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ANANYLLANITYDIEN
Nicergoline 30 mg film-coated tablet

1.3081 Nicergoline 30 mg film-coated tablet
2.AuandENalY
21 guuuy Juedfiaviinedeuiidy (film coated) dmsusudsenu
22 dulszneu  Usenaumieiien Nicergoline 30 mg lu 1 in
23 mougussy  vssyluuesdnadin desuauiy
2.5 aan szyflen dulsenauddrdyuaranuuseiurdniuduergaviings uavia
nuiUgumiuenliogedanuuuussysiu
‘vunwuzusseeddosdesssyissmistenienisidiuuszneuuazuuin
ATILSITBIELATTA TR g Tau

3.AnuaNUANIuvAila
3.1 Finished product specification:

4o Test Items Specifications

1 Identification Complied with finished product specification

2 Assay 95.0-105.0 % of the labeled amount of nicergoline

3 Uniformity of dosage unit Complied with finished product specification

4 | Dissolution test Not less than 709(Q) of the labeled amount of
Nicergoline is dissolved in 30 minutes

5 Total impurities Not more than 2.0%

3.2 Drug substance specification: BP 2020

D) Test Items Specifications
1 Identification Meet the requirement
2 Assay 99.0 - 101.0% of the labeled amount of Nicergoline
(on anhydrous basis)
3 Specific optical rotation +4.80 to +5.80
4 Water Not more than 0.5%
NS5UN1S .,,éj .
LA ek . e 3@:’% _______
(wey.an3snyd Junzas) (un. U3y (Rendsnsne) (ney.uityvun 53%)
RN ., S 5. Qxoas
(ney.nuaduyt Beudivsviasy) (ney.010A5 Mued)
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5 Related substances
- Unspecified impurity Not more than 0.10%
- Total impurities Not more than 1.2%
6 Sulfated ash Not more than 0.1%

- o
4. Woulvdu 9

4.1 nasnislasveygintunsdeusiveiedmingluldssvealve uazduns (declare)

UWAAIHAR

o a J’ -l o e -5 1 5 ] -l
4.1.1 TuddgnsTunadousive (V.2 ve.3 1.4 3o 82 udunnse)
° & = = v = o W
4.1.2 ‘L'IJFITUE)'UUVWLUEJU 8.1/8.1 v9381EUDINAN Wiall'i']ﬂa"dLaﬂﬂ'ﬂ?ﬂﬂﬂqﬁﬂQUﬂu

a oW ' of o = " - s ¥ o
AMANVDINERA TNV UNELTBY (finished product specification) wasUaninum
ar - ‘ Z el ' ' =
ANNMYBAINGAY (Drug Substance specification) nsfliiogseninamsivisuuyaq
whluiy azdesuuienatsnmsveunly (8.5) umiau finished product
specification Waz/n38 Drug Substance specification

4.2 LONANTIUTOWINTFIUNIHARYD

4.2.1

4.2.2

nsdifemdnluvssnalng dudnsoaidiunmiemidefuseunasgrunisuing
AUVENINNSTIBNNIARIUNSHAREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) laanuasau PIC/S participating authorities W3aillonanssusas
IASPIUNSHARIITUMANINUTILAL IS M TUN AR e TRsd TN UAILATIINTS
DIMNSUATEN NSENTNANEIIUAY Tarmuntulsinwaenndeuasiindioniu
wéninausiuazISnmsnalumsndngn PIC/S lumnaenilausns atudganiuseuns
asrvaeulnsiinanisiusesisiuiiusemauseniasedidninsiind
nsdiduenindranmassma guandosiionansiuseunasgiumsudnsiny
wdnINsIBNSTRlUNISHAREN PIC/S (Pharmaceutical Inspection Co - operation
Scheme) Tnewisa PIC/S Participating authorities atua@amusauUNs
asavdeulneiinansiusesfiviuiivssmalsemesmdidninsinduionaanongin
wdausingel

