JTEKJAPAIIUS O COOTBETCTBHHA

JIEKJAPAHT, MPHHUMAIOUWMA JEKJIAPALIMIO O COOTBETCTBHH

AO "ThaxcoCuumKnsiin Tpetiounz"

Ceedenusn o pezucmpayuu opeanusayuu: Mesxcpaiionnan uncnexyua Pedepansnoii Hanozo6ot caycost Ne 46 no
2, Mockee 01.01.2008, OT'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadckuii npocnexm, 0. 374, kopnyc 4, smaoic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanouuiti dupexmop Jlyéancruti One2

Jlogepennoe nuyo: Kysneyoe A.A., dosepenrocme 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UTO

JleKapCmeenroe cpedcmeo: Ayamenmun, ROPOULoK Ois NPUZOMOGNEHUS, CYCHeH3uY O npuema éHymps 1 25
M2/31,25 mz & 5 mn, ¢pnaxonst 11,5 2 (1),/ € komnaexme ¢ MepHbIM KOARAYKOM /, nauxu kapmonivie, PY Ne i
N015030/01 om 09.09.2008 (dama ogopmuenus 02.04.2010) svidano 340 "ThaxcoCymumKnsiin Tpetiounz",
cepust 859384, napmus 20040 ynaxoeox, z0dex do 26.09.2020, npouseodcmea CrumKasiin Buvem ITudaCuy,
Benuxobpumanus, SmithKline Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 8QH, United
Kingdom 100 OKIIJ2 21.20.10.191, koo TH BIJ] 3004100008, Jucmpubviomop. coznawere 6/ om
01.01.2013, uneotic Ne 4205241130 om 30.11.2018

COOTBETCTBYET TPEBOBAHHAM

I1 NO15030/01-020410 uzm. Ne 1, uam. Ne 2 om 12.11.12 2., usm. Ne 2 om 06.05.13 2., uam. Ne 3
JEKJAPALIMA IPUHATA HA OCHOBAHHH

npomoxon ucnsimaruii Ne 796 1m om 09.01.2019 HJI OO0 HI] "®PAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21PJI40, Cepmugpuxam POCC GB.®M08.C31172 om 10.01.2019

RATA }II’HHHTHSE )ZI;EKJIAPAIII/II/I 10.01.2019
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CBEﬁﬁnﬁ O PETUCTPAIINUA

OPTAH ITO CEPTH®HKAIINH, 3APETHCTPAPOBABIINH JEKJIAPAITMIO

RA.RU.11®M08 OPIAH 110 CEPTHPHKALIHH IIPONVKIHH OFLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH I[JEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yr. Macmepkosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, z0pod Mocksa, yn. Macmeproea, 0. 4, sm. 5., men.:(495)788-02-88, 6eb-
caum. oyrx.pe.

