AEKJTAPAIIUSI O COOTBETCTBUHA

AEKJIAPAHT, IPUHUMAIONIMIT AEKJIAPAITHIO O COOTBETCTBHU

AQO "TraxcoCuumKsiin Tpeiidunz"

Ceedenus o peaucmpayuu opearusayuu: Mesicpationnas uncnexiyus DedepanvHoii Hanozoeoi cmyoichvt Ne 46 no
2. Mocxse 01.01.2008, OI'PH | 027739011486, dama npuceoenus OI'PH 24.07. 2002,

Adpec: 125167, &. Mocksa, Jlenunzpadcruii npocnexm, 0. 374, xopnye 4, smaoic 3, nom. XV, komnama 1.
Tenedhon.:8(495)777-89-00.

B nuye: I'enepansubiii dupexmop Hybsauckuii Onez

Hoeepennoe nuyo: Kysneyos A.A., dosepennocmy 18-09.08.2019 om 09,08.2019 »

3ASIBJSIET, UTO
Aexapcmeenrioe cpedcmeo: Ayemenmun, nopoutox os NpucomoGrenus cycnensuu oan npuema enymps 200 mz

+28.5 M2 6 5 mn, paaxonsr 7,7 2 (1 )/6 Komnaexme ¢ meproii noxckoti, nauku kapmonnwie, PY Ne IT
NO15030/04 om 13.10.2008 (dama 3amensi 28.09.2018) evidano 340 “ThakcoCuumKasiin Tpeiidunz", cepus
965C, napmus 39582 ynaxoeox, 200en 0o 08.08.202 1, npouseodemea Ihaxco Baoaaxom Hpooarwen, Opanyus,
Glaxo Wellcome Production, Terras I, Z. I. de la Peyenniere, 53100, Mayenne, France, xod OKII2
21.20.10.191, koo TH B3] 3004100008, Huempubsiomop. coznawenue 6/1 om 01 01.2013, uneoiic No
4205292976 om 21.10.2019

COOTBETCTBYET TPEBOBAHHSIM
11 N015030/04-280918

AEKJIAPATIHS ITIPUHSATA HA OCHOBAHHI
npomoxon ucnermanuti Ne 7062w om 12.11.2019 HJT OO0 HI] "OAPMOBOPOHA", ammecmam

axkpedumayuu POCC RU.0001.21®.Ji40, Cepmugpurxam POCC FR.DM08.C54100 om 13.11.2019

JATA HOPUHSATHSA AEKJTAPAUMHF 73.11.201 9

HCTBHTEJBHA /IO 08.08.2021
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CBEJIEHUSI O PETUCTPAIIUA

OPTAH 11O CEPTU®HKAIIAH, 3APETHCTPUPOBABILIMII AEKJIAPAIIUIO

RA.RU.11PMO8 OPIAH 110 CEPTH®HKAIIHH ITPOLYKIIHH OFIECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIS KA YECTBA",

adpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, om. 5, nom. I, xom. 1, adpec opzana no
cepmupuxayuu: 115280, POCCHA, 20pod Mocxaa, yi. Macmeprosa, 0. 4, am. 5., men. :(495)788-02-88, ge6-

caiim: oyxx.pg.
AEKJIAPAIIUA O COOTBETCTBUM 3APETHCT PUPOBAHA X% POCC RU A-FR. OM08.A.44476/19

HAT, 8

j / Tupenxo ULB.
MOJTTHCE Pyxosonutens OC
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CERTIFICATE OF ANALYSIS

CEPTUSWKAT AHANMIA
DATE OF ANALYSIS 1 16.10.2019 AMALYSIS N”: 1000262810
Aata asanuza 116,10.2019 Axanuz Ne: 1000262810
MANUFACTURING DATE: 08.08.2019 DESTINATION: RUSSIAN FED,
LATA MaroTOBNENUR : 08.08.2019 CTPAHA: Poccun
EXPIRY DATE :08.08.2021 QUANTITY: 39582
loged go :08.08.2021 Ronu4ecTeo: 39 582
REF SPECIFICATION : MA ITEM CODE:600000001156729

Kog npogyrTa:60000000116729

PRODUCT NAME: AUGMENTIN SUSP 200/28MG IX70ML_RU ‘ BATCH N": 965C
MeoaykT: AYIMEHTUH®, NOPOLIOK A5 NTPUFOTOBAERMS CYCTEHIUN Cepun Na: 965C

ANA NPUEMA BHYTPL, 200 MI + 28,5 Mr a5 mn
AP1: AMOKICILLIN TRIHYDRATE + POTASSIUM CLAVULANATE
ADC: AMOKCHUMIMHA TPHIVAPAT + KNABYNAHAT KAJIA

