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Nicardipine hydrochloride @o mg/@o mL solution for injection/infusion, @o mL
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o | Limit of N-Benzyl-N-Methyl Not more than o.ey %

Ethanolamine
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Test items

Specifications

Organic impurities

- Nicardipine monoacid

- Nicardipinepyridine analog

- Any unspecified degradation
impurity

- Total impurities

Not more than o.lo %
Not more than o.« %

Not more than ol %

Not more than en.& %

Content of sorbitol

®0.0 - ®®0.0 %

Bacterial endotoxins

Not more than &.enen EU/mg of Nicardipine hydrochloride

pH

Mn.0 — X

Extractable volume

] a . . .
AT UANNSEYlY finished product specification

a|& | 3| g | re

Sterility tests

1 ] . P .
n3IaRUANNSEYl finished product specification

®0

Particulate matter

- YUIM 2 @o pm i
D,000 BYNIA/container
- YUIA 2 o& pm Ay

Doo BYNIA/container

] A & . 3
mswmumummﬂu finished product specification

e.lo Drug substance specification : Nicardipine hydrochloride USP &

v

- Nicardipine pyridine analog
- Nicardipine dimethyt ester analog
- Nicardipine bis analog

- Any other individual
unidentified impurity

- Total impurities

U8 | Test items Specifications
Identification Meet the requirement
o | Assay «z.0 - @o.o % of Nicardipine hydrochloride
(dried basis)
e | Organic impuirities

Not more than o.e %
Not more than o.& %
Not more than o.&¢ %

Not more than o.e %

Not more than @.0 %
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99 | Test items Specifications
@ | Residue on ignition Not more than o.e %
& | Loss on drying Not more than o.& %

en.en Finished product specification : Nicardipine hydrochloride injection JP ae/

¥

U8 | Test items Specifications
Identification mswshumuﬁixq'm finished product specification
o | Assay &m.o — @ow.o % of the labeled amount of

Nicardipine hydrochloride

e | Organic impurities mwmum’mﬁizﬂu finished product specification
@ | Bacterial endotoxins Less than &.enen EU/mg of Nicardipine hydrochloride
& | pH m.o - &&

o | Extractable volume msaﬁlmumuﬁixﬂu finished product specification

o | Sterility tests mi'sﬂmumu’ﬁwﬂu finished product specification

« | Particulate matter mmshumuﬁszqiu finished product specification

- IR 2 @0 um A
©,000 BYNIA/container
- A 2 o um laiiu

Doo dyNIA/container

e Drug substance specification : Nicardipine hydrochloride JP eev

¥

V9 | Test items Specifications
Identification Meet the requirement
o | Assay Not less than «w.& % of Nicardipine hydrochloride
(dried basis)
e | Organic impurities Gli?ﬁ]ci’]umuﬁiquu Drug substance specification
& | Residue on ignition Not more than o.e % (& ¢
& | Loss on drying Not more than @.0 %
b | Melting point @0 — aele C

o.& NAN15ILATIZH Elemental impurity %383 Risk assessment report (LanBNE15UTENOV)
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a

v vV
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o. Telasims InToen nicardipine hydrochloride o Mg/eo miL solution for injection/infusion, ao mi_

U @,00 NEDY (NGB8 ®o amp)
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919Y0ULUAYDI9IU (Terms of Reference : TOR)
81 nicardipine hydrochloride @0 mg/@o mL solution for injection/infusion, @o mL

U e,5c0 NEDY (NABIAZ @0 amp)
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