AMANWULIANIZYD381 Nicardipine s mg injection

@. %0en  Nicardipine b mg injection
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b.e JUMUY uthelausimanide

blo druUsznay Usznausesen Nicardipine HCl o mg Tuthent3inns o ml
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m.@ Finished product specification : Nicardipine v mg injection

AauaNUANIamatia specification
® Identification test MU
. UTunuiendnfgy ®o.0 - ®@0.0% L.A. of Nicardipine HCI
o, pH no ~ad&
&  Sterility RSITU

&  Particulate matter

BUNAYUIA 2 ®O UM Litfiu e,000 8UNA per container
DYUAIRNVUIN 2 o pm LAy moo BYAA per container
F‘a. Bacterial endotoxins 13i1AU @.enen USP Endotoxin Unit/ mg
. Related substance RV
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mlo Drug substance specification : Nicardipine Hydrochloride

AuFNUANIGMALA specification
®. Identification test A529HY
Usanaumaendagy NLT @w.& % of Nicardipine Hydrochloride (when dried)
@.  Bacterial endotoxins NTITNIU
. Melting point eba - eme 'C
& Heavy metal NMT o ppm
. Related substances ATIANIY
¢, Loss on drying: NMT @.0%
. Residue on ignition NMT o.@%
wngms - * e Dissolution way Uniformity of dosage units TWluuananslanss18audanNan1sniiaiinie
windildudimuasdoafiduialiluly coa
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o0 WiFymsTunsfousiue 1 vele ne.o ne.e ve oo udwsinsd
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AR RN NYBINAR SusmwTTungLTen (Finished product specification) wazderuuagmnn
Y03IRYAY (drug substance specification) ﬂiﬂﬁa@jiammmimgauuﬂamﬁ’mﬁmLau%ﬁamum@ﬂmﬁ
msvaula (8.¢) s e finished product specification Waw/1138 drug substance specification Taevaufily
nowiuUszniAusznIngien warlitiu b U a fudssnmeuszninsia
b, ONENTTUIRWINIFIUNTHAREN
bo nsdumdniulsawelng fudedeslionansSuseunsusdaemurdninasinagisnia
lun1sndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwuaeaiu PIC/S
participating authorities %38 ﬁmﬂaw%’mmmmgmmmﬁmmmwﬁ’ﬂLﬂm%uaﬁ%mﬁﬁhmwﬁmm
YOI NNUANENTINMIDMTLAYIINTENT AT INEY Sermuntilaefimuaenndeuasinfioui
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JutedeiulsgnieUszninginiY
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FWnsfialunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Inewiuaganu PIC/S
participating authorities 38 GMP vasUszimaldn atuaannuseunInsivaeulaeiinanisiusest
JulsgmaUIENINTIAIVTORLAABAT WL ILANTE
. WONANITAMAMNYBINTIEUDTIAN
m.e NANIATIVIATIERAMNIWNENS e 1d@1S93UeNEn (certificate of analysis finished
product) lusnjuiidaduseting
oo HAMIATIIATWAMAWIRgRUYesiiend dgy (certificate of analysis of drug substance)
fllumsuaneriuiidaduodaimesdiansuasininnadu
m.o LONa@1IIendngIuBuduauduiusssnitegunsuanvesingivuesiiendiagy (drug
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FsuiinveuAldineifvdodunsanaiiessinunm asdiimuiebidulumunudnuusems mie
swmsveanuAvshifuRvsanauenmeiinamuesiauena () uesvielkaslunduisly
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o, fiauesian (§ue) Buserlfendndygneunsuimun sail
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