JTEKJAPALIISI O COOTBETCTBUMA

NEKJAPAHT, TPHHUMAIOIUMI AEKJIAPALINIO O COOTBETCTBUM

AO "ThaxcoCmumKnaiin Tpetiouna"

Ceedenus o pezucmpayuu opzanusayuu: Meoicpationnan uncnexyus dedepanvroii Hanozoeoti cayoicbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npochexm, 0. 374, kopnyc 4, amaoic 3, nom. XV, komnama L
Teneghon:8(495)777-89-00.

B nuye: I'enepanvhuiii Oupexmop Jlybsanckuti Onez

Josepennoe nuyo: Kysneyos A.A., dosepennocme 18-09.08.2019 om 09.08.2019 2.

3ASIBJSIET, UYTO

nexapcmeennoe cpedcmeo: Ayamenmun, nopouox O HPU20MOGNenus Cycnensuy Oan npuema exympos 400 m2
+ 57 M2 6 5 mn, pnaxonw 12,6 2 (1),/6 komnaexme ¢ meproii noxckoil/, nadxu xapmonnvie, PY Ne 11 N015030/04
om 13.10.2008 (dama zamenwvr 28.09.2018) svidano 340 "ThaxcoCmumKnaiin Tpetiduna”, cepus SN9A, napmus
25058 ynaxoeok, 200en 0o 19.07.2021, npouseodcmsa Ihaxco Bannkom IIpodaruet, Dpanyus, Glaxo Wellcome
Production, Terras II, Z. I. de la Peyenniere, 53100, Mayenne, France, xod OKII/[2 21.20.10.191, ko0 TH BOJ
3004100008, Jucmpubsionop. coznauenue 6/1 om 01.01.2013, unsoiic Ne 4205286566 om 11.09.2019

COOTBETCTBYET TPEGOBAHUSIM

IT N015030/04-280918

JTEKJAPAIIUS ITIPUHATA HA OCHOBAHHH

npomoxon ucneimaruii Ne 5548m om 01.10.2019 HJT OO0 HIJ "OAPMOFEOPOHA", ammecmam
axxkpedumayuu POCC RU.0001.21 DJI40, Cepmudgpuxam POCC FR.@M08.C50003 om 02.10.2019

EVCTBHUTEJIBHA 0 19.07.2021
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CBEI[E&II/UI O PETUCTPAIIH

OPI'AH IIO CEPTHOHKAILINH, 3APET'MCTPHPOBABIINHI JEKJIAPAIIUIO
RA.RU.11®MO8 OPIAH I10 CEPTHO®HKALIMH HPONYKI[HH OFLJECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJIA KAYECTBA",
adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmepkoga, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, y1. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: OyKkK.pa.
IEKJAPAIIASL O COOTBETCTBUH 3APETMCTPUPOBAHA A2 POCC RU JI-FR.®M08.A4.38909/19
JIATA;E_EH&EPAIIHH 02.10.2019
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CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHANHUIA

DATE OF ANALYSIS 1 29.08.2019 ANALYSIS N’:1000253954

[fara ananusa: Axanua Ng: 1000253964
MANUFACTURING DATE: 19.07.2019 DESTINATION: RUSSIAN FED.
JIATA U3rOTOBJIEHMA :119.07.2019 CTPAHA: POCCHA

EXPIRY DATE :19.07.2021 QUANTITY: 25 058

T'open 10 :19.07.2021 Konuyecrso: 25 058

REF SPECIFICATION : MA ITEM CODE:60000000116728

Koa npoayiTA:60000000116728°

PRODUCT NAME: AUGMENTIN SUSP 400/571G 1X70ML_RU BATCH N°: 5N9A . )
NPOAYKT: AYIMEHTHH®, NOPOLUOK [/IA NPUTOTOB/IEHHA CYCNEN3KH CepnA Ne: SN9A.
LANA NPUEMA BHYTPb, 400 MI + 57 MIrB 5 M i

API: AMOXICILLIN TRIHYDRATE + POTASSIUM CLAVULANATE
ADC: AMOKCHUMANIMHA TPUTHAPAT + KNABYNAHAT KANMA

APl MANUFACTURER: BEECHAM PHARMACEUTICALS (PTE) LTD, SINGAPORE + SMITHICLINE BEECHAM PHARMACEUTICALS, UK
MPOU3BOAUTENL ADC: BUUEM DAPMACLIOTHKANS (NTU) AT, CHHFANYP + CMUTRNARH BHYEM PAPMACBIOTHIANS,
BE/IMKOEPUTAHMA

