HEKJIAPAIIAST O COOTBETCTBUAM

AEKJIAPANT, HPHHAMATIOI I ABEKIAPALIAIO O COOTBETCTRHU

AO "ThaxcoCyrumKasiin Tpeiidunz"

Caedenun o peaucmpayuu opeanusayuu: Mesicpaiionnan unenexyus Pedepansnoii nanozosoii cryoicéinl Ne 46 1o
2 Mocrae 01.01.2008, OI'PH 102773901 1486, dama npuceoenus OFPH 24.07.2002.

Adpec: 125167, 2. Mockea, Hennmapaderuii npocnexm, 0. 374, koprye 4, amee 3, noa. XV kosurama 1.
Tenedhon:8(495)777-89-00.

B mge: lenepanvnsiii dupexmop Bunanagcuit JIA.

Hoaepennoe mugo: Kyaneyos A.A., dosepennocnis 60-13.09.2018 om 13.09.2018 2,

JASIBJSIET, YITO

Aexapemaeniioe cpedcieo: Ayaytennin, nopowior ons HpHeomoGients cyenensun Oas npteaia euympns 125
Mef31,25 M2 6 5 an, hnasonw 11,5 2 (1),/ & kosmnesnie ¢ MEPHUIN KOINAYKOM /, naviu kapmounsie, PY Ne 1T
N015030/01 om 09.09.2008 (dama odhopynenun 02.04.2010) avidano 340 "ThaxeoCatumEnaiin Treiidunz",
cepusn 855943, napmun 22296 ynaxosox, 20den do 02.08, 2020, npowzsodcmac CatumKnsiin Buvess TuSnCu,
BenuroGpumanus, SmithKline Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 8QH, United
Kingdom, koo OKIIJ2 21.20.10.191, koo TH B3I 3004100008, ;1 uempubsiomop. coenawieitie 6/ om
01.01.2013, unaoiic Ne 4205227357 om 23.1 0.2018

COOTBETCTBYET TPEBOBAHUSIM

11 NO15030/01-020410 uzv, Ne 1, wsar, Ne 2 om 12.11.12 2, . Ne 2 om 06.05.13 2., wan. Ne 3
AEKJIAPAIIMASI IPHHSITA HA OCHOBAHUU

npomoron wenoimanuii Ne 7059 om 23.11.2018 HIT 000 HI] "DAPMOBOPOHA", ammiecmam
axxpedumaiguy POCC RU.0001,21 PJT40, Cepmudpuxam POCC GB.DMO8.C28373 om 26.11.2018

JIATA TIPHHSTHS! JEKJIAPALIY 27, 11,2018
A &m?%» ENCTBUTEJBHA IO 02,08.2020
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OPT'AH IO CEPTUDHKAIIHHU, 3APETHCTPHPOBA B AEKJIAPALIMIO

RA.RU.11DMO8 OPIAH 1TO CEPTH®UKALIHH HTPORVKIHH OBIL{ECTBO C OIPAHHYEHHO#H
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA .

adpec opzanzayuu: 115280, 2. Mockaa, ya. Macmepxoaa, 0. 4, am. 5, now. I, kow., 1, adpec opzana no
cepmudpuxenyun; 115280, POCCHA, 20p00 Mocxaa, yn. Macmeproaa, 0. 4, am. 5., men.:(495)788-02-88, ge6-
caiim: oyrK.pegh.

AEKJIAPALLMSI O COOTBETCTBUH 3APEIHCTPHPOBAHA M POCC RU J-GB,DMO8.A.08370/18
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GlaxoSmithKline

IMaxcoCymutKnsiin

CERTIFICATE OF ANALYSIS
CeprudukaT ananuza

Product: Augmentin
[pomykT: AYTMEHTHH Ne 67887
Type: Oral suspension
Tun: AOPOUIOK AN NPUTCTOBEHHA

CYCHeH3NK UIa NpuéMa BHYTPS
Dose: 125 mg, 31.25 mg/5 ml Supplied to: Russia
Ho3nposxka: 125 Mr/31,25 Mre 5 mn [ocrarneno: 8 Poccuto
Presentation: 100 ml Quantity: 22296 bottles
Kon-8o 8o ¢ . 100 mn Kon-so: 22296 dnaxosnos

Identity: 855943
Haentmanocts: 855943

Seller’s Ref: 57083949
Ne nipogasua: 57083949

Manf Date: 02-08-2018 Approved by: Shane Murray
Jlata u3roTORNCHMA: 02-08-2018 OnoGpeno: Shane Murray
Expiry Date: 02-08-2020 Qualified Person

