JEKJIAPAITASA O COOTBETCTBUUA

AEKJIAPAHT, MPHHUMAIOIUAN JEKJAPAITHIO O COOTBETCTBHH

AO "TraxcoCuumKnsiin Tpeiiounz"

Ceedenus 0 pecucmpayuu opzanusayuu: Mesicpaiionnan uncnexyus Dedepanvroii nanozo6oti cayaucbur Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OIPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxkuii npocnexm, 0. 374, xopnyc 4, amaoic 3, nom, XV, kounama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvnviil dupexmop J[ybanckuii Onez

Mosepennoe nuyo: Kysneyos A.A., dogepennocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UTO

AexapemeenHoe cpedcmeo: Ayzmermun, nOPoOwoK O1a NPU20MOGHEHUs Cycnensuu Ons npuema euymps 200
M2/28.5 mz 6 5 mn, paaxonst 7,7 2 (1),/8 komnaexme ¢ meprbimM konnauxom/, nauxu xapmonnsie, PY N IT
N015030/04 om 13.10.2008 (0Oama nepeogpopmnenun 17.05,2013) swidano 340 "MaxcoCyumKnatin
Tpeiiounz", cepun 859583, napmus 74712 ynaxosox, 20den do 26.09.2020, npouseodcmea CyumKusiin Buvenm
1Tu3nCu, Benuxobpumanus, SmithKline Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 8QH,
United Kingdom xoo OKII[]2 21.20.10.191, ko0 TH B3] 3004100008, Qucmpubsiomop. coznawenue 6/1 om
01.01.2013, ungotic Ne 4205242367 om 07.12.2018

COOTBETCTBYET TPEBOBAHH M

II N015030/04-050510 usm. Ne 1-3

JAEKJIAPAITHST IPHHATA HA OCHOBAHHH

npomoxon ucneimanuit Ne 7902m om 27.12.2018 HIT 000 HI] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ40, Cepmugpuxam POCC GB.OMO8.C31111 om 28.12.2018

ATHSI NEKJIAPAIIMM 28.12.2018
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Kysneuos A.A.
O.HO

CBEJIERUSI O PETHCTPA LN

OPT'AH IO CEPTH®HKAIIMH, 3APETHCTPHPOBABIIUI JEKJIAPAIHIO

RA.RU.11®@M08 OPTAH IIO CEPTHDHKALIHH TPONVKI[HH OBI]ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIH KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mocxkea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ae6-
catim: oYrK.pe.

AEKJIAPAITHS O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU /I-GB.®M08.A4.11978/18
JATA PETUCTPAITAUN 28.12.2018
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GlaxoSmithKline

InakcoCymutKnsitn
CERTIFICATE OF ANALYSIS
Ceprudukar anananza
Product: Augmentin
Ipoayrr: AyrMeHTHH® Ne 68675
Type: Oral suspension
Tur: MOPOIIOK AN PHIOTOBIEHHS
CYCMEeHINM AMA NpHEMA BHYTPE
Dose: 228.5 mg/ 5 ml (200 mg, 28,5 mg/5 ml) Supplied to: Russia
JosupoBka: 228,5mr/5 mn €200 mr, 28,5 Mr B 5 Mn) TMocragneno: B Poccuio
Poccurio
Presentation: 70 m} Quantity: 74712 bottles
Kon-go Bo i . 70 ma Kon-go: 74712 dn
Identity: 859583 Seller’s Ref: 57084296
M iesTHIHOCTS! 859583 Ne npopasua: 57084296
Manf Date: 26-09-2018 Approved by: Shane Murray
JHara uzroropaenut: 26-09-2018 OunoGpeno: Shane Murray
Expiry Date: 26-09-2020 Qualified Person
CpoK TORHOCTH 0! 26-09-2020 VY nONHOMOYEHHOE THLO
TESTS LIMITS RESULTS
Toxkazarenn Hopmut Pesyantatsi
Description Complies with Specification Passes Test
Onucanne COOTBETCTBYET CrieMpHKALIUH APOXOAHT TECT
Identification Complies with Specification Passes Test
TommuuzoCTS COOTBETCTBYET CreLpHKaLHY MPOXOJMT TECT
Closure Complies with Specification Passes Test
Vynopka COOTBETCTBYET CHEUHQHKAIHH NIPOXONHT TECT
Amoxicillin Content 190 to 210 mg /Smi 195 mg/ 5 ml
Konuyectpennoe
OIpeAeIeHHE AMOKCHLIMITHHA ot 190 mo 210 mg /5ml 195 mr/S mn
Clavulanic Acid Content 28.5t0 31.5 mg/ 5ml 29.8 mg/5 ml
KommecTrerHoe
onpejeleHue KNaBynaHaTa or 28,5 po 31,5 mg / 5mli 29,8 Mr/5 ma
Weight Control No Limits Specified 78¢g
Macca cofepxnmoro
¢naxona He BIULIOYEHS! B cnemuduxawmo 7,8
FILLING MIX
Cycnenaus:
Description Complies with Specification Passes Test
Omicaune COOTBETCTBYET CNEIM(HKALMH  TIPOXOAHT TECT
Suspension Complies with Specification Passes Test
Cycnesamposanue COOTBETCTBYCET CrieuHpuKauu HIPOXOIMT TECT
Identification Complies with Specification Passes Test
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Product:
poayxT:
Type:
T

