momwmnmocts B (TCX wmn UK unu BUK)  cootsercrsyeT cneundukanmy

Uniformity of Weight® Complies with Specification
OaHOpOIHOCT Macent? COOTBETCTBYST crieun(pHranyy
Disintegration time Maximum 30 min
PacnanaemocTs He Goxee 30 mum

Dissolution (Amox)y®
Pactopenne®
(aMoKcHLMNIIHA)

Complies with Specification
CooteercTByeT crneuHduKanus

Dissolution (Clav)®
Pactoopenne®
(KnasynaHoBO KHCIOTLI)

Complies with Specification
CooTBercTBYeT cneyupHKanin

Presence and integrity of film
coat

Hanunuse ¥ GelocTHOCTS
MIEHOYHOH 060NmOUKH

Complies with Specification
CooTeercTBYeT creundrraimu
ERH? Maximum 10.0%

PaBHORECHAA OTHOCHTEALHAY He Gonee 10,0%
BAAKHOCTE?

No 71103

Supplied to: Russia
Mocrarneno: 8 Poccuio
Quantity: 16128 packs
Kon-go: 16128 yn.

Approved by: Mary Beth Erskine-Grout
OnoGpeno: Mary Beth Erskine-Grout

Qualified Person

VY nonHoOMQYeHHoe AHLO

RESULTS
Passes Test
TPOXOAHT TECT

Passes Test
NPOXOAHT TECT

Passes Test
npoxo;xm' TECT

Passes Test
NPOXOAHT TECT

15 mins
15 mun

Passes Test
MPOXOAHT TECT

Passes Test
MPOXOJUT TECT

Passes test

[MpoxouuT TeCT

6.7%
6,7 %
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Product; Augmentin

[poxywr: Ayrmentun®
Type: Film-coated Tablet
Tun: TalneTky, NOKphITLIE IUICHOUHOI 06on0YKoit
Hoswuposxa: 625 mr (500 Mr+ 125 M)
Dose: 625 mg (500 mg + 125 mg)
Presentation: OBPx 14
Kon-so : OBPx 14
Identity: 5P2E
Hpenruanocts: 5P2E
Manf Date; 01-07-2019
Jlara H3roTOBNEHILT: 01-07-2019
Expiry Date: 01-07-2022
CpoK rofHoCTH J10; 01-07-2022
TESTS LIMITS
Morasatenn Hopast
Amoxicillin Content 475 mg to 525 mg per average

tablet, calculated as Amoxicillin
free acid (95-105% of declared)

Konuuecrnentoe onpenenenue 01475 go 525 mr 8 TaGnetke
AMOKCHIMINMA {oT 95 po 105 % ot
33ABAEHHOIO COAEpXaHnA)

Clavulanic Acid Content 119 mg to 131 mg per average

tablet, calculated as Clavulanic
Acid (95-105% of declared)

Koanuectsennoe onpenenenne Ot 119 ao 131 mr 8 TabneTre
KJIaByNaHOBOH KHCIIOTBI {oT 95 po 105 % or

3AABNEHHOFO COLAEPHaHUA)

Amoxicillin Related Substances (HPLC)
Popcreennisie npamect apokcnumnnna (BX)

Amoxicillin Dimer (Ph.Eur.J) Less, Equal to 1,2 %
AMOKCHUMINHHEA NiMep He Sonee 1,2 %
{Esp.®D., npumecs J)
a-Amoxicillin penicilloic acid Less, Equal to 1.0%
(Ph.Eur. D)
C-AMOKCHLUUUIHH NeHHIUUIIOHHaa He Gonee 1,0%
kucaota (Esp.@., npumecs D)
B-Amoxicillin penicilloic acid Less, Equal to 1.0%
(Ph.Eur. D)
[B-aMOKCHUMITIIH NeHUIBEINOAHAS He Gonee 1,0%
kicnota (Esp.®., npumecs D)
Penicilloic Acid Isomer 1 (Ph.Eur. Less, Equal to 1.0%
E)
Haomep 1 nerwmiofnoi KucioTs He Gonee 1,0%
(EBp.®., npumecs E)
Penicilloic Acid Isomer 2 (Ph.Eur, Less, Equal to 1.0%
E)
H3omep 2 nenunnoHHO” KICNOTS! He Gonee 1,0%
(Epp.®., npumecs E)
Diketopiperazine (Ph.Eur. C) Less, Equal to 1.0%
Huxeronmnepasut (Esp.®., He Gonee 1,
npavecs C) ;

Me 71103
Supplied to: Russia
TocTaeneno: B Pocemo
Quantity: 16128 packs
Kon-po: 16128 yn.

Approved by: Mary Beth Erskine-Grout
Qpobpexo: Mary Beth Erskine-Grout

Qualified Person
Y nonsoModeHHoe NHLO

GlaxoSmithKiing\ s

{rading

RESULTS

PesynoraTe:

\Q

492 mg

492 mr

124 mg

124 mr

0.6%
0,6 %

0.1%
0,1%
0.0%
0,0 %

0.1%

=0 .




