AEKJIAPATIUA O COOTBETCTBUHA

AEKJIAPAHT, IPHHAMAIOLIAM AEKJIAPAIIMIO O COOTBETCTBHU

AO "ThaxcoCmumKnsiin Tpeiidunz"

Ceedenun o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyusl Qedeparvroii HaN020801 cayucher Ne 46 no
2. Mockase 01.01.2008, OT'PH 1027739011486, dama npuceoenun OF'PH 24.07.2002.

Aopec: 125167, 2. Mockaa, Jlenunzpadcxuil npocnexm, 0. 374, xopnye 4, amaoic 3, nom. XV, komuama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanorvii dupexmop Buwruyxuii [T A.

Hosepenrioe nuyo: Kysreyoe A.A., dosepennocmy 60-13.09.2018 om 13.09.2018 2.

3ASIBJSIET, UTO

nexapcmeennoe cpedcmgo: Ayamenmun CP, mabremu ¢ moduguyuposarmvir eviceobosicdeniien noxpuimbie
naenoynot obonouxoti 1000 mz+62.5 m2 2 wum., ynaxoexu sueiixoavie KoumypHoie (2), ynaxoexu ayeiikogsie
KXoHmypHeie cnaperHeie (7), navxu kapmonnwie, PY Ne JICP-001522/08 om 14.03.2008 (dama ogopmaenus
18.02.2010) urdano 340 "TnaxcoCrmumKnsiin Tpetidunz", cepus GF2A, napmusa 3299 ynarxoeox, zoden do
31.08.2020, npouseodcmea I'naxco Bannxom Mpodaxueen, Oparnyun, Glaxo Wellcome Production, Terras II,
Zone Industrielle de la Peyenniere, 53100 Mayenne, France, kod OKII[12 21.20.10.191, ko0 TH B3/
3004100008, Juempuboiomop. coenawenue 6/u om 01.01.2013, uneotic Ne 4205239844 om 22.11 2018

COOTBETCTBYET TPEBOBAHHAM
JICP-001522/08-140308 (HJ 42-14704-07 usm. MNe 1-5)

AEKJTAPAITHSI IPUHSTA HA OCHOBAHUH
npomokon ucnsimaruti Ne 7702y om 12.12.2018 HJT OO0 HI] "OAPMOFOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.®OM08.C29737 om 12.12.2018

JATA NIPUHSATHSA OEKJTAPAITAN 12.12.2018
: FIEUCTBUTEJBHA JIO 34.08,2020

Kysnenor A.A.

anﬁcs O.HU.0
~3

CBEJIEHUSI O PETUCTPAIIIA

OPTAH IO CEPTH®UKAITHH, 3APETHCTPHPOBABLI WA JEKJIAPAITHIO

RA.RU.11®MO8 OPI'AH ITO CEPTHOHKAIIHH ITPONVKITHH OFIECTBO C OTPAHUYEHHOH
OTBETCTBEHHOCTRKO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA"

adpec opeanuzatuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kont. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmepxoea, . 4, am. 5., men. :(495)788-02-88, eeb-
caiim: oykx.pg.

AERKJIAPAITMA O COOTBETCTBHU 3APETMCTPUPOBAHA M POCC RU JJ-FR. ®M08.A.10027/18
JATA PEEMCTPATIAA 12.12.2018

@/ Hunenxo U.B.

TOAIHCE Pykoropurens OC
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A

DATE OF ANALYSIS $15.11.2018 ANALYSIS N°; 1000204531
Hara ananusa: AHanus Ne: 1000204531
MANUFACTURING DATE: 27.09.2018 DESTINATION: RUSSIAN FED.
OATA U3roTOBNEHUA :27.09.2018 CrraHA: POCCHA
EXPIRY DATE :31.08.2020 QUANTITY: 3259.000
fopen go :31.08,2020 KONMUYECTBO : 3299.000
REF SPECIFICATION ' MA ITEM CODE: 5164140011

Koa npogyKra: 5164140011
PRODUCT NAME: AUGMENTIN SR TAB 7X4_ RUS BATCH N* :GF24A

MPOAYKT: AYTMEHTHH?® CP TABNETKY C MOAHDHLIMPOBAHILIM
NAEHOYHOW OBONOYHOM, 1000 MT+62,5 MI

CePra N2; BLICBOBOM{AERUEM, NOKPBITHIE

TEST SPECIFICATION
TecT CRELMPHKALMA
APPEARANCE A white capsule-shaped film coated tablet

debossed with AC 1000/62.5 on one side and
a bisect breakline on the other
Onucanue Tabnetky, nokpelThle NASHOYHCH 0Bonoukol,
Bencro yeera, KancynosuaHoM hopmbi, Ha
OAHOI CTOPOHE HAaHeCEHa TPaRUPOBKS
«AC 1000/62.5», Ha gpyroi — pasgenuTtensHan Bopoagxa.

