NEKJAPAIHSI O COOTBETCTBUH

JEKJIAPAHT, NPHHUMAIOUIUH JEKJTAPALIHIO O COOTBETCTBHH

AO "ThaxcoCmumKnsiin Tpetiounz”

Ceedenus o pezucmpayuu opeanuzayuu; MesicpaioHHasn UHCHEKYIA Pedepansroii Hano206oi caycbor Ne 46 no
2 Mockee 01.01.2008, OTPH 1027739011486, oama npuceoenius Or'PH 24.07.2002.

Adpec: 125167, e. Mockea, Jenunepadckuii npocnexm, d. 374, xopnyc 4, amadic 3, nom. XV, komnama 1.
Teneqpon:8(495)777-89-00.

B nuye: I'enepanvuviii Oupexmop Ly6ancxui Onez

Jlosepennoe nuyo: Kysueiyjos A.A., dosepeniocms 18-09.08.2019 om 09.08.2019 2.

3ASIBJISAET, UTO

nexapemeennoe cpeocmeo: Ayzmenmun, mabnemxu NOXpLinbie NeHOYHON 060104KOl 500 mz + 125 m2 7 wm.,
YNGKOEKU AYETUKOBBIE KOHMYPHbIE (1), naxemuxy u3 QUOMUHUEEOU PONL2U NAMUHUPOBANHELE (2), nauxu
xapmonnvie, PY Ne IT NOI11 997/01 om 21.06.2010 (dama 3amens: 20.11.2018) euidano 340
"axcoCaxumKaniin Tpetiounz", cepus 9J5H, napmus 1571 0 ynaxoeoxk, 200en 0o 05.08.2022, npouzeodcmea
CrvumEasiin Buvem JTumumed, Benuxobpumarnus, SmithKline Beecham Limited, Clarendon Road, Worthing,
West Sussex, BN 14 8QH, United Kingdom, koo OKIIJ2 21.20.10.191, ko0 TH B3 3004100008,
JTucmpubsiomop. coznauienue 6/t om 01.01 .2013, uneoiic Ne 4205286282 om 10.09.2019

COOTBETCTBYET TPEBOBAHUSIM
I1 N011997/01-201118

JNEKJAPALIVSI IPHHATA HA OCHOBAHUM
npomoxon ucmsimaruii Ne 5856m om 27.09.2019 HJI 000 HI[ "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 @JI40, Cepmudpuxam POCC GB.®MO8.C49651 om 30.09.2019

[PUHATHS AEKJIAPALIAM 01.10.2019
I AEMCTBUTEJIBHA 10 /g; 12022
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CBEIEHHSI O PECHCTPAIIIH

OPTAH ITO CEPTU®HUKAIUH, 3APEFMCTPHPOBABIINI JEKJAPALTHIO

RA.RU.11®MO8 OPTAH ITO CEPTU®HKALIHH ITPOLYKIHA OBLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPO/IA KAYECTBA",

aopec opearuzayuu: 115280, 2. Mockea, y1. Macmeproéa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoéa, 0. 4, om. 5., men.:(495)788-02-88, eeo-

POCC RU J-GB.®M08.4.38556/19
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JHupexxo KU.B.




GlaxoSmithKline

CERTIFICATE OF ANALYSIS
Cepriduuear anasa

Product: Augmentin

MpoayxT: Ayrmeatna®

Type: Film-coated Tablet Ne 71160

Tuir TaGReTicH, NOKPLITHE MIeHo4 ol 060n04KoH Supplied to; Russia
Jloauponsia: 625 mr (500 mr+ 125 mr) ) [MTocrasneno! B Poceino
Daose: 625 mg (500 mg + 125 mg) Quantity: 15710 packs
Presentation: OBPx 14 Kon-so: 15710 yn.

Kon-no .: OBP x |4

Identity: 9J5tl

I AeHTHYHOCTD! 9J5H

Manf Date: 05-08-2019 Approved by: Mary Beth Erskine-Grout
Jlata H3roTOBACHI, 05-08-2019 OpoGpeno: Mary Beth Erskine-Grout
Expiry Date: 05-08-2022 Qualified Person
CpoOK roAHOCTH 10 05-08-2022 VionioMoHeHHoE JTHIO

TESTS
Description'
Quucanue!

Identification A (HPLC or Fast LC)

LIMITS
Complics with Specification
COOTBETCTRYET cneunduKaLi

Complies with Specification

TMonanssocts A (BIICX mau Gbierpan MX)cooTBeTeTBYET CrieupHKaLHH

ldentification B (TLC or IR or NIR)
[Toumnnocts B (TCX man WIS i

Uniformity of Weight?
O LHOPOAHOCTE MAacChi®

Disintegration time
Pacnagaemocts

Dissolution (Amox)*
Pacrpopesnue’
{aMOKCHIIHAHHA)

Dissolution (Clavy’
Pacrpopenue’
(1enanynanoBoil KHCAOTLI)

Presence and integrity of film
coat

Hanimiie i Lel0CTHOCTE
nacHoMHoI ofomoaKi

ERH?
PapHosecHas OTHOCHTENbHLL
BAQNCHOCTL?

