JAEKJIAPATIVSI O COOTBETCTBUH

JAEKJIAPAHT, TIPUHUMAIOHIUI TEKJTAPAIIIO O COOTBETCTBUN

AO "ThaxcoCyumKsim Tpeiicunz"

Caedenua o pezucmpayuu opeanuzayuu: Meowcpationnas uncnexyun @edepanvroii naro2080ii cicdor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739011486, oama npucsoenus OIPH 24.07.2002.

Adpec: 125167, > Mocraea, Henunzpadcxuii npocnexm, 0. 374, xopnyc 4, amac 3, nom. XV kounama 1.
Teneghon:8(495)777-89-00.

B nuye: Ienepansuuiit dupexmop [Jybancruti Onez

Hogepeniioe nuyo: Kysweyos A A., dogepennocme 18-09.08.2019 om 09.08.2019 2

3ASIBJISIET, UTO

Aexapemeennoe cpeocmeo: Pexeun Modymat, matnemxu NPOROH2UPOBANHO20 OCIICMEUA NOKPIMbIE NAEHOYHOL
otonoukoii 4 mz 14 wm., ynarosku syetixocoie KoHmypuwie (2), nauxu kapmonnsie, PY Ne JICP-010923/09 om
31.12.2009 (0ama 3amenst 23.04.2019) ewidano AO "ThaxcoCyumKasiin Tpetiounz", cepun 883X, napmus 8470
ynaxogok, 200ew 0o 19.05.2022, npouseodcmea Naxco Bannkoyn C.A., Henanus, Glaxo Wellcome S.A., Avda de

Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, koo OKITJ[2 21.20.10.234, koo TH B3] 3004900002,
Hiempuboiomop. coenawenue 6/ om 01.01.2013, unsoiic Ne 4205284024 om 26.08.2019

COOTBETCTBYET TPEBOBAHUSIM
JICP-010923/09-161117 usm. Ne 1-2

JAEKJIAPAITHS IPUHSITA HA OCHOBAHUU
npomoxon ucneimanuti Ne 5283x om 19.09.2019 HII OO0 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC ES.DMO8.C48939 om 23.09.2019
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i / Kyznenos A.A.

(iommgb & 1.0

CBEJEANSI O PETUCTPAIIIH

OPT'AH I1O CEPTH®UKALNH, 3APET HCTPUPOBABIINIA JEKJIAPAIIHIO
RA.RU.11®DMO8 OPI'4H ITO CEPTH®HKAI[HH NPOJVKIIHH OFLIECTBO C OIPAHHYEHHO
OTBETCTBEHHOCTHIO "OKPYKHOH LEHTP KOHTPOJIS KAYECTBA",

adpec opzanuzayun: 115280, 2. Mockea, yn. Macmeproea, . 4, sm. 5, now. I, xom. 1, aopec opzana no

cepmucpurayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmeprosa, 0. 4, am. 5., men.;(495)788-02-88, ae6-
caim: oyKK. pgh.

Hunerko H.B.
Pykosoaurtens OC




CERTIFICATE OF ANALYSIS
CEPTUGKKAT AHATIU3A

Glaxo Wellcoma, S.A.

A\;:. Emem:ci‘i?ra, 3
REQUIP MODUTAB 4 mg x 28tablets 09400 ARANDA DE DUERO
PEKBWUIM MOLYTAE®, TabneTku NponoHrupoEaHHoro AeicTens, Suroe:- EOPRNARIEN
NOKPbLIThIE NIeHOYHOU 060n04Kol, 4 Mr x 28 TabneTok ; b gj; -;*; g; o
PRESENTATION: Finished Pack www.gsk.com

Bup npopykra: rotoBbHA NpoaykT (noTpeGurenbcKan ynakoBka)

Supplier Code: 10000000076349

Parameters controlled on the Russian Federation territory and not performed by Aranda
(Glaxo Wellcome, S.A) / Chepyiowne napamerpbl KOHTPOAUPYIGTCA Ha TEPPUTOPMK
Poccuiickoi Qepepauiyi M He NPoBOAATCA Ha naowaake «fnaxco Baankom C.A.»:

Parameter MNoxasatens

Related Impurities: SB270341 & SB-410189 PoacreenHsie npumecy: SB270341 K SB-410189
Microbial Limit Tests MuKpoGuonoruieckan YucToTa
Packaging Ynakosxa
Labelling MaprupoBKa

Batch N°: 883X

Cepus Ne:

Date of Manufacture: 20-05-2019

[Jara npounssogcrea:

Expiry date: 18-05-2022

lopeH po:

API: ropinirole

A®C: poriviHupon

APl manufacturer: SmithKline Beecham (Cork) Limited, Ireland
Mpoussogutens AGC: CmutKnainH Budem (Kopk) Numuten, Mpnangun

TEST RELEASE SPECIFICATIONS RESULTS
TECT CNELINOUKALINA PE3YJIbTAT ;

Film-coated, biconvex capsule-shaped, light |
brown tablet, debossed with "GS" on one face g

DESCRIPTION and "WXG" on the other.
[BosKoERINYKNbIe TaBNeTKW KancynosuaHon
hopmbl, NOKPEITEIE NNEHOYHON 080NOYKON, C Caomplies
rpasuposkoit GS Ha ofHoi cTopote. LiseT
OMUCAHUE oBonoykn TabneTku 1 BUG rpaBmupoBKK Ha

LPYroii CTOPOHE OMNPEAenstoTCs LO3MPOBKON:
ceeTno-kopu-Heesin WXG

Supplier Code: 10000000076349
Batch Number: 883X
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Glaxo Wellcomg, S.A.

Avda. Extremadura, 3

09400 ARANDA DE DUERO
Burgas - ESPANA/SPAIN

T +34 947 52 47 00
F +34 947 62 98 00

www.gsh.com
IDENTIFICATION by HPLC Complies test
lMoanuHHOCTE ponuHMpona, Complies
BIXKX B cooTeeTcTBUN ¢ TpeboBaHUAMM
IDENTIFICATION by Diode Array Complies test . ;
MoanwHHOCTL ponuHupona, Yo- Complies |
;ﬂ;il;;:;b ISR B ARRcs B cooteeTcTBUM C TpeboBaHMAMN E
ROPINIROLE CONTENT by f
HPLC 95.0 - 105.0% label claim
(3.80 to 4.20 mg per tablet) 08.9 |
KONMYECTBEHHOE 95.0 - 105.0% ;
ONPEOENEHWNE POMMHWPONA, (3.80 - 4.20 mr/rabn) |
BIMX E
UNIFORMITY of DOSAGE UNITS :
by HPLC Complies with Ph Eur Complies
OfHOPOOHOCTb B cooTtseTcTBuUM ¢ EBp. Qapm.
AO3UPOBAHUA, BSMX
RELATED IMPURITIES by HPLC SK&F 104557 <=0.3 0.0
(% wiw) SK&F96266 <=0.4 0.0
SK&F98959 <=0.3 0.0
Any unspecified impurities <=0.2 00
Total drug impurities <=1.0 0.0
poAcTeeHHbIe NMPUMECHK, BIXX SK&F 104557 He 6onee 0.3 %
SK&F96266 He Bonee 0.4 %
SK&F98959 He Gonee 0.3 %
ToBas gpyras npumecs He Bonee 0.2
%
Cymma npumeceii He Gonee 1.0 %

Supplier Code: 10000000076348
Batch Number: 883X
Page 2 of 3
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Glaxo Wellcome, S.A,

Avda. Extremacdu, 3

09400 ARANDA DE DUERQ
Burgos - ESPANA/SPAIN

T +34 947 52 97 CO

F_-+34 947 52 98 00
DISSOLUTION (% Ropinirole Complies with USP for extended release"o¢-com
released) articles. The acceptance ranges of % Ropinirole Complies
released for the specified time points are:
After 2 hours NMT 20 13
After 12 hours 45 to 65 54
After 24 hours NLT 80 90
PACTBOPEHUE B cooTeeTcTEMN ¢ Dapm. CLUA |
Yepes 2 4 — He Bonee 20 %
Uepes 124 —oT1 45 10 65 %
Yepes 24 yaca — He meHee 80 %.

Customer: Russia
Crpaha: Poccus
QP Signature/ Date

YnonHomeuerHoe nuuo Moanucs/[ata

Alvaro Pinto
Qualified Person

19 ABD, 2019

Signatu;;zw___&
-
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Regtsiro Mescantil do Bs;ﬁ?ﬁfv-?‘:ﬂw

Tomo 473, Libro 264, Folio 143

Seccion 8 - Hoja BU-8091

Inscripeion 2

N.LF: A-00250880

Sociedad Unipsrgonal

Supplier Code: 10000000076349 R £ Mk

Batch Number; 883X QBALS Aranda de Dusro (Burgos)
Page 30of3




