AEKJIAPAITUS O COOTBETCTBUHA

JAEKJIAPAHT, IPUHUMAIOUHI JEKJAPAIIMIO O COOTBETCTBHHA

AO "ThaxcoCmumKnsiin Tpeiidunz"

Ceedenus o pezucmpayuu opzanuzayuu: Mesicpaiionnas uncnexyua dedepansioii narozoeoii cayonter Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadexuii npocnexm, 9. 374, xopnye 4, smaoic 3, nom. XV, komnama 1.
Tenecpon.8(495)777-89-00.

B nuye: I'enepanvuvrii oupexmop [ybarickui Onez

Hoeepennoe nuyo: Kysneyos A.A., dosepennocmn 18-09.08.2019 om 09.08.2019 2.

3ASIBJSIET, UTO

NEKAPCHBEHHOE CPEOCMBO: Ay2Menmun, nopoutox Ons npuzomoenerust Cycnensuu Oia npuema enympo 400 ymz
+ 357 mz2 6 5 mn, pnaxonst 12,6 2 (1),/6 xomnaexme ¢ meproii nooickot/, nauxu xapmounnvie, PY Ne IT NO15030/04
om 13.10.2008 (0oama samenst 28.09.2018) avidaro 340 "ThaxcoCmumKnsiin Tpeiidunz", cepus SNOL, napmus
24750 ynaroeox, 200en 0o 19.07.2021, npouzeodcmea Iiaxco Baanxom Hpodaxwen, Opanyus, Glaxo Wellcome
Production, Terras I, Z. I. de la Peyenniere, 53100, Mayenne, France, koo OKII[2 21.20.10.191, koo TH B3J]
3004100008, Juecmpubvromop. coanauierue 6/1 om 01.01.2013, uneoiic Ne 4205286759 om 12.09.2019

COOTBETCTBYET TPEBOBAHUSM
11 NOI15030/04-280918

AEKJAPAITMS TPHHSATA HA OCHOBAHHH
npomoxoi ucnsimanui Ne 5581m om 01.10.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®@JI40, Cepmuchuxam POCC FR.®MO8.C49958 om 02.10.2019

IATHS AEKJIAPALIAH 02.10.2019

HCTBHTEJIBHA O 19.07.2021

E / i / Kysueuos A.A.
-4 g /mopnHce OO

ey

1osellly

[ of x:x}e{sJ:Emme
Trading

&'g,f
oy

B

CBEﬁﬁhM O PETUCTPALIAN

OPI'AH 110 CEPTH®UKAIIUH, SAPETHCTPHPOBABIINN TEKJIAPALIHIO AV SO ALEINN
RA.RU. 11 DPMO8 OPT'AH I10O CEPTHOHKAIIHH ITPOOYVKI[HH OFL[ECTBO C OFPAHHQ&E?H
OTBETCTBEHHOCTHIO "OKPYXXHOH LIEHTP KOHTPOJLT KAYECTBA", BES(el 7o

adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opem(a o VE
cepmutpuxayuu: 115280, POCCHA, 2opod Mockea, yi. Macmepxoga, 0. 4, am. 5., men. (495 )786 02.—88 8e6- L4
caiim: oyxK.pep. ¥y 5
,HEK.HAPAIIHH O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-FR. @M08. A" 38912/19
F. .'__ 02.10.2019
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANUZA
DATE OF ANALYSIS : 04.09.2019 ANALYSIS N*:1000254793
Harta aHanuaa: 04.09.2019 Aranus Ne: 1000254793
MANUFACTURING DATE: 18.07.2019 DESTINATION: RUSS!AN FED,
JATA U3rOTOBNERUA :19.07.2018 . CTPAHA: PoCCHA g i
EXPIRY DATE :19.07.2021 o0 QUANTITY: 24 75!} T
rofeH 4o :19,07.2021 " HonuyEcTBO:24750

REF SPECIFICATION :MA ¢ ITEM CODE:60000000116728
©7 Koa neoaykTA:60000000116728

PRODUCT NAME: AUGMENTIN SUSP 400/57MG 1X70ML_RU BATCH N”: 5NOL
MPOAYKT: AYIMEHTHH®, NOPOLLIOK /18 NTPUrOTOBAEHMA CYCMIEH3UK CepuA Ne: SNSL !
LAR NPUEMA BHYTPL, 400 MT + 57 Mr 8 5 mn : Sl o i

API: AMOXICILLIN TRIHYDRATE + POTASSIUM CLAVULANATE

ADC: AMOKCHMLNANWHA TPUTUAPAT + KNIABYNAHAT KANKA

APl MANUFACTURER: BEECHAM PHARMACEUTICALS {PTE) LTD, SINGAPORE + SMITHKLINE BEECHAM PHARMACEUTICALS, UK
MPOU3BOAMUTENL ADC: BUYEM PAPMACHIOTHKAAS (MTH) AT, CUHTANYP + CMUTKAARH BUYEM DAPMACHIOTURANS,
BENMKOBPUTAHMA

