TEKJAPALIISI O COOTBETCTBHH

JEKJIAPAHT, MPHHAMAIOMIAH JEKJIAPAITHIO O COOTBETCTBHA

AO "TharcoCuumFasiin Tpetidun2"

Ceedenusi 0 peaucmpayuu opzanusayuu: Meacpationnas uncnexyua @edepanvroil Harozoeoi cayoichor Ne 46 no
2. Mocxse 01.01.2008, OTPH 1027739011486, dama npucsoenua OI'PH 24.07.2002.

Aodpec: 125167, 2. Mocxaa, Jlenunzpadexuii npocnexm, 0. 374, xopnyc 4, amadic 3, nom. XV, xomnama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepanvrviil Oupexmop [Jybsncxui Onez

Hoeepenroe mnjo: Kyaneyoa A.A., doeepennocme 18-09.08.2019 om 09.08.2019 2.

3ASABIAET, YTO

Jexapemeentoe cpedcmeo: AyzvenmuH, nOPOWOK ORA NPUZOMOENEHIA Cycnensul Ona npuema arymps 125
M2+31,25 w2 8 5 mn, praxonw 11,5 2 (1),/ 8 komnnexme ¢ mepubim xoanayxom /, nasxu kapmouneie, PY Ne I1
NO15030/01 om 09.09.2008 (dama samerwt 24.10.2018) euidano 340 "ThaxcoCrumKnain Tpetidunz”, cepun
4P7R napmus 56376 ynaxoeox, eoden oo 20.06.2021, npouseodcmea CyumKnsuiin Buem Jlumumeo,
Benuxotpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing, West Sussex, BN 14 8QH, United
Kingdom, ko0 OKII2 21.20.10.191, koo TH B3] 3004100008, Jucmpubeiomop. cozrauerue 6/1 om
01.01.2013, unsotic Ne 4205283325 om 20.08.2019

COOTBETCTBYET TPEBOBAHHWAM

II NO15030/01-241018

JEKJTAPAITHSI ITPUHATA HA OCHOBAHHH

npomoxon ucnvimanui Ne 5118u om 19.09.2019 HJT 000 HL] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21@JI40, Cepmudpuxam POCC GB.@MO8.C48933 om 20.09.2019

HATA INPHHATHA ,{lEI{JI APATIUH 24.09.201 9

// Kyzuenor ALA.
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NI
CBEJAEHNS O PETCTPAIIAU

OPI'AH ITO CEPTHO®HKAITAH, 3APETHCTPHPOBABIIIHI NEKJIAPAITHIO

RA.RU.11OMO8 OPTAH IIO CEPTH@HMUHH TIPOIYVKIJHH OBIIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH [JEHTP KOHTPOJIA KAYECTBA”,

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepkoea, 0. 4, sm. 3., men.:(495)788-02-88, eeb-
caiim; oyrr.pg.

,[{EKJIAPAHHH O COOTBETCTBHH 3APETHCTPUPOBAHA A POCC RU [-GB.DM08.A.37532/19
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GlaxoSmithKline
I'maxcoCmutKaiin
CERTIFICATE OF ANALYSIS
Ceprudukar aHamza
Product: Aupmentin®
[poay«r: AyrsmenTnn® N 71116
Type: Powder for oral suspension
Tum: [IOPOMIOK AN TPRrOTOBNEHUA
CYCIEH3HH I MpHEMa BHYTPS
Dose: 125 mg+ 31.25mg in 5 mi Suppiied to: Russia
Josnponka: 125 Mr +31,25 mr B 5 Mn [Toctasneno: B Poccuio
Presentation: 100 ml Quantity: 56376 bottles
Kon-po Bo da.: s 100 mx Kon-so: 56376 dnakowos
Identity: 4P7P
VpeuTnysocTs: 4P7P
Manf Date; 20-06-2019 Approved by: Shane Murray
JlaTa u3roTOBACHILT: 20-06-2019 Onobpeno: Shane Murray
Expiry Date: 20-06-2021 Qualified Person
Cpok rogHOCTH AQ: 20-06-2021 Y IonHOMOSeHHOE JIHLO
TESTS LIMITS RESULTS
HokasaTean Hopmui PesynuTaTsr
Description 2 Complies with Specification Passes Test
Ongcarne COOTBETCTBYET CleURDHKALIH NPOXOAHT TeCT
Closyre Complies with Specification Passes Test
Vkynopka COOTBETCTBYET CIIeUH (KA TPOXOANAT TECT
Identification A (HPLC) Complies with Specification Passes Test
TloanugrecTs (B3KX) COOTBETCTRYET CTIEOHpHKALIH HPOXOANT TECT
Identification B (TLC or IR or NIR) Complies with Specification Passes Test
TMommunocts (TCX nin WK) COOTBCTCTBYET CHCLF(DHRANIH TIPOXOIHT TECT
pH 4.0 to 6.0 pH units 4.1
gH ot 4,0 zo 6,0 4.1
Moisture! Less, Equalte  6.5% 4.6%
Benma He Gonee 6,5% 46%
Amoxicillin Content 119 to 151 126 mg/ 5 ml

