JEKJIAPATLIUA O COOTBETCTBUA

JNEKJIAPAHT, TPUHUMAIOUIHN NEKJTAPAIIMIO O COOTBETCTBHHU

AO "ThawcoCyumKnsiin Tpetiounz"

Ceedenus o pecucmpayuu op2anusayuu: Medicpationnas uncnexyus @edepansnoti Hao20601 cayictvt Ne 46 no
2. Mocxee 01,01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24,07,2002,

Aopec: 125167, 2. Mocksa, Jlenunepadckuii npocnexm, 0. 374, xopnye 4, smaoic 3, nom. XV, xommama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanerwviti oupexmop [ybancxuil Onez

Hoeepennoe nuyo: Kysneyoe A.A., doeepensiocnis 18-09.08.2019 om 09.08.2019 2.

3ASBJISET, YTO

aexapemesennoe cpeocmso. Pexaun Modymab, mabnemxu nporoH2uposanno2o Jeticmeust HOKpbImbie NeHOYHOT
obonovroli 8 mz 14 wm., ynaxoexu avetikoguie koumypusie (2), nauku kapmonnsie, PY Ne JICP-010923/09 om
31.12.2009 (0ama samenvi 23.04.2019) svidano AO "ThaxcoCymumKasin Tpetioune”, cepus SN5X, napmust
6720 ynarosox, 200en 0o 13.06.2022, npoussodcmea Iaxco Baankom C.A., Henanus, Glaxo Wellcome S.A.,
Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, xod OKIIH2 21.20.10.234, ko0 TH B3/
3004900002, Hucmpubviomop. coznanenue 6/ om 01.01.2013, uneoiic Ne 4205284025 om 26.08.2019

COOTBETCTBYET TPEBOBAHUSAM

JICP-010923/09-161117 uzv. Ne 1-2

JEKJTAPALIMSA ITPHHSITA HA OCHOBAHHUH

npomoron ucnstmaruti Ne 5284xm om 19.09.2019 HIT OO0 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC ES.DMOS.C48940 om 23.09.2019

jIATA IIPHH}IT W5l JEKJIAPALIUH 24.09.2019
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CBE/IEHHSI O PETHCTPALTAH

OPIAH IO CEPTH®HUKAIIUH, 3APETHCTPHPOBABIIUM JEKJIAPALIUIO

RA.RU.11DOMO8 OPI'AH 110 CEPTHOHKALIHH IPOLYKLHH OBLECTBO C Or PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepkoea, 0. 4, sm. 5, now. I, kom. 1, adpec opeana no
cepmudhuxayuu: 115280, POCCHA, 2opod Mocksa, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, ged-
catim: oykx.pg.

JIEKJIAPAILI/U{ O COOTBETCTBUH 3APETHCTPUPOBAHA N POCC RU J-ES. DM0O8.A. 37588/19

o < L.urp KOHTDONA Jlunenxo U.B.
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A

REQUIP MODUTAB 8 mg x 28tablets

PEKBUI MOOYTAE®, Tabnerky NponoHrMpoBaHHOro AeicTBus,

NOKPLITLIE NMIeHOYHOoN 0BonoyKoi, 8 mr x 28 TabneTok
PRESENTATION: Finished Pack
Bua npogykra: roToBbIA NpoAykT (noTpebutenbcKan ynakoska)

Supplier Code:

10000000076360

Glaxo Wallcome, S.A.

Avda. Extremachura, 3

08400 ARANDA DE DUERO
Burgos - ESPANASPAIN

T 434 947 52 9700
F +34 947 62 9800
www.gsk.com

Parameters controlled on the Russian Federation territory and not performed by Aranda
{Glaxo Wellcome, S.A) / Chepyioume napameTpbi KOHTRONUPYIOTCA Ha TEPPUTOPUK
Poccuiickoii Peaepalium 1 He NPOBOAATCA Ha naowaake «narkco Banakom CA»:

