JIERCIIAPAIIAA O COOTBIETCTBMA
JIBICHTAPAITT, IPMHAMATOHME ARICIAPAILAIO O COOTBETCTBHHR

AO “DiarcaCanmEniin Tpetiowz"

Caedenus o peancmpaynn opzancayuu: Mescpaiionnas wenexius Gedepanuioli nanozogoi cayactut Ne 46 no
2 Mockae 01.01.2008, OUPH 1027739011486, dama npuceovius OF'PH 24,07.2002.

Adpec: 125167, 2. Mockua, Nemumepadesuit upocerm, 0. 374, kopnye 4, ameaone 3, nos. XV, sosmena 1.
Tenedhon: 8(495)777-89-00.

B muye: enepansnnii Qupermop Bunonigiudi J{LA.

JHosepennoe mugo: Kyaneoa A.A., dosepemocnn 60-13.09.2018 om 13.09.2018 2.

SASABJBIET, YTO

HeRAPEMAENIE CPedenion: AVeAeimil, HOPOWoK O NPUZOMOBIEHIS CYeneizi Oast npueata aiynpns 400
A12/57 a2 6 § i, paawonnt 12,6 ¢ (1),/a koxmaesme ¢ ateprooins komastkory, nauki kapnioioie, PY Ne 1T
NO15030/04 om 13.10.2008 (dama nepeogopatneris 17.05.2013) audano 340 T nakeoCatumKnning
Tpeiiowe", cepus 856877, napmun 45888 ynarosor, 200en do 29.08.2020, npousacdcmaa C. anuniCrstin Buteas
HudnCu, BeanwoGpumanus, SmithKline Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 8QH,
United Kingdom, kod OKITJ]2 21.20.10.191, koo TH B34 3004100008, Hucmpuboiomop. colnauenue oM om
01.01.2013, unaoiic Ne 4205237349 om 08, 11.2018

COOTBETCIBYET TPELOBAHHAM
17 NO15030/04-050510 s, Ne [-3

JEKJAPAIIASI NMPHHSITA HA OCHOBAHUH
npomoxon wenstmanuii Ne 7277x om 03.12,2018 HIl 000 HI "PAPMOEOPOHA", anmecman

axxpedumarun POCC RU.0001.21 JI40, Cepmughuxam POCC GB.BMO8.C29012 om 04.12.2018
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CBEJEHMS O PETHCTPALAN

OPTAH 10 CEPTUO®UKANHWH, 3APETUCTPHPOBABIIUM AEKJAPAIIUIO

RA.RU. 11 DMO8 OPTAH 11O CEP1 HrDHIQII[HH ITPOAYKLUHH O5IECTBO C OI'PA HHYEHHOFH
OTBETCTBEHHOCTLIO "OKPY)XCHOH LIEHTP KOHTPOJIA KAYECTBA",

adpee opeamusapnr; 115280, 2. Mockaa, yn. Macmepxoaq, 0. 4, om. 5, noat. 1, koat. 1, adpec opeand 1o
cepmudpuranar; 115280, POCCHA, zopod Mockaa, yn. Macmepxoea, 0. 4, am. 3., men.. (495)788-02-88, aebd-

catim; oyKK.pep.
AEIJIAPALLHSI O COOTBETCTBMHA 3APETHCTPHPOBAHA N POCC RU J{-GB MO8, A.09148/18
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GlaxoSmithKline

I'naxcoCyutKosiia
CERTIFICATE OF ANALYSIS
Cepraduxar anamma

Product: Aungmentin

Hponyxr: AyrMenTayH Ne 67978
Type: Oral suspension

Tum: TIOPOIIOK 1A NPHTOTOBJIEHHS

CYCMIEH3WA ANA TpHEMA BHYTPS

Dose: 457 mg/ 5 ml (400 mg, 57 mg/$ ml) Supplied to: Russia
Jlosnposka: 457 mr/5 mn (400 Mr/57 mr 8 5 mn) Mocraenero: B Poccmo
Presentation: 70 mi Quantity: 45888 bottles
Kom-so Bo ¢ . 70 mn Kon-o: 45888 din
Identity: 856877 Seller’s Ref: 57083685
HpenTuynocts: 856877 Ne nponaBua: 57083685
Manf Date: 29-08-2018 Approved by: Shane Murray
Jara nsrorosnenu: 29-08-2018 Opobpeno: Shane Murray
Expiry Date: 29-08-2020 Qualified Person

