JICICIMAPAIMAS O COOTBETCTIBMM

JEKHAPAIE, HPHUOUMATOTHHEA JEKIAPALIAIO O COOTBETCTRANU

AQ "ThareoCstmfaniin 1peniow"

Ceedenst o peaempanji opecman: Meswpationian unenexyus Dedepansion nairozoeoil enyacoor Ne 46 no
e Mockae 01.01.2008, OF'PH 1027739011486, dama npuceoviim OFPH 24,07,.2002,

Adpec: 125167, o, Mockaa, Jemunepadesuts npocnerm, 0. 374, kopnye 4, smaxe 3, nose, XV xostmama 1.
Tenedbon:8(495)777-89-00),

B muye: Penepanvitnit dupexmop Bunanugicui J{,A,

Hosepemtoe mugo: Kysneyoe A.A., dosepennocns 60-13.09.2018 om 13.09.2018 -

SAMBIBHT, YO
ACRAPEMaeitiioe pedcneo; Apestennion, nopowtok i npueomosaenus cyeneni Ons npueata giymps 400

M2f57 a2 0 S v, sprawconst 12,6 2 (1),/a koamnerme € sepivist Koanausos/, nauxi wapmoinsie, PY Ne 1/
NOI5030/04 om 13.10.2008 (dama nepeohopynenus 17.05.2013) awtdano 340 “iaxcoCananKnnin
Tpetinz", cepun 856418, napnus 45408 ynasosor, 20den do 24,08.2020, npouseodemaa Canknsiiin Bivent
[Tu3nCu, Benurobpumanus, SmithKline Beecham PLC, Clarendon Road, Worthing, West Sussex, BN 14 8QH,
United Kingdon, koo QK12 21.20.10.191, kod TH B2J{ 3004100008, Huemputviomop. cozncuenne 6/ om
01.01.2013, uneoiic Ne 4205237350 om 08.11.2018

COOTBETCTBYET TPEGOBAHUSIM
11 NO15030/04-050510 nzar. Ne [-3

JIEIIAPALIMSI TIPHIITA HA OCHOBAHHU
npomoror wenvimantat Ne 7323x om 03.12.2018 HII OO0 HI "PAPMOEOPOHA", ammecman

akkpedumeajun POCC RU.0001.21 01140, Cepmugpuram POCC GR.OMOS.C29021 om 04.12.2018

JATA m*mm IUSE JIBKJAPALIM M 05.12.2018
/g?iq I;Am f;u;m ;l;{‘ VHCTBITEILHA JLO 24,08.2020
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ST CBEEHMS O PEIUCTPALAN

OPTAH HO CEPTHOHKAINAM, 3APETHCTPHPOBABHIMIM JIEKJIAPALIMIO

RA.RU. LI DMO8 OPTAN HHO CEPTHOHKALIMH HPOAVKLHH OBUECTBO C OFPAHHYEHHON
OTBETCTBEHHOCTHIO "OKPYXKHOH HEHTP KOHTPOJS KAYECTBA"

adpec opeansai: 115280, 2. Mockaa, yn. Macmeproaa, 0. 4, om. S, nosr. I, koat. 1, adpec opearia o
cepmdhuxarpuu: 115280, POCCHA, 20p00 Mockaa, yn. Macmeproaa, . 4, om. 5., men.:(495)788-02-88, ueb-

caiin: oyrK.pgd.
AR I('JIM‘A{[H}[ 0 COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU J{-GB. @MOS,A,09150/18

;J,Al,ssmﬁﬁg;uéumi 05.12.2018
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Ne 67958

Supplied to: Russia
[Mocrasneno: B Poccro

GlaxoSmithKline

Quantity: 45408 bottles

InaxcoCyutKonsiin
CERTIFICATE OF ANALYSIS
CeprubuxaT ananmusa
Product: Aungmentin
Mponyxr: AyrmeHTis
Type: Oral suspension
Tum: NOPOLIOK /1A NPHIOTOBJICHIA
CYCHICH3NH [ NpHEMA BHYTPS
Dose: 457 mg/ 5 ml (400 mg, 57 mg/5 ml)
Hosuposka: 457 mr/5 mn (400 Mr/57 Mrs 5 Mn)
Presentation: 70 ml
Koa-8o Bo a1 70 Mn

Identity: 856418
Hpeurnanocts: 856418

Manf Date: 24-08-2018
Hata u3roToBNEeHHN: 24-08-2018
Expiry Date: 24-08-2020
CpOK roHOCTH A0: 24-08-2020
TESTS