TEST SPECIFICATION RESULTS
Tecr CnEYUOURALIUA PE3YNLTAT
A clear glass bottle cantaining a white to off-white free flowing
RESCRIPTION powder., A white to off-white suspension is formed after dilution. PASS
MPO3PAYHDIN CTEKNAHHLIA GNAKOH, COREPIALLUA ChINYYHA NOPOWIOK | g
ONWCAHUE 'OT BENOTO 40 NOYTU BENOTO LBETA, MNPH PA3BEAEHHM OBPASYETCA f_.‘_‘_f ,‘ ‘ "'CooraETCravET.
CYCNEH3MA OT BENOTO 40 NOYTH BENOTO LIBETA. s niait
Identification Product IR-spectrum in position of absorption bands should "7 PASS
IR-spectrometry correspond to the figure of spectrum,
MOANMHHOCTh, WK-CNEKTP NPENAPATA MO MONOMEHKIQ MONQC NOTOWEHWA AO/MKEH Coardsteraves
WK-CNEKTPOMETPHA COOTBETCTBOBATb PUCYHIY CEKTPA.
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 solution,

BPEMEHA YAIEPYKHBAHWA OCHOBHBIX NUIOB HA XPOMATOrPAMME
WCNBITYEMOrO PACTROPA, NPUTOTOBNEHHOTO AANA KONMMECTBEHHOTO
MOANHHHOCTb, BIMX ONPEAENEHNS, AONHHBI COOTBETCTBOBATE BPEMEHAM Y/IEPYHBAHHA COOTBETCTBYET
OCHOBHBIX NMHOB AMOKCHLIMAIMHA W K/IABYIAHOBOH KMCAOTEI HA

XPOMATOIPAMME CTAHOAPTHOIO PACTBOPA,

Resuspension time should be not more than 1 min, no |7 NOTINSPECTED

SedimentayipnSiavllicy signs of sedimentation should be observed within 2-3 min,

BREMSI PECYCNEH/AMPOBAHUA AOMKHO Bl Th HE BO/EE 1 MUH,

CE’L”L’;’;E:;%‘SS;LH“" |HIAKHX TIPUHAKOB CEAMMENTALMM HE [LOMKHO HABNIOAATHCA He nposoaunca
; B TEYEHME 2-3 MUH.
Extractable Volume According to requirements, NOT INSPECTED
W3BNEKAEMUIF OGHEM B COOTBETCTBHMM C TPEBOBAHNAMM, He nposognacs
pH 4.0 -6.0 4.2
pH 4.0~ 6.0 4.2
Moisture* £9.0% NOT INSPECTED
BoaA¥* $9.0% He nposoannca
Amoxicillin dimer <12% 0.3%
AMOKCHUMNAMHA AUMEP $1.2% ) . 0.3%
Amoxicillin a-Penicilloic Acid £1,00% 0.09 %
AMOKCHLIMANKHA o~ $1.00% v 0.09%

NEHKUMNNOMHAR KHCNOTA
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<0.05%

