JEKJIAPAITUA O COOTBETCTBUUA

JEKJTAPAHT, IPUHUMAIOIAA AEKJIAPALIMIO O COOTBETCTBUU

AQ "TnaxcoCmumKnaiin Tpeiiounz"

Ceedenun o pezucmpayuu opzanusayuu: Meacpaiionnas uncnexyua Pedepanvioii Hanoz06odi ciyicbor Ne 46 no
2. Mocxkee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aodpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, xopnyc 4, smaoe 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuwiii dupexmop Buwnuyruii JI.A.

Hosepennoe nuyo: Kysueyos A.A., dosepennocmy 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UYTO

nexapcmeeHHoe cpedcmeo. Ayemenmus, madnemxu HOKpuimsie naeHouHot obonoyukoti 875 mz + 125 m2 7 wm.,
YRaKoexu ayetikoevie Konmypreie (1), naxemuxu us anomMuHuesol orveu AaMunuposanmvie (2), naiku
kapmonnvie, PY Ne I N015030/02 om 24.09.2008 (dama zamenst 03.05.2018) emdano 340
"I'nakcoCyumKnaiin Tpeiiduna", cepusn 857981, napmusn 14245 ynaxoeox, 200en 0o 30.08.2020, npouseodcmea
CyumKnsiin Buvem Jlusiumed, Beauxobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom, koo OKITJ2 21.20.10.191, koo TH B3J] 3004100008,
Hucmpubvromop. coanawernue 6/ om 01.01.2013, unsoiic Ne 4205237184 om 07.11.2018

COOTBETCTBYET TPEBOBAHUSIM
II N015030/02-030518 uzm. Ne 1

HAEKJIAPATIUSI ITPHHSITA HA OCHOBAHHH
npomoxon uchetmanuii Ne 7566m om 12.12.2018 HII 000 HI] "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuram POCC GB.®MO8.C29848 om 13.12.2018

,I(ATA IIPI/IHHTI/UI JAEKJAPAITNH 19.12.2018
PA };[EﬁCTBI/ITEJIbHA HO 30.08.2020
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OPTAH 11O CEPTU®HUKAILIMH, SAPETUCTPUPOBABIIUI JIEKJIAPALIUIO

RA.RU.11®M08 OPTAH 110 CEPTH®HKAIJHH [TPOJVKI[HH OBII[ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxkea, yn. Macmepxkosa, 0. 4, am. 3, nom. 1, kom. 1, adpec opeana no
cepmucgpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxkoga, 0. 4, am. 5., men.:(495)788-02-88, set-
caim: oyxkx.pe.

JEKJTAPALIHS O COOTBETCTBHM 3APEI'MCTPHPOBAHA A2 POCC RU J-GB.@M08.4.10904/18

«Orpycich Y- 4 Tlunenko U.B.
By Pyxosomzens OC
Kay - MOAITHCE YKOBOJIMTEb




GlaxoSmithKline

Supplied to: Russia
TlocrasneHo: B Poccuio

Quantity: 14245 packs
Kon-go: 14245 yn,
Seller’s Ref.: 57082840
Ne npopasua: 57082840

Approved by: Mary Beth Erskine-Grout

Onobpeno: Mary Beth Erskine-Grout

RESULTS

PesynsTarsl

Passes Test

CERTIFICATE OF ANALYSIS
Ceprudmkar ananusa
Product: Augmentin®
[pomykT: Ayrmentin® Ne: 68085
Type: Coated Tablet
Tun: TabJeTKH, TOKPHITHIE MUIEHOUHOM
obomoaxoit
Jo3upoBka: 1 r (875 mr/125 wmr) Komectso
Dose: 1 g (875 mg /125 mg)
Presentation: OBP x 14
Koa-so Byn .. OBP x 14
Identity: 857981
HIeHTHIHOCTD: 857981
Manf Date: 30-08-2018
JlaTa H3TOTOBIEHHS! 30-08-2018
Expiry Date: 30-08-2020 Qualified Person
CpOK roJIHOCTH [10: 30-08-2020 Y TIOTHOMOUEHHOE JILIO
TESTS LIMITS
IoxaszaTenu Hopnnl
Description Complies with Specification
Omicanue

