JAEKJIAPATIASI O COOTBETCTBUHA

AEKJIAPAHT, IPUHAMAOUAN JEKJIAPAIIUIO O COOTBETCTBUH
AO "ThaccoCmumKasin Tpeiidunz"

Ceedenusn o peeucmpayuu opeanusayuu: Meoicpationnan uncnexyus @edepansvroil Hano2060ii eayoictor Ne 46 no
2. Mocxae 01.01.2008, OI'PH 1027739011486, dama npuceoenus OTPH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenurzpadckuii npocnexm, 0. 374, xopnyc 4, smanc 3, now. XV, kounama 1.
Teneghon:8(495)777-89-00.

B auye: Ienepanvuwiii Oupexmop Jyéanckuii Onez

Hosepennoe nuyo: Kysneyoe A.A., dosepennocmy 18-09.08.2019 om 09.08.2019 2

3ASIBJUIET, UTO

aexapemeennoe cpedcmeo: Ayamenmun, mabiemxku nokpeimsie nienounot obonoyxoti 875 mz + 125 mz 7 wm.,
ynaxogxu saueiixogsie konmypusie (1), nakemuxu uz avomunueeod ponveu namunuposarnsie (2), nauku
kapmontvie, PY Ne IT NO15030/02 om 24.09.2008 (dama 3amens: 03.05.2018 ) evioano 340
"ThaxcoCuumKnniin Tpetiounz", cepus B36A, napmus 14112 ynaxosok, 2odex do 18.08.2021, npouseodcmea
CyumKaaiin Buves Jluvumed, BenuxoGpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom, xod OKIIJ]2 21.20.10.191, ko0 TH B3] 3004100008,
Hucmpubviomop. coznamenue 6/n om 01.01,2013, uneoiic Ne 4205287204 om 16.09.2019

COOTBETCTBYET TPEEOBAHUSIM

11 N015030/02-030518 usm. Ne 1-2

AEKJIAPATIHSA ITPHHATA HA OCHOBAHUM

npomoxon ucheimanui Ne 6149m om 04.10.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21DJI40, Cepmudpuxam POCC GB, ®MO08.CS50344 om 07.10.2019

Kyzneuos A.A.
f/ TNOJINHCE ©.H.0

/
I

CBE}{E{j 11 O PETUCTPALIUU

OPT'AH IO CEPTHOHKAIIUH, 3APETHCTPHPOBABIINN HAEKJIAPAIIUIO ‘{\"‘wﬂu_;‘_g;»*‘?
RA.RU.11®MO8 OPIAH 110 CEPTHO®HKALIHH ITPOAVKIIHH OBLIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYV)KHOH LJEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yr. Macmeprosa, 9. 4, om. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocksa, ya. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oyrr.pg.

Ui O COOTBETCTBUH 3APETHCTPHPOBAHA N2 POCC RU /1-GB. ®M08.A.39382/19
S HHH 07.10.2019

7 Hunnenko HU.B.
TIOZITHCh Pyxosomurens OC

F araaGTYs




CERTIFICATE OF ANALYSIS
Cepruduear aHauansa

ClaxoSmithKline

Product: Augmentin®
[Tposywr: Ayraentun® Ne: 71183
Type: Coated Tablet Supplied to: Russia
Ton: TabReTky, NOKPLITHIC ueHoYHoll IMocrasneno: s Poccuo
oBomnoukoii
Jlosuposka: | r(B75 Mr+ 125 mr) KoanyecTro
Dose: 1 (875 mg+ 125 mg) Quantity: 14112 packs
Presentation: OBPx 14 Koa-so: 14112 yn,
Kon-so Byn. OBPx 14
[dentity: B36A
HaenTHHHOCTS: B36A |
Manf Date: 18-08-2019 Approved by: Nicholas Ball i
Jlata uarorosneHin 18-08-20192 Opno6peno: Nicholas Ball
Expiry Date: 18-08-2021 Qualified Person
Cpox rogaocTu go: 18-08-2021 VnomHoMoucHHOE NHLO
TESTS LIMITS RESULTS
Horasaresn Hopmui Pesyantatel
Description Complies with Specification Passes Test
Onucanue COOTBETCTBYET creHdKalim MPOXOLHT TeCT

Identification A (HPLC or Fast L.C)

Complies with Specification

Mommunocts A (BX unn Grierpan JX) coorsercrsyer cnetmdinicanin

Identification B (TLC or IR or NIR)
Mognniocts B (TCX nmi MK i BHK)

