AEKJIAPALIUSI O COOTBETCTBUUA

AEKJIAPAHT, TPUHUMAIOIIMI JEKJIAPAIIMIO O COOTBETCTBUM
AO "ThraxcoCyumKatin Tpetidune"

Ceedenusn o pecucmpayuu opeanuzayuu: Meacpationnan uncnexyus Dedepanvroil Hano2060i cayochns Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OTPH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, xopnye 4, smavic 3, nom. XV, komuama 1.
Teneqpon:8(495)777-89-00.

B nuye: I'enepanvuorti dupexmop Jyéanckuii Onez

Hosepennoe mujo: Kysueyoe A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

SAABJSIET, UTO

Aexapcmeenroe cpedcmeo: Ayzmenmun, mabnemiu nokpuimsie nieHounoli obonouxoi 250 ma/125 sz 10 utm.,
ynarosxu suetixogvie konmypnwie (1), naxemuxu us anomunuesoil gorvau Aamunuposantvie (2), nayxu
kapmonneie, PY Ne IT NO15030/05 om 24.09.2008 (dama samens 31.08.2018 ) eidano 340
"IhaxcoCmumKnaiiu Tpeiiounz", cepus 868805, napmus 21295 ynakogok, 2o0den 0o 23.01.2021, npoussodcmea
CarumKnsiin Buvem Jlumumeo, Benuxobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom, xod OKIT/J2 21.20.10.191, koo TH B3] 3004100008,
Hucmpubviomop. coanawenue 6/n om 01,01.2013, unsotic Ne 4205263990 om 24.04.2019

COOTBETCTBYET TPEGOBAHHSIM
11 NO15030/05-310818

AEKJIAPAIIUA ITPHHSATA HA OCHOBAHHUHT
npomoxon uchbimanui Ne 2548v om 16.05,2019 HII OO0 HI] "PAPMOBEOPOHA". ammecmam
axxpeoumayuu POCC RU.0001.21®DJI40, Cepmucpuxam POCC GB.PMO8.C40109 om 16.05.2019

JATA IIPHI’IHT WS JEKJIAPALIMH 17.05.2019
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e CBEJIEHUS O PETHCTPAIINHA

OPT'AH 110 CEPTHOUKALIUH, BAPETUCTPUPOBABIIHI IEKJIAPAITIO

RA.RU.1I®MO8 OPTAH 110 CEPTHOHKALJHH ITPOJIYVKIIHH OFIJECTBO C OIPAHHYEHHOH

OTBETCTBEHHOCTbIO "OKPY)KHOH I[EHTP KOHTPOJIS KAYECTRA"

adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmepiosa, 9. 4, am. 5, nom. I, kom. 1, adpec opaana no

cepmudpuayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ae6-

catim: oyrk.pa.

AEKJIAPAIIHST O COOTBETCTBUH 3APETMCTPHPOBAHA N POCC RU JI-GB. ®M08.A.24294/19
(PATITMH 17.05.2019
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GlaxoSmithKline

CERTIFICATE OF ANALYSIS
Cepruduxar anaanza

Product: Augmentin®
[poxyxr: Ayrmentun®
Type: FILM COATED TABLET Ne 70815
Tum: Tab/IeTKH, MOKPLIThIE IWIEHOYHO 0GomOuKOH Supplied to: Russia
Josuposka: 375 mr (250 mr+125 mr) IMocrarneno: B Poccio
Dose: 375 mg (250 mg+125 mg) Quantity: 21295 packs
Presentation: OBP x 20 Kon-so: 21295 yn.
Kon-go B yn.: OBPx 20 Seller’s Ref.: 57085762
Identity: 868805 Ne nponagua: 57085762
HaenTHuHOCTE: 868803
Manf Date: 23-01-2019 Approved by: Nik Ball
Jara nsrotosnequs: 23-01-2019 Onobpeno: Nik Ball
Expiry Date: 23-01-2021 Qualified Person
Cpok roanocT# A0: 23-01-2021 YIOTHOMOUYEHHOS THIO

TESTS LIMITS RESULTS
[Moxazatean Hopmsi PesynbraTii
Description Complies with Specification Passes Test
Onucasue COOTBETCTBYET CHeUM(HKALHA  MPOXOINT TECT
Identification A (HPLC) Complies with Specification Passes Test
Moxmunocts (BIAX) CooTseTcTByeT cnermuKALMN  NPOXOAUT TECT
Identification B (TLC or IR or NIR) Complies with Specification Passes Test
[Moamursocts (TCX wan UK wiw BUK) CooteeTcTBYET CenMpHKAUMH [POXOAHT TECT
Uniformity of Weight® Complies with the requirements Passes Test

of the Ph.Eur.
OZHOPOTHOCTS MACCHI Cootsercieyer TpeSGOBAHMAM  NPOXOOMT TeCT
Esp.®.