Complies with Specification

BHK) coorsercrayer cnenupuiaLi

Complics with Specification
COOTBETCTBYET CRELH(HKALIH

Maximum 30 min
He Gonee 30 Mun

Complies with Specification

CooTBeTeTBYET CrelH{HKaLii

Complies with Specification
CooTnercrsyeT cnenuuKkaiiy

Complies with Specification

CooTBeTCTRYET cnetnuKkann

Maximum 10.0%
He Gonee 10,0%

RESULTS
Passes Test
NPOXOAHT TECT

Passes Test
MPOXOMIET TECT

Passes Test
NPOXOAHT TCCT

Passes Test
TIPOXOUHT TECT

15 mins
15 mun

Not Tested

He Tectupopancs

Not Tested
He Tectiposancs

Passes fest

[poxoaut Tect

6.6 %
6,6%




Product: Augmentin
[Tpoayxr: Ayrmentun®
Type: Film-coated Tablet Ne 71160
Tum: TaleTKil, NOKpsITEE eHoYHoil obonoukail Supplied to: Russia
Hosuposka; 625 mr (500 mr+ 125 mr) Mocrasnena: B Poccuio
Dose: 625 mg (500 mg + 125 mg) Quantity: 15710 packs
Presentation: OBPx 14 Kon-po: 15710 yn.
Kon-po : OBPx 14
Identity: 9J5H
HaentniHocTs! 9J5H
Manf Date: 05-08-2019 Approved by: Mary Beth Erskine-Grout
Jlara naroToBneHus: 05-08-2019 OpoGpeno: Mary Beth Erskine-Grout
Expiry Date: 05-08-2022 Quualified Person
Cpot rofHocTH 1o 05-08-2022 Y nomHOMOUEHHOE JIHHO
TESTS LIMITS RESULTS
[Morazarenn Hopnint PesyanTaTtei
Amoxicillin Content 475 mg to 525 mg per average 494 mg
tablet, caleulated as Amoxicillin
free acid (95-105% of declared)
Konuyecrsentoe onpenenenne  OT 475 go 525 mr 8 Tabnetxe 494 mr
AMOKCHILHILINLA (o1 95 po 105 % ot
3aAB/IGHHOIO COABRIKAHUA)
Clavulanic Acid Content 119 mg to 131 mg per average 123 mg
tablet, calculated as Clavulanic
Acid (95-105% of declared)
[Connucerpennoe onpepenesne  O1 119 ao 131 mr s Tabnetke 123 mr
KNIABYNAHOBOR KHCIOTHI {0795 a0 105 % o1
' 33ABACHHOTO COAEPKAHMA)
Amoxicillin Related Substances (HPLC)
Posctnenusie npumMeck aMoreiumima (BOXX)
Amoxicillin Dimer (Ph.EurJ) Less, Equalto 1,2 % 0.6 %
AMOKCHUHARNHA JHMEp He Gostee 1,2 % 0,6 %
(Esp.h,, npunecs J)
a-Amoxicillin penicilloic acid Less, Equal to 1.0% 0.2%
(Ph.Eur. D)
C-aMOKCHITILTHE TeHHLBANONHAA He Gonee 1,0% 0,2%

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

B-amokcHImINE NeHHLHANOHas
kncnora (Esp.., npumecs D)
Penicilloic Acid Isomer | (Ph.Eur.
E)

Haomep | neumiofinoil KnenaThi
(Esp.®., npunmecs E)

Penicilloic Acid Isomer 2 (Ph.Eur.
E)

Haomep 2 nenmnnolinoil KHCaoTbH
(Esp.®., npumecs E)
Diketopiperazine (Ph.Eur. C)
Juxeronmunepasud (Esp.®.,
npusech C)