U —————— S T

Amoxicillin B-Penicilloic Acid s1.00%
AMOKCULMATIHA [~ G
NEHALMNNOAHAR <1.00% <0.05%
KUCNOTA
I : :
Amoxicillin Penilloic Acid <1.00% <0.05%
Isomer 1
AMOKCHUKANH NEHUANOHHON
£1.00% <0, Yo
KMCNOTEI M3OMEP 1 £9 95 #
Amoxicillin Penilloic Acid
< 9
Isomer 2 £1.00 % 0.05%
AMORCULMAWH NEHWANOAHOR
<1.00 A
KWC/IOTbI MIOMEP 2 * . 0.05% ;
Amoxicillin Diketopiperazine <1.00 % .<0.05% .
AMORCHUUANHHA : .
JVKETONHIEPASHH £1.00% 20,05
Any Other Identified g i Rl
Impurity $1.00% 0.‘15 /n i
JIOGAR J\PYTAR
WIEHTHOULMPOBAHHAS <1.00% 0.16 %
NPUMECh
Any Other Unidentified i o
ot £0.30% 0.10%
JIKOBAR [APYIAR
HEWACHTHSHLIMPOBAHHAR $030% 0,10%
MPUMECh
Total Related Substances $3.5% 09% .
CYMMA NPUMECEH $3.5% 0.9%
Clavulanate Polyme y
BiE Folymars $2.5% 0.7 %
Content
COLEPMAHWE NONUMEPA
(NABYJIAHATA S25% 0.7 %
TAMC : not more than 103 CFU/g
Microbiological purity TYMC; not more than 10* CFU/g NOT INSPECTED
Ahsence of Escherichia coli (1g or 1mL) :
MUKHGERO — OFUJEE YHC/0 A3POHBIX BAKTEPHIA: HE GONEE 103 KOE/T
Oﬁn C?qur: = OBLIEE YHCAD [POIMEBLIX 1 NNECHEBLIX PUBOB] HE 6ONEE 102 KOE/T He nposogunca
ESCHERICHIA COLI = OTCYTCTBYET (B 1 T AK 1 Mr NPENAPATA)
Amoxicillin Content 380 - 420 mg/5ml 400 mg/5mL
KONWYECTBEHHOE
ONPELENEHUE 380 -420 Mr/5 mn 400 mr/5mn
AMOKCHUWANMHA _
Clavulanic Acid Content 57.0 - 63,0 mg/5mL 60.4 mg/5ml
KONMYECTBEHNOE v
ONPEAENEHUE 57.0-63.0 Mr/5 Mn 60.4 mr/5mn
KAABYNAHOBOR KHUCNOTbI
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)
Packaging 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.
FTOPOLLOK /\/1A IPMIOTOB/EHUA CYCNEH3NK A7 NPUEMA BHYTPh
no 12.6 r 80O ®/IAKOH NPO3PAYHOTO CTEKNA HOMWHANBHBIM
OBBEMOM 147 MJ1, 3AKPLITBIA HABUHYHBAIOLEACH
YNAKOBKA ANIOMMHWEBOH KPBILIKOH, NOKPLITOM C BHYTPEHHER CTOPOHDI COOTBETCTBYET
JIAKOM, C KOHTPOJIEM NEPBOTO BCKPBITHA K ﬂPOKﬂAﬂ.HOﬁ U3 .
NOAMMEPA (NBX WY NONKONEDGUH). MO 1 GNAKOHY BMECTEC Sl
MHCTPYKLUERA N0 NPMMEHEHWIO W MEPHOR JTOMKOH B KAPTOHHYIQ e
NAUKY.
Labelling According to ND. PASS
COOTBETCTOVET

IVIAPKWUPOBKA

B cOOTBETCTBMU CHA
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* performed on 1/50th batches or at least once a year
* NPOBOANTECA HA OAHOH W3 50 CEPUK W, KAK MUHKMYM, OFIUH PA3 B TOAL.

I hereby 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 compl[ance
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.
HacTosiwm noATEEPIAAI0, UTO HHGOPMALIMA, NPEACTABARHHAN BLILE, ABANETCR NOLMHHON 1 TOUHOK. Bee aTanbl
NPOH3BO/ACTEA ABHHOT CEPHIA TOTOBOTO NPOAYITA, BRAIONAA ONEPILIK N0 YIAKOBHE/MAPKUPOBKE U KOHTPO/IL KauecToa,
Ha YNOMSIHYTON NPON3BOACTBEHROTT NAOWLAAKE GbIAK NPOBEARILI G NANHOM COOTBETCTEMM € TpebGosayuaMn GMP,
NOKANLHLIMK PETYARTOPHEIMY TPEOOBaHUAMI 1 TPEDOBAHUAMK CNeUIGUKILMH PETMCTRALIMOHHOIO YAOCTOBEREHHA
CTPAHLI HASHAYEHHA, 3AMIHCH, O THOCALMECH It NPOU3BOACTEEHHOMY NPOLLECCY, YNAKOBKE W TECTHPOBAHHIO cepum, Gaink
IpoBePeHtl v cooTeercrayioT Tpebooanuam GMP, '
CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFI?&?&ON

JAKMOYEHNE: ONOBPEHO, NPOAVKT COOTBETCTBYET CNEUMOHUKALKN P
N A
APPROVED BY QUALITY ASSURANCE MANAGER : PONT Edoua DATE: 30,08.2019
VTBEPHAEHO OTBETCTBENIbIM 3A KAYECTRO MEHE/PKEPOM : PONT Edouard / AAaTAL 30.08,2019

74
MANUFACTURER: GLAXO WELLCOME ﬁOl}UCT ON, FRANCE
2ZI de la Peyefiniére - KBlOO Mayenne - FRANCE
\

MPOU3BOANTEAL: TNAKCO BIANKOM NPOAAKUIEH, DPAHLIMA
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