AEKJIAPAIIASI O COOTBETCTBUHA

AEKJIAPAHT, TPHHUMAROUIANA JEKJIAPALTAIO O COOTBETCTBUI

AO "ThaxcoCyumKnsiin Tpetiounz"

Ceedenua o pezucmpayuu opeanusayuu.: Meacpationnan uncnexyusn @edepansoii HanE2060U cayuchiol No 46 no
2. Mocxee 01.01.2008, OF'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunepadcxuii npocnexm, 0. 374, xopnye 4, smaoic 3, nos. XV, komuama 1.
Teneghon.:8(495)777-89-00.

B nuye: I'enepanvhviii dupexmop ybanckuit Onez

Hosepennoe nuyo. Kysneyos A.A., dosepennocms 18-09.08.2019 om 09.08.2019 2

3ASABJISIET, UTO

AEKAPCMBEHHOE Cpedcmeo: Ay2vmeHmun, matiemxu nOKpeimbie nieroyrol o6orouxoii 250 mz/125 mz 10 wm.,
ynaroexu avetixogeie koHmypHuie (1), nakemuxu u3 anoMunueso gonvau Aasunuposaumsie (2), nauxu
kapmonnvie, PY Ne IT NO15030/05 om 24.09.2008 (0ama zamenw: 31.08.201 8) avioano 340
"ThaxcoCymumKnsiin Tpetiounz", cepus 7X8E, napmus 22320 ynaxoeox, 200ex do 01.06.2021, npouseodcmed
CyumKnziin Bunem Jumumed, Benuxobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom, ko0 OKIIJ2 21.20.10.191, kod TH B3] 3004100008,
Hucmpubbiomop. coanauenue 6/n om 01.01.2013, uneoiic Ne 4205284461 on 28.08.2019

COOTBETCTBYET TPEBOBAHU SIM

ITNO15030/05-310818

JAEKJIAPAITUS TIPHHSATA HA OCHOBAHUU

npomoxo uchvimanuii Ne 5300xm om 13.09.2019 HJT OO0 HI] "PAPMOFLOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmucpuxam POCC GB. OMO8.C48365 om 16.09.2019

HCTBUTEJLHA RO 01,06.2021

¥

./;‘@ ,,w""
: §§ / KysHeuos A.A.
V4 { moanuCh O.1.0

7]
CBEJIEHMSI O PETHCTPAIIUH

OPT'AH IIO CEPTH®UKAIIUH, 3APETHCTPHPOBABIIHIA JEKJIAPALIUIO

RA.RU. 11 PMO8 OPTAH 1O CEPTHPHKAIIHH IPOAYKIIHH OBIECTBO C OFPAHHYEHHOMN
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockaa, yr. Macmepxkosa, 0. 4, am. 5, nom. I, xom. I, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., men. :(495)788-02-88, se6-
catim: oyrx.pep.

JEKJIAPAITHSA O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU A-GB.DM(18.4.36687/19
JATA PETHCTPAIIAH /9.09.2019 STy

MIT,
Hupenxo U.B.
MOATTHCE Pykosomutens OC

opaan no
cepmigraguu




GlaxoSmithKline

CERTIFICATE OF ANALYSIS
CeprndEKaT anaansa
Product: Augmentin®
TIpomykT: Ayrmentan®
Type: FILM COATED TABLET MNe 71141
Tun: Ta0NETKH, DOKPEITLIE NNEROYHOH obonodkoit  Supplied to: Russia
Josuposka: 375 mr (250 mr+125 mr) [Mocrasneso: 8 Poccmo
Dose: 375 mg (250 mg+125 mg) Quantity: 22320 packs
Presentation: OBPx20 Koa-po: 22320 yn.
Kon-go B ym.: OBP x 20
Identity: TX8E
HaenTuasooTs: 7X8E
Manf Date: 01-06-2019 Approved by: Mary Beth Erskine-Grout
Jlata n3roToBneHus: 01-06-2019 OnoGpeno: Mary Beth Erskine-Grout
Expiry Date; 01-06-2021 Qualified Person
CpoOK rofHOCTH J0: 01-06-2021 Y onHOMO4EHHOE JHLO
TESTS LIMITS RESULTS
Toxasarensn Hopmsi PesynpTaTul
Description Complies with Specification Passes Test
Onncanne COOTBETCTBYET CTELUDHKALMY TPOXOIHT TECT
Identification A (HPLC) Complies with Specification Passes Test
MopmurrocTs (BIXX) CootsercTryeT cneuuHKay TPOXORHMT TECT
Identification B (TLC or IR or NIR) Complies with Specification Passes Test
HMopmmrocts (TCX unu UK unu BUK) CootserctByeT cneuuGHKAIMH  TIPOXOJMT TECT
Uniformity of Weight? Complies with the requirements  Passes Test
of the Ph.Eur,
OIHOPOIHOCTH MACCH CootserctByet TpefoBaHmAM OPOXOAMT TECT
Esp.®.
Disintegration time NMT 20 mins 20 mins
Pacnamaemocts te Gonee 20 MuH 20 mun
Dissolution® {Amox) Complies with Specification Passes test
Pacrsopenue’ (aMOKCHUIALINHA) CooTeeTcTBYET CIelMUKAUMH  NPOXOLHMT TECT

