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GlaxoSmithKline

CERTIFICATE OF ANALYSIS
Ceprudnkar anaiusa

Product: Augmentin®
ITpoaykr: Ayrmentun® Ne: 71530
Type: Film coated Tablet Supplied to: Russia
Tam: TaONeTKH, NOKPbITHIE IEHOSHOH Tloctasneno: B Poccuio

ofionouxoi
JosupoBka: 1 r (875 mr+ 125 mr) Komudecrso
Dose: 1 2(875 mg+ 125 mg) Quantity: 13842 packs
Presentation: OBPx 14 Kon-so: 13842 vn.
Kon-so Bym OBPx 14
[dentity: P64N
Homep cepuu: P64N
Manf Date: 04-03-2020 Approved by: Mary Beth Erskine-Grout
Hara npou3eoacTsa: 04-03-2020 Onobpeno: Mary Beth Erskine-Grout
Expiry Date: 31-03-2022 Qualified Person
Cpok rogsocTs 10! 31-03-2022 Y NOAHOMOYEHHOE A0

API: amoxicillin trihydrate + clavulanate potassium

ADC: aMOKCHIULTAHA TPUTHIPAT + KATHA KIaByaaHaT

API manufacturer: Beecham Pharmaceuticals (Pte) Ltd, Singapore / SmithKline Beecham
Pharmaceuticals, UK

Tlpouzsogurens ADC: Buuem Papmacstotukans ([ITH) Jira, Cumranyp + CmurKnsaiiz Buuem
DapMackiOTHRAN3, BenukoOpuranua

TESTS LIMITS RESULTS
HoxkasaTenn Hopmzi PesyabTaTsi
Description Complies with Specification Passes Test
Orucanne COOTBETCTBYET CHELHDHKALIHH TPOXOIHT TECT
Identification A (HPLC or Fast LC) Complies with Specification Passes Test
Moanuurocts A (B3XX wra Geicrpas JKX) cooTseTcTBYST cnenuduKamy NPOXOJHT TECT
Identification B (TLC or IR or NIR) Complies with Specification Passes Test
TMoamuunocts B (TCX wm MK unu BHMK)  coorsercrayer cneunduxanuy [IPOXOAMT TeCT
Uniformity of Weight ' Complies with Specification Passes Test
ORHOPOIHOCTE MacChl | COOTBETCTBYET CHeHGHKaHy TOPOXOOHT TeCT
Disintegration time Maximum 30 min 15 mins

PacnagaemocTs He Gonee 30 mun 15 MuH




Product: Augmentin®

poayxT: AyrmesTus®

Type: Film coated Tablet

Toam: TabAeTKH, NOKPHITHIE MIeHOYHOH
ofono4koi

JosupoBka: 1 r (875 mMr+ 125 mr)

Dose: 1 2(875 mg+ 125 mg)

Presentation: OBPx 14

Koa-so Byn . OBPx 14

Identity: PG4N

Homep cepu: P64N

Dissolution (Amox) *
Pacteopenue *
(AMOKCHIIWILTHHA)

Dissolution (Clav) *
Pacteopenue *
{KnaBynaHOBOR KHCIOTHI)

Presence and integrity of film
coat

Hanuaue # nexocTHOCTH
nnesoyHol ofonouKH

ERH
PapHOBeCcHAS OTHOCHTENbHAS
BIAKHOCTS

Amoxicillin Content

KonwaecTeenHOe onpeaeneuue
AMOKCHLIHILTHHA

Clavulanic Acid Content

KonumecTseHHOE OnpeneneHue
KIIABYNAHOBOH KHCIOTHI

Complies with Specification
CootreTcTRYET CreUH(HKAINEA

Complies with Specification
CootsercTyeT crieunbuKamu

Complies with Specification

CooTseTcTByeT ceuuduranun

Maximum 10.0%
He Gonee 10,0%

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

Or 831 no 919 mr B Tabnerke
(0195 no 105 % ot
3a4BJICHHOTO COAEPAKAHHEA)

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

Ot 119 10 131 Mr B Tabnerxe
(oT 95 no 105 % ot
3adB/CHHOI0 CONEpPIKAHNA)

Ne: 71530
Supplied to: Russia
[Tocrarneno: s Poccuo

Komugectso
Quantity: 13842 packs
Kon-so: 13842 ym.