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

Less, Equal to 1.0%

He Gonee 1,0%

Less, Equal to 1.0% 0.1 %
He Gonee 1,0% 0,1 %




Product: Augmentin

Mponyxt: Ayrmentns®
Type: Film-coated Tablet Ne 71160
Tun: TabAeTKH, MOKpHIThIE TIeHoHOI 0Goou Kol Supplied to: Russia
Jlosuposka: 625 mr (500 mr+ 125 Mr) IMocrasneno: 8 Poccmo
Dose: 625 mp (500 mg + 125 mg) Quantity: 15710 packs
Presentation: OBPx 14 Kon-po: 15710 yn.
Kon-po : OBPx 14
Identity: 9J5H
Huenrnanocts: 9J5H
Manf Date: 05-08-2019 Approved by: Mary Beth Erskine-Grout
Jara narotosie s 05-08-2019 Onobpenc: Mary Beth Erskine-Grout
Expiry Date: 05-08-2022 Qualified Person
Cporx rogrocTH A0: 05-08-2022 VTI0/IHOMOUEHHOE JIHLO
TESTS LIMITS RESULTS
Mowasarenn Hopnsi PeayanTaTs
Any ather identified impurity Less, Equal to 1.0% 0.2 %
JitoGan npyras He Gonee 1,0% 0,2%
BASHTIPHUIPOBAIHAS IPIMECH
Any other unidentified impurity Less, Equal to 0.3 % 0.1%
JhioGan npyras He Gonee 0,3 % 0,1 %
HEHASHTIHUHPOBAHHAS TPHMECE
Total Amoxicillin Related Less, Equal to 3 % 2%
Substances
Cymna pofiIcTRCHNBIX NIPHMecei] He Gonee 3 % 2%
AMOKCHUHILINHA
Clavulanic Acid Impurities 2.5% wiw maximum with 0.6 %
(Clavulanate Polymer) respect to the labelled
Clavulanic Acid content
PojcraeHnbie npuMecH He Gonee 2,5 % m/m oT 0,6 %
KRARYNAHOBOI KHCAOThL 3@AB/IEHHOIO COAEPHEHUA
(ronumep knasynanaTa) KNABYNGHOBOW KMCNOTDL.
Identification of Titanium® Complies with Speeification Not Tested
[MopnusiocTs THTALA ANOKEHAA'  COCTBETCTRYET CheU(pHKaLIH He rectnposanca
Microbial Contamination® Complies with Specification Not Tested
MuxpoGuonornueckas yncrora!  coornercTayer cuenudiranin He Tecruposanes
Notes:
1. Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR. <% . C
Tablet dimensions are nol measured at release. o
2. Result may be taken from in-process control test.
3. Performed on 1 batch in 20.
4. Performed once a year at release, which may be the annual GMP stability batch,

ﬂpﬂmc‘mmm:

[

Sl adh

Pasmepst Tabnetox onpegenmiorca nosepernsiv B BMR  yerpolicTBoM, HCIONb3YeMbIM
raGnernposouniom npecce. Ilposepka pasmepa TabneTOK HE QCYWIECTHAASTCA NPH BEITYCKAIOLIEM
KOHTpOJsie,

MoryT 6uITh HCNOMLIOBAHLI PEIYALTATHI, MOJYHEHHBIC HPH BHYTPHIPOHIBOACTBCHHOM KOHTPORC,
[Tposoanten ya § cepun 13 20,

[IposopnTes OAMH pas B FOjl TIPH BHNYCKE CepHy, Kortopas moxer Owbth npemHa’Havena Lt
exeroaHoro Hiyyenus crabunsiocta p pamiax GMP,




Product: Augmentin

TipoayxkT: Ayrmentnn®

Type: Film-coated Tablet Ne 71160

Tum; Tabnerin, nokphIThie mieliounoil oGonourkoi Supplied to: Russia
Jloauposka; 625 mr (500 mr + 125 mr) Hocrasneno: B Poccuto
Dose: 625 mg (500 mg + 12 Smg) Quantity: 15710 packs
Presentation: OBPx 14 Kon-no: 15710 yn.
Kos-no ; OBP x 14

Identity: 9J5H

HuenruanocTn: QI5H

Manf Date: 05-08-2019 Approved by: Mary Beth Erskine-Grout
Jlara narotroBnenin 05-08-2019 Opobpexo: Mary Beth Erskine-Grout
Expiry Date: 05-08-2022 Qualified Person
Cpok ropHocTH 407 05-08-2022 Y noanoMoueHHoe Lo

Manufacturer; SmithKline Beecham Lid

Site Address; Clarendon Road, Worthing, West Sussex, BN14 8QH, United Kingdom.
Mpousaogutens: CuutKnadin Budem NumuTes

Apnpec: KnapengoH Poyn, Bopewn, 3anaaneir Cyccexc, BN14 8QH, Benukobputanna

| hereby certify that the information in this certificate is authentic and accurate. This baich of product has
been manufactured, including packaging/labelling and quality control al 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 balch processing, packaging and analysis records were reviewed and

found to be in compliance with GMP,

HacToswmumM # NOATBEPHAAI0, YTO WHMDOPMALMA, NPEACTABNeHHas B AaHHOM cepTudbukaTe, ABnAeTCs
LOCTOBEPHOM ¥ TouHow, [anKan cepus npoayira Gbina Npou3seaeHa, BKMIoYas onepauui No ynakoske /
MapKUpoBKe W KOHTPOMk KadecTea, Ha BbILIGYNOMAHYTOW NPOUIBOACTBEHHCH NMOWanKe B TNOMHOM
cooTBeTcTEMM ¢ TpebosaHuamu MecTHoimu GMP 1 TpeGoBanuamn cneuuduKaumm perucTpayueHHoro
YAOCTOBEPEHUA CTPaHE! HAa3HAYeHNA Wk CReundrKkaLii Ans nceneayembix NeKapcTaeHHbIX Npenaparos.
Janucy, OTHOCALLWECS K NPOU3RCACTREHHOMY NPOLECCY, YNAKDBKE W TecTUpoBaHMio cepuu, Obinu
nposepeHst i cooTeeTCTBYIOT TPeGosanvam GMP.

OVED

K- 141
; % SEP 2019
Date: 03 September 2019 Signed:
e Toanice Mary Beth Erekine-Grout
_Qualified Person




