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ANANWUZIANIZYDIYN

Ropinirole 2 mg prolonged-release tablet

1. ¥oen Ropinirole 2 mg prolonged-release tablet

2. AuaNUANILY

2.1
2.2
2.3
24

Juuy
dlsenau
NYULUTTY
2870

Dudiadmsusuusenmuiineengnaiiiu (Prolong release ) 24 d2lus
Usenausiemen Ropinirole wu1n 2 mg lu 1 uin

ussglun1vusUnaiin Josfunasazmiuty

- sey@enn duuszneufiendfuarauuse Yunde Judueny Laviindn

waztaunzioussuenliegadmauuuussyiue
- UUMIUEUIIYRIes NtReRedTE Yoy mTaienan1smdiulsEnouLay
PNAANULIE Vi Tuduenglidaau

3. AnuanUANIamAila

3.1 Finished product specification:

v

After 2 hr
After 12 hr
After 24 hr

VD Test Items Specifications

3.1.1 | Identification Complied with finished product specification

3.1.2 | Assay 93.5 -105.0% of the labeled amount of Ropinirole
3.1.3 | Uniformity of dosage units* Complied with finished product specification

3.1.4 | Dissolution* Test

Not more than 20
45-65
Not less than 80

3.2 Drug substance specification:

= Test ltems Specifications
Ud
3.2.1 | Identification Complied with drug substance specification
3.2.2 | Assay 98.0-102.0% of the labeled amount of Ropinirole HCL
3.2.3 | Water Not more than 0.5% w/w
3.2.4 | Related substance Complied with drug substance specification
3.2.,5 | Sulfated ash Not more than 0.1% w/w

(Wey.@n35mU Junze)
GPU 425413

[2503]

(ney.vigyrun 59%8)

(ney.oNAA3 A ud)




WUBLAe - *5zyte Dissolution fiu Uniformity of dosage units....... Wluulenasuanisgazideana
nsnsaaasiey mndlaudslilulu CoA
- nsdieangieuudansiu (waive) nsesaaaeuiinsizidesienislaliunansenarsdngiu
FanamldsuoyiiRse

4. Joulvdu 9
4.1 wnansnsidsueygntunadoumiveniesmelulsamalng wazduas (declare) uvdndn

411 lTuddynmstunadeusiuen Me.2 ve.3 ve.d i 82 udusinsd)

412 ludwetunsdeu ve.1/6.1 vesniiiauenan wenmeazduavidenisaiun
Qzumwuaawﬁmﬁm%muﬁﬁumﬁau (finished product specification) wazdannu
AMNNUBYINGAY (Drug Substance specification) nsdifiegsywinamsilasuuyag
wilufianiy zdeanuuienansnisveunily (8.5) 1mieu finished product
specification Waz/%39 Drug Substance specification

4.2 1eNaITUTOWNATTIUNSTHAREN

421 nsfifiewdnlulssmalng guandeiiduunnmaenivdesuseunnsgiunswing,
AUNENNEITSNNSTRLUNISHAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme)lneviuaeu PIC/S participating authorities ¥39iloNaN3IUTBININTFIUNNS
HAnEITUVENINATTLaEIENMIARIUNNIHAREYBIF TN N UANEASIINSEIMNTHAEN
nsEnTEnssEY Fatmuntulneiinuaenndeuasiniisuiundninasivazisns
Anlunswdnen PIC/S lumnaendiausuie atuagamuseunisasavaeulaednanis
fuseaatufiduenansussmasadidnivnsiing

422 nsdddusnindhanselssme guanfesfiienansiusewnmsgrumssingniy
WaNINEIISNSARLUNSKAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Taeviagau PIC/S Participating authorities ¥30 GMP YesUsuInAHén
aﬁudﬂqmmmaumimmaauimaﬁwams%’usaqﬁﬁuﬁ?juwnmsﬂssmmswm&éﬂ‘lm
nd

4.3 LENANTANN NI TLAUDSIAN

431  HAMINTINATIIRUNMNENSTuTveENAR (Certification of analysis of finished
product) ugnguiidasiegn

432  wamsaATziRuAwingauvesdnendny (Certification of analysis drug
substance) ldlunswanensuitdndusetnaiaveirineuasinaningiu

@

433 lenanvsendngududunuduiusseniniunimdavesingivveiiendiAg (Drug

<

14

substance) U9 4.3.2 ﬁuiumswﬁmaaNﬁmﬁm‘ﬁﬁwﬁﬂgﬂ (finished product) ¥® 4.3.1

N3IUNT ) e 4 a/;
1(55”4*‘”“/\”“‘# ....... B ﬁ"“ ...................... 3@7M ..........................

