JEKJAPAIIASI O COOTBETCTBUM

AEKJIAPAHT, IPUHUMAIOMIHIT JEKJAAPAITMIO O COOTBETCTBUH

AQ "ThaxeoCuumKasiin Tpeiidunz"

Ceedenusn o pecucmpayuu opzanuzayuu: Mescpaiionnas uncnexyus Pedepansoii HAN2060i cayorctot Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocksa, Jlenunzpadcxuii npocnexm, 0. 374, kopnye 4, amaoic 3, nom. XV xomuama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepansueiii Oupexmop JQybsancruii Onez

Hoesepennoe nuyo: Kysneyoe A.A., dosepennocme 18-09.08.2019 om 09.08.2019 2,

3ASIBJISIET, UTO

NEKAPCMBERHOE CPEOCHIBO. Ay2MeHmuH, NOPOWOK OIS NPU2OMOBNIEHUA CYCEN3UN 01 NpUeMa arympe 400 ym2
+ 57 M2 8 5 ma, praxonw 12,6 2 (1),/6 komnnexme ¢ mepnoii 10vickoit/, nauxu kapmounnsie, PY Ne IT NO15030/04
om 13.10.2008 (dama samensr 28.09.2018) evidano 340 "ThaxcoCyumKasin: Tpetiounz”, cepus SCSA, napmusn
25018 ynaxosox, 200en do 18.07.2021, npouseodcmea Iaxco Banaxom Ipodaxuien, Dpanyua, Glaxo Wellcome
Production, Terras Il, Z. I. de la Peyenniere, 53100, Mayenne, France, ko0 OKITA2 21.20.10.191, kod TH B3]
3004100008, Jucmpubbiomop. coznauienue 6/ om 01.01,2013, uneotic Ne 4205286281 om 10.09.2019

COOTBETCTBYET TPEBOBAHUSIM
TT NO15030/04-280918

JAEKJAPAITHS TIPHHSITA HA OCHOBAHUH
npomoxon ucneunanui Ne 5542y om 27.09.2019 HII 000 HI] "PAPMOEOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21DJT40, Cepmugpuxam POCC FR.OMOS.C49566 om 30.09.2019

llA'I‘A TIPUHSITHAST IEKJTAPALIAH 30.09.2019
CAPA &%EHCTBHTM},HA H0 13, }/7 2021

" " // // Kyaneuos A.A.
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CBEJIEHUSI O PETUCTPALIUA

OPI'AH 10 CEPTH®HKALIHH, 3APETMCTPUPOBABHIHI JEKJIAPALIAIO

RA.RU 11®DMO8 OPTAH IO CEPTHPHKALHH ITPOAYKIHH OBI[ECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, am. 5., men. :(495)788-02-88, seo-
caim. oyKK.pg.

REKXAPAHHH O COOTBETCTBHUM 3APETHCTPHPOBAHA M POCC RU JI-FR.®M08.A4.38335/19

MMOAITHCE




CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHANTM3A
DATE OF ANALYSIS :30.08.2019 ANALYSIS N:1000253965
Aara ananuza: Anxanus Ng: 1000253965
MANUFACTURING DATE: 18.07.2019 DESTINATION: RUSSIAN FED,
LATA MITOTOBNEHNA 1 18.07.2019 CTPAHA: Poccua
EXPIRY DATE :18.07.2021 QUANTITY: 25 018
foaes po 118.07.2021 Konuyecrso: 25 018
REF SPECIFICATION tMA ITEM CODE:60000000116728

Kog nPoayyTA:G0000000116728

PRODUCT NAME: AUGMENTIN SUSP 400/57MG 1X70ML_RU BATCH N°; 5C5A
Nrogyvier: AYCMEHTUH®, NOPOILOK ANA NPHIOTOBAERMA CYCTIEHIMK Cepun No: SCEA

AAA OPHEMA 8HYTPb, 400 MF+ 57 Mr 5 ma

API: AMOXICILLIN TRIHYDRATE + POTASSIUM CLAVULANATE

ADC: AMOKCULMANHHA TPUTUAPAT + KNABYIAHAT KANNA

AP} MANUFACTURER: BEECHAM PRARMACEUTICALS (PTE) LTD, SINGAPORE + SMITHKLINE BEECHAM PHARMACEUTICALS, UK
NPOUEOAMTENL ADC: BUUEM PAPMACBIOTURANS (MTWU) NTA, CUHTANYP + CMUTKAARH BUYEM DAPMACBIOTHRANS,
BEAUKOBPUTAHMA