Praduct: Augmentin

Hpomyxr: Ayrsenrun®
Type: Film-coated Tablet No 71103
Tun: TalneTiy, DOKPHITEIE MIEHOYHOI 060nouKOf Supplied to: Russia
Josuposka: 625 mr (500 mr+ 125 mr) TTocrarneno: 8 Pocono
Dose; 625 mg (500 mg + 123 mg) Quantity: 16128 packs
Presentation: OBPx 14 Kon-so: 16128 yn.
Koxn-Bo : OBPx 14
Identity: 5P2E
Haenrnusocts: SE2E
Manf Date: 01-07-2019 Approved by: Mary Beth Erskine-Grout
Jlata H3roTOBNEHM: 01-07-2019 Opnobpeno: Mary Beth Erskine-Grout
Expiry Date: 01-07-2022 Qualified Person
Cpok rogsocTi oo 01-07-2022 VnonsoModeHHOe MU0
TESTS LIMITS RESULTS
TMoxaszarean Hopmst Pesynpratnt
Any other identified impurity Less, Equal to 1.0% 0.2 %
Jrobas apyras He Gonee 1,0% 0,2 %
HASHTHOUUMPOBAHHAA IPIMECh
Any other unidentified impurity Less, Equal t0 0.3 % 0.1%
JlioGaa apyras He Gonee 0,3 % 0,1 %
HeHAeHTH(HUHPOBAHHA IPHMECD
Total Amoxicillin Related Less, Equal to 3 % 2%
Substances
CyMma pOACTBCHHBIX NPHMCCEit He Gonee 3 % 2%
AMOKCHIHINHHA
Clavulanic Acid Impurities 2.5% w/w maximum with 0.5%
(Clavulanate Polymer) respect to the labelled
Clavulanic Acid content
PoncreeHssIe NPHMECH He 6onee 2,5 % m/m o1 0,5%
KIaBYNIAHOBOIT KHCJIOTH 3a518AEHHOIO COAEPIAHUA
(nosmumep kaByNaHaTa) KN3BYNIHOBOWM KMCAOTL.
Identification of Titanium® Complies with Specification Not Tested
TMoanuuuocts THTaHa gHokcna!  coorseTerayeT crnietuduranmm He recruporancs
Microbial Contamination® Comiplies with Specification Not Tested
MukpoGionornyeckan yuctora’  COOTBETCTBYST CHEH(HKAUNA He Tectuposaics
Notes:

1. Tablet dimensions are defined by the tooling used for tablet compressien which is verified in the BMR.
Tablet dimensions are not measured at release.

2. Result may be taken from in-process control test,

3. Performed on 1 batch in 20.

4, Performed once a year at release, which may be the annual GMP stability batch.

[pumevanua:

1. Paimepst Talnerok onpegenmorca noseperHsiv B BMR  ycTpoliCTBOM, HCMONBLIYEMEIM B
taGnetnposoyuoM npecce. [Tposepka pasmepa TabneToK He OCYLISCTBIAETCH NPH BBIIYCKAOUIEM
KOHTpOZE.

MoryT GuITh HCHONB30BAHD! PE3YNLTATE, NONYHEHHBIE IPH BHYTPHOPOHIBOACTECHHOM KOHTROE,
[MposoguTea Ha | cepun i3 20,

[IposomuTcs ommy pa3s B rod NpH BeITyCKe CepiH, KOTopan Mower OblTL DpefnasHauesa
SIKEroAHOro H3yueHHA cTaliwibHOCTH B pamxax GMP.
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Product: Augmentin

Ilpomyit: Ayrmentun®

Type: Film-coated Tablet Ne 71103

Tun: Tabneriy, NOKpEITHE nneHouHOH oforoukoil Supplied to; Russia
Hoaupona: 625 mr (500 Mr + 125 mr) Toctasnero: 8 Poccuio
Dose: 625 mg (500 mg + 12 5mg) Quantity: 16128 packs
Presentation: OBP x 14 Kon-po; 16128 yn.
Kon-po : OBPx 14

Identity: 5P2E

HMpenTHinoCTS: 5P2E

Man{ Date: 01-07-2019 Approved by: Mary Beth Erskine-Grout
Jlata uarotonieHus: 01-07-2019 Opobpero: Mary Beth Erskine-Grout
Expiry Date: 01-07-2022 Qualified Person
CpoK roHocTH A0! 01-07-2022 VNOAHOMOUEHHOE IMLO

Manufacturer; SmithKline Beecham Ltd

Site Address; Clarendon Road, Worthing, West Sussex, BN14 8QH, United Kingdom.
Mpouzsogutens: CvutKnsind Buvem Numnren

Anpec: Knapengod Poyg, Bopeun, 3anapnsiit Cyccexc, BN14 8QH, BenukoBputanua

| hereby certify that the information in this certificate is authentic and accurate. This batch of product has
been manufactured, 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,

Hacroswum s NOATBEPMAAIo, HTO WHMOPMaLWS, NpeAcTasneHdHas B AaHHOM cepTudukare, ABNRETCH
AOCTOBEPHOR U TouHON, [aHHan cepun NpoaykTa beina npousBeneHa, BKINIOYAA onepauun no ynakoske /
MapKUPOBKE W KOHTPOMb KavecTsa, Ha BbHUEYNOMAHYTOW NPOMIBOACTEEHHOW MroWagke B MOMHOM
cogTeeTcTBUM ¢ TpeboBanuamn mecTHoimn GMP u TpeGosanusamun cneuwdukaumn perncTpauuoHHoro
YAOCTOBEPEHUS CTPaHE! HAZHAYSHWUR UNU crieurduKaLmMy ANs nCCneayemsiX NeKapcTeeHHbIX npenaparos.
3anvcu, OTHOCALUMECR K NPOWIBOACTEEHHOMY NPOUECCY, YNAKOBKE W TecTupoBaHwlw cepuu, Gbinn
nposepeHst U cooTeeTcTayIoT TpeGoranuam GMP.

Date: 13 August 2019 Signed:
Hara: 13 aprycr 2019 Tonrmes