Dissolution® (Clav)
Pactsopenue’ (KnapynaHoBoH KHCAOTHI)

Film Coat Integrity
Hamiraye | NeNOCTHOCTE IEHOYHOMH
oGonoYKH

ERH?
PaBHOBeCHAsA OTHOCHTENLAAL
BIIAXHOCTH?

Complies with Specification
CooTsercTryeT cnetHdHKaLHn

Complies with Specification

COOTBETCTBYET NG HKATHH

10% maximum
He Gonee 10 %

Passes test
TPOXOJMT TeCT

Passes Test

OPOXORUT TECT

4%
4 %




CERTIFICATE OF ANALYSIS
Cepruduxar agagmnza

Product: Augmentin®
[ponyxr: AyrmenTun®
Type: FILM COATED TABLET No 71141
Tam: tabneTky, nokpeiThe WiEHoUHOM o0onouxoit  Supplied to: Russia
Jozuposka: 375 mr (250 Mr+125 mr) [Mocrapneno: 8 Poccuio
Dose: 375 mg (250 mg+125 mg) Quantity: 22320 packs
Presentation: OBP x 20 Kon-so: 22320 yn.
Kon-go B ym.: OBP x 20
Identity: TX8E
HneHTyMHOCTS! 7X8E
Manf Date: 01-06-2019 Approved by: Mary Beth Erskine-Grout
JIaTa U3roTOBNEHHAA: 01-06-2019 Ono6peso: Mary Beth Erskine-Grout
Expiry Date: 01-06-2021 Qualified Person
Cpox roAHOCTH 10! 01-06-2021 VnonHoMovueHHOS THLO
Amoxicillin Content 2380 to 2630 mg 249 mg
KonuuecTeeHHoe onpepeneHue ot 238,0 no 263,0 Mr 249
aMOKCHIWILIHHA
Clavulanate Content 119.0 to 1310 mg 125 mg
Komauecreenroe onpenenenue Kiasynagopoit kucnot ot 119,0 1o 131,0 mr 125 mr
Amoxicillin Related Substances (HPLC)
Poncreensnie npuMecy aMokcHmmnEa (BOXX)
Amoxicillin Dimer (Ph.Eur.J) Less, Equalto 1,2 0.6 %
%
AMOKCHUMLIMHA [HMED He Gonee 1,2 % 0,6 %
(Eep.®., npumecs I)
a-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.1%
(Ph.Eur. D)
0-EMOKCHIIHITHH DeHHLHIIOHHaA He Gonee 1,0% 0,1 %
xicnora (Esp.d., npumece D)
B-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.0%
(Ph.Eur. D)
B-aMOKCHINUILINE DeHHIMILIOHHAL He Gonee 1,0% 0,0 %
kucrnorta (Esp.@., npumecs D)
Penicilloic Acid Isomer 1 (Ph.Eur. Less, Equal to 1.0% 0.0%
E)
Haomep | neHuwmnoHHOR KHCAOTEL He Gonee 1,0% 0,0%
(Esp.®., npumecs E)
Penicilloic Acid Isomer 2 (Ph.Eur. Less, Equal to 1.0% 0.1 %
E)
Haomep 2 neHRINOMHOM KHCITOTE He Gonee 1,0% 0,1 %
(Esp.®., npumecs E)
Diketopiperazine (Ph.Eur. C) Less, Equal to 1.0% 0.1 %
Juxetommmepazun (Eep.P., He Gonee 1,0% 0,1 %
opuMecs C)
Any other identified impurity Less, Equal to 1.0% 0.2%
Jrobas mpyras He Gonee 1,0% 0,2 %

HAEHTHOWUHPOBAHHAT IPUMECE
Any other unidentified impurity
JlioGax apyras
HeUAeHTHOHLIHPOBAHHAR IPUMECE
Total Amoxicillin Related
Substances

CymMa pOACTBEHHBIX NpAMeceH
AMOKCHIIHILIITHHE

Less, Equal to 0.3 %
He Gonee 0,3 %

Less, Equalto 3 %

He Gonee 3 %

¥ GlaxoSmithKline



CERTIFICATE OF ANALYSIS B GlaxoSmithKline

Cepruduxar ananusa

Product: Augmentin®

IpomykT: AyrvenTas®

Type: FILM COATED TABLET Ne 71141

T TabneTky, NOKpiThie mwiéHourolt ofonoukoli  Supplied to: Russia

Hoznposka: 375 mr (250 mMr+125 Mr) [loctasnexo: 8 Poccwio

Dose: 375 mg (250 mg+125 mg) Quantity: 22320 packs
resentation: OBP x 20 Kon-so: 22320 yn.

