NEKJAPAIIUA O COOTBETCTBUH

JEKJIAPAHT, MIPHHUMAIOIIHH AEKJAPALIAIO O COOTBETCTBHH

AO "ThaxcoCrmumKnsiin Tpeiiduna"

Ceedentn 0 pecucmpayiu Op2anu3ayui; Mesicpaiionnan uncnexyun Pedepanvroti Hano206ot cayxchvr Ne 46 no
2 Mocxee 01.01.2008, OT'PH 1027739011486, dama npuceoenus OI'PH 24.07. 2002.

Adpec: 125167, 2. Mockea, Jenunzpadckuii npocnexm, 0. 374, kopnyc 4, smadic 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B nuye: Tenepansivtii oupexmop Buwnuyiuii [1.A4.

Jlogepennoe mujo: Kysneyoa A.A., dosepennocniv 60-1 3.09.2018 om 13.09.2018 2.

3ASIBJSET, UTO

nexapcmeennoe cpedcmeo: Ayemenmu, mabnemxu noxpsimsie naenounoti obonoukoti 875 me + 125 m2 7 wim.,
ynaxoeiu Avetikogeie KoHmypwvie (1), nakemuxu us amoMunuesol onbau MAMuRUposannvie (2), nauku
kapmonnwie, PY Ne IT NOI 5030/02 om 24.09.2008 (dama samenvt 03.05.2018) evtoaro 340
"I'naxcoCmumKnaiin Tpeiiounz”, cepusn 858136, napmus 14192 ynaxogox, 200en 00 05.09.2020, npouseodcmea
CrumEnsiin Buvem JTumumed, Benuxobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom, koo OKITJ2 21.20.10.191, k00 TH B2[ 3004100008,
JTucmpubviomop. coanauenue 6/n om 01.01.2013, uneotic Ne 4205237184 om 07.11.2018

COOTBETCTBYET TPEBOBAHUSIM
IT1 N015030/02-030518 usm. Ne 1

JIEKJIAPALIMSI IIPHHSITA HA OCHOBAHHH
npomoxon ucnsimanuii No 75 7Ixm om 12.12.2018 HJT 000 HI[ "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmudpuxam POCC GB.®M08.C29853 om 13.12.2018
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CBEJIEHh;I O PETMICTPALIMM

OPFAH 11O CEPTUOHUKALINAH, 3APETUCTPUPOBABIINI JEKJIAPAIIHIO

RA.RU.11®MO8 OPTAH ITO CEPTH®HKAI[HH NPOYKLHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH UEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxksa, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20poo Mocxea, yn. Macmepxoaa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: OyrK.pg.
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GlaxoSmithKline

CERTIFICATE OF ANALYSIS
CepradHKAT 2aHATH3A
Product: Augmentin®
IpoxyxT: AyrmenTur® Ne: 68089
Type: Coated Tablet Supplied to: Russia
Tam: TabXeTKH, NOKPAITHIE IICHOUHOH Tocrasnero: B Poccmo
obonogxoi
HosupoBka: 1 r (875 m1/125 mr) Komrgectso
Dose: 1g (875 mg/125 mg) Quantity: 14192 packs
Presentation: OBPx 14 Kon-go: 14192 ym.
Kon-eo Bym . OBPx 14 Seller’s Ref.: 57082340
Identity: 858156 Ne npoaasua: 57082840
HeHTHIHOCTS! 858136
Manf Date: 05-09-2018 Approved by: Nik Ball
Jlata H3rOTOBIEHHA: 05-09-2018
Ono6peno: Nik Ball
Expiry Date: 05-09-2020 Qualified Person
Cpok rofgHOCTH J0: 05-09-2020 VOIHOMOYEHHOE JIMIIO
TESTS LIMITS RESULTS
TMokasarenu Hopwmut PesyasTarsl
Description Complies with Specification Passes Test
Omucanue COOTBETCTBYET CHEIADAKAIHN TPOXOAUT TECT
Identification A (HPLC or Fast LC) Complies with Specification Passes Test
TMommrsocts A (B3UCX mwm Gsicrpas KX)coOTBETCTBYET CHEHAGHKALIH TPOXOAAT TeCT
Identification B (TLC or IR or NIR) Complies with Specification Passes Test
Moxmusnocts B (TCX wan HK wm BUK)  cooTseTcTBYeT crieuudHKAIAM MPOXOAAT TECT
Uniformity of Weight Complies with Specification Passes Test
OAHOPOAHOCTb MACCH COOTBETCTBYET CreUHAKaMn  MPOXOIHT TECT
Disintegration time Maximum 30 min 15 mins
PacniazaemocThb He Gonee 30 MuH 15 muH
Dissolution (Amox) Complies with Specification Not Tested
PacTBOpeHHE CootsercTByeT criemaHKALA HE TECTHPOBAICH
(AMOKCHIIFULTHHA)
Dissolution (Clav) Complies with Specification Not Tested
PacreopeHne CoOTBEeTCTBYET CEIHGHKALHAN HE TECTHpOBANCA
(KNaBYIAHOBOH KHCIIOTBI)
Presence and integrity of film Complies with Specification Passes test
coat
Hanuaue B HENOCTHOCTE COOTBETCTBYET CrIeIUHKAAH [IpoXOIuT TECT