IDENTIFICATION (LR.)
MognvnHocTs (UK cnexrp)

Infra Red Spectrum is characteristic
CoOTBETCTBYET crieyPURaLMu

AMOXICILLIN IDENTIFICATION (HPLC) Positive
MNoANMHHOCTE amoKeHLMAAKHa (BIMKX) COOTBETCTBYET cneyuduray

CLAVULANIC ACID IDENTIFICATION (HPLC) Positive
MoanHHHOCTL KNABYABHOBOMW KMcnaThl {BIXKX)  coorsartcTsyeT cneynduraum

AMOXICILLIN CONTENT
KonuuecrseHHoe onpeseneHmue amoKCHLWANWHS

950.0mg - 1050.0 mg
950.00 mr - 1050.00 mr

CLAVULANIC ACID CONTENT 59,4mg - 65.6 mg
KonuuecTseHroe onpegenesue KnasynaHosoi kucnotsl  59.40 mr - 65.60 nar

UNIFORMITY OF AMOXICILLIN CONTENT
OfHOPOAHOCTD BOSUPOBAHWUA AMOKCHLWANWHA

Complies with the requirements of Ph. Eur,
CooTsercreyet Tpebosanuam Esp.®apm

UNIFORMITY OF CLAVULANIC ACID CONTENT Complies with the requirements of Ph. Eur.
OAHOPOAHOCTL A03HPOBAHMA KNAaBYNaHOBOM KMCOTeI CooTBeTcTayet Tpebosannam Eap.dapm

MOISTURE CONTENT

80%
Bopga 8.0%

IA A

RESULTS
PE3YALTAT

PASS
Cooreercrayer

PASS
CooTBReTCTBYeT

PASS
COOTBETCTRYET

PASS
CooTBETCTBYET

988.9 mg
61.5mg
PASS

CooTseTcTBYET

PASS
CoOoTBETCTBYET

5.6 %

PSR




DISSOLUTION AMOXICILLIN (in 1 h) 2 50% 60 %
PacTeopenne amoKcnusuna (1 4) 2 50% 60 %
DISSOLUTION AMOXICILLIN {in 2 h) s 75% 64 %
PacTsopeHye amoKcHLuunanKa (2 4) S75% = 64 %
DISSOLUTION AMOXICILLIN {in 5 h) 2 85% 97 %
PacTsopenmne BMOKCHUNANMHE (5 4) 2 8% 97 %
DISSOLUTION CLAV, ACID (in 1 h} 275% 96 %
Pacrsopenwe KAasynaxosoi kucnotel (14) 275% 96 %
AMOXICILLIN DEGRADATION PRODUCTS (MT1) £3.0% 11

TNocropoHHUe NPMMECH aMOKTHULMANMHTE £3.0% 1.1

CLAVULANATE POLYMERS CONTENT 23.0% 0.5

MoCTOPOHHHE NPUMECTH KNABY/TRHOBON KHCNOTEI 0.5

[nonnmep rAaByNaHaTa) <3.0%

| hereby certify that the above information is authentic and accurate, This batch of product has been
fabricated/manufactured, including packaging and quality control at the above mentioned site(s) In full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP. ' .

[axnsim CepTHHUKATOM YAOCTOBEPAETCA, HTO BLILIEYNOMAHYTAR WHGOPMaUMA NOANMHHA ¥ TO4HA. 372 NapTHA NpoAYKTa Oelna
W3roTosneHa/NpOU3REASHE, BKAIOYAA YNAKOBKY 1 KOHTPONb KA4ECTBa Ha BbilUeyNOMAHYTOM 33BOAE & NONHOM COOTBETCTBHM C
TpeGosaHuami GMP MECTHLIX PEfYNATOPHEIX OPFaHOs ¥ B COCTBETCTBUN C TpeGosaHHAMM HMTIOPTAPYIOWEN CTPaHbI.
Mpou3soaCcTBO, YNAKOBKE W AHANMTHHECHHE METOABI IPOCMOTREHDI H HAXOAATCA B COOTBETCTBHH ¢ GMP,

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION
SAKMOYEHHE: TMPHHATO, NPOAYKT COOTBETCTBYET CRELMOUHALIAM

APPROVED BY QUALITY ASSURANCE MANAGER : BONNET SYLVIE DATE: 15.11.2018
YTBEPMIEHO OTBETCTBEHHBIM 34 KAYECTBO MEHELMEP: BONNET SYLVIE JATA :

Aslat! L-3 .

i

MANUFACTURER: GLAXO WELLCOME PRODUCTION, FRANCE
71 de la Peyenniére - 53100 Mayenne — FRANCE
MPOWIBOAMTEND: [NAKCO B3ANKOM TMPOLAKILEH, PPAHUMA




