JEKJAPALIVAS O COOTBETCTBUM
HEKJAPAHT, I'IPHI*]HMA]OIHHI"‘I AEKIAPAILIMIO O COOTBETCTBHU

340 "ThaxcoCammKnsiin Tpeiioune"

3apezucmpuposano : Meaepaiionnas uncnewius MHC Poccun No 39 no . Mockee OIPH 10277390] 1486 om
24.07.2002

Adpec: 119180, & Mockea, Sicustancran nab., d. 2. Tenedhon:8(495)777-89-00,
B muye: Fenepanvpordi ouperxmop Byt [l A,
Hosepennoe nuo: Kyzneyoa A.4., doaepennocme 39-25/05/2018 om 25.05.2018 o,

JASIBJISIET, UTO

AeRapemaentoe cpedemeo: Ayestenmun, nopowor onn Hpuomosaenust cycnensut Onn npueaia enympe 400
M2/57 Mz a 5 A, hrakonst 12,6 2 (1),/6 Koxinnexme ¢ aepunia KonmakoM/, navwku kapmonnoie, PY No [T
NO15030/04 om 13.10.2008 (dama nepeodhopynenun 17.05.2013) eurdano 340 “TharcoCatumKnsiin
Tpeiidunz”, cepus 851401, napmun 44832 yhaxogox, 20den 0o 30.05.2020, npouseodcmea CanmFKusiiin Euuest
ITudnCu, Benuxobpumanus, SmithKiine Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 SOH,
United Kingdom, ked OKITJ2 21.20.10.1 91, kod TH B3] 3004100008, Hucmpuboromop. coznaivenue 6/ om
01.01.2013, unaeotic Ne 4205124540 om 03.08.2018

COOTBETCTBYET TPELOBAHHUSIM
T N0I5030/04-050510 wsar. No 1-3

AEKJAPATIMSI TIPHHSITA HA OCHOBAHUHA
npomoxon wenvimanuii No 5169 a1 om 27.08.2018 HJil 000 HU "PAPMOEOPOHA", ammecmam
axxpedumanun POCC RU.0001.21 T4 0, Cepmucpuram POCC GB.OMO8.C21735 om 28. 08.2018

JATA OPUHSITHST AEKJAPALIAH 28.08.2018
JEKITAPATS TEHCTBHTENLHA 10 30.05.2020
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CBEJEHUST O PETUCTPALIAN

OPI'AH ITO CEPTH®HKAL[HH, 3APETHCTPUPOBABIH M AEIKJIAPALTHIO

RA.RU.1IDMO8 OPTAH 110 CEPTH®HKALIHH HPOJYKIJHH OBIECTBO C OI'PAHHYEHHOL
OTBETCTBEHHOCTBIO "OKPYI)KHOF HEHTP KOHTPOJIS KA YECTBA",

adpec opzanusayun: 115280, 2. Mockaa, ya. Macmeproaa, 0. 4, am. 5, noss. 1, xom. 1, adpec opeaiia no
cepnuchuxanyun: 115280, POCCHA, 20pod Mocraa, yn. Macmeproea, 9. 4, am. S., men.:(495)788-02-88, aet-
caiim; oykr.pep.

AEKJAPAITHSI O COOTBETCTBHMU 3APED HCTPUPOBAHA X POCC GB, DMOSJIIS08
,[{AT&;{?W?J@FAHPIH 28.08.2018
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I'maxcoCmutKsita

CERTIFICATE OF ANALYSIS
Ceprudukar anannia

GlaxoSmithKline

Product: Augmentin
Mponyxr: AYrMEHTHH No 66726
Type: Oral suspension
Tum: [OPOMOK U1 NPHIOTOBJEHHA