Disintegration time NMT 20 mins 15 mins
Pacnazaemocts ue Gonee 20 vMun 15muH
Dissolution® (Amox) Complies with Specification Not Tested
PacTBoperne’ (aMOKCHILLIMHA) CooTsercTyeT cieuuduKalHY  HE TECTHPOBATCH
Dissolution® (Clav) Complies with Specification Not Tested
PacTBopenue’ (K1aBy1anoBoii kica0Tsl)  CoOTBETCTBYET Crienm(UKALLY  He TECTHPOBATICH
Film Coat Integrity Complies with Specification Passes Test
Hamimye M LefocTHOCTS ILTeHOTHOH COOTBETCTBYET CleUHUKALIME  (POXOLUT TECT
oBonouky
ERH? 10% maximum 42 %
PasHoBecHas oTHOCHTEBHAA ue Sonee 10 % 42%

BIAKHOCTS?




CERTIFICATE OF ANALYSIS ()

Cepruduxar anatnsa GlaxoSmithKline
Product: Augmentin®

NpoxyxT: AyrverTHE®

Type: FILM COATED TABLET Ne 70815

Tum: TabaeTKH, NOKPHITHIE IIEHOYHOH 000104K0H Supplied to: Russia
Hosuposka: 375 mr (250 Mr+125 mr) TTocrasneno: B Poccmo
Dose: 375 mg (250 mg+125 mg) Quantity: 21293 packs
Presentation: OBP x 20 Kon-po: 21295 ym.

Kon-so B ym.: OBPx 20 Seller’s Ref.: 57085762
Identity: 8688035 Ne npoaasua: 57085762
HaentianocTs: 868805

Manf Date: 23-01-2019 Approved by: Nik Ball

Jlata w3roToBNCHUA: 23-01-2019 Onobpeno: Nik Ball

Expiry Date: 23-01-2021 Qualified Person

CpoK roaHocTH 10: 23-01-2021 VnonnoMouerHOe THIO

Amoxicillin Content 2380 to 2630 mg 248 mg
KoaugecTseHHOe onpegeieHne oTr 238,0 1o 263,0 Mr 248 mr
aMOKCHLUULTHHA

Clavulanate Content 1190 tww 131.0 mg 123 mg

Konmiectrerroe onpenenenue Knasynanosoi kucnot o1 119,0 70 131.0Mr 123 mr

Amoxicillin Related Substances (HPLC)
Pozxcreennsie npuMeck aMoxcuurutaHa (BIWKX)

Amoxicillin Dimer (Ph.Eur.J) Less, Equal to 1,2 % 0.7%
AMOKCHIHILTHHA ABMED He Gonee 1,2 % 0,7 %
(E=p.&., npumecs J)
a-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.2%
{Ph.Eur. D)
C-AMOKCHIULTHH MeHNUpIIoiHAS He Oonee 1,0% 0,2%
xucnora (Esp.@., npimecs D)
B-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.1%
(Ph.Eur. D)
B-aMOKCHINMUITHE NEHALILTIONHA He Gozee 1,0% 0.1%
kuciota (Esp.@., npuvecs D)
Penicilloic Acid Isomer 1 (Ph.Eur. Less, Equal to 1.0% 0.0%
E)
Hsomep 1 neHmnoiHoi KHCIOTh He 6onee 1,0% 0,0 %
(Epp.®., npivecs E)
Penicilloic Acid Isomer 2 (Ph.Eur. Less, Equal to 1.0% 0.1 %
E)
Hzomep 2 neHnnI0iHOH KUCTOTH! He Sonee 1,0% 0,1%
(EBp.®., npumecs E)
Diketopiperazine (Ph.Eur. C) Less, Equal to 1.0% 0.1%
Juxeronunepasuu (Esp.®., He 6onee 1,0% 0,1%
apumece C)
Any other identified impurity Less, Equal to 1.0% 02%
Jloban gpyras He Sonee 1,0% 0,2%
uIeHTHOUIHMPOBAHHAN NPHMECH
Any other unidentified impurity Less, Equal to 0.3 % 0.1%
Jlxobas npyraga He Gonee 0,3 % 0.1%
HeuaeHTHOUUHPOBAHHAS IPHMECh
Total Amoxicillin Related Less, Equal to 3 % 2%
Substances
CyMma poncTBEHHBIX PAMECei He Goaee 3 % 2%
aMOKCHUMTTHHA




