ABKITAPATIAS O COOTBETCTBUM

ABICIAPAHT, MPUHUMAIOMHAN JIEKAAPALUHIO O COOTBETCTBUH
AO "ThaxcoCarmKnsiin Tpeiiounz"

Caedenns o pezuempayiit opaanusengun: Meaepationian wnenerysn bedepanvnoii nanozosodi e wachnt Ne 46 no
2 Mociae 01.01,2008, OFPH 102773001 1486, dama npuceoeius OFPH 24.07.2002.

Adpec: 125167, 2. Mockaa, Hemmepadexi npoenexm, 9. 374, Kopuye <4, smaye 3, nost. XV, kesmeana 1.
Teaedhon: 8(+495)777-89-00.

B nuye: Penepanvnontt dupexmop JlyGancruti Onee

Hoaepennae augo: Kysneyos A.A., doaepennocms 60-13.09.2018 om 13.09.2018 o,

IASIBJBIET, UTO

AeKapemeenioe epedcmeo. Ayesenmun, nopowiok 0 npuzomosienun cycnensun dis npieata auymips 200
M2f28.5 sz & 5 an, hraxonnt 7,7 2 (1),/a xosmmexme ¢ MEPIBIN KOMHANROAL, navike kapmoninoe, PY Ne TT
N015030/04 om 13.10.2008 (dama nepeodpopsnenua 1 7.05.2013) avioano 340 "ThakcoCawmICnsiig
Tpetidwz", cepun 861598, napmus 68688 ynaroso, 2oden do 13, 11,2020, npoussodemea CamInsiin Buvey
[TudnCu, Benurobpumanun, SmithKline Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 8QH,

United Kingdom ko0 OKIIJ]2 21.20.10.191, koo TH B/ 30041 00008, Juempuboiomop. coznauenue 64 om
01.01.2013, unaoitc Ne 4205249009 om 25.01.2019

COOTBETCTBYET TPEEOBAHUSIM
1T NO15030/04-050510 uast. Ne 1-3
HEIJIAPALAST IPAHSITA HA OCHOBAHUH

npomokon wcnvimanuii Ne 807s¢ om 18,02.2019 HIT 000 HI] "®APMOEOPOHA " annmeeman arxpedumau
POCC RU.0001.21DJ40, Cepmucbuxam POCC GB.PMOS.C34130 om 19.02.2019
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CBEAEHWMS O PETUCTPAIIAU

OPT'AH 110 CEPTHPHKAIUH, BAPETHCTPHPOBABLIUI AEKJIAPALIMIO )

RA.RU.1II®OMO8 OPIAH 110 CEPTH®HKALHH ITPOSYVIKI[HH OBUECTBO C OFPAHHYEHHOI

OTBETCTBEHHOCTBIO "OKPY)KHOH HEHTP KOHTPOJISI KAYECTBA"

adpee opzanusarpn: 115280, 2. Mockaa, yn. Macmepxosa, 0. 4, am. 5, not. I, koar, 1, adpec opeana no

cepmucpuxayuu: 115280, POCCHS, zopod Mocxaa, yn. Macmeproaa, 0. 4, om. 5., men.:(495)788-02-88, ae6-

caiin: oyxkK.pgp.
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GlaxoSmithKline

