JAEKJIAPAIIASI O COOTBETCTBHHA

HEKJIAPAHT, IPUHUMAIOUIUA IEKJTAPAIIAIO O COOTBETCTBUHH

AO "ThaxcoCumumEnsiin Tpetidunz"

Ceedewnus o pezucmpaiuu opeanusayuu: Mescpaiionnas uncnexyus Pedepansioi 1020607 cayaicbui Ne 46 no
. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002.

Adpec: 125167, . Mocxaa, Jlenunzpadexuii npocnexm, 0. 374, xopnye 4, amaoic 3, now. XV, kovuama 1.
Teneqhon:8(495)777-89-00.

B nuye: I'enepansetit Oupexmop [dybsanckuii Onez

Hoeepennoe muyo: Kysneyoe A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

SAABJSIET, UYTO
aexapemaenoe cpedemeo: Ayavenmun, mabremxu noxpeimsie nierounot obonouxoii 875 mz + 125 mz 7 wim.,
ynaxosku auetikogvie kowmypnuie (1), naxemuxu uz amomunuesodi oonveu ramuruposanvie (2), nauxu
kapmonnwie, PY Ne IT N015030/02 om 24.09.2008 (0ama samenvi 03.05.2018) evidano 340
"ThaxcoCyumKnsiin Tpetiounz”, cepusn 861232, napmus 14129 ynaxosox, 2oden do 01.11.2020, npouseodemaa
CrvumKastin Buvem Jumumed, Benuxobpumanus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom koo OKIIJI2 21.20.10.191, koo TH B3I 3004100008,
Huempubsiomop. coanawenue 6/n om 01.01.2013, uneoiic Ne 4205244057 om 17.12.2018

COOTBETCTBYET TPEBOBAHUSIM

11 N0O15030/02-030518 uzm. Ne |

HAEKJIAPAITMSI ITPUHSITA HA OCHOBAHUH

npomoxkan uchsrmanuii Ne 410m om 30.01.2019 HIT OO0 HI] "®APMOBOPOHA", ammecmam arxkpeoumanu
POCC RU.0001.21@J140, Cepmugpuxam POCC GB.DPMO8.C32846 om 31.01.2019

FAEUCTBUTEALHA 1O 01,11.2020

3.,-,',’1‘_."@ &8 /
/ Kysnenos A.A.

(IOJII?;CB O H.0

~
CBEI[EI%I/IH O PETHCTPALIUN

OPT'AH 1O CEPTHO®HKAIIMH, SAPETUCTPHPOBABILINHI NEKJIAPALIMIO )
RA.RU.11®@MO8 OPTAH ITO CEPTH®HKAILIHH ITPOAYKLHH OFLI[ECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opaanusayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxauu; 115280, POCCHA, 20pod Mocxea, yr. Macmeproga, 0. 4, am. 5., men. :(495)788-02-88, ae6-
catim: oyxx.pep.

IIEK.HAPAI{PIH O COOTBETCTBHH 3APEI'HCTPHPOBAHA N POCC RU JI-GB.®M08.A.14509/19

Hunenxo U.B.
Pyxosoaurens OC
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CERTIFICATE OF ANALYSIS

Ceprudhurar ananusa
Product: Augmentin®™
[lpoayxkT: Ayryentun® Ne: 68815
Type: Coated Tablet Supplied to: Russia
Tun: TabieTKn, NOKPLITHE NACHOMHON focrasneno: 8 Poccmo
000104KDH
Hosupoexa; I r (875 mr/125 M) Konuvectno
Dose: | g (875 mg /125 mg) Quantity: 14129 packs :
Presentation: OBPx 14 Kon-o: 14129 yn. :
Kost-o B yn .: OBP x 14 Seller's Ref: §7084455 :
Identity: 861232 Ne nponasua: 57084435 :
HaenrtaiuocTs: 861232 :
Manf Date: 01-11-2018 Approved by: Geoff Harwood
JlaTa HaroroBaeHus: 01-11-2018
Qaobpeno: Geoff Harwood

