AEKJIAPAIIUS O COOTBETCTBUHA

AEKJIAPAHT, IPUHUMAOHIUN AEKJIAPALIMIO O COOTBETCTBHH

AO "ThaxcoCyumKaaun Tpeiidunz"

Ceedenus o pecucmpanuu opeanusayuu: Mesicpationnan uncnexyus edepansnoir naro2060i eayorctor Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus. OTPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jenunzpadexuii npocnexm, 0. 374, kopnye 4, asmaoe 3, nom. XV, kownama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepansuetit dupexmop Qybanckuii Onez

Hosepennoe nuyo: Kyneyos A.A., dosepernocms 60-13.09.2018 om 13.09.2018 »

3AABJISIET, UYTO

aexapemeennoe cpedemeo: Pexeun Modymab, mabnemxu nporonzuposantiozo deticmaus NOKPbINIbIE NACHOUHO
obonoyxou 4 M2 14 wm., ynaxosku aveiikossie konmypusie (2), nauxu kapmonnvie, PY Ne JICP-010923/09 om
31.12.2009 (dama samenvr 16.11.2017) ewidano 340 "ThaxcoCrumKsiin Tpeiidunz", cepus NH3B, napmua
2378 ynarosox, 2oden do 13.02.2022, npouseodcmea Iaxco Boanxom C.A., Henarua, Glaxo Wellcome S.A.,
Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, ko0 OKITJ2 21.20.10.234, ko0 TH B3]
3004900002, Huempubviomop. coanawenue 6/u om 01.01.2013, uneoiic Ne 4205269657 om 29.05.2019

COOTBETCTBYET TPEEOBAHHSM

JICP-010923/09-161117 uzm. Ne 1

AEKJAPALIMS TIPUHATA HA OCHOBAHUU

npomaoron ucnvimariuit Ne 3159 om 18.06.2019 HJT 00O HI] "®APMOEOPOHA", ammecman
aixpedumayuu POCC RU.0001.21PJI40, Cepmughuxam POCC ES.OMO8.C42254 om 18.06.2019

SITUST AEKJTAPAITAU 19.06.2019
[ASTAENCTBUTENBHA O 13.02.2022
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" CBEZEHWS O PETACTPAIIUNA

OPI'AH IO CEPTH®UKALUH, 3APETMCTPUPOBABIIHH JAEKJIAPAIIUIO

RA.RU.11PMO8 OPI'AH 11O CEPTHOHKALIMH ITPONVKI[HH OBLIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJIS KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeproaa, d. 4, sm. 5, now. I, xom. 1, adpec opzana no
cepmudpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men. :(495)788-02-88, geb-
caim: oyKrK.pe.

AEKJAPALIAST O COOTBETCTBUH 3APETMCTPHPOBAHA N POCC RU HA-ES.OM0O8.A.27519/19
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CERTIFICATE OF ANALYSIS o

» Wallcomes, G4,

Ao, Extromadiag, !
CEPTUOUKAT AHAIAZA 03400 ARANDA DE DUERQ
Evugon - ESPANASPARM
REQUIP MODUTAB 4 mg x 28tablets s watiei
PEKBUIMN MOLYTAB 4 mr x 28 Tabnerok o
PRESENTATION: Finished Pack
Bup npopykra: roToBbii NPOAYKT (NOTpebUTenbLCKas ynakoska)
Supplier Code: 10000000076349
Batch N°: NH3B
Cepusa Ne;
Date of Manufacture: 14-02-2019
Harta npowssopcraa;
Expiry date: 13-02-2022
lopeH po.
TEST RELEASE SPECIFICATIONS RESULTS
TECT CNELMOUKALINA PE3YINLTAT
Film-coated, biconvex capsule-shaped, light
brown tablet, debossed with "GS" on one face Complies
DESCRIPTION and "WXG" on the other.
[sosiKosbiNykble TabneTky KancynoBuaHoni
hopmel, NoKpbITEe NNEHouHON oBonaoukoi, ¢
rpaBupoBkoit GS Ha ogHol cTopone. Lipet
OMNCAHVIE o6onouKm TabneTkn 1 BUA rpaBUPOBKN Ha
APYroii CTOpoHe ONpeaensTCs 403UPOBKOA:
ceeTno-kopudHeseld WXG
IDENTIFICATION by HPLC Complies test Complies
MNOANTMHHOCTh, BEXKX BuigepxumeaeT
IDENTIFICATION by Diode Array Complies test Complies
NMOONVMHHOCTD Belgepxusaer
ﬁgf ('JN’RO‘-E CONTENT by 95.0 - 105.0% label claim o i
(3.80 to 4.20 mg per tablet) '
KONWYECTBEHHOE ) "
ONPEENEHWE POMUHUPONA, e
BOYX (380 -4.20 MffTaen}

Fogisto Mescantit de Burgos,
Tonn 473, Libso 264, Folio 143
Suowan d - Hogo BU-B00 1
Iostnipada 2

NAE
Supplier Code: 10000000076349 :
Batch Number: NH3B
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Glaxo Wellcame, S

Avca, Extiotoaddura, 3

G9400 ARANDA DE DUERO
Dunggos - ESPANAZGPAIM

T 434 947 82 97 00
Fo1a4 947 B2 9B 00
veverguk.com
UNIFORMITY of DOSAGE UNITS i
by HPLC Complies with Ph Eur Complies
OAHOPOOHOCTL B cootseTcTBum ¢ EBp. dapm.
OO3UPOBAHWA, BIMX
RELATED IMPURITIES by HPLC SK&F104557 <=0.3
(% wiw) iy 0.0
SK&F96266 <=0.4 0.0
SK&F98959 <=0.3 0.0
Any unspecified impurities <=0.2 0.1
Total drug impurities <=1.0 0.1
poacteeHHble NMPUMECH, BEMX SK&F104557 He Gonee 0.3 %
SK&F26266 He Gonee 0.4 %
SK&F38959 He Gonee 0.3 %
TioBan gpyraa npumecs He Bonee 0.2 %
Cymma npumeceit He Gonee 1.0 %
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 13
After 12 hours 45 to 65 52
After 24 hours NLT 80 88
PACTBOPEHWE B cootsetcTBun ¢ ®apm. CLUA
Yepes 2 4 — He Gonee 20 %
Yepes 124—0T145 0065 %
Yepea 24 yaca — He meHee 80 %.
Customer: GlaxoSmithKline Russia
QP Signature/ Date
Ana Hervas
Qualified Person
7 7 HAYD 2019
Signature: : *”"""“ Registr Meercanid de Mngos,
. Tesine 474, Libea 204, Folio 143
d Sereitn A - Hojp BU-080}
Inscupeicn 2
HALE: A-08250886
Sowedad Unipessonal
Supplier Code: 10000000076349 g oo ?ii-“;ﬁ*}‘w-“m*“
Batﬁh Number:; NH3B (J;&J{‘?’ﬁl;‘v&::’:ie Ouera (Bugos)
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