FnaxcoCmurKasiia
CERTIFICATE OF ANALYSIS
et 2 2R A A RN DR ANALYSIS
Ceprudukar anamna
Product: Augmentin
[poxyxr: AyrMeHTHHE Ne 68929
Type: Oral suspension
Tan: TIOpOMIOK JUIH NPHIOTOBNEHNT
CYCNCH3MH U1 NpHEMa BHYTDS
Dose: 228.5 mg/ 5 ml (200 mg, 28,5 mg/5 ml) Supplied to: Russia
Hosuposka: 228,5mr/5 Mt (200 mr, 28,5 Mr B § MIT) ITocrasneno: B Poccmo
Poccuro
Presentation: 70 ml Quantity: 68688 bottles
Kon-o Bo n .: 70 Mn Koun-go: 63688 g
Identity: 861598 Seller’s Ref: 57085595
Hpentmanocts: 861598 MNe npoaarna: 57085595
Manf Date; 13-11-2018 Approved by: Shane Murray
Hata m3rotornerus; 13-11-2018 Onobpero: Shane Murray
Expiry Date: 15-11-2020 ~Qualified Person
CpoK TogHOCTH J0: 13-11-2020 YnoneEomouenHoE MHIO
TESTS LIMITS RESULTS
Hoxasarenn Hopme: Pesyavtarn:
Description Complies with Specification Passes Test
Omucanne COOTBETCTRYCT CTICIMpHKALNA  NPOXOINT TecT
Identification Complies with Specification Passes Test
Honmnnocts COOTBETCTBYST CetUKAUME  NPOXOAAT TecT
Closure Complies with Specification Passes Test
Yxynopka COOTBETCTRYET CIICLAGHKAIDIN  IPOXOJHT TeCT
Amoxicillin Content 190 to 210 mg /5ml 197 mg/ 5 ml
Kommectrennoe
OnpeNeNe e aMOKCHITALTHHA ot 190 no 210 mg /Sm] 197 Mr/5 M
Clavulanic Acid Content 28.5t031.5 mg/ 5ml 30.2 mg/5 ml
Komuuectsenuoe
onpefeleHue KIaByJaHaTa 0128,5 n0 31,5 mg / 5ml 30,2 Mr/5 M
Weight Control No Limits Specified 783 ¢
Macca cogeprumoro
draxona HE BKTIOYCHBI B ciemuuxanmo 7,83
FILLING MIX
Cycnensns;
Description Complies with Specification Passes Test
Onucanue COOTEETCTBYET COCUMDHKAMINE  NPOXOTUT TecT
Suspension Complies with Specification Passes Test
Cycnespupopanue COOTBETCTRBYCT COCHHUKALIMA  NIPOXONUT TECT
Identification Complies with Specification Passes Test



Product: Augmentin

IMpoayxr: AyrMenTuR® Ne 68929
Type: Oral suspension
Tam: NOPOMIOK AT TPHIOTOBNEHNA

CYCIIEH3HHM UL APHEMA BHYTDS
Dose: 228.5 mg/ 5 ml (200 mg, 28,5 mg/S ml) Supplied to: Russia
Hosuposxka; 228,5mr/5 M (200 Mr, 28,5 MT B 5 M) [Toctaraero: 8 Poccuso
Presentation: 70 ml Quantity: 68688 bottles
Kon-so o §mn . 70 mn Kon-o: 68688 ¢n
Identity: 861598 Seller's Ref: 57085595
HMuentnasocts: 861598 Ne nponasua: 57085595
pH 4.0t06.0 4.2 units
pH or4,0 70 6,0 42
Moisture Less, Equalto  9.0% 64 %
Bopa He Gonee 9,0 % 6,4 %
Amoxicillin Content 34510 38.0 36.0 %
Komuectennoe
onpenenete aMOKCHIITIHHA ot 34,5 no 38.0 36,0%
Homogeneity Less, Equaltoe 5 1.0%
TomorenrOCTS ne Gonee 5 % 1,0%
Clavulanic Acid Content 5.15t05.70 5.37%
KommecTeernoe
OTpefie/IeHHE KIIABYTaHaTa ot 5,15 no 5,70 5,37 %
Homogeneity Less, Equalte 5 0%
FomorenHocTs He Gonee 5 % 0%
Amox : Clav Ratio 641070 6.7 Ratio
OTHOMEHHS AMOKCHLKIAH
KHCNOTa KIasy/aHoBas 016,410 7,0 6,7
MTI (wrt Labelled) Less, Equalto  3.00 0.79 %
Tloctopounue npumMecy
AMOKCHIGULTHHA (0T 3a4B7CHHOTO) He Gonee 3,00 % 0,79 %
Clavulanate Polymer Less, Equalto  2.50 0.15% £
TlocToponnue mprsccu 9
KNaBYNAHOBOHR KHCHOTEI E _
(mommvep KiaBynasara) He Gonee 2,50 % 0,15% 5
Microbial Contamination Complies with Specification Not Tested
MuxpoGuonoriieckas YHCTOTA COOTBETCTBYET CHCLM(HUKALMN  He TECTHPOBAICHA

This batch has been manufactured, packaged and tested in accordance with current GMP. The
documentation for this lot has been reviewed for quality and complies with GMP and any additional
requirements of the importing country,

Janas napTHs NPOM3RENEHA M PONITA KOHTPONb B COOTRETCTBHH C AeHCTRYIOMMMH DPaBHIAMH
GMP. JlokyMeHTalMa Ha JAHHYIO CEpHIO COOTBETCTBYET TpeSoparmam GMP 1 mo6siv
HOMONHUTENBHBIM TpeCoBaHILIM HMIOPTHPYIOWEIt CTPAHEL.,

Date: 20 DEC 2018 APPROVED Signed: EF e

HaTa: 20 nexabps 2018 Hozmucs..

83 JAN 2013

Shang Murray
Qualified Person

OBEIANIQ




