AEKJIAPAITAS O COOTBETCTBHUHA

JEKJAPAHT, MPUHUMAIOIIHI AEKJIAPAIIMIO O COOTBETCTBHH
AO "ThakcoCmumKnaiin Tpetiounz"

Ceedenus o pecucmpayuu opeanusayuu: Mecpaiionnan uncnexyus Qedepansioil Hano2080i ciayoictui Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenun OI'PH 24.07.2002.

Aopec: 125167, 2. Mocxea, Jlenunzpaocxuii npocnexm, 8. 374, xopnye 4, smaxe 3, nom. XV, komnama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepansheiil oupexmop Lybanciuil Onez

Hosepernoe nurjo: Kysneyos A.A., dosepennocms 18-09.08.2019 om 09.08.2019 2.

3AABJAET, UTO
nexapemeennoe cpedcmeo; Ayemenmur, mabiemxu noKpsimele naeHouHoil obonoyxot 500 mz + 125 mz 7 wm.,

ynakoexu aveuxossie konmypnuvie (1), naxemuxu uz amomunuegoi gonvau ramunuposannvie (2), nayxu
kapmonnvie, PY Ne IT NO11997/01 om 21.06.2010 (dama 3amenst 20.11.2018) ewidano 340
“ThakcoCmumEKnaiin Tpeiioun2", cepus A78Y, napmus 16495 ynaxoeox, 200en do 07.08.2022, npoussodcmea
CmumEnstin Buvem JTunvumed, Benuxobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom, xod OKII/[2 21.20.10.191, kod TH B3] 3004100008,
Hucmpubsiomop. coenauenue 6/n om 01.01.2013, unsoiic Ne 4205287205 om 16.09.2019

COOTBETCTBYET TPEBOBAHHUAM

II NO11997/01-201118

JAEKJIAPAIIMS TPUHSITA HA OCHOBAHUU

npomoxon ucnvimanuii Ne 6152y om 04.10.2019 HIT OO0 HI] "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC GB.®MO8.C50365 om 07.10.2019
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OPI'AH I10 CEPTUPHKALIMH, SAPETHCTPUPOBABIINN JEKJIAPAITHIO y
RA.RU.11OM08 OPI'AH IIO CEPTHOHKAL[HH [TPOJYKIHA OFLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzaruzayuu: 115280, 2. Mocksa, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmucpurayuu: 115280, POCCHA, 20poo Mocxsa, yn. Macmepxoea, 0. 4, am. 5., men. (495)788-02-88, eefi-
caiim: Oyxkx.p.
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GlaxoSmithKline

CERTIFICATE OF ANALYSIS
CepTuduxar aHAIH3A
Product: Augmentin
MpoaykT: Ayrmenran®
Type: Film-coated Tablet Na 71188
Tun: TaBAeTKH, HOKPLITHE TMeHOYHOI 0fonouKol Supplied to; Russia
Jlozuposka: 625 Mr (500 mr -+ 125 Mr) TTocrasneno: 8 Poccuio
Dose: 625 mg (500 mg + 125 mg) Quantity: 16495 packs
Presentation: OBPx 14 Kon-s0: 164935 ym.
Kon-so . OBPx 14
Identity: ATEV
HaeHTHiBOCTE: ARV
Manf Date: 07-08-2019 Approved by: Geoff Harwood
Jlata W3roTOBJCHHA: 07-08-2019 Onobpeno: Geoff Harwood
Expiry Date: 07-08-2022 Qualified Person
CpoK rofiHoCTH 10! 07-08-2022 YV onHOMOYEHHOE IKLIO
TESTS LIMITS RESULTS
Description’ Complies with Specification Passes Test
Omucanue’ COOTRETCTBYET CreLMpHKALAN MPOXOJMT TECT
Identification A (HPLC or Fast LC) Complies with Specification Passes Test
Tomanocts A (BEXKX wmn Geictpad JKX) cootseTcTayeT cneunduranu NPOXOANT TECT
Identification B (TLC or IR or NIR) Complies with Specification Passes Test
TTognunuocts B (TCX win MK wm BHK) coorsercTayer cneuMpuKaLHH [IPOXOMHT TECT
Uniformity of Weight? Complies with Specification Passes Test
O EHOPORHOCTE MACcCL* COOTBETCTBYET CneunduKaunn NPOXOIMT TECT
Disintegration time Maximum 30 min 15 mins
PacnasaemMocTs He Gonee 30 mus 15 mun
Dissolution (Amox)® Complies with Specification Not Tested
Pacteopenue’ CootsercTByeT Cretmduxanmuy He recTuposancs
(aMOKCHLMLINHA)
Dissolution (Clav)y® Complies with Specification Not Tested
Pactsopenne’ CooTReTCTRYET CrieludHKALINY He Tectuposanca

(xnaBy aHOBOI KHCIIOTSI)

Presence and integrity of film Complies with Specification
coat
Haniye ¥ UenocTHOCTh CooTeeTeTByeT CnetphHKani

ruteHogHO oBoNOUKH

ERH? Maximum 10.0%
PasrosecHas OTHOCHTEBHANA He Gonee 10,0%
BAAJKHOCTR?