AP MANUFACTURER: BEECHAM PHARMACEUTICALS {PTE) LTD, SINGAPORE + SMITHILINE BEECHAM PHARMACEUTICALS, UK

MPOU3BOAUTENL ADC; BUYEM DAPMACBIOTURANS (NTW) ATO, CUHFANYP + CMUTHARAH BUYEM DAPMACKIOTHKANS,
BENUKOGPUTAHUA

TEST SPECIFICATION RESULTS
TECT CREUMBUHALMA PE3YABTAT
A clear glass bottle containing a white to off-white free flowing
HESGRIPSION powder. A white to off-white suspension is formed after dilution. i
NPOPAYHEIA CTEKAAHHBIN OIAKOH, COAEPIALLIMA ChINYHMI NOPOLLOK
ONUCAHUE OT BEAIOTO A0 NOYTH BENOTO UBETA. [TPU PAIBEAEHWM OBPAYVETCA COOTBETCTBYET
CYCMEHIWA OT BEAIOTO [0 NOYTU BENOTO LBETA.
Identification Product IR-spectrum in position of absorption bands should PASS
IR-spectrometry correspond to the figure of spectrum.
TMOANUHHOCTS, WK-CIEKTP NPENAPATA NO NOAGKEHUIO NOMOC NOFNOWEHUA AOMKEH e ——_—
MUK-CNEKTPOMETPHS COOTBETCYBOBATE PUCYHKY CNEKTPA.
The retention times of the main peaks on the chromatogram of
\dentification HPLC assay test solution should correspond to the retention times of

the main peaks of Amoxicillin and Clavulanic acid on the PASS

chromatogram of standard solution.

BPEMEHA YEPHMUBAHWUA OCHORHBIX TUKOB HA XPOMATOTPAMME
HCIBITYEMOPO PACTEOPA, NPUIOTOBAEHHOMO /18 KOAHMECTREHHOMO
MOAMMHHOCTh, BIHX ONPERENEHWA, AOMHHBI COOTBETCTBOBATL BPEMEHAM YIEPHMBAHMA COOTBETCTBYET

CCHOBHBIX NAKOB AMOKCUUMANIMHA K KNABYNAHOBOMR KUC/AOTE] HA )
XPOMATOTPAMME CTAHAAPTHOI'D PACTBOPA.

Resuspension time should be not more than 1 min, no

Sedmgniation Stahility signs of sedimentation should be observed within 2-3 min. NOTINACECIED
CEMMEHTALMORHAS BPEMA PECYCNEHAUPOBAHMA AOMKHO BbITh HE BOJIEE 1 MMH,
A HUKAKWX TPU3HAKOR CEAUMEHTALIMA HE AQMKHO HABMIOAATHCH He nposogunca
B TEYEHME 2-3 MMH,
Extractable Volume According to requirements. NOT INSPECTED
WIBNEXAEMBIN OBBEM B COOTBETCTBWNM C TPESOBAHMSANMM, He npogognaca
pH 40-6.0 - 4,2
pH 4.0-6.0 4.2
Moisture* <9.0% NOT INSPECTED
Bofa® <9.0% He nposogunca
Amoxicillin dimer <£1.2% 0.4%
AMOKCULMANAHA QUMEP <1.2% 0.4%
Amouxicillin a-Penicilloic Acid <1.00% 0.09 % ﬁgﬁﬁj?__l‘s:@,h
AMOKCHUHNMHA Q- <1.00% —
NEHUUMANOMHAR HUCNOTA

Amoxicillin B-Penicilloic Acid < 1.00%




AMORCALIAIARBA B-
NEHULMANCHHAR

<1.00 % <0.05%
KHCOTA
Amouicillin Penilloic Acid
Pp— <1.00% <0.05%
AMOKCHUMAWE NERMANORROA < 1.00 % P,
HUCAIOTHI UBOMEP 1 iz R
Amanxicillin Penilloic Acid
Isomer 2 $1.00% < 0.05%
AMOKCHLMAKH NEHWANORHOR <1.00% .
KUCAOThE USOMED 2 ‘ &
Amaoxicillin Diketopiperazine <1.00% <0.05 %
AMOKCALIANMHA
AHHE?Oﬂ:nf?AaﬂH 54005 ke
Any Qther identified <1.00% 0.18 %
impurity o ’
Jhosan gPYTAA
WAEHTUOHUMPOBAHHAR <1.00% 0.18 %
NPUMECH
Any Other Unidentified
H— < {‘.1‘.30 % ‘ 0.11%
JUOBAA APYTAR
HEWAEHTHOUUMPOBAHHAS 50.30% 0.11%
NPUMECH )
Total Related Substances £3.5% 1.1%
CYMIMA NPUMECER €£3.5% 1.1%
Clavulanate Polymers
Eomtnk S25% 11%
COHEPHAHWE NOAUMEPA
" KNABYAAHATA $33% 1%
TAMC : not more than 10°CFU/g
Microbiological purity TYMC: not more than 10% CFU/g NOT INSPECTED