Dose:
JHozuposka:
Poccuio
Presentation:
Kon-Bo Bo i .
Identity:
HpentHaHOCTS:

pH
pH

Moisture
Boaa

Amoxicillin Countent
[KonngecTREHHOE

ONpeACNCHNE aMOKCHIIHINHHA

Augmentin

AyrmenTHE®

Oral suspension

[OPOLICK JJIA IPDHIOTOBJISHW
CYCTICHIHY [UIA NpHEMA BHYTpPb

228.5 mg/ 5 ml (200 mg, 28,5 mg/5 ml)
228,5mr/5 mu (200 sir, 28,5 MrB 5 M)

70 mi
70 Ma
859583
859383
4.0t06.0
ot 4,0 5o 6,0

Less, Equalto 9.0%
e Bonee 9,0 %

34.5t0 38.0

ot 34,5 10 38.0

Homogeneity Less, Equalto S
"oMOreHHOCTS ne Gonee S %
Clavulanic Acid Content 5.15t0 5.70
Konunuecreentoe

onpejeNcHue KIapynasaTa ot 5,15 no 5,70
Homogeneity Less, Equalto 5
ToMoreHHoCTh He Gonee 5 %

Amox : Clay Ratio

64t07.0

OTHOWEHNHEe AMOKCHUMIUTHH |

KHCAOTA KJIaByTaHOBaxN

MTI (wrt Labelled)
[TocToponnue nprMecy

AsoxcHumuiuza (0T 3aaBAEHHOr0)

Clavulanate Polymer

TMocTopodHHe NpHMECH
KNABYIAHOBOW KMCJIOTHI
(nonumep KnaBynaHara)

ot 6,4 5o 7,0
Less, Equalto  3.00
He Ganee 3,00 %

Less, Equalto  2.50

He Gonee 2,50 %

Na 68675

Supplied to: Russia
[Mocrarneno: 8 Poccmo

Quantity: 74712 bottles
Kon-so: 74712 ¢
Seller’s Ref: 57084296
Ne nponasua: 57084296

4.1 units

4.1

6.7 %

6,7%

36.0%

36,0 %

0%
0%

535%

6.7 Ratio
6,7
0.95%
0,95 %

0.08 %

0,08 %

Microbial Contamination
Muxkpobronoriteckas yHCTOTa

Complies with Specification
COOTBETCTBYET CreLH(HKALMH

Not Tested
HC TCCTHPOBANCH

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.

Jassad napTHa NPOH3BEAEH H NPOIUIA KOHTPO/S B COOTBETCTRHH C ASHCTBYIOMMME NPABHAAMH
GMP. TokymeHTalmsa Ha AaHHYIO CEpHIO cooTBETCTBYET Tpebosanmam GMP n moGsim
ACTIOHHTENLHBIM TPeGOBAHMAM HMIIOPTHPYIOWIEH CTPAHEL.

Date; 05 Dec 2018
Jiata: 05 nexaGps 2018
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[Mommuce

Signed: \%ywvw%
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