AEKJIAPAITHSI O COOTBETCTBUH

AEKJIAPAHT, IPUHUMATOITHA AEKJIAPAITAIO O COOTBETCTBUH

AO "ThaxcoCyumKsin Tpetidunz"

Ceedenua o pezucmpayuu opeanusayuu: Mesicpationnan uncnexyus Dedepanshoii nanozoaoii cayocbur Ne 46 no
. 2. Mocxee 01.01.2008, OT'PH | 027739011486, dama npucaoenun OIPH 24,07.2002,

| Adpec: 125167, 2. Mocxea, Jlenunzpadckuii npocnexm, 0. 3 74, xopnyc 4, amaoic 3, nost. XV, xoumama |.
Teneon:8(495)777-89-00.

B nuye: Tenepansnoiii dupexmop Hybancruit Onez

Hosepennoe mujo.; Kyaneyos A.A., dosepentocn 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, YTO

Ackapemecerinoe cpedcmeo: Pexeun Modymas, mabnemu NPOROH2UPOBAHHO20 OeiicmBUR NOKDYIMbIE NIEHOYHOT
obonoykoii 2 Mz 14 wum., ynaxoeru sveiiogsre KkoHmypreie (2), nayru kapmonnvie, PY Ne JICP-010923/09 on
31.12.2009 @ama 3avenwr 16.11.20] 7) evidano 340 "TraxcoCrumKnsiin T petidune”, cepus VB2T, napmus
2380 ynaxosor, 20den do 27, 09.2020, npouzeodcmea Iiaxco Bonnxom C.A., Henanus, Glaxo Wellcome S.A.,
Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain xod OKII[2 21.20.10.234, kod TH B3N
3004900002, Juempubviomop. coznamenue 6/i on 01 -01.2013, uneoiic Ne 4205246428 om 09.01.2019

COOTBETCTBYET TPEEOBAHUSIM

JICP-010923/09-161117

AEKJTAPALIUSI IIPHHATA HA OCHOBAHHK

npomoxon ucnvimarui Ne 321m om 25.01.2019 HJI 000 HI] "®APMOSE OPOHA", ammecmam axkkpedumayuu
POCC RU.0001.21]140, Cepmugpuram POCC ES.OMO8.C32424 om 28.01.2019

Kysueuos A.A.

(no;mﬁb [oR%Ke)]

151 O PEIMCTPAIIMU

OPI'AH 1O CEPTUPUKAIVY, 3APETHCTPHUPOBABIIINiA JAEKJIAPAITHUIO

RA.RU. 11 ®MO8 OPTAH ITO CEPT. HOHKALJHH ITPOTYKITHH OBIECTBO C OI'PAHHYEHHOF
OTBETCTBEHHOCTBIO "OKPY)KHOH HEHTP KOHTPOJIS KAYECTBA",

adpec opaanuzayuu. 115280, 2. Mocxaa, y1. Macmepxosa, 0. 4, am. 5, nom. I xom. 1 , Gopec opzana no
cepmupuxayu: 115280, POCCHS, 20pod Mocxea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, seb-
catim. oyKK.peh.

POCC RU JJ-ES.®M08.A.13929/19

«Okpikron

uenTp kowTpons |- § ) Hunenxo U.B.
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CERT[F[CATE OF ANALYSIS Glisxo Wallcome, B4,

Ak Pdresomdina,

CEPTUDUKAT AHATIA3A D100 AFAMDA DE DU RO

Burgos - ESFPARMASAIRN

REQUIP MODUTAB 2 mg x 28tablets | SHE b

Ioe34

PEKBUIM MOAYTAB 2 mr x 28 TabneTok vt s

PRESENTATION: Finished Pack
Bupg npogykra: rotoBbI npoaykT (notpebutenbekas ynaxKoBKa)

Supplier Cade: 10000000076348
Batch N° VB2T
Cepua Ne;
Date of Manufacture: 28-09-2018
Hara npoussogcTea:
Expiry date: 27-09-2020
logen po:
Tl’EST T RELEASE SPECIFICATIONS | HI;QESULTS a
TECT CNELUDUKALING PE3YIILTAT
Film-coated, biconvex capsule-shaped, pink
tablet, debossed with "GS" on one face and Complies

"3V2" on the other.

DESCRIPTION

Leosakosbinyknbie TabneTiu KancynoeuaHoM

¢hopmbI, NOKpPbITbIE NNEHOYHOI 0BONOYKON, ¢

ONMUCAHUE ' rpasupoekoi GS Ha oaHoli cTopaHe. Ligert
oBonoqkn TabneTkv 1 BIUA rPaBUPOBKA Ha

APYroil CTOpOHe ONpeaensioTcs [O3NPOBKON;

pososbii 3V2

IDENTIFICATION by HPLC Complies test Complies

NOANMMHHOCTh, BOXKX Beigepxusaer

IDENTIFICATION by Diode Array Complies test Caomplies

NnoaNMHHOCTL Bolgepusaer

Eay eSOk 95.0 - 105.0% label claim &
(1.90 to 2.10 mg per tablet)

KOMUHYECTBEHHOE n

OMPEAENEHVE POMMHUPOIA, 69,0~ 1050%

BOMKX (1.90 - 2.10 mr.7abn)

i {dors aad ol Bl
h e 2t Fobo it
Srereon B - Moga 1321600

Supplier Code: 10000000076348
Balch Number: VB2T
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DE DUE T

Fuangpn, - EBPAMASEAIN

Pl 947 52 47 oo

Bl 947 a9 w100

UNIFORMITY of DOSAGE UNITS
by HPLC Complies with Ph Eur Complies
OOHOPOOHOCTE B cooveetctaum ¢ Esp. dapm.
| LO3MPOBAHWA, BIMX
RELATED IMPURITIES by HPLC SK&F104557 <=0.3 Q.0
(% wiw) SK&F96266 <=0.4 0.0
SK&F98959 <=0.3 0.0
Any unspecified impurities <=0.2 0.0
Total drug impurities <=1.0 0.0
PoAcTBeHHbIe NTIPVIMECHK, BOXX SK&F 104557 He Gonee 0.3 %
SK&F9IB266 He Bonee 0.4 %
SK&F9B959 He Bonee 0.3 %
ToBas apyras npumecs He Gonee 0.2
%
Cymma npumecei He 6onee 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 12
After 12 hours 45 to 65 50
After 24 hours NLT 80 84
PACTBOPEHUE B cooTeeTcTBUM ¢ Papm. CLUA
Yepes 2 4 — He Gonee 20 %
Hepe3 124—oT 45 0o 65 %
Yepes 24 yaca - He meHee 80 %.
Customer: GlaxoSmithKline Russia

QP Signature/ Date

Ana Hervas
Qualified Persan
10 DIC, 7018
e, Fobe, 143
Signature: ___ -~ Sescan B Hogs P804
- VLT solon T
N A-ORUSOG5E
Sesiathyt) Upsprt siinat
Supplier Code: 10000000076348 e

Baich Number: VB2T
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