CERTIFICATE OF ANALYSIS
CeprudukaT anannza

. yom— GlaxoSmithKline
[TpomykT: AyrmenTun®

Type: FILM COATED TABLET Ne 70813

Tum: TabneTKH, NOKPBITHIE IEROYHON 060M0YKOTH Supplied to: Russia
Hozuposka: 375 Mr (250 Mr+125 mr) Hocrarneno: & Pocemo
Dose: 375 mg (250 mg+125 mg) Quantity: 21295 packs
Presentation: OBP x 20 Kon-go: 21295 yn.
Kon-so B ym.: OBPx 20 Seller’s Ref.: 57085762
Identity: 868803 No nponarua: 57085762
UnentaynocTs: 868805

Manf Date: 23-01-2019 Approved by: Nik Ball

Jlara warorosienus: 23-01-2019 Onofpeno: Nik Ball

Expiry Date: 23-01-2021 Qualified Person

Cpoxk rogsocTtu go0: 23-01-2021 VnonHOMO4eHHOE L0
Clavulanate Polymer Less, Equal to 2.5 % 0.8%
PoacTeedHsie nprMecu

KJIABYIaHOBOH KUCIOTHI

(nommmep K1aByiasara) He 6onee 2,5 % 0,8%
Identification of Titanium dioxide* Complies with Specification Not Tested
IoamuRrocTs THTAHA AMoKCHIA® COOTBETCTBYET crietu uKamum HE TECTHPOBANCH
Microbial Contamination® Complies with Specification Not Tested
Mukpobuonoriieckas 4ucTota®  COOTBETCTRYET CHEUHDURALMHA HE TeCTHpOBAICA

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.
Mpumevanue:

1. Pasmepwi Tabnetok onpedensioTcs noeepedHsiM B BMR YCTPOWCTBOM, WCMOMb3yEMbIM B
tabneTnposouHom npecce. lNposepka pasmepa TabneTok He OCYWECTBNASTCA B paMxkax Bhinycka
NpoayKTa.

2. MoryT BeiTk MCMOMB30BAHE PE3YNLTATLI, NONYYEHHLIE B NPoLeces npoussoacTea.

3. MNposoguTcs Ha 1 cepun ua 20.

4. MNpoBOANUTCS OAUH Pa3 B ro/, NPY BbIMYCKE CEPUM, KOTOPES MOXET BbiTs NpeaHasHaueHa LNS uayueHus
crabunbHocTu B pamkax GMP,

5. MNposoguTcs Ha 1 cepum 1z 50,

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

8QH, United Kingdom. Mpoussoaurens: CMutKnain Buyem Mumurten

Agpec: Knapengou Poya, Bopews, 3anagnsit Cyccexc, BN14 8QH, BenukoBputanus

| 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

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

found to be in compliance with GMP.

HacTosumm s noaTBEpKAa, Y4TO MHOPMAaLMA, NpescTasneHHas B AaHHOM cepTudukare, SBNSeTcH

AOCTOBEPHOW W TOYHOW. [laHHas cepus npoaykTa Obina npouaseseHa, BKNoYas onepauun no ynakosxe /

MApKUPOBKE W KOHTPONbL Ka4ecTBa, Ha BLILLEYNOMAHYTOR MPOUIBCACTEEHHON MNMOWAAKE B MONHOM

cooTBeTCTBUM C TpebosanusiMm mecTHeiMU GMP u TpeSosanusmu cneundukaumMmn perucTpauMoHHOTo

YAOCTOBEPEHUA CTPAHbI HASHAYEHNA UMY CIELMIMKALMM ANA NCCIIENYEMBIX NEKaPCTBEHHBIX NPENapaTos.

3anucK, OTHOCALMECH K NPOM3BOACTEEHHOMY npoueccy, ynakoBKe W TEeCTUPOBAHWIO cepun, Bbinu
nposepeHbl U COOTBETCTBYIOT TpebosaHuam GMP,

Date: 24 April 2019 Signed:
Hara: 24 anpeas 2019 Ioamics

A S