(ney. A3 mwued)

(wey an3smu Junved) (ney.dfyrun o9
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4.3.4 NAN1ANWYI Long term stability ®13 ASEAN guideline on stability study of drug
product maeataenguatiiFtunadoulifudinnunnznssunmsemsuazen
NITNTNATITUAY

4.4 f9Eg1aeN

4.4.1 auesia seswdaiiegnetegatios 1 vigussyine Fadusununaninuazidun

Iasudhumuiirmusluiadesmaut@miutradungly 3 Sundianauesian
4.5 MUszRupmAMENTideey

451 efidweusesdionglililitesnin 1 6 Weutuanudweu

452  vmnoeidwey wdesdsdinamaigluusemansasiTiiasizisuiideey

453 nsdiimhenymshmsduiegneniidmeuiiednsialinsiziganm mhesens
awimlidefevedietns Insfsasdosdisnfindnnuinnuimhesvnisdnse
Jesmiuezdugiuissourliteiiiordeddunisamslienesiquam nsdiwuh
el ulununadnuziawy mhesensveanuans lisufasanmsiauesiae
snamves fueuaz/mieuanluafiiely

054  freagdesiudsunilesilndvuaeng vioilaiinmadenanmieusenisle
roufmuslnglifitouly

455 szuumsiivuazdndsendiliunesgiunamdninnst GSP (Good Storage Practice) wag
GDP (Good Distribution Practice) Insuansonansusznau (Wuanuenansitlefuns
JusessEuv)

4.6 LoNaN3dY 9

161 nsdefiauelilipiduiuy (original drug) deaiinan1sAne bicequivalence Y09en7i
uesawSeuiisuiueduuuulagisnsnuseadulumumaninasiuasunyujon
TumsAnwTrauyavedenandiyvesdinauANEnITuNITOIMITUAZET NTENTH
a157504aY

4.6.2 luwaninansiaiasizit Elemental impurities 1504 Risk assessment report for
elemental impurities #i8n48smainaust ICH guideline W@ US Pharmacopoeia

4.7 gliauasnm () Buenlieniandayareunsuimundal

4.7.1 nszﬁwamsdmmsaﬁmswﬁmﬁmnnsaﬁwmmam%msLmeéw%aﬁawfjﬁamsﬁlﬁ
P35I ISO/IEC 17025 wan1sasavdasgsildifulumuinasgiuderimun

472  nsdmandasisiadgniFenifuAuaniemaalaedninnuanenssunisemisuay

v

1 Tugsnanvesdygiazdossune
473  nsfimulgmaunmainudndsiiendwadeUszdninawasaudasnivsiogaei

195uen
s )y ) S{
L Gl Swneol? o (. 3. (@200 ..
(Wey.@n35mu Junzes) (ney.vigywun 53%E) (ney.0nAs M)
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4.8 WheTensveanuAns Wiiuinsuwdndusiofiiiussiignisenifuiulasdnineunaznssuns
pwnsuazelusveviam 1 Ieutufulenasiauesmmsiadonsed
5. MsUsziliuAUszandsnmdesian (Price Performance)
eaziBuauansanasmuINuIUsTliuUsEAE A MseT AN u LU

AUNTTIUTBIAMUSNTTUNITAMENYUSIAWIZYDLEN
Ropinirole 2 mg prolonged-release tablet

| |
nssumsl f/(/' ‘Hj%“/r R 4’3) @vv?@/g

(Wey.an3sou Junzes) (neyvigwun 5470) (ney.0ne3 aued)
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5.nuaUssiuUsEaNsA 1WA s1AT (Price Performance)
Ropinirole 2 mg prolonged-release tablet

fauusuanuasumiinazuuy

fauusuan dminazuuu
1.‘5’1m*71lt,aua 40
2. AunwiazauauARdulsylovisonesians 55

3 [Joulun1sAuen 5

e 100

FauUswani 2: ﬁ:umwu;asqcuauﬁ’ﬁﬁtﬁﬁﬂéﬂﬂﬁﬁe{amaswmé (AzUUULAN 100) 0

AuUT599 Yinasuuy
14199 IUNERS 60
2.0 59 U JUANS 20
3 pruanTATiBoUsElumirensu TRy 20
33U 100

) a
1.62uU55099 1: 4193 9 (AZUUULAL 200)

1.1 MmsSusesnanmveawdndau (@ 1 lu 5 Azuuwuidu 100)

(n) Lﬂum%dag’mﬁiﬁﬁEJmsEJ']ﬂmmW?JEN WHO List of Prequalified Medicinal Products
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