AEKJIAPATIASI O COOTBETCTBHUHA

AEKJAPAHT, IPHHUMAIOI U AEKJIAPAITHIO O COOTBETCTBHH

AO "ThaxcoCrumKnsiin Tpetiounz"

Ceedenusn o pezucmpayuu opzanuzayuu; Mexcpationnan uncnexyus Pedepanonol Hanoz060i cayictvs Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenuss OF'PH 24.07.2002.

Aopec: 125167, 2. Mocksa, Jlenunzpadcxuti npocnexm, 0. 374, xopnyc 4, amaoic 3, nos. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepansueiii dupexmop Jybsncxuti Onez

Hosepennoe nuyo: Kysneyos A.A., dosepennocmy 18-09.08.2019 om 09.08.2019 2.

3ASIBJBIET, UTO

Aexapemeaennoe cpedemeo: Ayamenmun, mabremxu nOKpeimsie nAeHOUHOT obonoukoli 500 mz + 125 me 7 wum.,
ynarosxu Aveiikoevie xoumypieie (1), naxemuxu uz anomunuesoi oiveu namunupoeannsie (2), navxu
kapmonnsie, PY Ne IT NO11997/01 om 21.06.2010 (dama 3amenet 20.11.2018) gsidano 340
"InaxcoCymumKasiin Tpetioune”, cepus 5X5G, napmus 16490 ynaxosox, z0den do 30.06,2022, npoussodcmea
CrmumKnaiin Buvem Tumumed, Beruxobpumanun, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom, kod OKIT2 21.20.10.191, koo TH B2 3004100008,
Huempuboromop. coenauenue 6/u om 01.01.2013, ungotic Ne 4205282764 om 15.08.2019

COOTBETCTBYET TPEBOBAHU M
I NO11997/01-201118

JEKJIAPALIUS ITIPHHSITA HA OCHOBAHUH
npomoxon ucnvimanuii Ne 6041y om 02.10.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21@JI40, Cepmucpuxam POCC GB. DMO8.C50043 om 03.10.2019

B;ATA A IRIUISITISL NEKJIAPALH 03.10.2019
JIAPA IS A&IHCTBH’I‘EJILHA 10 30.06.2022
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CBEﬁi\ffHﬂ O PETACTPAIIANA

OPI'AH IO CEPTUO®HUKAITHH, 3APETHCTPHPOBABIINI TEKJAPAIIMIO ;

RA.RU. 11DOM0O8 OPI'AH IO CEPTHOHKAITHH ITPONYKIJHH OFH[ECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTAIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no

cepmupuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, 6e6-

caum: oyxx.peh.

KEKIIAPAILI%S; O COOTBETCTBHH 3APEI'’HCTPHPOBAHA A2 POCC RU JJ-GB. ®M08.A.38990/19
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CERTIFICATE OF ANALYSIS
CepTnduxar aHaam3a
Product: Augmentin
Tipomykr: Ayrmentan®
Type: Film-coated Tablet
Tam: TabNeTKH, NOKPITLIE TAEHOMHOH 06004 KOlH
JosupoBka: 625 mr (500 mr + 123 mr)
Dose: 625 mg (500 mg + 125 mg)
Presentation: OBPx 14
Kon-o . OBPx 14
Identity: 5X35G
M ae HTHYHOCTS: 5X5G
Manf Date: 30-06-2019
Jlata H3roTopneH; 30-06-2019
Expiry Date: 30-06-2022
Cpok rOAROCTH AO: 30-06-2022
TESTS LIMITS
Description Complies with Specification
Onncanue’ COOTBETCTRYET CHeLMHKALMK

Identification A (HPLC or Fast LC) Complies with Specification
TNommuniocts A (BIXKX unn eictpas XX)cooTsercTayeT cnetudHKailiy

Identification B (TLC or TR or NIR) Complies with Specification
Mopnuurocrs B (TCX unu WIC wan BUK)  cootseTcTayeT crenurKayit

Uniformity of Weight*
QOnHOPOAHOCTS MACCHI®

Complies with Specification
COOTRETCTBYET CreundrKaLnH

Maximum 30 min
He Gonee 30 mun

Disintegration time
PacnajaeMocTh

Dissolution (Amox)® Complies with Specification

Pacroopenve’ CoOTBETCTBYET crielMdHKaiy
(aMOKCHUMANHIHA)

Dissolution (Clav)® Complies with Specification
Pacrsopenne® CooTBeTcTBYET CreuHbuKanny

(KAABYIAHOBOM KMCIOTEL)

Presence and integrity of film Complies with Specification

coat

Haniriie # HeIOCTHOCTS CooTBeTCTRYET CrelHpHKaunH
nnexodHoH ofomouxy

ERH? Maximum 10.0%
PagroBecHadA OTHOCHTEILHAN He Gonee 10,0%

BAZKHOCTB®

Y GlaxoSmithKline

Ne 71100

Supplied to: Russia
[Toctasneno: B Poccuio
Quantity: 16490 packs
Kon-po: 16490 ym.