TEST SPECIFICATION : RESULTS

TecT CRELUOHKALWA PE3VABTAT
A clear glass bottle containing a white to off-white free flowing
RPN powder. A white to off-white suspension Is formed after dilution. i
MPO3PAMHBIRA CTEKNAHHBINA ®NAKOH, COREPKALLIMA ChINYYHA NOPOLIOK i
OnNMCAHME O GENOrO 10 NOYTH BENOFO UBETA, TPV PASBELEHUM OBPAIVETCH | COOTBETCTBYET ;
CYCNEH3UA OT BENOTO A0 NOYTA BENOTO UBETA.
Identification Product IR-spectrum in position of absorption bands should PASS
IR-spectrometry corraspond to the figure of spectrum.
MOANMHHOCT, WK-CNEKTP MPENAPATA NO NOACHKEHWIO NMONOCC NOTNOWEHWA LOMKEH R ——
MK-CNEKTPOMETPUA COOTBETCTBOBAThL PUCYHKY CMEKTPA, !
The retention times of the main peaks on the chromatogram of |~ #
assay test solution should correspond to the retention times of v4{ oui o /0 i
Eitifiession ipLe tZe main peaks of Amexidllinpand Clavulanic acid on the s %
chromatogram of standard solution. freg i
:

BPEMEHA YAEPHWBAHWUA OCHOBHBIX TMKAB HA XPOMATOIPAMME
WCNBITYEMOTO PACTBOPA, NMPUTOTOB/IEHHOTO ANA KONUMECTBEHHOIO

NOANUHHOCTb, BIKX ONPEAENEHWA, AOMKHbBI COOTBETCTBOBATL BPEMEHAM YAEPMUBAHUA COOTBETCTBYET
OCHOBHbIX MUKOB AMOKCULMANMHA U KNABYNAHOBOR KMCNOThE HA
XPOMATOrPAMME CTAHJAPTHOIQ PACTBOPA,

Resuspension time should be not more than 1 min, no

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

NOT INSPECTED. o,

BPEMA PECYCNEHAUPOBAHUA AOMKHO BbiTh HE GOAEE 1 MUH,

CEAMMEHTALIMOHHAR HHKAKMX NPMIHAKOB CEIMMEHTALMM HE OMKHO HAB/IOAATLCA
SEESISSER EEH&HME ;g Midi-ﬁ =+
Extractable Volume According to requirements. ND‘F}&S",EC? £
WM3BNEKAEMBIA OELEM B COOTBETCTBUM C TPEEOBAHMAMM, " He maowm‘
pH 4.0-6.0 43
pH 4.0-6.0 4.3
Moisture* $9.0% NOT INSPECTED
Boga* $9.0% He nposoannca
Amoxicillin dimer s1.2% 0.3%
AMOKCULIMANAUHA AUMEP £1.2% 03%
Amoxicillin a-Penicilloic Acid <1.00% 0.09 %
AMOKCULANITHHA a-

£1.00% 0.09 %

NEHWUUWANONRHAR KUCIIOTA




Amoxicillin B-Penicillaic Acld $1.00% <0,05%
AMOKCHUMANNHA B-
NEHULMNNOWHAA £1.00% <0.05%
KMCNOTA
Amoxicillin Penilloic Acid
isomer 1 $1.00% <0.05%
AMOKCULIMAMH NEHKNNORHOR
RUCAOThI U3OMEP 1 5 3L00% £ 005 %
Amoxicillin Penilloic Acid
\somer 2 £1.00% <0.05%
AMOKCUUMAWH NEHUNOAHOA
KMCAOTbI HIOMEP 2 $100% <005% .
Amoxicillin Diketopiperazine $1.00% 0.05%
AMOKCULIMANMHA
OVKETOTIMTNIEPAIVH 51.00% 0.05 %
Any Other ldentified <1.00% 017 %
Impurity
JI0BAR APYTAR
WAEHTHOULMPOBAHHAR £1.00% 0.17%
MPUMECD
O identi
Any Other Unidentified <0.30% 0.11%
Impurity
JIloBAA APYTAR
HEWAEHTUPHLIMPOBAHHAR $0.30% 011 %
MPUMECH _
Total Related Substances $3.5% 1.2%
CYMMA NPUMECEH $3.5% 1.2%
Clavulanate Polymers $2.5% 0.6%
Content
COLEPMAHUE [IONUMEPA
KJTABYNIAHATA Sa8% 0.5%
TAMC : not more than 103 CFU/g
Microbiological purity TYMC: not mare than 10* CFU/g NOT INSPECTED
Absence of Escherichia coli {1g or 1mL})
OBLLEE YACAD A3POGHBIX BAKTEPMA: HE BOAEE 103 KOE/r
My Kpoiﬂg‘g{:%c““ OBULEE YUCNO APOMIKERLIX M NNECHEBbIX TPHEOB: HE BOANEE 102K0E/r He nposogunca
ESCHERICHIA COLI— OTCYTCTBYET (B 1 T MAM 1 MP NIPENAPATA)
Amoxicillin Content 380 - 420 mg/5mL 400 mg/5mlL
KOAWYECTBEHHOE
ONPEAENEHME 380 - 420 mr/5 M 400 mr/5mn
AMOKCUUMAINHA
Clavulanic Acid Content 57.0 - 63.0 mg/SmL 59.8 mg/5ml.
KONAUYECTBEHHOE
ONPEQENEHUE 57.0 -63.0 mr/5 ma 59.8 mr/Smn

