JEKJIAPAIIASI O COOTBETCTBUHA

JEKJIAPAHT, IPUHAMAIONIHI JEKJAPAIIMIO O COOTBETCTBUHI
AQ "ThacoCmumKnsiin Tpeiiounz"

Ceedenus o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyus ®edepanvnoii nanozoeoti cayiucto: Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxkuit npocnexm, 9. 374, xopnyc 4, smaoic 3, nom. XV, xomnama 1.
Teneghon.8(493)777-89-00.

B nuye: I'enepanvuviii oupexmop Jybsnexuti Onez

Hosepennoe nuyo: Kysneyoe A.A., dosepennocme 60-13.09.2018 om 13.09.2018 2.

3ASIBJSIET, UTO

nexapcmesernoe cpedcmeo. Ayzmenmun, mabremxu nokpeimsie nienounotl obonouxoii 500 me+125 mz 7 wm.,
ynaxoeku stuetikogeie konmyprvte (1), nakemvt uz amoMuruesol Gonveu namunuposannsie (2), nauxu
kapmonuvie, PY Ne IT N011997/01 om 21.06.2010 (0ama nepeoghopmnenus 16.08.2013) evidarno 340
"TnaxcoCmumKasiin Tpediduna", cepust 863465, napmus 16200 ynaxoeox, 20den do 19.07.2021, npouseodcmea
CyumKasin busem Jlumumeo, Benuxobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom xoo OKIT/]2 21.20.10.191, xod TH B3 3004100008,
Hucmpubeiomop. coanawenue 6/n om 01.01.2013, unsotic Ne 4205249800 om 31.01.2019

COOTBETCTBYET TPEBOBAHHUAM
IIN011997/01-160813 usm. Ne -2

JEKJIAPATIUSI ITPUHSATA HA OCHOBAHUH
npomoron uchotmaruti Ne 984m om 28.02.2019 HIT OO0 HI] "®APMOEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®JI40, Cepmuchuxam POCC GB.OM08.C35002 om 28.02.2019

FHSATHST TEKJIAPAIIUU 01.03.2019
PATL M CTBUTEJBHA 0 19,07.2021
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CBEJAEHUS O PETUCTPALINNA

OPT'AH IIO CEPTU®HKAIIAU, 3APETUCTPUPOBABUIHN TEKJIAPAIIHIO

RA.RU.11DMO08 OPI'AH ITO CEPTH®HKALIHH ITPOJYKIJHH OFLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XXHOH IIEHTP KOHTPOJIH KAYECTBA",

adpec opzanwsayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20po0 Mockea, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, ge6-
caiim: oyxx.pQ.

JEKJAPAIINSE O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU J-GB.®M08.A.17384/19
JATA BEERETP/ 1 01.03.2019
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Produet:

HMpogyxr:

Type:

T

Hosnposka:

Dose:

Presentation:
Kon-so so .
ldentity:
HaenruuuocTs:
Manf Date:

Hata nsrorosnenus;
Expiry Date:

Cpok roaHocTH a0

TESTS

Horazarenu
Description

Onucanune

Identification
MoanusHoCTs

MTI (wrt labelled)

GlaxoSmithKline

CERTIFICATE OF ANALYSIS
Cepruduxar anaanza
Augmentin
AyTrMeHTHE
Coated Tablet Ne 69414
TalNETRH, MOKPBIThIE MIEHOUHOH 060NOTKOI Supplied to: Russia
625 Mr (300 Mr/125 Mr) [ToctaBrneno: B Poccmo
625 mg (500 mg/125mg) Quantity: 16200 packs
OBPx 14 Kon-so: 16200 vn.
OBPx 14 Seller’s Ref.: 57085002
863465 Ne npomasua: 57085002
863465
19-07-2018 Approved by: Mary Beth Erskine-Grout
19-07-2018 Onobpeno: Mary Beth Erskine-Grout
19-07-2021 Qualified Person
19-07-2021 YronsHoMouenHoe mino
LIMITS RESULTS
Hopmet PesyasTars
A white to off-white Passed Test
oval-shaped, film-coated
tablet debossed with

'AC’ and a scoreline on one
side, plain on the other side.