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

Qualified Person

VnonHoMoYeHEOS JTHLO

RESULTS

Passes Test
NPOXOAMT TECT

Passes Test
TTPOXOIMT TECT

Passes Test
NPpOXOIUT TECT

Passes Test
ApPOXOAKT TECT

15 mins
15 mun

Not Tested
HE TeCTHpOBANCH

Not Tested
He TeCTHpOoBancH

Passes test

TTpoxousT TeCT

7.0 %




Product: Augmentin

Fponyxr: Ayrsentin®
Type: Film-coated Tablet Ne 71100
Tun: Tabrericn, nokpLiThie nenounoll obonoukol Supplied to: Russia
Hosuposka: 625 mr (500 Mr + 125 mr) [Tocranneno: s Pocemo
Dose: 625 mg (500 mg + 125 mg) Quantity: 16490 packs
Presentation: OBPx 14 Kon-no: 16490 yn.
Kon-so : OBPx 14
ldentity: 5X5G
MaerrmuocTn; 5X5G
Manf Date; 30-06-2019 Approved by: Mary Beth Erskine-Grout
Hara usrotosneisy 30-06-2019 Opnobpeno: Mary Beth Erskine-Grout
Expiry Date: 30-06-2022 Qualified Person
CpoK rofiHocTi jo: 30-06-2022 Y nonHoMoueHHoe Anuo
TESTS LIMITS RESULTS
Howasarenn Hopar Pesynurare
Amaoxicillin Content 475 mg to 525 mg per average 492 mg
tablet, ealculated as Amoxicillin
free acid (95-105% of declared)
Kosmmeernennoe onpesieeniie  OT 475 a0 525 mMr 8 TabneTie 492 nir
OMOKCHUNARNHA {07 95 g0 105 % or
3aABACHHOID COAEPIHAHWA)
Clavulanic Acid Content 119 mg to 131 mg per average 124 mg
tablet, calculated as Clavulanic
Acid (95-105% of declared)
Koauuectnemioe onpeneneriie Ot 119 4o 131 mr 8 Tabnerie 124 mr
KNABYNAHOBOM KHCROTHE {oT 95 po 105 % or
3AABNEHHOIO CoASPIKAHMA)
Amoxicillin Related Substances (HPLC)
Popcraennsie npusect aporemyunga (BKX)
Amoxicillin Dimer (Ph.Eur.J) Less, Equal to 1,2 % 0.7 %
AMORCILIAIE jUMep He Gonee 1,2 % 0,7 %
(Esp.b., npunecs J)
u-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.2 %
(Ph.Eur. D)
C-aMOKCHEIUINE HerInolinan He Gonee 1,0% 0,2 %
kuenota (Esp.d., npisecs D)
B-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.0 %
(Ph.Eur. D)
[-anorenuing nesuupanoian He Gonee 1,0% 0,0 %
knenora (Esp.@., npimect D)
Penicilloic Acid Isomer | (Ph.Eur. Less, Equal to 1.0% 0.1%
E)
Mzosmep | netnnnolinodl kuenoTu He Gonee 1,0% 0,1%
(Epp.d., npumecs E)
Penicilloic Acid Isomer 2 (Ph.Eur, Less, Equal to 1.0% 0.1%
E)
HM3omep 2 nenunnoiinoil kicnoTh He Gonee 1,0% 0,1 %
(Esp.®., npintecs E)
Diketopiperazine (Ph.Eur. C) Less, Equal to 1.0% 1%
Hukeronunepasun (Esp,®., He Gosnee | ’_uﬁrh\ 0,1 %

npiisecs C)




Product: Augmentin

NponyxT: Ayrsermin®™
Type: Film-coated Tablet Ne 71100
Tun: TaGNeTKil, NOKPLITEIE MeHo ol oGonouKo Supplied to: Russia
Josuposka: 625 mr (500 mr + 125 mr) [Moctanneso: 8 Poccino
Dose: 625 mg (500 mg + 125 mg) Quantity: 16490 packs
Presentation: OBP x 14 [Kon-so: 16490 yn.
[on-s0 : OBPx 14
Identity: 5X5G
FaeHTIHIHOCTh! 5X5G
Manf Date: 30-06-2019 Approved by: Mary Beth Erskine-Grout
Jlara n3rorosnenis: 30-06-2019 OnoGpeno; Mary Beth Erskine-Groul
Expiry Date: 30-06-2022 Qualified Person
Cpoxk roasocTi jio: 30-06-2022 Y NoAHOMOUEHHOE NN
TESTS LIMITS RESULTS
Moraswrenn Hopat Pesyanrarul
Any other identified impurity Less, Equal to 1.0% 0.2 % |
JhioBas apyron He Gonee 1,0% 0,2% o
smeumi[mui:pnsalmus HpMECh
Any other unidentitied impurity Less, Equal to 0.3 % 0.1 %
JloGas apyras He Gonee 0,3 % 0,1 %
HEHACHTHILLIPOBAILIAN [IPUMECH
Total Amoxicillin Related Less, Equalto 3 % 2%
Substances
Cynida POACTBEHHLIX Npivecedi He donee 3 % 2%