e HOYHOH 000N04KH



Product: Augmentin®

IIpomykKT: Ayruenta®

Type: Coated Tablet

Tum TabIeTKH, OKPLITHIE INIEHOYHOH
obonouxo#

JlosupoBKa: 11 (875 mMr/125 M)

Dose: 1 g2(875 mg /125 mg)

Presentation: OBPx 14

Kon-so Bym.: OBPx 14

Identity: 858136

W nesTHYHOCTE: 858136

ERH Maximum 10.0%

PasHoBecHas OTHOCHTENBHAR
BIAXKHOCTE

Amoxicillin Content

KoIpuecTBeHHOE OfpeeNcHAS
AMOKCHIWLTHHA

Clavulanic Acid Content

KoanyecTseHHOE OTIpEie/ICHHe
KN4BYJIAHOBOH KHCIIOTBL

He 6onee 10,0%

231 mg to 919 mg per average
tablet, calculated as Amoxicillin
free acid (93-105% of declared)

OT 831 oo 919 mr B TabneTke
(o195 Ao 105 % OT 33aRBNEHHOIO
copepanua)

119 mg to 131 mg per average

tablet, calculated as Clavulanic
Acid (95-105% of declared)

OT 119 po 131 mr g Tabnetke (o7
95 Ao 105 % OT 3aABAEHHOIO
CoaepaHua)

Amoxicillin Related Substances (HPLC)
PocCTBeHHbIe NpHMecH amokcuinangHa (B3XKX)

Amoxicillin Dimer (Ph.Eur.J)

Amoxcumpunusa mvep (Esp.®.,

npuMecs J)
a-Amoxicillin penicilloic acid
(Ph.Eur. D)

C-aMOKCHIUIHE NeHHIUTOHHAN

kucnora (Eep.®., npumecs D)
B-Amoxicillin penicilloic acid
(Ph.Eur. D)

B-aMOKCHIHILITHE NERHIMITTOHHAS

kncaota (Esp.d., nprvecs D)

Penicilloic Acid Isomer 1 (Ph.Eur.

E)

Hzomep 1 neHHWLTOHHOH KHCIOTEL

(Esp.®., mpamecsh E)

Penicilloic Acid Isomer 2 (Ph.Eur.

E)

H3omep 2 neHHnnoHHOR KHCIOTH

(Esp.®., npumecs E)
Diketopiperazine (Ph.Eur. C)
TNukeromanepasuH (Esp.®.,
npmeck C)

Less, Equalto 1,2 %
He 6onee 1,2 %

Less, Equal to 1.0%
He 6onee 1,0%
Less, Equal to 1.0%
He Gonee 1,0%
Less, Equalto 1.0%
He Gonee 1,0%
Less, Equal to 1.0%
He 6onee 1,0%

Less, Equal to 1.0%
He 6onee 1,0%

Ne: 68089

Supplied to: Russia
[Toctasnexo: B PoccHIO
KomiagecTro

Quantity: 14192 packs
Kon-so: 14192 ym.