KNABYNAHOBOW RMCNOThI

Packaging

Powder for oral suspension
12.6g In a clear glass bottle with nominal velume of 147
mL clesed with an aluminum roll pilfer-proof (ROPP)
internally lacquered closure and Polymer liner (PvCor
polyolefin}. One bottle and patlent information leaflet and
measuring spoen or cup or syringe In a carton pack,

YNAKOBHA

MOPOLLOK A1 NPUTOTOBAEHUA CYCMIEHIMMU ANA NPUEMA BHYTPb
10 12.6 T BO $NAKOH NPO3IPAYHOTO CTEKNA HOMMHA/NBHBIM
OEBEMOM 147 MA, 3AHPLITLIA HABUHYUBAIOWEACA
ATIOMHHWEBO# KPBILLKOM, NOKPLITOR C BHYTPEHHER CTOPOHbI
NIAKOM, € KOHTPONEM NEPBOIO BCKPBITHA W NPOK/AAKOH M3
NONUMEPA (TTBX WK NONMONEDKH). 110 1 SNAKOHY BMECTE C
WHCTPYKLMEN MO NPUMEHEHUIO W MEPHOM NOWKON B KAPTOHHYIO
MAYKY.

COOTBETCTBYET

Labelling

According to ND.

PASS

MAPKWUPOBKA

B CQOTBETCTBMM CHA

COOTBETCTBYET

SR




* DPerformed on 1/50th batches or at least once a year
* TIPOBOANUTCA HA OBHON 13 50 CEPHA WAH, KAK MUHUMYM, O4K1H PAZ B rog.

| hereby certify that the above information is authentic and accurate, This batch of product hasbeen - - | sl
fabricated/manufactured, including packaging and quality control at the above(s) mentioned site(s} i in full compltance ‘
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization
of the importing country. The batch processlng, packaging and analysis records were reviewed and found tn bein ;
compliance with GMP, oy s
HaCTOAUM MOATEEPHAI, YTO MHDOPMALMA, NPEACTABNSHHAR BbILE, RBAAETCA NOQAMHHOM 1 TO%HOV; Ecé STaﬂbl “
NPOWIBOACTEA AAHHON CEPHM rOTOBOTD NPOAYHTE, BIIIOUAA ONEPaLMAV N0 YRAKOBKE/MAPHMPOBKE U KOHTPOMb Ka4eCT8a,
H3 YNOMAHYTON NPOMIBOACTBEHHON NncwaAKe Bsinu NPOBEALHLI B NOAHOM COOTBETCTBMH € TpeBOBaHWAMM GMIP,
NIOKBABHBLIMIA PErYARTORHbIMY TPeBGoBaHUAMY U TpeboBaHUAMM cneundMKaLyiv PErMCTPAUMOHHOID YAOCTOBRRRIA
CTPaEHbI HAZHAYEHWS. 33NUCH, OTHOCALIMECA K NPOU3BOACTBEHHOMY NPOLECLY, YNAKOBKE ¥ TECTUPOBAHMIO JRNK, Geinu
npoBepessl W cooTBeTCTRYIOT TREGoBaHNAM GMP,
CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION o
3AKMNOUEHME: OLOBPEHO, NPOAYKT COOTBETCTAYET CNELMOMKALIAM

R —

APPROVED BY QUALITY ASSURANCE MANAGER : MERIC Sandra DATE: 04.09,2019
YTBEPHAEHO OTBETCTBEHHBIM 3A KAYECTBO MEHEAMEPOM : MERIC Sandra BATA: 04.08.2019
Sy
MANUFACTURER: GLAXO WELLCOME PRODUCTION, FRANCE

ZI de la Peyenniére - 53100 Mayenne - FRANCE
MPOM3BOAMTEAL: MMAKCO B3NAKOM MNPOAAKIIEH, OPAHLMA
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