KonmvecTeerHOE
OUpeAsIeHIE aMOKCHLITHAIHHA

Clavulanic Acid Content
KomuuecTsenroe

onpeaenesne KnasynaHoBoll KACIOTLL

ot 119 go 131
31.0tc 345

or31,0 po 34,5

126 mr/5 ma
32,6 mg/5 mi

32,6 mr/3 ma




TnaxcoCumutKmaitn
CERTIFICATE OF ANALYSIS
CepTidurar anajgnza
Product; Augmentin®
TIpoayKT: AyrvesTan®
Type: Powder for oral suspension
Tum: NOPOIIOK A4 NPHIOTOBJNEHEA
" CyCNeHSHNH M NDHEMA BUYTPL
Dase: 123 mg+ 31.25mg in 5 ml
Hosuposka: 125 mr+31,25 Mmra 5 mn
Presentation: 100 ml
Kon-zo o dur . 100 nnt
Identity: 4P7P
HpesTH4HOCTS: 4P7P
Manf Date: 20-06-2019
Jara H3roTOBNEHUA: 20-06-2019
Expiry Date: . 20-06-2021
Cpoxrogsoct go: 20-06-2021

Amoxicillin Related Substances (HPLC)

PoacTrenizie npuyMecH amokcHLwmatga (BIAX)

Amoxiciilin Dimer (Ph.Eur.J)
Amokcaugnnausa aumep (Eep.@.,
npuMecs J)
a-Amexicillin penicilloic acid
(Ph.Eur. D) 5
aMOKCHIMILTIIHG o-NeHHIIUIONHAg
kucnota (Esp.., npunecs D)
B-Amoxicillin penicilloic acid
(Ph.Eur. D)
AMOKCHUHARHHA B-neHumnolinan
wucxota (Ep.@., npuvecs D)
Penicilloic Acid Isomer 1 (Ph.Eur.
E)
Hzomep | amoxcunsnmisa
neranneinod xucnots) (Esp.&.,
npunecs E)
Penicilloic Acid Isomer 2 (Ph.Eur.
E)
Hzomep 2 amoxcnummmsia
reHwLcHEoH knenoTsl (Ep.®.,
npumecs E)
Diketopiperazine (Ph.Eur. C)

AMOKCHUHINEHEA
mukeronunepasus (Esp.®.,
npamecs C) 5

Any other identified impurity
JhioGan ppyras
HHCHTHOHINPOBAKAAA NPHMECH
Any other unidentified impurity
JhoGas Apyran
HeHAeRTHQUIHPOBAHHEAA TPUMECE
Total Amoxicillin Related
Substances

Cymma npuMeceil

%

p— GlaxoSmithKline

Na 71116

Supplied to: Russia
[TectaBnexo: 8 Poccmo
Quantity: 56376 bottles
Kon-so: 56376 ¢naxodos

Approved by: Shane Murray
Oactpeno: Shane Murray
Qualified Person
YONHOMOYE HHOE JHLI0

Less, Equalto 1,2 % 02%
He Gonee 1,2 % 02%
Less, Equal to 1.0 % 0.1%
e 6onee 1,0 % 0,1%