Absence of Escherichia coli (1g or 1mL)

MHKPOBUONOTUYECKUE
HYHCTOTA

OEILEE YHCAO ATPOEHLIX BAKTERMI: HE Bonee 103 KOE/r
QBULEE YUCNO APOHCREBBIX W MAECHERLIX TPUEOB: HE 60NEE 102 KOE/r
ESCHERICHEA COLI — OTCYTCTBYET {8 1 rvnm 1 MrpenapaTal

He nposogunca

Amoxicillin Content 190 - 210 mg/5ml 200 mg/5mL
KONMYECTBEHHOE
ONMPEAENEHUE 190 - 210 mMr/5 pmn 200 mr/Smn
AMOKCULIMATINTMHA
Clavulanic Acid Content 28.5~31.5 mg/5mL 30,0 mg/5mlL
KONMYECTBEHHOE
ONPEAENEHUE 28.5-31.5Mr/5mp 30.0 mr/5mn
HAABYNTAHOBOW KMCIOTHI
. Powder for oral suspension
7.7g in a clear glass bottle with nominal volume of 147
mi closed with an aluminum roll pilfer-proof (ROPP)
Packaghiy internally lacquered closure and Polymer liner (PVC or PASS
Polyolefin). One bottle and patient information leaflet and
measuring spoon or cup or syringe in a carton pack.
MOPOLIOK 417 NPUTOTOBNEHKWA CYCNEH3UKM A5 NPUEMA BHYTPD
116 7.7 1 BO GNAKOH NPO3PAYHOIO CTEK/IA HOMMHANBHbLIM
OBLEMOM 147 MJT, JAKPLITHIA HABUHUMBAIQWERCA ]
T ANONUHWEBOR KPBILUKRORA, NOKPLITOM C BHYTPEHHEN CTOPOHSI T —
NAROM, € KOHTPONEM NEPBOTO BCHPLITHA W NPOKAALKON M3
NOAKMEPA (TIBX mint noOAMONEDHH). No 1 GNAKOHY BMECTEC 3
UHCTPYKLIAER NO NPUMEHEHMIO WM MEPHOR NOMKOM B KAPTOHHYIO |
MAYRY.
Labelling According to ND.
MAPHUPOBKA B COOTBETCTBUM CHA

* Performed on 1/50th batches or at least once a year

GlaxoSmithKline |
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* TIPOBOAUTER HA OfHOM 13 50 CEPMI AW, KAK MAHMMYM, OAWUH PA2 B rog.

Vhereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above(s) mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization
of tHe importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP,
HacTonumm OATBEMHAGI, YTO MHDOpMaLms, NPEACTIBNERHEY BLIlL, REAgETCR NOAMHHOR 1 TOYHOW, Bee 3ransl
NECHIBOACTRE A3HHOI CepuM roTa80r0 nbogyﬁ“ra, BUAOMER ONEP3LHK N0 YNakoBKe/ MapKuposKe 1 KOHTPOAbL KadecTea,
HE YNOMAHYTOR NPOUIBOACTEEHHOH AnowiasRe Goliti NpoRaneHsl 8 NoAHOM €0OTBETCTAMMY ¢ Tpebosanuamu GMP,
ACKANBHBIMI PEMYNRTOPHBIMK TPeBosarMAmMIA 1 TPeBoBAHWAMM CNEUMBUKAUMIN PErVCTRAUKOHHOTO YADCTOBEPEHUA
CTRANG HA3HA4EHNA. 33NNCH, OTHOCAWMEEA | NPAU3BOACTEEHHOMY NPOWECCY, YNAKOBKE 1 TRCTUDOBIHMIO Cepuu, Buinv
FPOBEDEHBI M COOTBETCTBYIOT TpeBoaarusm GMP,
CONCLUSION: ACCEPTED s THIS PRODUCT COMPLILES WITH THE SPECIFICATION

SAKMICYEHME: OAOBPEHO, NPOAYKT COOTBETCTRYE T CNELMBMKALIAM

APPROVED BY QUALITY ASSURANCE MANAGER i ZERROUKHAT Imane DATE: 16.10.2019
YTBEPHAEHO OTBETCTBEHHBIM 3A KAYECTBO MEHELHEPOM: ZERROUKHAT IMANE  gATA: 16.10.2019

H

MANUFACTURER : GLAXO WELLCOME PRODUCTION ; FRANCE
ZI de la Peyenniére - 53100 Mayenne — FRANCE
MTPOUZBOAMTEND: THAKCO BIANKOM FIPOAARILEH, OPAHLMA :

A ——
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