Not Tested
He TECTHpOBAsCH

Not Tested
He TeCTHpOBancs

Passes test

poxoauT TecT

5.7%
5,7%
876 mg

876 mr

124 mg

124 mr




Product: Aungmentin®
Mpoayxr: Ayrmentns® Ne: 71530
Type: Film coated Tablet Supplied to: Russia

Tum: TabNeTKH, HOKDPHITHIE MTEHOTHOH [ocrasneso: s Poccumio
oGonouxoii

Hoznposka: 1 £ (875 Mr + 125 mr) Konuuectro

Dose: 1 g2 (875 mg + 125 mg) Quantity: 13842 packs

Presentation: OBP x 14 Kon-o: 13842 yo.

Kon-go Bym . OBPx 14

Identity: P64N

Homep cepun: P64N

Amoxicillin Related Substances (HPLC)
Poxcteennsie npuMecH aMokcHuwLTHEA (BIKX)

Amoxicillin Dimer (Ph.Eur.J) Less, Equal to 1,2 % 0.5%
AMoxcurprnusa nuMep (Esp.@., He Gonee 1.2 % 0,5%
npumecs J)
a-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.1%
(Ph.Eur, D)
C~-aMOKCHUM/LTHHE NeHUIHLTO HHAA He Sonee 1,0% 0,1%
kucnota (Eep.®., npumecs D)
f-Ameoxicillin penicilloic acid Less, Equal to 1.0% 0.0%
(Ph.Eur. D)
[-aMOKCHIHILIHE NEHMIITTOHHAS He Gogee 1,0% 0.0 %
kucnota (Esp.®., npumecs D)
Penilloic Acid Isomer | (Ph.Eur, E) Less, Equal to 1.0% 0.0%
Hsomep | neHWIIORHON KHCIOTEE He Sonee 1,0% 0,0 %
(Esp.®., npumecs E)
Penilloic Acid Isomer 2 (Ph.Eur. E) Less, Equal to 1.0% 0.0%
Hzomep 2 neHwUioiHON KHCIOTH He 6onee 1,0% 0.0%
(Erp.®., npumecs E)
Diketopiperazine (Ph.Eur. C) Less, Equal to 1.0% 0.1 %
Juxeromunepasux (Egp.®., He Goxee 1,0% 0,1%
npuamecs C)
Any other identified impurity Less, Equal to 1.0% 0.2%
Jxobas apyras He doxnee 1,0% 0.2 %
HIEHTAQHLHPOBAHHA IPHMECH
Any other unidentified impurity Less, Equal to 0.3 % 0.1%
Jhiobas npyras He Gosee 0,3 % 0,1%
HEHIESHTH(AIMPOBAHHAS IPUMECE
Total Amoxicillin Related Less,Equalto 3 % 1%
Substances
CymMma poACTBEHHRIX IpHMecei He Gonee 3 % 1%
aMOKCHIIMILIHHA
Clavulanic Acid Impurities 2.5% w/w maximum with 0.5%
(Clavulanate Polymer) respect to the labelled
Clavulanic Acid content
Poncrsenssie npumecu He Gonee 2,5 % m/m ot 0,5%

KITABYNAHOBO# KHCIOTHI
(nonuMep KnaBynaHara)

33RBNEHHOIO COACPIKAHMA
KAABYNIHOBOW KMCNOTHI.