CYCTIeH3HH 1 NpHEMa BHYTPL
Dose: 457 mg/ 5 ml (400 mg, 57 mg/5 ml) Supplied to: Russia
Hosnposka: 457 mr/S Mn (400 Mr/S7 mr B 5 M) [locrarmeno: B Poccmo
Presentation: 70 ml Quantity: 44832 bottles
Kon-Bo Bo ¢ .: 70 mnt Kois-no: 44832 ¢
Identity: 851401 Seller’s Ref: 57082783
Haeunrnanocts: 851401 Ne npopasua; 57082783
Manf Date: 30-05-2018 Approved by: Shane Murray
Hata warotoBneHus: 30-05-2018 Onobpeso: Shane Murray
Expiry Date: 30-05-2020 Qualified Person
Cpox rogHocTH [0: 30-05-2020 YnonHomodeHHOe HHLO
TESTS LIMITS RESULTS
IMoxasarenn Hopaei Pesyawrarsi
Description Complies with Specification Passes Test
Omicanue COOTBETCTBYET CelM(PHKALNA  NPOXOAHT TeCT
Identification Complies with Specification Passes Test
Closure Complies with Specification Passes Test
Yxynopka COOTBETCTBYET CeUMPUKAIMY  DPOXOAMT TecT
Amoxicillin Content 380 to 420 403 mg/ 5 ml
KomecTneHtoe
onpepeseHHe aMOKCHLMILUTHA ot 380 no 420 403 Mr/5 ma
Clavulanic Acid Content 57.0t063.0 58.5 mg/5 ml
Konuuectsenuoe
onpejieneHHe KnaBynaHara ot 57,0 po 63,0 58,5 mr/5 Mt
Weight Control No Limits Specified 128 g
Macca coneprumoro
tnakona HE BK/TIO9EHSI B cneundurammo 12,8 r
FILLING MIX
Cycrenaus:
Description Complies with Specification Passes Test
Omncasnue COOTBETCTBYET CHEUH(PHIALMN  NPOXOAHT TeCT
Identification Complies with Specification Passes Test
Suspension Complies with Specification Passes Test
Cycnenuuposanue COOTBETCTBYET CeLMBHKALMA  OPOXOAUT TECT
pH 4.0t0 6.0 4.2 units
pH ot 4,0 5o 6,0 4,2



Product:
poayxT:
Type:
Tum

Dose:
Hosnposia:
Presentation:
Kon-80 Bo ¢t .
Identity:

HaenTHunocTs:

Moisture
Boua

Amoxicillin Content
Konnuectsennoe

ONpeACHCHHE aMOKCHITMATHNHA

Homogeneity
["omoresHocTs

Clavulanic Acid Content
Konuvecraennoe

OTpejICieHHe KiaBynasara

Homogeneity
ToMorennocTs

Amox : Clav Ratio

Augmentin

AyrMesnTus

Oral suspension

NOPOLIOK A NPHIOTOBJICHHS
CYCTeH3WH /Ui npuéMa BHYTPb
457 mg/ 5 mi (400 mg, 57 mg/5 ml)
457 mr/5 mn (400 Mr/57 mr B § M)
70 mi

70 Mn
851401
851401
Less, Equalto 9.0%
He Gonee 9,0 %
42.2 to 46.7
or 42,2 no 46,7

Less, Equalto §
He Gonee 5 %

6.30t0 7.0
016,30 10 7,0

Less, Bqualtoe  §
te Gonee 5 %

6.41t07.0

OTHOMWIEeHNE AMOKCHLMILINH ©

KHCIIOTa KIaByAaHoBasa

MTI (wrt Labelled)
[TocToponHue npuMecH

AMokCHIMILIHHA (OT 3aABIEHHOTO)

Clavulanate Polymer

IMocTopoxnne npumecu
KIABYNAHOBOH KHCNOTEI
(nonumep KmaBynanaTa)

Microbial Contamination

MuxpoGronornyeckas yucToTa

oT 6,4 1o 7,0
Less, Equalto  3.00
He 6onee 3,00 %

Less, Equalto  2.50

He Bonee 2,50 %

Complies with Specification
COOTBETCTRYET CleuHpUKALHN

Ne 66726

Supplied to; Russia
[Tocrasneno: B Poccuio
Quantity: 44832 bottles
Kon-po: 44832 ¢
Seller’s Ref: 57082783
Ne nponasua: 57082783

74 %
7.4 %

44.5%
44.5 %

0%
0%

6.4 %
6,4 %

0%
0%

6.9 Ratio
6,9
1.10%
1,10%

0.07%

0,07 %

Not Tested
HC TECTHpPOBANCA

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.
Jlaunas napTis NpoM3BENEHA M MPOLUIA KOHTPONE B COOTBETCTRHH € HeHCTBYIOMUME NpasUIaMH
GMP. JlokyMeHTauns Ha JaHHYIO Cepuio cooTBeTcTRYeT TpeGorannmM GMP u noGeim
JONONHUTENbHBIM TPeOOBAHHAM HMIOPTHPYIOMIEH CTPaHBL.

i
:
i
Date: 01 Aug 2018 !
Hara: Ol aBrycr 2018

APPROVED

13 A6 208

Shane Murray

Cualified Person

Signed: <~ 714, e B
Honrmc;,’ ----- 47\ Lj\’)\’\}\!\w e ){,2,\‘,\
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