,HEKJIAPAHKH O COOTBETCTBHH 3APETHCTPHUPOBAHA M POCC RU JI-GB. ®M08.A.12094/19

Hupneuxo HU.B.
Pyxoeopurens OC




GlaxoSmithKline

nakcoCautKaaitn
CERTIFICATE OF ANALYSIS
CepTnduiKar anaansa
Product: Augmentin
pomyxr: AYTMEHTHH Ne 68514
Type: Oral suspension
Tum NOPOIOK JUIA NPHTOTOBAEHHI
cycneHsuu s npagsa sRYTps
Dose: 125 mg, 31.25 mg/5 ml Supplied to: Russia
Hosuposka: 125 mrf31,25 Mr 8 5 M [MocTasnexo: B Poccuio
Presentation: 100 ml Quantity: 20040 bottles
Kon-go 8o 1 . 100 ma Kon-so: 20040 guakosoR
ldentity: 859384 Seller’s Ref: 57084381
HaeHTHYHOCTE: §59384 Ne npopasua: 57084381
Manf Date: 26-09-2018 Approved by: Shane Murray
JlaTa HaroToOBAEHHI: 26-09-2018 Opo6peno: Shane Murray
Expiry Date: 26-09-2020 Qualified Person
CpoK rofHoCTH 40: 26-09-2020 Y nonHOMOREHHOE JIMLO
TESTS LIMITS RESULTS
Toxazarenn Hopasi PesynnTatsi
Description Complies with Specification Passes Test
Onucanne COOTBETCTBYCT CrCHHpHKALIH OPOXOANT TEeCT
Closure Complies with Specification Passes Test
Yiynopka COOTBETCTBYET CrieLHdHKaunn MPOXOMHT TECT
Identification Complies with Specification Passes Test
IoannHHOCTR cooTBETCTBYeT cneuuduKaLHy HOPOXOAHT TECT
Amoxicillin Content 11910 131 124 mg/ 5 ml
KonuvecteeHHoe
ONPEHENCHHE AMOKCHIIIIHA ot 119 no 131 124 mr/5 M
Clavulanic Acid Content 31.0to 34.5 32.9 mg/5 ml
KonuuecTeeHHOS
onpejcAeHye KiapynaHaTa or 31,0 no 34,5 32,9 mr/5 mn
Weight Control No Limits Specified 118g
Macca coaepKHMOro
rakona He BiUIOUeHs! B crieimdukawmo 11,81
FILLING MIX
Cycuexsmst.
Description Complies with Specification Passes Test
Onucanne COOTBETCTBYET CHEIH(HKALUH OPOXOANT TECT
Identification Complies with Specification Passes Test
Suspension Complies with Specification Passes Test
Cycnenanposatune COOTBETCTBYET CleUHpUKALIH OpPOXOANT TeCT
Syrup pH 4010 6.0 4.1 units
pH cycnensi or 4,0 no 6,0 4.1



Product: Augmentin

No 68514

Supplied to: Russia
[MocTapnexo: 8 PoccHio

Quantity: 20040 botties
Kon-so; 20040 dgnaxotos
Seller’s Ref: 57084381
Ne npopasua: 57084381

[poayxT: AYrMeHTHH

Type: Oral suspension

Tan: MOPOLIOK JUBL NPHTOTOBNSHHS
CYCTICHIMHM AN NpHEMA BHYTDb

Dose: 125 mg, 31.25 mg/S mi

Ho3upopka: 125 Mr/31,25 Mr 8 5 Ma

Presentation: 100 ml

Kon-o BO thi . 100 mn

Identity: 859384

WneHTRYHOCTS: 859384

Moisture Less, Equalto 6.35%

Bona e Gonee 6,5 %

Amoxicillin Content 20410223

KonuyecTBeHHOE

gnpeacneHne AMOKCHUMIUIHHA

Homogeneity
["OMOTreHHOCTE

Clavulanic Acid Content
KonuiecTeeHHoe
onpeesCHIC KaBynasaTa

Homogeneity
QAHOPORHOCTS

Amox : Clav Ratio
OTHOLIEHHE AMOKCHLIMIIINE |
KHCIOTE WIABYJIAHOBAA

MTI (wrt Labelled)
[MocToOpOHHKE IPUMECH
AMOKCHIHIUTHHA (OT 3aABJICHHOTO)

Clavulanate Polymer

[TocTOpOHHHE MPHMECH
KAABYnaHOBON KMCNOThI
(noAHMep KIABYIAHATA)

Microbial Contamination
Muxpofnonornieckas YHCTOTA

ot 20,4 00223

Less, Equal to 5
ne Gonee 5 %

5.35t05.85
or 5,35 no 5,85

Less, Equal to 5
e Gonee 5 %o

3.6104.0

ot 3,6 10 4,0

Less, Equal to 3.00
ne Gonee 3,00 %

Less, Equalto  2.50

ue Gonee 2,50 %

Complies with Specification
COOTBETCTBYET CHELHpHKALIH

45%
45%

21.5%
21,5%

0%
0%

553 %
5,53 %

0%
0%

3.9 Ratio
3,9

0.95 %
0,95 %

0.14 %

0,14 %

Not Tested
H¢ TECTHPOBANCH

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.

[laHHAA NAPTHA NPOMIBEACHA H NPOLLUIA KOHTPONb B COOTBETCTBIN C AeflCTBYIOUIHM I TPABUAAMK
GMP. JlokyMeHTALMA HA AAHHYIO CEPHI0 COOTBETCTRYET TpeBosatiiam GMP 1 mobbim
JOTIONHHTETLHEIM TPEGORAHHAM HMIIOPTHPYIOWEH CTPANEL.

Date: 27 Nov 2018
Jara: 27 noaGps 2018

i Signed:
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