Hoxazatenn

Description

Omucaune

Identification

Closure
Ykynopka

Amoxicillin Content
Komnuectennoe
OnpeleieHue aMOKCHIWIINIHHA

Clavulanic Acid Content
Konnyectsennoe
onpeneNeHne KNaBynaHaTa

Weight Control
Macca CofepiRUMoro
¢$naxona

FILLING MIX
Cycrensus:
Description
Onucanue

Identification

Suspension
Cycnennupoatne

pH
pH

Kon-o: 45408 ¢n
Seller’s Ref: 57083157

Ne mpopasna: 57083157
Approved by: Shane Murray
Onobpeno: Shane Murray

Qualified Person

Y nonsHoMoueHHoe AHILo
LIMITS RESULTS
Hopwmbt PeayasTarer
Complies with Specification Passes Test
COOTRETCTBYET CeuM(HKALMME  NPOXOAMT TeCT
Complies with Specification Passes Test
Complies with Specification Passes Test
COOTBETCTBYET COCLH(HKALME  NPOXOJHT TECT
380 to 420 403 mg/ 5 ml
or 380 oo 420 403 Mr/5 mn
57.0t0 63.0 59.7 mg/5 ml
ot 57,0 no 63,0 59,7 mr/5 Mn
No Limits Specified 126¢g
HE BKIIOYEHR! B cnemHpuKkammo 12,6 ¢
Complies with Specification  Passes Test

COOTBETCTBYET Cﬂ%l.!}ﬂtllﬂ(ﬁlmﬂ OPOXOHOHT TECT

Complies with Speceification

Complies with Specification
COOTBETCTBYET CrielHdHKaLHN

4.01t06.0
o1 4,0 1o 6,0

Passes Test

Passes Test
TIPOXOAMT TECT

4.2 units

4,2 value




Product: Augmentin

Mponyxr: AyrMmerTun Ne 67958
Type: Oral suspension
Tun: AOPOMIOK ANS NIPUTOTORNEHHA

CYCIEH3HH 711 NpBEMA BHYTPE
Dose: 457 mg/ 5 ml (400 mg, 57 mg/5 ml) Supplied to: Russia
Hozuposxa: 457 Mr/5 mn (400 Mr/57 Mr B S5 M) Tocrasneso: B Poccmo
Presentation: 70 ml Quantity: 45408 bottles
Kon-Bo Bo ¢t . 70 ma Kos-so: 45408 dn
Identity: 856418 Scller’s Ref: 57083157
Haentianocts: 856418 Ne npopasua: 57083157
Moisture Less, Equalte 9.0% 75%
Bopna He Bosee 9,0 % 75%
Amoxicillin Content 422 to 46.7 44.5 %
Koangectrennoe
OrpeAeaeHIe aMOKCHITWANHHA ot 42,2 no 46,7 44,5 %
Homogeneity Less, Equalte 5 1%
TomorensocTs He Gonee 5 % 1%
Clavulanic Acid Content 630t07.0 6.58 %
Komimuecteennoe
OnpejieieHye KiaByiadara 016,30 1o 7,0 6,58 %
Homogeneity Less, Equalto 5 0%
Iomorennocts re Gonee 5% 0%
Amox : Clay Ratio 64t07.0 6.8 Ratio
OTHOWEHIE AMOKCHLIHITHH :
KHCIOTa KNaByNaHOBasx o1 6,4 no 7,0 6,8
MTT (wrt Labelled) Less, Equalto  3.00 0.94%
Hoctopommme nprmech
AnokcuLpun=a (o1 329BNIEHHOr0) He Gonee 3,00 % 0,94 %
Clavulanate Polymer Less, Equalto  2.50 0.03%
Hocroposnune mpumecn
KNaBynaHoBO KHCAOTEI
(nomumep xnaBynanara) He Gonee 2,50 % 0,03 %
Microbial Contamination Complies with Specification Not Tested
MukpoGuonorygeckas ancToTa COOTBETCTBYET CrielHdHKaLy HE TeCTHpOBaNCs

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.

AlaHBad NapTHA NPOM3BENEHA H NPOIINA KOHTPOb B COOTBETCTBHI C NEHCTBYIOMUMH MpaBUIaME
GMP. JIokyMeHTAaS Ha JAHHYIO CEPIIO cooTBeTcTBYET Tpeboranuam GMP K no6bim
AOTIONHHTENLHBIM TPEGOBARUAM HMIOPTHPYIOWEH CTPaHEL,

Date: 23 Oct 2018 Signed: ; ADDD %\;‘1;\
Hara: 23 oxmabps 2018 TIORMHACE. ....ccirfemnann. AT RUVEL)

Nicholas Bal
Quelified Person

I Shiec Famy