TEST SPECIFICATION RESULTS
TECT CHEUMBUHALIWA PEIYNILTAT
A clear glass bottle containing a white to off-white free flowing
eI powder, A white ta off-white suspension is formed after dilution. PASS
FPO3PAYHDIA CTEKNAHHBIA ®AAKOH, COREPALLWIA CHINYYKMA NOPOLLOK
ONMCAHKE OT BEMOFO A0 NOMTH BENOTQ UBETA, P PAIBELEHWN OEPAIYETCA COOTBETCTBYET
CYCNEH3KA OT BENOTO 40 NOMTH BEAOTO LIBETA,
Identification Product IR-spectrum in position of absorption bands should
PASS
IR-spectrometry correspond to the figure of spectrum.
MOBANMHHOCTY, WVIK-CNEKTP NPENAPATA M0 NOMOMEHHIO NONOC NOMNOWIEHWA BOAKMEH COOTBETCTRYEY
WK-CNERTPOMETPUR COOTBETCTBOBATE PUCYHRY CNEKTPA.
The retention times of the main peaks on the chromatogram of
|dentification HPLC assay test solution should correspond to the retention times of PASS

the main peaks of Amoxicillin and Clavulanic acid on the
chromatogram of standard sclution.

BPEMEHA YAEPKHUBAHUA OCHOBHbIX [TMKOB HA XPOMATOFPAMME
UCTILITYEMOTO PACTBOPA, IIPUFOTOBAEHHOTO ANA KONMYECTBEHHOTO
TOAAMHBOCTL, BIMX ONPEAENEHNSA, O/ HbI COOTBETCTBOBATD BPEMEHAM YAEPYKMBAHUA COOTBETCTBYET
OCHOBHbIX TUKOB AMOKCHUMANMHA W KAABYANAHOBORM KUCAOTBIE HA

XPOMATOIPAMME CTAHOAPTHOIO PACTBOPA.

Resuspension time should be not more than 1 min, no

Sedimentation Stability signs of sedimentation should be observed within 2-3 min. NOTINSPECHED
CEAMMEHTALMOHHAN BPEMA PECYCNEHMPOBAHUA Q0MIHO EbITh HE BONEE 1 MUH,
. —— HURAKWX NPU3HAKOB CEAMMERTALMNY HE OMKMHO HABMIOAATLCA He nposoauncs
B TEYEHME 2-3 MHH.
Extractable Volume According to requirements. NOT INSPECTED
WM3BNEKAEMBIN OBLEM B COOTRETCTBMN C TPEBOBAHMAMM. He nposogunca
pH 4.0-6.0 4.3
pH 40-86.0 4.3
Maoisture* £9.0% NOT INSPECTED
Boaa* £9.0% He nposoaunca
Amoxicillin dimer <1.2% 03%
AMOKCHLMAHHA LUMEP s12% ) 0.3%
Amoxicillin a-Penicilloic Acid . <1.00% 0.08 %
MR XA £1.00% 0.08%
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Amoxicillin B-Penicilloic Acid S1.00% <0.05%

AMOKCHUMANUHA -
NEHWULMANORHASA 2 1.00% <0.05% :
KHUCANOTA !
Amoxicillin Penilloic Acid <1.00% <0.05% i
Isomer 1 ;
AMOKCHLWIMH NEHWANORHOM |
A < 0.0
KHCAOTE MIOMEP 1 =300% -
i Toic At
Amoxicillin Penilloic Acid $1.00% <0.05%
Isomer 2
AMORCUUNWAMH TIEHUAIDAHOR <1.00% <0,05%
HHCNOThI M3OMEP 2
Amoxicillin Diketopiperazine 51.00% <0.05%
AMORCUUMANHHA i
JMKETONUNEPAIHMH b X 0,08 5
Any Other Identified <1.00% 0.17 %
Impurity
THOBAR [IPYTAR i
WAEHTHOULMPOBAHHAS £1.00% 0.17 % P
NPUMECDH
Any Other Un.:dentlf:ed <0.30% 0.11% !
Impurity
TIOBAR AAPYIAS
HEWMAEHTHOULIMPOBAHHAR £0.30% 0.11%
NPHMECH
Total Related Substances <3.5% 0.9%
CYMMA NPHUMECER £3.5% 0.9%
Clavulanate Polymers <25% 0.6%
Cantent
COLEPKAHUE NONUMEPA
KNABYIAHATA £25% 0.6%

TAMC ; not mare than 10*CFU/g
Microbiological purity TYMC: not more than 10° CFU/g NOT INSPECTED
Absence of Escherichia coli {1g or 1ml)