Expiry Date: 01-11-2020 Qualified Person i
Cpok roanocry no: 01-11-2020 i

Y H0AHOMOUEHIIOE JTHLO
TESTS LIMITS RESULTS
MoxazaTean Hopwini PesyaLTtatsi
Description Complies with Specification Passes Test

Ornvicanue

ldentification A (HPLC or Fast LC)

COOTBETCTRYET Crieufraranmm

Complies with Specification

Noamimnocts A (BKX nan Geictpan JKX) cooTBeTeTYeT CrienHpukaiu

Identification B (TLC or IR or NIR)

Complies with Specification

HNomminneets B (TCX nan UK wan BUK)  cootsercrayer caeundmcaumy

Uniformity of Weight
QAHOPOAHOCTE MacCh

Disintegration time
PacnagaemocTts

Dissolution {Amox)
Pactropenue
{(aMUKCHUMILHHA )
Dissolution {Clav)
Pacraopenue

{ KNABYNAHOBOH KHCIOTHI)
Presence and integrity of film
coat

Hannune 1t 5eaoctHocTs
naeHoy ol ebonouki

Complies with Specification
COOTBETCTBYET CrielHB KAl

Maximum 30 min
He Bonee 30 mun

Complies with Specification

Cooreercrayer creunduraiim

Complies with Specification

CooTretetyeT cneuddikaumn

Complies with Specification

Coorserersyer cneundukauny

NPOXOAWT TeCT

Passes Test
NPOXOANT TeCT

Passes Test
[IPOXOANT TECT

Passes Test
POXOAHT TECT

135 mins
I3 mun

Not Tested
H¢ TECTHPOURWICH

Not Tested
He TECTHpOBaNCA

Passes test

IMpoxoaur Tect

e

R
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Product: Augmentin®

Hpoaykr: AyryieHTur”

Type: Coated Tablet

Tun: TaBNETKH, NOKPLITHIE MISHOUHOI
obonoukodi

Jlosnposka: Fr (875 mr/125 )

Dose: b2 (875 mg /123 mg)

Presentation: OBPx i4

Kon-so B yn . OBPx 14

[dentity: 861232

Haenriuxocts: 861232

ERH Maximum 10.0%

PasHoBeCHas OTHOCHTEABHAA
BJAAMKHOCTE

Amoxicillin Content

KoanuecTtrenmoe oopeRencHie
AMOKCHAUILANHA

Clavulanie Acid Content

Kommectaeunoe onpeaeaenue
ENABYAAHOBOH KHCROTH

He Gonee 10.0%

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

O7 831 a0 919 mr 8 Tabnerxe
{oT 95 ao 105 % oT 3aABAGHHOrO
COAEPHEHUA)

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

OT 119 go 131 mr & rabnetxe {oT
95 Ao 105 % o7 3a8B/IeHHOI0
COABPKARNA)

Amoxicillin Related Substances (HPLC)
PoucraeHnsie npincen avorcHunanuna (333KX)

Amoxicillin Dimer (Ph.Eur.))
AMorcHiLnna aumep (Esp. @,
npusecs J)
a-Amoxicillin penicilloic acid
(Ph.Eur. D)
A-AMOKCHUNMIHH (EHMLULIOIHAS
kuesaota (Esp.@., npumecs D)
B-Amoxicillin penicilloic acid
(Ph.Eur. D)
[B-aMOKCHUMANHE NEHHLHILNOAHAN
knenora (Esp.b., npumecs D)
Penicilloic Acid Isomer | (Ph.Eur.
E)
Hzoncp | nenmuiofinoil kueaors
(Eap.d., npumecs E)
Penicilloic Acid Isomer 2 (Ph.Eur.
E)
Miomep 2 neuunnoiinofl KMCIOTH
(Esp.®.. npumecs E)
Diketopiperazine (Ph.Eur. C)
Hukeronunepasun (Esp.b.,
npusecs C)

Less, Equal to 1.2 %
He Sonee 1,2 %

Nt 68815
Supplied to: Russia

flocrasaeno: B Poccuo

KoauiecTro

Quantity: 14129 packs

Kon-go: 14129 yn.

