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Nicardipine hydrochtoride oo mg/oo mL sotution for injection/infusion, oo mL
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m.o Finished product specification : Nicardipine hydrochtoride injection USP du
v

lJO Test items Specifications

o ldentification rr:?a ti'tusr'tlJfr :vuJu fi nis hed prod uct specification

te Assay c(o.o - oolo.o 0/o of the labeted amount of

Nicardipine hydrochLoride

6n Limit of N-Benzy!N-lvlethyl

Ethano|.amine

Not more than o.srl 7o
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tJo Test items Specifications

d Organic impurities

- Nicardipine monoacid

- Nicardipinepyridine analog

- Any unspecified degradation

impurity

- Totat impurities

Not more than o.tE 7o

Not more than o.d o/o

Not more than o.lo o/o

Not more than en.d o/o

d Content of sorbitot c(o.o - ooo.o o/o

b BacteriaI endotoxins Not more than d.mm EUlmg of Nicardipine hydrochloride

6', pH en.o - sn.c(

d Extractabte volume rr:?a rirun'uJd:vlJu fi n ished prod uct s pecifi cation

6( Sterility tests
rJo

n:?or.i1un1ufr:vu^[u finished product specification

oo Particutate matter

- lJu1el > oo Um tilrfiu

b,ooo 01ifl lnlcontainer

- tulel > terd pm lrirfiu

boo 01.{fl1olcontainer

,Jo
fl:?021un11fr:vtL- Lu finished product specification

m.b Drug substance specification : Nicardipine hydrochtoride USP dts
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I
tJ0 Test items Specifications

o ldentiflcation Meet the requirement

te Assay c(d.o - oolE.o 0/o of Nicardipine hydrochloride

(dried basis)

5n Organic impurities

- Nicardipine pyridine analog

- N'rcardipine din'ethyt ester analog

- Nicardipine bis analog

- Any other individual

unidentified impurity

- Total impurities

Not more than o.o o/o

Not more than o.d 7o

Not more than o.d o/o

Not more than o.o o/o

Not more than o.o o/o

/ a..
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tJ0 Test items Specifications

d Residue on ignition Not more than o.o o/o

G. Loss on drying Not more than o.d 7o

m.m Finished product specification : Nicardipine hydrochtoride injection JP oe,

m.d Drug substance specification : Nicardipine hydrochtoride JP os'/

m.d 9.l6fl15itn:1sli E[ementaI impurity n3ofi nist assessment report (uanlronar:rJ:cnau)

/ raurgrran...
I
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t)
u0 Test items Specifications

o ldentification 0:?o,J1un11fi:vuJu finished product specification

b Assay c(sn.o - oos'rl.o 0/o of the [abeled amount of

Nicardipine hydroch[oride

5n Organic impurities el :? 0,.i'run'urfi :vuJu fi n is h ed prod uct s pecifi catio n

d BacteriaI endotoxins Less than a.enen EUlmg of Nicardipine hydrochloride

G- pH sn.o - d.d

Extractabte vo[ume
,io

rt:?ar{lunlrJfr:vl, Lu finished product specification

6r, Sterility tests 'dort:?Q2lunlilfl:vq Lu finished product specification

k Particulate matter

- llu'let > oo pm tilufiu

b,ooo 01.{fl 1nlcontainer

- lJu'to > Iod prm hjrfiu

boo oUfl'lFl/container

n:?0,Jlunlild:vuJu fl nished product specification

,/
tJ0 Test items Specifications

o ldentification Meet the requirement

b Assay Not less than xa.A 0/o of Nicardipine hydrochtoride

(dried basis)

m Organic impurities rt:?ailtun1lJd:vu,Lu Drug substance specification

d Residue on ignition Not more than o.o o/o (o g)

d Loss on drying Not more than o.o o/o

b A/elting point obe'/ - os'ro 'C
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