OBU{EE UMCA0 AIPOBHBIX BAKTEPHR: HE ONEE 103 KOE/r

BAABEOSHOMN HIEQINE OBUIEE Y0 [PONIKEBBIX 1§ NAECHEBBIX FPUGOB: HE FOAEE 102 KOE/r He nposoanacs
SMCHIA ESCHERICHIA COLI — OTCYTCTBYET {8 1 ruam 1 Mr NPENAPATA} :
Amoxicillin Content 380 - 420 mg/5ml 404 mg/5mL :
KOAWMECTBEHHOE |
OMPERENEHKE 380 - 420 mr/5 ma 404 mr/Sma ﬁ
AMOKCULIMANMHA i
Clavulanic Acid Content 57.0 - 63.0 mg/5ml 59.8 mg/SmL
KONWYECTBEHHOE !
ONPEQENEHUE 57.0-63.0 mr/5Mn 59.8 mr/5mn !

KNABYAAHOBOW KRUCIOTBE

Powder for oral suspension

12.6g In a clear glass bottle with nominal volume of 147
ml closed with an aluminum roll pilfer-proof {ROPP)
internally lacquered closure and Polymer liner (PVCo
Polyolefin). One bottle and patient information leafle
measuring spoon or cup or syringe in a carton pa

Packaging

FIOPOLLIOK ANA NPUFOTOBRAEHUA CYCNEHIUM ANA NPHEMA
N0 12.6 I BO MAAKOH NPO3PAYHOIO CTEKNA HOMUHAN
OBBLEMOM 147 MJ1, 3AKPBITEIA HABUHUYHBAIOWIEAC
ANOMMHWEBOH KPLILKOM, NOKPLITON € BHYTPEHHER CTOP _ (;/Oﬂ’fﬂ
NAKOM, C KOHTPOJIEM NEPBOTO BCKPBITUA W NPOKNAAKOR % T g
NOAMMEPA (MTBX ¥nM NONHONEGHH). 110 1 OAAKOHY BMECTE € Sy, = s
WHCTPYRUMER N0 NPUMEHEHMIO M MEPHOR NOMKON B KAPTOHHYIO

TIAMNRY.

Labelling According to ND. PASS
MAPKMPOBKA B cOOTBETCTBMM CHJ COOTBETCTBYET
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* Performed on 1/50th batches or at least once a year
* [POBOANTCA HA OAHOM W3 SO CEPHI WM, KAK MMHHMYM, OfIUH PA3 8 rof.

I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality contrel at the above(s) mentioned site(s) in full compliance i
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization i
of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.
HACTORUM DOATBE PRAEI0, HTO MHDOpMAaLMa, NPeACTABACHHAN BLille, ABNRETCA NOAMMHHORA 1 TOMHOM, Bee 31ans !
NPOUBBOACTEA JaHHOM COPUM FOTOBATO NPOAYKTE, BRMOYan OREpaLn N0 YNakosre/Mapruposke 1 HOHTPONL KAYECTRS, |
Hi YNOMAHYTOR NPONIBOACTBEHHON HACILBARE BbIM NPOBEELHS B HOAHOM COOTBETCTBHI ¢ Tpetiosanunmn GMP, i
RUKSNLHBIMK PETYAATOPHBIMK TpeBoBaHKAMY 1 TpeBoBanamM cReyHdHIaLMH PericTPauMOHROID VAOCTOBEPERHA i
CipaHbl HasHadehna. 38HHCH, OTHOCAWMEDA K NPOWIBOACTBEHHOMY npoueccy, YNaKoBREe W T&CTWPQBHHFHO Cepn, 5{;3-”% Z

NposepeHL! 1t COOTBETCTBYIOT TpeboBaHunm GMP, :

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIE‘ICATIO}}I-*' :

-

3AKMOMERNE: OA0BPEHO, NPOAYRT CODTRETCTEYET CRELMDHKALMM
™
APPROVED BY QUALITY ASSURANCE MANAGER : PONT Edouard .- /-:f DATE: 30.08.2019
L E iy
YTBEPMIEHO OTEETCTBEHHBIM 3A KAMECTEC MEMEDKEPOM @ PONT Fdouard \ '“’,?/ AATA . 30.08.2019
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MANUFACTURER:  GLAXO WELLCOME PRODUCTION, FRANCE
21 de la Peyepiiéeré - 83100 Mayenne - FRANCE

3 i i
FIPOWSBOAMTENL: TNAKCO BIANKOM MPONAKILEA, QPAHINA ¥ g |