Uniformity of Weight
OnHOPOANHOCTE MACCHI

Disintegration time
PacriagaemMocTh

Dissolution {Amox)
PacTaopesie
(AMOKCHIIHJIIIHA)
Dissolution (Clav)
Pacrsopesne

(knanynanosoil KUCHOTI)
Presence and integrity of film
coat

Hanuwne 1 LeAOCTHOCTE

. nneHouHol oGonovin

Complies with Specification
COOTBETCTBYET CHELI(ICALLEL

Complies with Specification
COOTBETCTBYET CriclinpiKaniy

Maximum 30 min
He Gonee 30 mMun

Complies with Specification
CooTBeTeTBYET CReuHhHKALII

Complies with Specification
CooTseTcTBYET CcRetH AL

Complies with Specification

Coorsercrayer crneunurann

Passes Test
APOXOJHT TECT

Passes Test
NPOXOANT TRCT

Passes Test
TNPOXOAHT TECT

15 mins
15 Mutnt

Not Tested 47
He TeCTHPOBAJIES

Not Tested || | |
HE TECTHPOBRICH, ~

%

Passes test

NpoxoauT TeCT



Product: Augmentin®
[poayxr: Ayrmentin® No: 71183
Type: Coated Tablet Supplied to: Russia
Tum: TaBneTicH, NOKPhIThIE MISHOTHOI Tloctanneno: B Pocciio
ofoncHxoit
JlosupoBia: 1 r (875 mr-+ 125 1) KonuuecTso i
Dose: | g (875 mg + 125 mg) Quantity: 14112 packs !
Presentation: OBP x 14 Kon-so; 14112 ym. i
[Kon-so B yn.. OBP x 14
Identity: B36A
HuenTHoCcTD: B36A
Any other identified impurity Less, Equal to 1.0% 02%
JlioGan ppyran He Gonee 1,0% 0,2 %
HASHTH(GHIHPOBAHHAA NPHMECh
Any other unidentified impurity Less, Equal to 0.3 % 0.1 % ;
ThoGas ppyran He Gonee 0,3 % 0,1 %
HeWAEHTH(BILNPOBAHHAN IPHMECH .
Tatal Amoxiciflin Related Less, Equal to 3 % 1 %
Substances
CymMa POACTBEHHBIX nphMeced He Gonee 3 % 1%
AMOKCHLIITHHL
Clavulanic Acid Impurities 2.5% w/w maximum with 0.7%
(Clavulanate Polymer) respect to the labelled
Clavulanic Acid content
PogcTBeHHbIC NPHMECH He Gonee 2,5 % m/m o1 0,7 %
KIABYJIAHOBOH KHCIOTLI 3aABAEHHOO COABPMaHNA
(momvep KaaBy/IaHATa) KNaBynaHOBOM KHCAOTLL
Identification of Titanium Complies with Specification Not Tested ‘

TTopmHHOCTL THTAHA AHOKCHIA

Microbial Contamination
MuxpoGitonorieckas JHCToTa

COOTBETCTBYET cretndiKatm He TecTnponancs

Not Tested
He tecruposanca

Complies with Specification
COOTBETCTBYET CrelipiIKaIin

Manufacturer; Smithiline Beecham Ltd b
Site Address; Clarendon Road, Warthing, West Sussex, BN14 8QH, United Kingdom. 4

MNpouasogutens: CuutlKnnin Budem Jlumutes i
Appec: KnapennoH Poya, BopcuH, 3anapHeiil Cyccexc, BN14 8QH, BermkoGpuraHus

| hereby certify that the information in this certificate is authentic and accurale. This batch of product has P
been manufactured, including packaging/labelling and quality control at the abave mentioned site in full '
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the final destination country or product specification file for Investigational
Medicinal Products. The balch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

HacToswum 5 NOATBEPKAAI0, YTO WHOpPMALWA, NPEACTABNEHHas B AAHHOM CeprudukaTe, ABnsAes
AOCTOBEPHOR M TouHOM. [laHHas cepus npoaykra Geina npoudseAena, BKMia4as onepauwi no ynat QBite
MapkuposKe W KOHTPONbL Ka4ecTsa, Ha BLILIEYNOMSHYTON NPOW3BOACTBEHHOR nnoliagke B8 nof
cooTeeTcTEUM ¢ TpeBosanuamMi MecTHeMM GMP u TpefosaHuamMy CReLUMUKaLUK pPervueTpayuos
YAOCTOBEPEHUR CTPaHbl HaSHAYEHIMA UK CreuUKaLUMY ANs MCCNEAYEMBIX NEKapCTBEHHLIX npenaga
3anucy, OTHOCHLMECA K NPOU3BOACTBEHHOMY NPOLECCy, YNakoske WM TecTUpoBaHUlo C8puy, ?
npoeepeHsi n cooTeeTcTyoT TpeGosannsam GMP. -

ERERR————— ot “é "
APPRO MD
11 SEP" 200

Nicholas Ball
Quatified PJ‘,EEI.L 3

Date: 09 September 2019
[ara; 09 centabps 2019

Signed:
[Mopnucs