4.3 tand 13 UANUDILNLAUDTIA

431 WANSATIVUATINANNWHARTUIIVRHER (Certification of analysis of finished
product) luenjuiidssegns
NSIUNTS / <) -
Py o —
(wey.am3sod Yunze?) (un.U3gye] LAenA3ning) (ney. viyun 538)
a........ R ... 5@?"""‘9“§
ar " ; <l - =i «l
(ney.NUARUY BINUYTTLATY) (nEyY.010AT MIULA)
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4.3.2

4.3.3

4.3.4

4.4 FIBYNEN
4.4.1

HaN1TATIEIR AW IRgAUTEIMIENd@ATY (Certification of analysis drug
substance) #il#lunsuaneniuitdndusediniivesinaneuazdnaningiu
WnasvsanangIududumudR S IEWINUNM HEnTe IngAuYe e d 1Aty
(Drug substance) ¥ 4.3.2 fiugumsuanvendnsiueidniagy (finished product) ¥e
4.3.1

NaN13ANE Long term stability #u ASEAN guideline on stability study of drug
product naeateguesefildtunsfeulifudinaunmsnssunisemsuaze
NIENTNATITUGY

Jiauesnnn sesdsiagueetnaios 1 mioussyiue Jadudumunans
seazBunlansufaunuinmvualuienuauiimlutesunelu 3 fundsain
\AUDIIA

4.5 MsUsEnuAmNIMEIAdNaY

45.1
452
4.5.3

454

455

gfidewoudeaiongldlaliienndt 1Y 6 Weuiuaniudwey

gmnnaTidaoy wwfesdidiunmesluiusemanisnsviinssisguiiduey
nsdiimhesvmainsduitegueniidmeuiiiedinvliessigunm wie
swmsazvimiidedeswaietn lnofuieassesdwiudnaudwauiivisessns
dwnviensiwanduiuinveumldieninededumsasalinsisigunw nsd
nuhelidulunmunudnuusians mihssvmsveanuanslisufnsanms
lueTIMEIRINa1Ives funsuaz/vielanlunuiely
fuearsesiuasuniilenilndvuney visleiiansidenanimieusznisla
nourmuslnglifidouly

ssuumsiuiasindeniilfunasgiunamaninnst GSP (Good Storage Practice)
uwaz GDP (Good Distribution Practice) Insuanaianansusznou (Wuanaenansi
Isisunssusesssuv)

4.6 19 ﬂ?l']‘iai‘u )

46.1

N334N7 #

nsdleriauslaldendiuuuy (original drug) feslinan1sdnyn bioequivalence o
fiauesaudieudisusuedusuulaeiimsansseadulumundninasivasuun
UjiRlumsfnniauyavesenaniyvesdiinnuanenssunisemsuazen
NSYNTNAGITUAY

(Wey.an3sod Junzes) (un.U3ee) \RendInsng) (ney.vigywun 53%8)
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4.6.2 lulanawansdLATIey Elemental impurities ¥38i Risk assessment report for
elemental impurities #1819849uineust ICH guideline %30 US Pharmacopoeia
4.7 glauasin (§une) ﬁuﬂaulﬁanLﬁnﬁmmﬂdauﬂsuﬁmuﬂﬁ’aﬁ
471  npadikemsduaniviensininnnsivermansnisunduievesu foRnsitls
193§V ISO/IEC 17025 namsnsavdassilifulununeasgudedmun
472  nadindAndusioedatgnisnifudunniemmalasdinnuanenssunisewsuay
o1 Tutnavesdygrazdessans
473  nsdinulgmaunmanudndusiienadwmasoussavsnauazanuuaensioseiaed
lasuen
4.8 wiws1yMsveanuans lisuRnsumanTusieiUsEiRgnienifudulnedninay
paiznssuNsoMIsHarelussevam 1 neutudulenarsiauenenisdadensall
5. MsUszliuAUseansnweasian (Price Performance)
SeazduauanonasmnueiUssiuUsEAvEn M TIATk LU

HIUNTIUTDIANLNTTUNTAMANYUIANIZ VDY
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