Cpok rogsocTs £0: 02-08-2020 YronsoMoueHHOE L0
TESTS LIMITS RESULTS
Hoxazarenn Hopmer PesynanTaTat
Description Complies with Specification ~ Passes Test
Onucatne COOTBETCTBYET CeuMUKAUHE  NPOXOANT TECT
Closure Complies with Specification Passes Test
Yxynopka COOTBETCTBYET CHENHHKAUNY  TIPOXOAWT TECT
[dentification Complies with Specification Passes Test
HoaanuroCTh COOTBETCTBYET CHEUMPHKAUNN  NPOXOANT TECT
Amoxicillin Content 119 to 131 124 mg/ 5 ml
KommecTtsennoe

onpefieNeH e AMOKCHLHIIRHA or 119 zo 131 124 mr/5 mn

Clavulanic Acid Content 31.0to 34.5 33.8 mg/S ml
KommecTeennoe

onpejeneH1e KIaBynanaTa ot 31,0 no 34,5 33,8 mr/5 M

Weight Control No Limits Specified I1.8¢g

Macca conepkumoro

dnaxosa He BKMIO4CHS B cnenuduaxawmo 11,8

FILLING MIX

Cycnensna:

Description Complies with Specification Passes Test
Onucanue COOTBETCTBYET CeUUHKALNE  NPOXOIHT TECT
Identification Complies with Specification  Passes Test
Suspension Complies with Specification Passes Test
Cycnennuposanue COOTRETCTBYET CHEUH(HKAUMH NPOXOANT TecT
Syrup pH 4.0t06.0 4.2 units

pH cycnensnn ot 4,0 go 6,0 42



Product: Augmentin

Ilponyxt: AYrMEeHTHH

Type: Oral suspension

Tum: NOPOMIOK JUIA NPUIOTOBICHUS
CYCHEHIHH NA NpHEMA BHYTPE

Dose: 125 mg, 31.25 mg/5 ml

Hosnposka: 125 Mrf31,25 mre 5 mn

Presentation: 100 ml

Kon-so o b .: 100 ma

Identity: 855943
HaoenTianocTs: 855943

Na 67887

Supplied to: Russia
Tocrasneno: s Poccuio
Quantity: 22296 bottles
Kon-go: 22296 ¢n
Seller’s Ref: 57083949
Ne nponasua: 57083949

Moisture Less, Equalto 6.5% 4.5%
Bona He Gonee 6,5 % 4,5%
Amoxicillin Content 20410223 21.1%
Kommectrennoe

onpeaeneHye aMOKCHIWINAHA or20,4 no 223 21,1 %
Homogeneity Less, Equal to 5 0%
ToMoresHoCTE He Gonee § % 0%
Clavulanic Acid Content 535t05.85 5.69%
Koauuectrensoe

onpeaeNcHe KIaBylaHaTa ot 5,35 po 5,85 5,69 %
Homogeneity Less, Equalto 5 0%
OnsopoAHOCTS He Bonee 5 % 0%
Amox : Clav Ratio J6to4.0 3.7 Ratio
OTHOLIEHHE AMOKCHITHIIIUH :

KHCIOTA KNaByNaHOBAS ot 3,6 no 4,0 3.7

MTT (wrt Labelled) Less, Equal to 3.00 0.99 %
[ocroponnue npuMecH

AMOKCHULUULIMHEE (OT 3a8BJIEHHOTD) ue Bonee 3,00 % 0,99 %
Clavulanate Polymer Less, Equalto  2.50 0.00 %
TocToposHHe NpUMECH

KNaBynaHoBOH KHCHOTEI

(nosmMep kiaBynamara) ue Gonee 2,50 % 0,00 %
Microbial Contamination Complies with Specification Not Tested
MuxpoGuonoriieckas yucToTa COOTBETCTRBYET CHEUDHKALHHN 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.

Hannas napTaa NpOMIBEAEHA M NPOUUIA KOHTPONL B COOTBETCTBHH C BeHCTBYIOLIAMH OpaBuIaMu
GMP. JloxymeHTanna Ha JaHHYIO CEPHIO COOTBETCTBYET TpeGosannm GMP u mobuim

AOTIOIHATENEHBIM TpeGOBAHMAM UMIOPTHPYIOMEH CTPAHEI,

Date: 19 OCT 2018 el Signed:

JHara: 19 okrabps 2018 APPROVED
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