JTEKJAPAIIAS O COOTBETCTBHUH

JNEKJIAPAHT, IPHHUMAOIAN TEKJIAPAITUIO O COOTBETCTBHHU

AO "ThakcoCmumKnatin Tpeiiouna”

Ceedenus o peaucmpayuu opeanusayuu: Mescpationnan uncnexyus Pedepansroti Hano2060iu cycbsr Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

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

B nuye: I'enepanvhwiii oupexmop Buwruyxuii [].A.

Josepennoe mmnjo: Kysneyos A.A., dogepennocmp 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UTO
nexapcmeentoe cpedcmeo: Ayzmenmun EC, nopowiok 0na npuzomoenenus cycnensuy ons npuema siympe 600

Mme+42,9 m2/5 mn, pnaxonnt 23,13 2 (1), /6 komnnexme ¢ MepHoti nodickoli/, nawku kapmounvie, PY Ne
JICP-003616/10 om 30.04.2010 (0ama nepeogpopmaenus 13.05.2015) evioano 340 "IaxcoCmumKasiin
Tpeiiounz", cepus 9G4K, napmus 12769 ynaxoeox, zoden do 31.07.2020, npoussoocmea I'naxkco Banikom
Ipodaruien, @panyus, Glaxo Wellcome Production, Terras Il Z. I. de la Peyenniere, 53100 Mayenne, France,
ko0 OKII/T2 21.20.10.191, koo TH B3] 3004100008, Tucmpubviomop. coznawenue 6/n om 01.01.2013 2,
uneotic Ne 4205203490 om 05.10.2018 a.

COOTBETCTBYET TPEBOBAHUSAM
JICP-003616/10-300410 usm. Ne 1-4

JEKJTAPAIIUA IPUHSTA HA OCHOBAHHH
npomoxon ucneimanuii Ne 6406 m om 24.10.2018 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC FR.@MO08.C26012 om 25.10.2018

/ Kyzneuos A.A.

ek wapc?}f;;njw ; Q‘lollﬂlﬁc‘fx O.U.0

CBEJI\EHI/IH O PETUCTPALIINU

OPTAH 110 CEPTU®HUKAIIMH, 3APETHCTPUPOBABIIHI JEKJIAPAIIHIO

RA.RU.11®M08 OPIAH ITO CEPTPI(DHKAI[HH IIPOJVKIIHH OBIIJECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, z. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opaana no
cepmughuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-

caiim: oyxx.pe.
JIEK.}IAPAIII/HI O COOTBETCTBHHU 3APEI'HCTPHPOBAHA AN POCC RU JI-FR. ®M08.4.05321/18

dlypuron : )
UEHTp KoHTpons |_ 8 / Hunenxo M.b.

\ dpEtir e : Pyxosoaurens OC




CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHA/IHU3A f
DATE OF ANALYSIS :01.10.2018 ANALYSIS N°:1000195665
Aara aHanusa: Ananus Ne:
MANUFACTURING DATE: 20.08.2018 DESTINATION: RUSSIAN FED.
LATA U3rOoTOB/IEHUA 120.08.2018 CTPAHA : Poccus
EXPIRY DATE 1 31.07.2020 QUANTITY: 12769
l'ogeH go :31.07.2020 KONWYECTBO
REF SPECIFICATION tMA ITEM CODE:5164140021 :
Koa nPoayKTA |
PRODUCT NAME: AUGMENTIN ES PDR 600/42.9MG 1X100ML_RU BATCH N°: 9G4K
MPoaykT: AYIMEHTMH® EC NOPOLWOK 4718 NPUTOTOBAEHMA CEPUA No
CYCTEH3WM ANA PUEMA BHYTPL 600 Mr + 42,9 Mr/5 Mn
TEST SPECIFICATION RESULTS
TeCT CREUMOUKALMA PE3YNLTAT
DESCRIPTION A free flowing, off-white powder with
A characteristic strawberry odour PASS
OnNUCAHKE TOPOLIOK NOMTH BENOTO UBETA C
XAPAKTEPHBIM 3AMAXOM 3EM/ISIHAKHN COOTBETCTBYET
IDENTIFICATION (HPLC) The LC retention time is concordant '
with that of the Amoxicillin and
Clavulanic Acid reference material PASS
TNopnuHHoCTE (BIMX) BPEMEHA YAEPYHBAKHA OCHOBHbIX ‘

NUKOB HA XPOMATOTPAMMAX
WCNBITYEMOTO PACTBOPA AO/IMHBI
COOTBETCTBOBATb BPEMEHAM
YAEPHUBAHUA NUKOB AMOKCULMIIANHA
W KNABYJIAHOBOI KMCNOTbE HA
XPOMATOTPAMMAX CTAHAAPTHOIO

PACTBOPA OOTBETCTBYET
MEAN AMOXYCILLIN CONTENT 620.2 - 685.4 mg/5ml 652.3 mg/5ml :
KONMHECTBEHHOE ONPEAENEHWE AMOKCHLMA/IMHA 620.2 - 685.4 mr/5mn 652.3 mr/5mn L
MEAN CLAVULANIC ACID CONTENT 47.9 - 52.9 mg/5ml 49.9 mg/5ml |
KONWYECTBEHHOE ONPEAENEHUE KNABY/IAHOBOW KMUCNOTHl  47.9 -52.9 mar/5mn 49.9 mr/5mn
CLAVULANATE POLYMERS CONTENT <2.5% 0.4 %
NOCTOPOHHUE NMPUMECH KNMABYIAHOBOWN KUCAOTbI £2.5% 0.4 %

{MONWUMEP KNABYNIAHATA)




I 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.

L aHHbIM cepTudUKaTOM YADCTOBEPARTCH, HTO BbILISYNOMSAHYTAA HHAOPMALIMA NOANUHHA 1 TOUHA. 3Ta napTU
NpPoAyKTa bbina H':II'UTOS!]EHE!H{JDHBBEJJ,QHH, BKAIOYAA YNAKOBKY W KOHTPOMb KavecTsa Ha BLILWEYNOMAHYTOM
3aBOAE B NONHOM COOTRETCTBUM € TpebosaHuaMM GMP MECTHBLIX PEry/NTOpHBIX OPrados 1 B COOTBETCTBMM C

TPEBOBAHUAMKM MMIOPTUPYIOLLEH CTPaHLI.
Mpon3BoACTRO, YNAKOBKA W AHAAHTUHECKUE METOAbI NPOCMOTPEHBI M HAXOAATCA B COOTBETCTBUM ¢ GMP.

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION
SAKMIOYEHUME: TIPUHATO, NPOAYKT COOTBETCTBYET CHELMBHKALIUM

APPROVED BY QUALITY ASSURANCE MANAGER : ZERROUKHAT Imane DATE: 01.10.2018
YTBEPIKAEHO OTBETCTBEHHbBIM 3A KAYECTBO MEHE/KEP: DATA : C)IB no/t "L@%

A

:

MANUFACTURER: GLAXC WELLCOME PRODUCTION, FRANCE ®
ZI de la Peyenniére - 53100 Mayenne — FRANCE

MPOM3IBOANTEND: TNAKCO Bannkom MNPOAAKILEH, DPAHLKA

L AT U i