Identification A (HPLC or Fast LC)

COOTBETCTBYET CHCLH(UKALIHA

Complies with Specification

Momnunnocte A (BDXKX unu Geictpas JX) cootsercryer cneuudukaruy

Identification B (TLC or IR or NIR)

Complies with Specification

[Mopaunsocts B (TCX wnu UK unu BUK)  cootsercTByet crenH(uKkaumy

Uniformity of Weight
OnHOPOAHOCTE MACChl

Disintegration time
Pacnanaemocthb

Dissolution (Amox)
Pacteopenue
(aMOKCHIMJLJIHHA)
Dissolution (Clav)
Pacrsopenne

(KJIaBYJIAHOBO KMCIOTEL)
Presence and integrity of film
coat

Hanuuue ¥ 1eIocTHOCTE
ieHOHOH 060NouKH

Complies with Specification
COOTBETCTBYET CHeLHpHKalMK

Maximum 30 min
He Gonee 30 MuH

Complies with Specification
CootseTcTByeT ClienHpUKaLun

Complies with Specification
CoorsercrByeT ClielMpHKALEH

Complies with Specification

CootsercTBYET CcnieuudnKanuu

MPOXOJHT TECT

Passes Test
NPOXOINT TECT

Passes Test
npoxoauT TeCT

Passes Test
MPOXOAHT TECT

15 mins
15 MuH

Not Tested
He TecTHpOBAICH

Not Tested
HE TECTHPOBANCA

Passes test

[Ipoxoaut T6CT



Product: Augmentin®

Tpomyxr: AyrmesTH®

Type: Coated Tablet

T TabeTky, MOKPHITHIE TUIEHOUHOH
obonoykoi

Jlosupoeka: 1 r (875 mr/125 mr)

Dose: 1 g (875 mg /125 mg)

Presentation: OBP x 14

Kos-Bo Byn .t OBPx 14

Identity: 857981

HenTHyHOCTS: 857981

ERH Maximum 10.0%

PasHoBecHast OTHOCHTEINBHAS
BJIQ’KHOCTDb

Amoxicillin Content

KonuyecTBeHHOE Onpe/ieNieHHe
AMOKCHLM/LIMHA

Clavulanic Acid Content

KonuuecTeeHHOE ONpejie/ieHue
K/1aBYJIAHOBOH KHCIOTHI

He Gonee 10,0%

831 mg to 919 mg per average
tablet, calculated as Amoxicillin
free acid (95-105% of declared)

07831 go 919 mr B Tabnertre
(o795 no 105 % oT 3aABNEHHOTO
COAepPKanma)

119 mg to 131 mg per average
tablet, calculated as Clavulanic
Acid (95-105% of declared)

Ot 119 go 131 mr 8 Tabnetke (o1
95 g0 105 % OT 3aABNEHHOrO
copepmanns)

Amoxicillin Related Substances (HPLC)
Poncreennsie npuMecH amokeHnta (B2XKX)

Amoxicillin Dimer (Ph.Eur.J)

Amoxcupwiinaa aumep (Esp.@.,

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

U-aMOKCHLWIIHA NEHHLIUIOHHas

kucnora (Esp.d., npumecs D)
B-Amoxicillin penicilloic acid
(Ph.Eur. D)

B-aMOKCHIMINHH NEHULAIUIOHAs

kucnora (Esp.®D., npumecs D)

Penicilloic Acid Isomer | (Ph.Eur.

E)

H3zomep 1 nermnnoligoil KHCAOTH

(Esp.®., npumecs E)

Penicilloic Acid Isomer 2 (Ph.Eur.

E)

Hzomep 2 neHmuIoHHOoIl KMCIOTEl

(Esp.®., npumecs E)
Diketopiperazine (Ph.Eur. C)
Jukeronunepasus (Esp.®.,
npumecsk C)

Less, Equal to 1,2 %
He Gonee 1,2 %

Less, Equal to 1.0%
He Gonee 1,0%
Less, Equal to 1.0%
He Gonee 1,0%
Less, Equal to 1.0%
He Gonee 1,0%
Less, Equal to 1.0%
He Gonee 1,0%

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

Ne: 68085

Supplied to: Russia
Iocrasneno: B Poccumio
KonugecTro

Quantity: 14245packs
Kon-po: 14245 ym.