<

Not Tested &

4 =
He reﬂupom

Identification of Titanium * Complies with Specification
ToATMHHOCTS THTAHA AHOKCHIA®  COOTBETCTBYET CreuMbHKALHHN

Microbial Contamination * Complies with Specification
MuKpoGHONOrHYECKaR YHCTOTE  COOTBETCTRYET CreUHDHKALMH




Product: Augmentin®

MpomyxT: AyrMeHTHH® Ne: 71530

Type: Film coated Tablet Supplied to: Russia

Twm: TabIeTKH, MOKPHITHIE MIEHOYHOM Tlocrasneso: B Poccuro
oGomouKoH

Jossuposka: L r (875 mr+ 125 mr) Konwgectso

Dose: 1 g(875 mg+ 125 mg) Quantity: 13842 packs

Presentation: OBPx 14 Koz-s0: 13842 yn.

Kon-so B ym . OBPx 14

Identity: P64N

Howmep cepun: P64N

1. In-process result may be used.

MoryT GbiTh yka3aHbl Pe3y;ILTaTL, OTYHEHHBE B NPOLECCe NPOU3BOACTER.

2. Tests “Dissolution”, “Identification of Titanium”, Microbial contamination” at product release
are controlled not on every batch (non-routinely) and maybe absent in manufacturer’s
certificate of analysis.

Toxaszatenu «Pacteopenuey, «[ToXTHHHOCTL THTAHA nuoxcHaan, «Muxpoduonoruyeckas

SHCTOTa) NPH BHITYCKe Npenapara KOHTPOJNMPYIOTCA He Ha KaKLOH cepyl (HepYTHHHO) 1
MOTYT OTCYTCTBOBATh B CEPTHHHKATE aHATH3A NPOH3BOAMTENS. .

Moisture This parameter is controlled on the Russian n/a
Federation territory

Boza Jaunslii nokasaTens KOHTPOIMPYETCA HA B
TeppuTopHE Poccniickoil ®enepatmu

Dose uniformity This parameter is controlled on the Russian n/a
Federation territory

OaHoponHOCTL A03MpPOBARHA Hanneiit nokasatess KOHTPOIHPYETCH Ha #/n
TeppuTopHE Poccrlickoi Qenepain

Packaging This parameter is controlled on the Russian n/a
Federation territory

Vnaxosxa Ha#Heif noKasaTens KOHTPOIHpYeTCH HA B/n
TeppuTopuu Poccriickoit Oeaepaunn

Labelling This parameter is controlled on the Russian n/a
Federation territory

MapxupoBka Jaunslii nokasarens KOHTPOIHpYeTCH Ha BT

TeppuTopuH Poccuiickoi Penepanyu

Manufacturer; SmithKline Beecham Ltd

Site Address; Clarendon Road, Worthing, West Sussex, BN14 8QH, United Kingdom.
Mpoussogurens: CuutKnsiid Buuem Nlumureg

Appec: Knapenaon Poya, Bopeus, 3anaghsiit Cyccexe, BN14 8QH, BenukoBputanus

| 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.

Hactosiumm 8 roaTeepxaan, YTo MHGOPMaLMSA, NPeACTABNEHHaS B8 AaHHOM cepTudukaTe, SBNSETCS
AOCTOBEPHON U TOUHOW. [laHHas cepus NpoaykTa Bbina NpousseaeHa, BRIIoYas onepaLum no ynakoexe /
MEPKUPOBKE U KOHTPOMb KauvecTeBa, Ha BbiLUEYNOMSHYTOW NPOMSBOACTEEHHORW NMOWAAKE B NOMHOM
cooTeeTCTBUM C TpeGosaHuaMi MecTHeiMM GMP u TpeBosaHusmu CNeUMINKaLIMN PErUCTPALMOHHOTD
YROCTOBEPEHNR CTPaHBI HASHAYEHMS UMK CNeumdVKauMmM AN UCCTEAYeMbIX NEKERCTEEHHLIX NPENapaTos.
3anucy, OTHOCALWMECS K NPOMIBOACTEEHHOMY Npoueccy, YNakoBKe W TECTUPOBEHUI Cepwu, bt
fpOBEPeHbl U COOTBETCTBYIOT TpebosaHuam GMP. ALY

Date: 17 March 2020 Signed:
Hara: 17 mapt 2020 MNonnuce