Seller’s Ref.: 57084455
Mo npomarita: 37084455

Less, Equal to 1.0%

He Oonee 1,0%

Less, Equal to 1.0%

He Gonee 1.0%

Less, Equal to 1.0%

He Goaee 1.0%

Less, Equal to 1.0%

He Sonee 1,0%

Less, Equal to |
He Gonee |

0%
0%

4.3 %

4,3 %

877 me

877 ~r

126 mg

126 M1

0.6 %
0.6 %

0.2 %

0.0 %
0.0 %

0.1%
0,1%

b
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Product: Augmentin®

MpoaysT: Ayrmentan™ Ne: 68813

Type: Coated Tablet Supplied to: Russia

Tum: TabaeTiI, NOKPLITEIC MAEHOYHOI] [Mocrasneno: & Pocciuo
000on0uKoi

Hosuposka: b r (875 Mr/125 mir) Konungecrro

Dose: 1 g {875 mg /125 mg) Quantity: 14129 packs

Presentation: OBP x 14 Koa-so: 14129 vn,

Kon-so syn . OBPx 14 Seller's Ref.: 37084453

tdentity: 861232 Ne nponapua: 37084455

HaenTHaHocTs: 861232

Auny other identified impurity
Modan apyras
HASHTHQHUNPOBAHKAA IPHMECH
Any other unidentified impurity
Jiwobas apyras

HEHACHTHOUUHPOBAHKAA HIPHMECD

Total Amoxicillin Related
Substances

Cymua poacTBEHILIX NpHMeceit
AMOKCHUMAHHA

Clavulanic Acid Impurities
{Clavulanate Polymer)

PoncToenunie npiseci
KAaBY 1AHOBOH KHCAOTH
{noaMMep KIaRyiaHaTa)

Identilication of Titanium
ﬂl);’l,’"EHHHGCTb THTAHZ AWOKCHIa

Microbial Contamination
MugpoGnosoriieckan yincTota

Less, Equal to 1.0% 0.2%

He Gouee 1.0% 0.2 %
Less, Equal to 0.3 % 0.2%

He Bonee 0.3 % 0,2%
Less, Equalto 3% 2%

He Gonee 3 % 2%
2.5% w/w maximum with 0.5%

respect to the labelled
Clavulanic Acid content
He Bonee 2,5 % m/m ot 0.5 %

38ABNEHHOTO COAEPIKAHMR
K1aBYNAHOB0W KUCAOTHI,

Complies with Specification
COOTBETCTBYET creund KA

Complies with Specification
COOTBETCTBYET CeUH HKALIK

Manufacturer; SmithKline Beecham Ltd
Site Address: Clarendon Road, Worthing, West Sussex, BN14 8QH, United Kingdom.
Mpoussogutens: CvuTKnaRK Buyem NumuTes
Anpec: Knapengon Poya, Bopeoun, 3anagres Cyccexke, BN14 8QH, BenukoGputanus

Not Tested
He tectuposancs

Not Tested
He Tectuposancsa

I 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.

Hacrosuwm 2 noaTeepwaio, YTC UHAOPMALMA, NPEACTARNEHHAR B AAHHOM cepTudukaTe, ABNKeTcs
A0CTOBEPHOR W ToyHOM. [laHnan cepws NpoaykTa Gbina Npou3seaena, BXNIOHas OMEPAUMN M0 YNaKoBke /
MapKWPOBKE W KOHTDOMb KA4ecT8a, Ha BLILSYNOMAHYTOR NPOUIBOACTBEHHON NNOWAAKE B MOMHOM
cooTBeTCTBWY ¢ TpeboBaHusMu MecTHeiMu GMP w TpeGosamnsmmn cneumdukaumm PErucTPaLMOHHOMO
YADCTOBEPEHUA CTPAHLI HAIHAYEHMA U CNeLMpUKaLMM ANA UCCReAYeMbIX NEKaPCTREHHLIX NPenaparos.
3anuck, OTHOCAWMECH K MPOWIBOACTBEHHOMY NPOUECCY, YNAKOBKE W TECTUPABAHUIO cepuy, Bbinu
nposepeHt! W cooTeTCTEVIOT TpeboBanuamM GMP.

Dare: 18 December 2018
Hara: 18 aexaGps 2018

Signed:
Moanucs
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