Cpok rogaocTH 10: 29-08-2020 VOonMROMOYEHHOE JIHIO
TESTS LIMITS RESULTS
Toxazarenn Hopmsr PesynbTaTet
Description Complies with Specification Passes Test
Onucanue COOTBSTCTBYCT CICUHDHKALIME  [IPOXOIHT TECT
Identification Complies with Specification Passes Test
Closure Complies with Specification  Passes Test
Viynopka COOTBETCTBYET CNEUH(HKANHE NPOXONUT TECT
Amoxicillin Content 380 to 420 400 mg/ 5 ml
Konmectsesnoe

ONpefeneHne AMOKCHIUTITMHA ot1 380 no 420 400 Mr/5 mn
Clavulanic Acid Content 57.0t0 63.0 60.5 mg/5 ml
Komiuectreuroe

OTNpeNeNe te KNaBynasaTa ot 57,0 no 63,0 60,5 mr/5 mn
Weight Control No Limits Specified 127g

Macea copepumoro

dnakona He BIMOTeH:l B cnenudurammo 12,7 r

FILLING MIX

Cycnenzus:

Description Complics with Specification Passes Test
Omicanve COOTBETCTBYET CHELA(HKAINE  TPOXOAHT TeCT
Identification Complies with Specification  Passes Test
Suspension Complies with Specification ~ Passes Test
Cyenenmupopaune COOTBETCTBYET CMEUHHKALHE NPOXOAUT TECT
pH 4.0t0 6.0 4.2 units

pH ot 4,0 g0 6,0 4,2




Product: Augmentin
TIpomyxT: AyrMenTHH Ne 67978
Type: Oral suspension
Tun: MOPOIIOK JUTA NPATOTORACHUA
CYCTIEH3HH 4 DpHEMa BHYTPE
Dose: 457 mg/ 5 ml (400 mg, 57 mg/5 ml) Supplied to: Russia
Josuposka: 457 mr/5 ma (400 mr/57 mMr g S M) [TocTaBneso: B Poccmio
Presentation: 70 ml Quantity: 45888 bottles
Kon-so BO 1 . 70 mn Kon-go: 45888 ¢
Identity: 856877 Seller’s Ref: 57083685
Hpentuunocts: 856877 Ne npopasna: 57083685
Moisture Less,Equalto 9.0% 75%
Bona He Bonee 9,0 % 75%
Amoxicillin Content 42.2 t0 46.7 444 %
KomagecTeHHOE
onipefefeHte aMOKCHUMANKHA ot 42,2 no 46,7 44,4 %
‘Homogeneity Less, Equalto 5 0%
TomorenuocTs He Gonee 5 % 0%
Clavulanic Acid Content 6.30tc 7.0 6.64 %
KonmyecteeHHOS
onpeeneHNe KIaBynanaTa ot 6,30 no 7,0 6,64 %
Homogeneity Less, Equalto 5 0%
ToMOTeHHOCTE ‘me Gonee 5 % 0%
Amox ; Clav Ratio 641t07.0 6.7 Ratio
OTHOMEHNE AMOKCHUMIUINH ’
KUCNIOTA KIARYJ2HOBAY ot 6,4 10 7,0 6,7
MTTI (wrt Labelled) Less, Equalto 3.00 0.8%9%
IToCTOPOHHUE NPHMECH
AmorcnipuiEEa (OT 3a1BIEHHOIO) He Gonee 3,00 % 0,89 %
Clavulanate Polymer Less, Equalto  2.50 0.06 %
ITocTOpoHHME PHMECH
KJIaBYIAHOBOH KHCAOTE
{no/msMep KnaBynaHaTa) se Bonee 2,50 % 0,06 %
Microbial Contamination Complies with Specification Not Tested
Muxpo6ronorageckas ¥HcTOTa COOTBETCTBYET COEHM(HKAINE HE TECTHPOBAJICA

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.

Jannas napTHA MpOM3BENEHA H MPOMINA KOHTPONb B COOTBETCTBHH ¢ ASHCTRYIOIMMH IIpaBHNaMH
GMP. JokymeRTalMs Ha JaHHYIO CEPHIO cooTeeTcTryeT TpeGosannam GMP u nrobein
JOTIONHUTENEHBIM TPeOORAHRAM HMIOPTHPYIOUICH CTPaHEL.

Date: 26 Oct 2018 Signed: AP
ara: 26 oxTa6ps 2 (o7 1507 () SURPUORNS: DR 7
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i "
i L
1 Micholas Bali ;
| Qualiied Person |

Pp §hune. Mgwqd