Seller’s Ref.: 57082840
Ne mponaema: 57082840

57%
5.7 %

867 mg

867 mr

126 mg

126 Mr

0.6%
0,6 %

0.1%
0,1%
0.0%
0,0 %
0.0%
0,0 %
0.0%
0,0 %

0.1%
0,1%



Product: Augmentin®
TIponyKT: AyrvesTaR®
Type: Coated Tablet
Tum: TabeTKH, NOKPLITHE IUIEHOTHOH
0Gon04KOR
JlozupoBka: 11 (875 Mr/123 mr)
Dose: 1 g (875 mg /125 mg)
Presentation: OBPx 14
Kon-Bo BYyH .. OBP x 14
Identity: 858136
W aeHTHIHOCTS! 858136
Any other identified impurity Less, Equal to 1.0%
Thobas apyras He Goxee 1,0%
HIeHTHPUIHPORAHHAA NPHMECH
Any other unidentified impurity Less, Equal t0 0.3 %
JhoBas opyras He Gomee 0,3 %
peueHTH(QHIMPOBAHHA IPHMECD
Total Amoxicillin Related Less, Equal to 3 %
Substances
CyMMa POICTBEHHBIX IIpHMECEH He Gonee 3 %
AMOKCHLIULTHHA
Clavulanic Acid Impurities 2.5% w/w maximum with
(Clavulanate Polymer) respect to the labelled
Clavulanic Acid content
PoacreeHHbIe MPAMECH He Gonee 2,5 % m/m oT
KNARYNAHOBOH KHCIIOTH 3aaBIEHHOTO COAEPKaHUA
(TonMMep KIaBYIAHATE) KNaBY/aHOBOM KUCAOTBI.
Identification of Titanium Complies with Specification

TloanMHHOCTS THTAHA JHOKCHIA

Microbial Contamination
MuxpoSuonorgueckas YHCToTa

Manufacturer; SmithKline Beecham Lid
Site Address; Clarendon Road, Worthing,

| hereby certify that the information in this certificate i
been manufactured, including packaging/labelling and quality
compliance with the GMP requirements
Marketing Authorisation of the final desti
Medicinal Products. The batch processing,

found to be in compliance with GMP.

Hacrosiumm 5 NOATEEPXAZI0, YTO MHOPMALMA, NpeacTa
[OCTOBEPHOR U TouHOR. [lanHas cepus NpoaykTa Bbina Npou3BeAeHa, BKYan onepa
MapKMpOBKE M KOHTPONb KavecTea, Ha BLILLEYNOMAHYTOR NPOWIBOACTBEHHOW NNOWaaKke B MonHOM
MecTHbiMu GMP # TpeBosanusamu cneumdukalisn pericTpaLinoHHor
YAOCTOBEPEHWA CTPatbl HA3HAYEHMRA UNn crieunhuKaLmi ANs MCCneayemslX NexapcTeeHHLIX npenaparos.
3anucu, OTHOCALLUMECS K MPOMSBOACTBEHHOMY npoueccy, yna

cooTBETCTBMM C TpeboBaHMAMM

of the local Regulatory

COOTBETCTBYET CrieltHpHKAIIH

Complies with Specification
COOTBETCTBYET CIeIHpHKaLIH

Ne: 68089
Supplied to: Russia
[locrasneno: 8 Poccwio

KomagecTeo
Quantity: 14192 packs
Kox-so: 14192 yn.

Seller’s Ref.: 57082840
Ne mpopasua: 57082840

02%
02 %

0.1%
0,1 %

1%

1%

0.6 %

0,6 %

Not Tested
He TecTupoBaics

Not Tested
He Tecraposanci

West Sussex, BN14 8QH, United Kingdom.
MpowasoguTens. CrntKnsans Budem Nlumunteg

Anpec: Knapetxzos Poya, Bopeu, Aanapnsii Cyccekc, BN14 8QH, BenukoSpuranus

npoBepeHst ¥ COOTBETCTBYIOT Tpebosanusm GMP.

Date: 30 October 2018
Hara: 30 oxrabpe 2018

Signed:
[Togmuce

s authentic and accurate. This batch of product has
control at the above mentioned site in full
Authority and with the specifications in the
nation country or product specification file for Investigational
packaging and analysis records were reviewed and

BrieHHas B AaHHOM cepruthukaTte, SBNAETCH

KOBKE W TecTuposaHwio cepuy, Beinm
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