AEKJIAPAIIUAS O COOTBETCTBUM

AEKJIAPAHT, IPUHUMAIOLIHAN JEKJIAPALIHIO O COOTBETCTBUM

AO "ThaxcoCrumKnaiin Tpetiounz"

Ceederun o pezucmpayuu opeanusayuu: Mesicpaiionnasn uncnexyua Pedepansvroii nanozo6oii cayictivi No 46 no
2. Mocxse 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, 0. 374, kopnyc 4, amasic 3, nom. XV, xomnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvnuiii dupexmop Jlyéancxuii One2

Hosepennoe nuyo: Kysneyoe A.A., doeepenrocms 60-13.09.2018 om 13.09.2018 2.

3ASBJBIET, UTO

Aexapcmeennoe cpeocmso. Pexeun Modymab, mabnemxu HPONOH2UPOBANT020 DEUCMEUSL NOKPBIMBIE NICHOYHOT
obonouroil 4 m2 14 wm., ynaxosxu auetixossie KormypHeie (2), nauxu kapmonnsie, PY No JICP-010923/09 om
31.12.2009 (dama samenwt 16.11.2017) asidano 340 "ThaxcoCrumumKasiin Tpetidunz", cepus IM9X, napmun
2800 ynaxoeox, 200en 0o 26.12.2021, npouseodcmea Inakco Bsaaxom C.A., Henanun, Glaxo Wellcome S.A.,
Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, o0 OKITJ2 21.20.10.234, koo TH Bag
3004900002, Juempubsiomop. coznawenue 6/n om 01.01 2013, uneoiic No 4205256777 om 13.03.2019

COOTBETCTBYET TPEBOBAHUAM

JICP-010923/09-161117 usm. Ne 1

AEKJIAPALTAS ITPHHSITA HA OCHOBAHHU

npomoxkon ucneimanuti Ne 1822m om 05.04.2019 HJT 000 HI[ "®APMOEOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC ES.PMOS.C37695 om 08.04.2019

JATA IPHHATUA AEKJIAPALTAHU 08.04.2019
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S CBEJIEHUSA O PEI'MCTPAITUA

OPTAH IO CEPTH®UKAIINH, 3APETMCTPUPOBABII U JAEKJIAPAITHIO

RA.RU.11 ®M0O8 OPT'AH 1O CEPTHOHKALIHH IIPOJVKILIHH OBIIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH IJEHTP KOHTPOJIS KAYECTBA "

adpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, am. 5, nom. 1, kom. 1, adpec opeana no
cepmupuxayuu: 115280, POCCHS, 20pod Mocxkea, yx. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, aeb-
catim: OYKkK.pe.

AEKJIAPAITAST O COOTBETCTBHH 3APEI'MCTPUPOBAHA N POCC RU A-ES.DM08.A.20854/19
JATA _ LEHCTPAITAU 08.04.2019

7/ i

IOANHCE 3am. pykosoautens OC

' {{w._[}’, .
= HUKDYRHON
UeHTp koHTpona |_ B




CERTIFICATE OF ANALYSIS Glaxo Wellcome, 5.4,

Avda, Exiremadura, 3

CEPTUDUKAT AHATTU3ZA 09400 ARANDA DE DUERG

Burgos - ESPANA/SPAIN

REQUIP MODUTAB 4 mg x 28tablets T +34 94752 67 GO

—== T WPV IAD 4 mg X 28tablets i
PEKBUMN MOOYTAB 4 mr x 28 TabneTok i&ajiicig L

PRESENTATION: Finished Pack
Bua npoayxra: rotosbiii npoaykT (noTpebutennckas ynakoeka)

Supplier Code: 10000000076349

Batch Ne IMIX

Cepusa Ne:

Date of Manufacture: 27-12-2018

Oara npoussoacrea:

Expiry date: 26-12-2021

["onex po:
TEST RELEASE SPECIFICATIONS RESULTS |
TECT CNELIMOUKALILA PE3YILTAT

Film-coated, biconvex capsule-shaped, fight
brown tablet, debossed with "GS" on one face Complies

DESCRIPTION and "WXG" on the other.

AsosKoBsinyknsie TabneTku KancynoeuaHon

‘ OPMbI, NMOKPbITEIE MAEHOYHOI obonoykoii, ¢
rpasuposkoii GS Ha oawoii CTopoHe. Liger

OfMMCAHUE oBonovkn TabneTkv v Bug rpasvposky Ha

; APYrol CTopoHe onpeaensioTes HFO3UPORKON:

CBETNO-KOPUYHEBBIN WXG

IDENTIFICATION by HPLG Complies test Complies
NMOANMHHOCTh, B3XX Bolaepxusaer

JDENT!FECATJON by Diode Array Complies test Complies
NOONMHHOCTL  Boigepxusaer

ng éN’ROLE CONTENT by 95.0 - 105.0% label claim -

(3.80 to 4.20 mg per tablet) '

KONMMYECTBEHHOE "

OMPE/IENIEHVE POMVHUPONA, 95.0 - 105.0%
@H{X (3.80-4.20 Mr!'rat_?n)

Regisiro Mercantil de Burgos,
Tome 473, Libro 264, Folio 148
Seccion 8 - Hoja BU-8801

Inscripeion 2
N.LF: A-08250888
F Sociedad Unipersonal
Supplier Code: 10000000076349 F. industrial Allandegusro
Av. Extremadura, 8
Eth Number: QMQX 08400 Aranda de Duero (Burgos)
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Glaxo Wellcome, S A,

Avda. Extremaciura, 3

08400 ARANDA DE BUERD
Burgos - ESPANA/SPAIN

T +34947583207 Q0

F +34 9475208 00
vww.gsk.com

UNIFORMITY of DOSAGE UNITS
by HPLC

OAHOPOOHOCTL
HOSMPOBAHUSA, B3

Complies with Ph Eur Complies

B cooteetcTBMM ¢ Esp. ®apwm.

RELATED IMPURITIES by HPLC
(% wiw)

PoAcTBeHHbIE MPUMECH, B3XKX

SK&F104557 <=0 3
SK&F96266 <=0.4
SK&F98959 <=0.3
Any unspecified impurities <=0.2
Total drug impurities <=1 .0

SK&F 104557 ne Bonee 03%
SK&FI6266 He Gonee 04%
SK&F98959 He Gonee 0.3

ThoBas ppyras npumecs He Gonee 0.2 %
CymMa npumecei He Gonee 1.0%

DISSOLUTION (% Ropinirole
released)

PACTBOPEHUE

L

Complies with USP for extended release

articles. The acceptance ranges of % Ropinirole Complies
released for the specified time points are-
After 2 hours NMT 20 12
After 12 hours 45 to 65 52
After 24 hours NLT 80 88

B cooteeTcTRUM ¢ ®apm. CLUA
Hepes 2 4~ He Bonee 20%

Yepes 124 - o145 n0 65 %
Yepes 24 yaca - He MeHee 80 %, ‘ :

Customer: GlaxoSmithKiine Russia

QP Signature/ Date

Aivaro Pinto
Qualified Person

05 MAR. 2019

Registro Mercanti! de Burgos,

Tame 473, Lisra 264, Folig 142
M‘% Seccion B - Hoja BU-g801
Signature: > Inscripcion 2

'l

Supplier Code: 1 0000000076349
Batch Number: 9MgX
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N.LF: A-08250888

Sociedad Unipersonal

P Industrial Aliendeduers

Av. Exiremsdura, 3

09400 Aranda de Dyerg (Burgos)
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