Seller’s Ref.: 57082840
Ne npopaeua: 57082840

6.0 %
6,0 %

874 mg

874 mr

128 mg

128 mr

0.6 %
0,6 %

02%
0,2%
0.0%
0,0%
0.0 %
0,0 %
0.0%
0,0 %

0.1%
0,1 %



Product: Augmentin®
Iponxykr: AyrmesTan® No: 68085
Type: Coated Tablet Supplied to: Russia
Tum: TabNneTKH, MOKPHITHE IIeHOYHOH ITocraeneno: & Poccmo
oGonoukoi

Joznposka: 1 r (875 mr/125 mr) KonnuecTso
Dose: 1 g (875 mg /125 mg) Quantity: 14245 packs
Presentation: OBP x 14 Kon-po: 14245 yr.
Konm-go Byn . OBPx 14 Seller’s Ref.: 57082840
Identity: 857981 Ne nponasua: 57082840
HnenTuuHOCTS: 857981

Any other identified impurity Less, Equal to 1.0% 02%

Jliobas mpyras He Gonee 1,0% 0,2 %

HISHTHQHIMPOBAHHAs NMPUMECEH

Any other unidentified impurity Less, Equal to 0.3 % 0.1%

JhioBas ppyras He Gonee 0,3 % 0,1 %

HeHIEHTH(QHIMPOBAHHAN NPHMECH

Total Amoxicillin Related Less, Equal to 3 % 1%

Substances

CyMMa pOJICTBEHHBIX. ITpUMecei He Gonee 3 % 1%

aMOKCHLUHILTHHA
Clavulanic Acid Impurities 2.5% w/w maximum with 0.5%
(Clavulanate Polymer) respect to the labelled

Clavulanic Acid content

PoucreeHHbIE IPUMECH He 6onee 2,5 % m/m ot 0,5%
KJIABYIIAHOBOM KHCITOTEI 3aABNEHHOro CoAepHaHua
(momumep KiaBynaHaTa) KAaBYAAHOBOM KUCNOTSI.
Identification of Titanium Complies with Specification Not Tested
TToAIMHAOCTE THTAHA AMOKCHAA  COOTBETCTRYET crienudukaiin He Tecruposaics
Microbial Contamination Complies with Specification Not Tested
Mukpobuonorndeckas YHCTOTA  COOTBETCTBYET CHeLH(UKaLin He Tectuposancs

Manufacturer; SmithKline Beecham Ltd

Site Address; Clarendon Road, Worthing, West Sussex, BN14 8QH, United Kingdom.
Mpouseogutens: CmutKnsail Buvem Numutes

Anpec: KnapengoHn Poya, Bopeu, 3anagHbiii Cycceke, BN14 8QH, Benukobputanus

| hereby cerlify 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.

Hacroswmm s noateepxaar, 4to uxdopmauus, npeactasnedHas B AaHHOM cepTudpukare, aBnseTCs
[OCTOBEPHON U ToyHow. [daHHan cepus npoaykta Geina npoussefeHa, BiioYasn onepauuu no ynakoske /
MapKMpPOBKE M KOHTPOSb Ka4ecTBa, Ha BLILEYNOMAHYTOM NPOWSBOACTBEHHOW MNOWAAKE B MOMHOM
cooTeeTcTeUM ¢ TpeboBaHusMM MecTHeiMM GMP u TpeGoBaHuamu cneuudukauun perdcTpauvorHoro
YAOCTOBEPEHUA CTPaHBI HA3HAYeHUA UK cneuudukaumny Ans uccneayemblx NexkapcTeeHHbIX Npenaparoe.
3anucy, OTHOCALMECR K NPOWIBOACTBEHHOMY MpOLECCYy, YNaKkoBKe W TecTupoBaHuio cepiy, Obiin
nposepeHbl U cooTBeTCTBYIOT TpeGoeanuam GMP.

Date: 30 October 2018
JHara: 30 oxta6ps 2018

Signed:
[Mopnuck




