HAEKJIAPAIIASA O COOTBETCTBUHA

AEKJIAPAHT, IPHHHMAIONIAN JEKJIAPAIIHIO O COOTBETCTBUH
AOQ "ThaxcoCyumumKaaiin Tpetiouna"

Caedenus o pecucmpayuu opzanusayuu: Mescpationnas uricnexyus dedepansnoii nanozoeoii cayoichvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npucecenus OI'PH 24.07.2002.

Adpec: 125167, &. Mockea, Jlenunepadcxuii npocnexm, 0. 374, xopnyc 4, smase 3, nom. XV, xomnama 1.
Tenepon:8(495)777-89-00.

B nuye: I'enepanvuwiti dupexmop Jyéanckuii Onez

Hosepennoe nujo: Kysneyos A.A., dosepennocmy 18-09.08.2019 om 09.08.2019 2.

3ASIBJISIET, UTO

Aexapemeennoe cpedcmeo: Pexeun Modymab, mabnemicu npononzuposannozo deticmeus nokpuinisie nAEROUHOT
obonoyxoii 4 M2 14 wm., ynaxoexu saueiikoesie KonmypHuie (2), nauxu kapmonnwie, PY Ne JICP-010923/09 om
31.12.2009 (0ama 3amenst 23.04.2019) ssidano AO “IaxcoCmumEKnsiin Tpeudunz", cepus E27U, napmusn
3150 ynaxosox, 200en do 07.07.2022, npouzeodcmea I'naxco Bannxom C.A., Henanus, Glaxo Wellcome S.A.,
Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, k00 OKII/2 21.20.10.234, x0d TH B3
3004900002, Juempubviomop. coznawenue 6/ om 01.01.2013, unsotic Ne 4205288290 om 23.09.2019

COOTBETCTBYET TPEBOBAHHAM

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

AEKJIAPAITHSA ITIPHHATA HA OCHOBAHUH

npomoxon ucneimanuti Ne 6332m om 18.10.2019 HJT OO0 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmudgpuxam POCC ES.DMO8.C51718 om 21.10.2019

JATA NIPAHSATHSA IEKJAPAITHH 22.10.2019
1 SACACTBATEIBHA O 07.07.2022
/ ,;i/
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CBEJEHHS O PETHCTPALIAM

OPI'AH 10 CEPTU®HKAIUAH, 3APETHCTPHPOBABLIHI JEKJIAPAIIHIO

RA.RU.11OMO8 OPTAH 1O CEPTH®HKAIJHH TPOLYKIHH OFLJECTBO C OI'PAHHYEHRHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocksa, yr. Macmepxoga, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no

cepmugpuxayuu: 115280, POCCHA, zopoo Mocxaa, yn. Macmepioea, 0. 4, sm. 5., men.:(495)788-02-88, geb-
catim: oykx.pg.




REQUIP MODUTAB 4 mg x 28tablets

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A

Glaso Wellcome, 5.4,
Avcia, Exlremaciurn, 3

PEKBWN MOLYTAE®, TabneTku NPOMOHIYMpOBaHHOr0 AeiicTBuS,

NOKPbIThIE fneHoYHol obonoukon, 4 Mr x 28 Tabnertok

08400 ARANOA DE DUERC
Buigos - ESPANA/SPAIN

PRESENTATION: Finished Pack

T 434 947 52 57 G0
Fo+34 947 52 98 00

Bup npoaykra: roToBbii NpoaykT (NoTpebutensckas ynakosKa) sk o

Supplier Code:

10C00000076349

Parameters controlled on the Russian Federation territory and not performed by Aranda

(Glaxo Weilcome, S.A) / Crepyioume napameTpbl KOHTPOAUPYIOTCA HA TepprUTOPMUM

Poccuiicioil degepatiuu 4 He NPOBOAATCA Ha Naowaake «nakco Banakom C.A.»:

Parameter

MNoxazatens

Related Impurities: SB270341 & SB-410189

PoacrseHHbie npumecy: S8270341 M SB-410139

Microbial Limit Tests

Murpobuonoruueckan uncrora

Packaging

YrakosKa

Labelling

Mapkuposna

Batch N2:
Cepun Ne:

Date of Manufacture:

[lata npoussoacTsa;
Expiry date:

lopeH po:

API: ropinirole

ADC: ponuHupon

APl manufacturer: SmithKline Beecham (Cork} Limited, Ireland
Npoussoputens AGC: CantKnaitn Buuem (Kopk) Numureg, Wpnangus

E27U

08-07-2019

07-07-2022
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TEST RELEASE SPECIFICATIONS RESULTS
TECT ClNELHNPUNKALIMA PE3YINBTAT

Film-coated, biconvex capsule-shaped, light

brown tablet, debossed with "GS" on one face

and "WXG" on the other.