Passes test

[Tpoxopwt TECT

44%
44%




Product: Augmentin
fpoayxr: Ayrmentun®
Type: Film-coated Tablet Ne 71188
Tum: TaBAeTKH, NOKPLITEIE MEHOUHOH 0604 Ko Supplied to: Russia
Jlosuposka: 625 mr (500 mr -+ 125 wmr) Tloctasneno: 8 Poccuio
Dose: 625 mg (500 mg + 125 mg) Quantity: 16495 packs
Presentation: OBPx 14 Kon-so: 16493 yn.
Kon-so ! OBPx 14
Identity: AT8Y
HuenTHHOCTS! AT8V
Manf Date: 07-08-2019 Approved by: Geoff Harwood
Jlara u3roToBneHs: 07-08-2019 Onobpeno; Geoff Harwood
Expiry Date: 07-08-2022 Qualified Person
Cpox rogHOCTH 0. 07-08-2022 VNoaHoMOYSHHOS JIHLO
TESTS LIMITS RESULTS
TMoraszaTenu Hopwmbi PeaynnTaTel
Amoxicillin Content 475 mg to 525 mg per average 492 mg
tablet, calculated as Amoxicillin
free acid (95-105% of declared)
Kommecrpesnce onpefenenue 0147580525 mre Tabnetke 492 mr
AMOKCHUH/UIHHA {0195 go 105 % o7
3aABNEHHOIO COASPIMAHUA)
Clavulanic Acid Content 119 mg to 131 mg per average 123 mg
tablet, calculated as Clavulanic
Acid (95-105% of declared)
KonuuecTaenroe onpefeneve  OT 119 fo 131 mr 6 Tabnexe 123 mr
KjiaBynaHOBOH KHCNOTRI (o795 Ao 105 % ot
3aABNEHHOMD COAPHaHA)
Amoxicillin Related Substances (HPLC)
PoncTRerHbIE NPUMECH aMoxcHupnaaRa (BOICK)
Amoxicillin Dimer (Ph.Eur.J) Less, Equalto 1,2 % 0.6 %
AMOKCHIIULTHHA AHMED He 6onee 1,2 % 0,6 %
(Esp.®., npumecs J)
a-Amoxicillin penicilloic acid Less, Equal to 1.0% 02%
(Ph.Eur. D)
(-aMOKCHLLWTI TIeHRUMANIOHHAA He Gonee 1,0% 0,2%
kucnora (Eep.®., npimecs D)
f-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.0%
(Ph.Eur. D) .
B-aMOKCHIIITHE ReHUUWUIOHRAs He Gonee 1,0% 0,0%
kucaota (Epp.®., npumecs D)
Penicilloic Acid Isomer 1 (Ph.Eur. Less, Equal to 1.0% 0.0%
E)
Haomep | nesmofinol KaeaoTsl He 6onee 1,0%
(Esp.®., npimecs E)
Penicilloic Acid Isomer 2 (Ph.Eur. Less, Equal to 1.0%
E)
Hizomep 2 nesHnnoiuoi KHCHoTE He Gonee 1,0%
(Eep.®., npumecs E)

Diketopiperazine (Ph.Eur. C)
Dukeronunepasus (Eep.D.,
npumecs C)