TaBaerxn osansroii Qopmel 0T Genoro Brinepxamaer
A0 nowTH GeOro UBeTa, OKPLIThHIE

NNeHO4HOH oBonoukoil, ¢ BEIAaBIE O

HaAMHChio «ACy W pHeckoll Ha oanol cropone.

PO}!,CTB(?HHH& NPHUMECH aMOKCHUIUIHHA
METGAOM NOTEHLHOMETPHYECKOTO
TuTpoBatua (% 0T 3aqBIEHHOTO)

Uniformity of Weight

OaxHopoaHOCTE N0 Macce

Mean Tablet Weight

Cpeauaa macca tabieTky

Disintegration time
Pacnamaemoctn

Film Coat Integrity

LlenoctaocTs oGonouky

Moisture
Bona

- Complies with Specification Passes Test
CooTsercTeyer crenuduraiy Boiepxupaet
Less, Equal to 3.00 % 1.60 %
He Gonee 3 % 1,60%
Complies with Specification Passes Test

COOTBETCTBYET CHEUHDHKALLIM Mpoxoaur Tect

No limits specified mg 1066.8 mg
He BIULOUEHE! B cneunduranmo mr  1066,8 mr
Less, Equalto 20 mins 15 mins

He Gonée 20 mun 15 ymun
Complies with Specification Passes Test

COOTBETCTBYET Crietnpuxaiuu Bruigepiusaer

Less, Equalto  8.0% 7.1 %
tie Gonee 8,0 % 1%
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Product; Augmentin

Mpoxykr: AYTMERTHH
Type: Coated Tablet Ne 69414
Tun: TabeTKH, HOKPRITBIE (ICHOYHONH 050104KO Supplied to: Russia
Hosuposka: 625 mr (500 Mr/125 mr) [Tocranneno: 3 Poccmio
Dose; 625 mg (500 mg/125mg) Quantity: 16200 packs
Presentation: OBPx 14 Kon-so: 16200 yn.
Kon-Bo 2o ¢ . OBPx 14 Seller's Ref.: 57085002
[dentity: 863463 Ne npopasua: 57085002
HacnruvunocTs: 863463
Manf Date: 19-07-2018 Approved by: Mary Beth Erskine-Grout
Jara nzrorosaenns: 19-07-2018 Onobpeno: Mary Beth Erskine-Grout
Expiry Date: 19-07-2021 Qualified Person
Cpoxk roasocTs 10: 19-07-2021 Vnonxomouensoe 1HLO
TESTS LIMITS RESULTS
IoxaszaTenu Hopaer PesyawtaTer
Amoxicillin Potency 4750 to 5250 mg 497 mg
Konuuecrsennoe onpenenese

AMOKCHLMITHHS ot 475,0 no 525,0 497

Clavulanate Potency 9.0 o 1310 mg 121 mg
Koangecrsersoe onpenenctune

KJBYIZHOBON KHCIIOTHI or 119,0 20 131,0 ur 121 mr
Clavulanate Polymer Less, Equal to 2.50 % 0.44 %
Poacrsennsie npusecy kiasynanosoii He Oonee 2,5 % 0,44 %

KHCNOTHI (MOAUMED KNABY/NaHaTa)

Dissolution (I batch in 10) Complies with Specification Not Tested
PacTeopenue Cootnercrayer cienmurauun  He TECTHpOBaNCsH
Microbial Contamination (1 batch in 50) Complies with Specification Not Tested
Muxpobuonoruyeckas uncToTa COOTEETCTBYET ClieH(PUKauy He rectuposanca

This batch has been manufactured, packaged and tested in accordance with current GMP. The

documentation for this lot has been reviewed for
requirements of the importing country.

Hannan naprus npoussesena u npows
GMP. Jlokymentawis va namuyio cep

HONOAHHTENBHLIM TPEGOBAHIAM HMIIOPTHPYIOUICH CTPAHbI.

Date: 30 Jan 2019
Hara: 30 ausaps 2019

Signedf
Moanucs:

guality and complies with GMP and any additional

/18 KOHTPOAb B COOTBETCTBHI C IEHCTRYIOUIMMY [PABIIaMH
H10 cooTBeTCTRYET Tpeboranuaym GMP u modeim
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