Less, Equal t0 1.0 % 0.0%
He Gonee 1,0 % 0,0 %

Less, Equal to 1.0 % 0.0%
He Gonee 1,0 % 0,0 %

Less, Equal to 1.0 % 0.0%
He Gonee 1,0 % 0,0 %

Less, Equal to 1.0 % 0.0%
He Gonee 1,0 % 0,0 %

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

Less, Equalto 0.3 %
He Ganee 0,3 %

Less, Equal to 3.5 %

He Gonee 3,5 %




GlaxoSmithKline
., TnaxcoCmutKoaiin
CERTIFICATE OF ANALYSIS
CepTndukar anaausa
Product: Augmentin®
[Tpomyxr: Ayruvesria® Me71116
Type: Powder for oral suspension
Tam: MOPOMIOK MULT NPArOTORNEHILT
CYCTIEHIMH J/LT IPHEMA BEYTDb
Dose: 125mg+ 3125 mgin 5 ml Supplied to: Russia
Hozupoeka: 125 Mr +31,25 MrB 5 Ma IocTarneno: B Poccuio
Presentation: 7 100 ml Quantity: 56376 boitles
Kon-Bo Bo i . 100 am Kon-so: 56376 (naxounor
Identity: 4P7P
VesTHTHOCTS: 4P7P
Manf Date: 20-06-2019 Approved by: Shane Murray
[ata M3roTOBICHMAT: 20-06-2019 Onobpeno: Shane Murray
Expiry Date: 20-06-2021 Qualified Person
Cpok rogHeCcTH 0t 20-06-2021 Y norHoOMO4EHEOS THUO
Clavulanate Polymer Less, Equalto 25% 09%
PojcTBerHbE OpHMecy
KNTaBynarRoBOR KUCTOTSI
(moauMep KTABYNAHATA) He Bonee 2.5 % 0,9 %
Microbial Contamination? Complies with Specification Not Tested
Muxpo@ronorudeckas aHcToOTa COCTBETCTBYET crenHAKALIH HE TECTHPOBANCA
Notes

Tests may be performed either on the filling mix prior to filling into botlles, or on the filled bottles.

1. Performed on 1/50" batches or at least once a year.

2. Performed at a frequency of at least once a year which maybe the GMP annual stability batch.
TpumMeyanns: 4

TecTiposaHMe MOXET ObiTh NPCEEAEHD Ha NOPOLLKE A0 HANONHEHWA (DNEKCHOB WK NOCAe HANQHeHs
chnakoHos,

1. MNpoeoauTcs Ha 1 us 50 cepuin UNU, KaK MUBKMYM, OAWH Pa3 B roa.

2. MNpoBOgUTCR OOQUH pas B rof Ha Cepul, NPOUABefEeHHON ANK MayyeHus cTabunbHOCTA B pamkax GMP.
Manufacturer; SmithKline Beecham Limited

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

MpouzeoguTent: CMUTKNRAH Buuem Nlumutes

Appec: KnapengaoH Poya, Bopeun, 3anagnbii Cyccexe, BN14 8QH, BenuroGputanus

| hereby cerlify 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.

Hacrosumm s nogreepwaalo, 4TO WHGOPMALWS, TIPEACTABNEHHAR 8 JaHHOM cepTudMKaTe, ABMASTCA
AOCTOBEpHO 1 TOYHOW, [laHHas cepus NpoaykTa Okina NPoMsBeneHa, BRIIOYEs onepauuy no ynakoske /
MapKApOBKE W KOHTPOMb K3YECTBA, Ha@ BLILUSYNOMSHYTOA NPOW3BOACTBEHHCH Nnowisake B MofHoM
cooTBETCTBUM C TpeboBaHusMu MecTHeiMM GMP 1 TpeGosaHusmu creumduKaunm pPervcTpaumorKor
YOOCTOBEPEHUA CTPEHb HE3HAYEHNS MM cneumbuKauuy SNs MCCnesyembix NEKapCTEEHHBIX NpenaparTos.
3anucy, OTHOCRLIIMECR K NPCMIBCACTBEHHOMY NpOUECCY, YAEKOBKE W TECTMPOBAHWIO cepud, Ceimp™
NpoBepeHbl U CooTBETCTBYHT TpeSosanusm GMP.

Date: 14 Angust 2019 Signed: _ <=5t -
Jata: 14 aprycr 2019 Moanmes ™" W

Shane Murray
Qualifizd Person