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




Product: Augmentin

TpomykT: Ayrmentun®
Type: Film-coated Tablet Ne 71188
Tum: TaBneTiy, TOKPLITLHIE [UIEHOYHOH 000N0UKOI Supplied to: Russia
Jozaposia: 625 Mr (300 mr + 123 mr) [Tocrasnexo: B Poccuio
Dose: 625 mg (500 mg + 125 mg) Quantity: 16495 packs
Presentation: OBPx 14 Kon-so: 16495 ym.
Kon-so : OBP x 14
Identity: A78V
HneHTHiHOCTE: A78Y
Manf Date: 07-08-2019 Approved by: Geoff Harwood
JlaTa naroTopaeHms: 07-08-2019 Onobpeno: Geoff Harwood
Expiry Date: 07-08-2022 Qualified Person
CpOK rofHOCTH A0 07-08-2022 VY nonHoMoUeHHoe U0
TESTS LIMITS RESULTS
HokasaTean Hopael PesynsTaThl
Any other identified impurity Less, Equal to 1.0% 0.2 %
JhioGag apyras He Gonee 1,0% 0,2 %
HESHTHDHLUHPOBARHAA TPHMECH
Any other unidentified impurity Less, Equal to 0.3 % 0.1 %
JhoGan apyras He Gonee 0,3 % 0,1 %
HenaenTHGHLIHPOBAHHAA IPHMECH
Total Amoxicillin Related Less, Equalto 3 % 2%
Substances
CyMMa pOACTBEHHBIX NpHMece He Gonee 3 % 2%
AMOKCHLHANHHA
Clavulanic Acid Impurities 2.5% w/w maximum with 0.6 %
(Clavulanate Polymer) respect to the labelled
Clavulanic Acid content
PopcTBeHHBIE IPHMECH He Bonee 2,5 % m/m 0T 0,6 %
KNABYIAHOBOH KHCIOTHI 33ABNEHHOTD COAEPMHAHHA
(nonuMep KNaByaHaTa) KNaBYAZHOBOMN KMCAOTHL.
Identification of Titanium®* Complies with Specification Not Tested
TloAMHEHOCTD THTANA AHOKCHAR'  COOTBETCTBYET creiHHKanuy He TecTuposaics
Microbial Contamination* Complies with Specification Not Tested
MukpoGuonoryueckan wpcrota’  COOTBETCTBYET crenuuKanpu He TecTnpopanca
Notes:

1. Tablet dimensions are defined by the tooling used for tablet compression 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,

[Mpumevanus:
1. Pasmepst Tabnerok OOpEAe/LUOTCH NOBCPEHHBIM B BMR ycTpOiCTBOM, HCHOAB3YEMBIM B
taGneruposoysom npecce. IIpopepka pasmepa TaGNeTOK He OCYWECTBAACTCA NPH BhIMYCKAIOUIEM
KOHTPOAL, T
MoryT G6ITh NCTONB30BAHEI PESYNBTATS!, NOMYUEHHBIC NP BHYTPHNPOH3BOACTREHHOM Komaoz?ﬁl oow R,
Tposoaurea Ha 1 cepun 13 20, o s
[lpoBoauTCA OQMH Pa3 B roJ NpH BBIMYCKe CEPHM, KOTOpad Moxer ObiTh NpeHas
exeroanoro miy'enus crabuibnocty 8 pamxax GMP, ﬁé
{;
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Product: Augmentin

Tpomykr: AyrmenTHr®

Type: Film-coated Tablet Ne 71188

T TalAeTKH, HOKPLITLIE TWICHOYHOH obonoakoi Supplied to: Russia
Toauposka: 625 mr (500 Mr + 125 M) IMoctapnexo: 8 Poccuro
Dose: 625 mg (500 mg + 12 Smg) Quantity: 16495 packs
Presentation: OBPx 14 Kon-so: 16495 ym.
Kon-Bo : OBPx 14

Identity: ATV

HapeHTHIHOCTE: ATV

Manf Date: 07-08-2019 Approved by; Geoff Harwood
Jata H3roToBACHHA 07-08-2019 Onobpeno: Geoff Harwood
Expiry Date: 07-08-2022 Qualified Person
Cpox roAHOCTH 10! 07-08-2022 VronHomoueHRoe THLo

Manufacturer; SmithKline Beecham Ltd

Site Address: Clarendon Road, Warthing, West Sussex, BN14 8QH, United Kingdom.
Mpouzsogurens: CuuTKnaiH Buuem lNumurea

Agpec: KnapengoH Poya, Bopew, 3anapneit Cyccexe, BN14 8QH, BenukoBputanng

| 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.

HacToAwuM A NOATEEPKAAD, WTO WHPOPMAUUS, NPEACTABNEHHaA B AaHHOM cepTudiukate, ABNAETCA
[OCTOBEPHO# 1 TouHOW. [laHHasn cepus NpoaykTa Gbina Npou3seaeHa, BKNIOHas onepaunu no ynakoeke /
MEpKMpoBKe W KOHTPONb KavecrTea, Ha BblweyﬁOMﬂH‘ﬂ‘Oﬁ MPOU3BOACT BEHHOW NNnowaake B NOMHOM
cootsercTemu ¢ TpeGopannsmu MecTHen GMP 1 TpefoBaHnaMM cneuncbukalin pericTpaunoHHore
YOOCTOBEPEHUsi CTPaHEI HAZHAUEHUA WK CNeLnduKaunl ANA UCCNEeayemeIX NeKapCTBeHHbIX npenaparos.
3anncK, OTHOCAILMECA K TPCW3BOACTREHHOMY NPOLECCY, YNakoske ¥ TECTUPOBAHUIO Cepun, Geinu
nposepetki i cooTeeTCTRYIOT Tpebosannam GMP.

_Geefl Harwood
Quaiified Parson

 —

Date: 10 September 2019 Signed:
Jara: 10 cenrabpes 2019 Toanuce