AMOKCHIIHa

Clavulanic Acid Impurities 2.5% wiw maximum with 0.5 %
(Clavulanate Polymer) respect to the lubelled
Clavulanic Acid conlent
PopctseHHsle NpUMect He 6onee 2,5 % m/m OF 0,5 %
knasynaHonoll KHCAOThHI 33ABNEHHOMO COAEPMAHNA
(nosminep KAaByRaHaTa) KNABYNAHOBOH KMCAOTbL
Identification of Titanium® Complies with Specification Not Tested :
[TOHHOCTL THTANA AOKEUAa'  COOTBETCTBYET ClELuIpiKaLIL He Tectuposanci :
H
Micrabial Contamination’ Complies with Specification Not Tested
MukpoGuosoriueckan gueroral  coorseTcTnyeT cneUiipHKraLi He tectuposanc .
Notes:
1. Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR.
Tablet dimensions are not measured al release.
2. Resull may be laken from in-process control test.
3. Performed on 1 balch in 20
4. Performed once a year al release, which may be the annual GMP stability balch.
Tprneyanist,
[. Passepsl Ta6AETOK ONPEAEIAIOTCH  NOBEPEHHBIM B BMR  yerpolietson, HCROnLIYeMuint B
TabneTnpopounon npecce. [lposepia pussepa TalieToR He OCYIMECTRANCTEN APH BEINYCKAIOUIEM
Kourpone. :
2. Moryr Gbith UCNOALIOBAHLI PEIYILTATL, HOAYICHHbIC APl HHYTPHOPOU3BOACTIEHHOM KOHTPOTE,
3. [pomoasres va | cepui n3 20
4, [lpopores OAMH Pa3 B FOA MNP BHIYCKE CEPil, KOTOPaR MOMET GuiTh mpeanaznavena and §

EHEFOAHOrO §13yenis cTabuabiocTy B pamkax GMP,

laxg Sm:t;‘:!f li
fading %;



Product: Augmentin

MNpoaykr: Ayrsentin®

Type: Film-coated Tablet Ne 71100

Tum TAbNETKH, TOKPEIThIE MieHOYHON 06010MKOT Supplied to: Russia
Hosuposka: 625 mr (500 Mr + 125 mr) [Tocragneno; B Pocemio
Dose: 625 mg (500 mg + 12 Smg) Quantity: 16490 packs
Presentation: OBP x 14 Kon-po: 16490 yn,
Kon-po : OBPx 14

Identity: 5X5G

HpentnuHocTs: SX5G

Manf Date: 30-06-2019 Approved by: Mary Beth Erskine-Grout
Hara wusrorosnenus: 30-06-2019 Qpobpero: Mary Beth Erskine-Grout
Expiry Date: 30-06-2022 Qualified Person
Cpok rogrocTH H0: 30-006-2022 Y nonHoMOUeRHOE NI

Manufacturer; SmithKline Beecham Lid

Site Address; Clarendon Road, Worthing, West Sussex, BN14 8QH, United Kingdom.
pouasoautens: CyutKnaind Budem Nlumuten

Appec: Knapenpod Poyp, Bopeuw, 3anagheii Cyccexe, BN14 8QH, BenukoBputanus

I hereby certify that the infarmation 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,

Hactosumm s noaTeepxaalo, 4To wHAIOPMaUWA, NPEACTABNEHHas B AZHHOM CepTUUKATE, ABNAETCH
AOCTOBPHON M TOYHOW. JaHHan cepusn npogykra Buina npousseneHa, BKIIOYas onepaluu no ynakoske /
MapKUPOBKE W KOHTROMB KAYECTBA, HE BLILLEYNOMAHYTON NPOW3BOACTBEHHON MMOWAAKE B NOMHOM
cooTBeTCTEMM C TpeGoBaHuAMU MecTHbiMu GMP u TpeBosaHusMu creumcukaumy perucTpaLMoHHoTo
YAOCTOBEPEHUA CTRaHB! HASHAMEHWS Ui CneuuukaLny ANA UCCNeAyEemMbIX NEKAPCTREHHLIX NpenapaTos,
Janueu, OTHOCHLWMECS K NPOMIBOACTBEHHOMY MNPOLIECCY, YNAKOBKE U TECTMPOBAHWIO Cepuu, Gbiny
NpoBEPeHsl U COOTBETCTBYIOT Tpeboranusm GMP.
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Mary Beth Erskina-Grout
Queglified Person

H

Date: 13 August 2019 Signed:
Hata: 13 asryer 2019 Toanues
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