DESCRIPTION

HeosKoBsinykribie TaBNeTkM kancynoBuaHoN

hopMbl, NOKPLITLIE NNEHOYHOW 0BONOYKOR, © Complies
OMNMUCARUE rpasuposkoi GS Ha oaHol cTopoHe. Liser

oBonodi TabneTku 1 BUA rPaBUPOBKK Ha
APYTOl CTOPOHE ONpegenaloTeH 403MPOBKOR:
CBETNo-KophyHeBsuin WXG

Supplier Code: 10000000076349

Batch Number: £27U
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Registro Morcanti de Burgos,
Tomws 477, Libro 264, Fufia 148
Secoén 8 - He DU-809)
Insaripeion 2
MLE: A-08250080
Sociedad Unipsrsonal

i P industial Alondeduers
Ay, Extremadura, 3
09460 Aranda de Duero (Burgos)




Glaxo Wellcome, S.A,

Avda, Extremadiuas, 3

09400 ARANDA DE DUERD
Birgos - ESPANAISEAIN

T +34.947 52 97 00

F o434 947 52 98 G0

v gsk.oom

IDENTIFICATION by HPLC Complies test
INoanMHHOCTs RonmuHUpona, Complies E
BIKX B cootsetcTRM ¢ TREBoBaHUAMM |
IDENTIFICATION by Diode Array Complies test _ |
MNognuHrocTs panuHupona, Yo- Complies i
;r:;p:f B il B cooteercTBUM ¢ Tpefosarmamu
ROPINIROLE CONTENT by
HPLC 96.0 - 105.0% label claim
(3.80 to 4.20 mg per tablet) a5 1 |l
KOJIMMECTBEHHOE 95.0 - 105.0% P
OMPEOENEHWE POMUHUPONA, (3.80 - 4.20 mr/rabn)
B3OXX
UNIFORMITY of DOSAGE UNITS
by HPLC Complies with Ph Eur Complies
OAHOPOOHOCThL B cootsercTaum ¢ Eap. dapm.
AO3UPOBAHNSA, BAXKX i
RELATED IMPURITIES by HPLC SK&F104557 <=0.3 0.0 .
(% wiw) SK&F96266 <=0.4 0.0 2
SK&F98959 <=0.3 0.0
Any unspecified impurities <=0.2 0.0
Total drug impurities <=1.0 0.0 |
poAcTEerHbie MPUMECH, BMX SK&F104557 He Gonee 0.3 % '
SK&F96266 He Gonee 0.4 % ;
SK&F98959 He Gonee 0.3 %
JlioBas pgpyras npumecs He Gonee 0.2
%
Cymma npumeceii He Bonee 1.0 %
Ragistro Mercinil de Burgos, § i
Tome 473, Litwo 264, Folio 143 [ ]
Seccidn B - Ho BU-8891 .
it |
Sociedad Unipeisanal
Supplier Code: 1000000076349 ’ oy
Batch Number: E27U 09400 Arancla de Dusro (Busgos)
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Glaxo Wellcome, S.A,
Avla, Extremadura, 3 !
09400 ARANDA DE DUERO |

Burgos - ESPARA/SEAIN
T #3534 947 52 97 00
F 34 947 52 98 00 |
weaw.gak.com E
DISSOLUTION (% Ropinirole Complies with USP for extended release !
released) articles. The acceptance ranges of % Ropinircle Compilies .
released for the specified time points are:
After 2 hours NMT 20 13
After 12 hours 45 to 65 53
After 24 hours NLT 80 80
PACTBOPEHWE B cooTeeTcTBUM ¢ Dapm. CLLA
' Yepes 2 u — e Gonee 20 %
Yepes 124~0745 0065 %
Yepes 24 yaca — He meree 80 %.

Customer: Russia
CrpaHa: Poccua
QP Signature/ Date

YnonHomoueHHoe nuiio MNognucs/OaTa

Juan Diego Pérez
Qualified Person

11 SEP. 2019

i

Signature:

Ragishie Nocantil de Buigos,

Tame 473, Lilwo 264, Folio 143

Seccidn 4 - Hoja BU-888

Insotipeian 2

MLE: A-0B250688 3

, Sosiedad Umpersonal 5

Supplier Code: 10000000076349 T
Batch Number: E27U 09400 Aranda de Duero (Burgos)
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