Parameter

Moxazartens

Related Impurlties: SB270341 & 5B-410189

PopcTaeHHbie npumecn: SB270341 K $B-410189

Microbial Limit Tests

Murpobuonoruyeckans YMCTOTa

Packaging YnaKoBKa
Labelling MapxupoBKa
Batch N2: 8N5X
Cepusn No:
Date of Manufacture: 14-08-2019
[ata npoussojcTsaa:
Expiry date: 13-06-2022
lopgeH po:
API: ropinirole ;
A®DC: ponrHnpon Kl "
API manufacturer: SmithKline Beecham (Cork) Limited, Irefand "
Mpouasogutens AGC: CmuTKAAH Budem (Kopk) Numutes, Upnanaus 21
TEST RELEASE SPECIFICATIONS RE\& N §A_ b .
TECT CNELUMOUNKALINA PE3YNbTAT
Film-coated, biconvex capsule-shaped, red
tablet, debossed with "GS" on one face and
DESCRIPTION "5CC" on the other.
[lsosikoBbInykntie TabneTky KancynosuaHon
thopMbl, NOKPLITLIE NNEHOUHON 0BONOYKON, C Complies
rpasuposkoi GS Ha ofHolt ctopoHe. LiseT
OMUCAHVE oBono4ky Tabnetki 1 BUA rpaBypoBKA Ha
Apyroit CTOpoHe oNpeaensioTCsA A03UPOBKON:
KpacHsil 5CC

Supplier Code; 10000000076360
Batch Number: 8N5X
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Ragiairo Marcantil do Burgos,
Tomo 473, Litvo 264, Folia 142
Seccién 8 - Hoja BU-8091
Inseripcion 2

MN.LF: A-08260880

Sociedad Unipersonal

P. Industrial Allendoduera

Av. Exiremndura, 3

09400 Aranda de Duero (Burgos)



Glaxo Wellcome, 5.A

Avda, Extremadura, 3

08400 ARAMDA DE DUERO
Burgos - ESPANA/SPAIN

T +34 047 62 97 00
F 34 947 52 98 00

wwaw,geleeom
IDENTIFICATION by HPLC Complies test
MopnuHHOCTE ponnHKpena, Complies
B3XX B cooTseTcTBMM ¢ TpeboBaHUAMM
IDENTIFICATION by Diode Array Complies test .
MoanuHHoCTE ponuHupona, YO- Complies
:ﬁr;fﬁﬁgo OTOMETPMA HA AUAAHH B cooteeTcTeuM ¢ TpeboraHuaMU
ROPINIROLE CONTENT by
HPLC 95.0 - 105.0% label claim
(7.60 to 8.40 mg per tablet) 99 6
KONWYECTBEHHOE 95.0 - 105.0% '
ONPEJENEHWME POMMHUPONA, (7.60 - 8.40 mriTabn)
BIXX
UNIFORMITY of DOSAGE UNITS .
by HPLC Complies with Ph Eur Complies
O4HOPOOHOCTD B coorsetcTaum ¢ Esp. Gapm.
OO3NPOBAHWA, B3MX
RELATED IMPURITIES by HPLC SK&F104557 <=0.3 0.0
(% wiw) SK&F96268 <=0.4 0.0
SK&F98959 <=0.3 0.0
Any unspecified impurities <=0.2 0.0
0.0

poacTeexHbie NMPUMECIA, BGX

Total drug impurities <=1.0

SK&F 104557 He Gonee 0.3 %
SK&F96266 He Gonee 0.4 %
SK&FS8959 e Bonee 0.3 %
Iioban gpyras npumecs He Gonee 0.2
%
Cymma npumeceit He Bonee 1.0 %

Supplier Code: 10000000076360
Batch Number: 8N5X
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Reqgistro Mercanlil de Burgos,
Tame 473, Libeo 264, Folio 149
Seccidn 8§ - Hoja BU-0001
Inscripcion 2

MN.LF: A-08250088

Sociedad Uniparsonal

P Industiial Allendeduero

Av. Extremadua, 3

09400 Aranda de Duerc (Birgos)




Glaxo Wellcoma, S.A.

Avda. Extremadura, 3

09400 ARANDA DE DUERQ
Birgos - ESPANA/SPAIN

T +34 947 62 97 00
F +34 947 52 98 00
www.gsk.com

DISSOLUTION (% Ropinirole Complies with USP for extended release
released) articles. The acceptance ranges of % Ropinirole Complies
released for the specified time points are:

After 2 hours NMT 20 14
After 12 hours 45 to 65 55
After 24 hours NLT 80 91

PACTBOPEHUE B cooteeTcTBum ¢ Gapm. CLUA
Yepes 2 4 — He Bonee 20 %
Uepes 124—0745 8065 %
Yepes 24 yaca — He meHee 80 %.

Customer: Russia
CrpaHa: Poceus
QP Signature/ Date

YnonHomoveHHoe nuuo Mognuek/dara

Alvaro Pinto
Qualified Person

10 A80, 2019

Slgnsture:mg\% i
i

Ragistio Marcanlit de Burgos,

Tomo 473, Libio 264, Folio 143

Saccion 8 - Hoja BU-0891

Inscripcion 2

MN.LF: A-0B8250808

Sociadad Uniparsonal
Supplier Code: 10000000076360 e o
Batch Number: 8N5X 08400 Aranda de Duero (Burgos)
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