Kon-80 B ym.: OBP x 20

Identity: 7X8E

HaearwaHocTs: 7X8E

Manf Date: 01-06-2019 Approved by: Mary Beth Erskine-Grout

[lata B3rOTOBNEHHA: 01-06-2019 OnoGpeno: Mary Beth Erskine-Grout

Expiry Date: 01-06-2021 Qualified Person

Cpok rogHoCTH A0: 01-06-2021 YV noaHoMO9EeHHOE U0

Clavulanate Polymer Less, Equal to 2.5 % 04 %

PoncTeennble npiMecu
KIaBynaHOBOH KHCIOTE

(romumMep KNaBYNAHATA) He Gonee 2,5 % 0,4 %
Identification of Titanium dioxide* Complies with Specification Not Tested Z
TIoAAMHHEOCTS TUTARA AHOKCHaa COOTBETCTBYET CHCHH(HKALIAK He Tectuposanca :
Microbial Contamination® Complies with Specification Not Tested
Miuxpo6Honorugeckas 4ucToTa’ COOTBETCTRYET CnenuhuKa iy He Tectuposanca

Notes

1. Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR.
Tablet dimensions are not measured at release.

2. Result may be taken from in-process control test.

3. Performed on 1 batch in 20.

4. Performed once a year at release, which may be the annual GMP stability batch, complies if tested.

5. Performed on 1 batch in 50.

MNpumeyatne:

1. Pasmepsl TaGnerok onpegensiorca nosepedHbim B8 BMR  ycrpodicteom, ucnonb3yembim B
TafnetuposoyHomM npecce. MMpoBepka pasmepa TalneTok He OCYWECTBNAETCA B paMKax Bbinycka
npogyxTa.

2. MoryT 6bITb MCMONL30BaHL! PE3YNbTaTk, NONYYeHHbIe B NPOLIECCe NPOM3B0ACTEa.

3. MNposogutca Ha 1 cepun na 20.

4. MNposoaWTCS OAMH P&3 B FOA NPY BbINYCKE CepuK, KoTopas moxeT ObiTe NpeaHasHayeHa Ana ulydeHus
crabuneHocTy B pamkax GMP,

5. Mposoautca Ha 1 cepun us 50,

Manufacturer; SmithiKline Beecham Limited Site Address; Clarendon Road, Worthing, West Sussex, BN14

8QH, United Kingdom. Npoussoaurens: Cyvutknsiin Buuem Nlumuren

Appec: Knspergows Poya, Bopeun, 3anagHeii Cyccexe, BN14 8QH, BenukoBpuranus

| hereby certify that the information in this certificate is authentic and accurate. This batch of product has

been manufactured, including packaging/labelling and quality control at the above 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 AT ey,

Medicinal Products. The batch processing, packaging and analysis records were reviewed and ¢ VIl

found to be in compliance with GMP.

HacToslyuM s NOSTBEPXAAI0, HYTO MH(OPMaLWA, NPEACTaBNEHHAA B [aHHOM cepTudukare, sBns

[oCTOBEpHO# W TouHOR. [lanHas cepus npopykTa Obina npovsseneHa, BRINICYAA onepauun no ynaxkoekey ~ / &

MapKMpOBKE W KOHTPONb Ka4eCcTBa, Ha BbilIEYNOMAHYTOA NPOMABOACTBEHHON NNOWaaKe B MOMHOM .

cooTeeTcTeMM ¢ TpeBoBaHuaMKM MecTHeiMu GMP n tpefosanuamu cneundukaumm pericTpauuoHHom — |

YAOCTOBEPEHUA CTPAHBI HASHAUEHWS UM CIeLMUKALIN ANA MCCTIESYEMbIX NIEKapPCTBEHHbIX NpenapaTos,

3anncK, OTHOCRIMECH K NPOU3BOACTBEHHOMY MPOUECCY, YNEKOBKE ¥ TECTUPOBaHWio cepuu, Obin ‘
npoeepeHsi 1 cooTaeTcTayioT TpeGosanuam GMP,

Date: 20 August 2019 Signed:
Hara: 20 asrycr 2019 IMoanuce




