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rn.® Finished product specification : Nicardipine ~ mg injection 
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@) Identification test 

tv tJ~lJ1ill~'JCJ16'hrlty 

rn pH 

cg::: Sterility 

ct Particulate matter 
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B'4fl1fl"t!'U1~ ~ ®o f.Jm 

B'4fl1fl"t!'U1~ ~ ~~ f.Jm 

b Bacterial endotoxins 

mJ Related substances 
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Ql.\v Drug substance specification : Nicardipin~ 

fin.! 6'13JoU~'VI1-:J b 'VIflilfl • specification 

(9). Identification test !il'.i'J'<il~TU 

1!?. '\.J~mru~1CJ1611~t1J NLT ~~.ct% of Nicardipine Hydrochloride (when dried) 

ffi. Bacterial endotoxins 1~bn'U <9lo EU/ g 

ct. Melting point <9lbb'l!- <9lb'l!<9l 'c 

ct. Heavy metal NMT lvo ppm 

Related substances 
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b. !il'.i'J'<ilm'U 

b'll. Loss on drying: NMT <9l.o% 

~- Residue on ignition NMTo.<9l% 

V13J1llbVIIll - * ~1-ife:J Dissolution bb~~ Uniformity of dosage units 1,Xbb'U'Ub€ltl6'11'.ibb?l\?l-:J'J1@~bBCJI?l@D1'.ilil'DSJlbf'l?1~M • 
Vl1niJhi'u~-:J'i1CJ~~bBCJI?l~dJul'i1b~'IJ 1 11u1u COA 
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- Drug substance specification oW'<il1'iW1'<il1tl1uibf'l'.i1~~'1J€l'l~~~lll drug substance 'l-l~e:J1uibf'l'.i1~~ drug 

substance 'IJe:J'Iti~~lllCJ1~1b~SJ'.itl ~uu11?1mJ'U'I-I~-:i ~-:~l1nT';illl'i1SJibf'l';J'1~~f'l'.i'U'Vln~1-ife:J~n1VI'U\?l " " , 
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cs: be:Jfl6'11iffi~~ua'Wru11'l~'UVl~buCJ'U~h~umb~Biil1VltJ1CJ1'W'\.Ji~bV1~1VlCJ bb~~611bb~-:~ (declare) bb'V!~-:~~~1'1 .(9) • v 

tt.<9l.<9l 1u611~t1Jfl1i~'UVl~buCJ'U~1~uCJ11~bbn VlCJ.tv 'VICJ.Ql VlCJ.cs:: Vl~B CJ.tv bb~1bbl11mru 
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tt.<9).\v 1mi'1'1leJ~'UVl~bUCJ'U V1CJ.<9) V!~B CJ.<9) '1leJ-:!CJTVlb6'1'UBi1fl1 ~~m.Ji1CJ~~b~CJ~'M1<U'e:Jfl1ifi1U~3J 

flru.fl1~'1Je:Jflruil1~'1JB-:J~~I'l.tlrusvim3J~~'UV1~bUCJ'U (Finished product specification) bb~~<U'Bn1V!'U~flruil1~ • • • 
'IJeJ-:!ll'l~~U (drug substance specification) mru~eJ~i~V!rJ1-:Jfl1ib '\.J~ CJ'Ubb'\.J~-:1 bbm 'llb ~3Jb~3J"il~~eJ-:J bb 'UU belfl6'11i 

fl1i'1lmbm'1l (CJ.ct) 3J1~~B3J finished product specification bb~~/V!~B drug substance specification 1~CJ'1Je:lbbm'1l 

tleJ'Ul'U'\.Ji~fl1~6'1eJUi1fl1 bb~~1~bn'W 1v tJ ru l'U'\.Ji~fl1~6'1e:lUi1fl1 
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CS:.lv be:lfl6'11ii'UieJ-:13J11'li~1'Ufl1i~~l'lCJ1 
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CS:.\v.<9) mrum~~l'lb 'U'\.Ji~ b V1~1 VlCJ lJ ~~ l'l~e:J-:Ji:i beJfl6'11i~UieJ-:1111m~1'U~~ 1'1 CJ11'113JV!~ fl bflrusvl bb~~:'JTifl1i~~ 
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1'Wfl1i~~l'lCJ1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1~CJV!tJ1CJ-:JTU PIC/S 

participating authorities V!~e:J i:ibe:Jfl6'11i~Ui'B-:13J11'li~1'Ufl1i~~l'lCJ1m3JV!~mnrusvi'bb~~1'Timi~m 'Ufl1i~~l'lCJ1 
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'1JB-:J61Tun-:~1'Uflru~ nii3Jfl1iel1V!1i bb~~ CJ1fl~~Vli1-:!6'11Li1iru6'1'1J 61i-:~ n1V!'U~~'U 1~CJiif1113J6'1eJ~fl~ B-:1 bb~ ~vr~ b Vi CJ3J nu 
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~.lv.]v mrutm.J1boU1"ii1fWh-:~tJ~~b'Vll"f ~~~~~e:J-!lijbe:Jfl6'f1~~'U~e:J-:11J1~~~1'Ufl1~~~~CJ1m1JVl~flbflUI~bb"~ 
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1~m~~m'Um~t.~~~tJ1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) bl'ltJVltJ1CJ\11'U PIC/S 

participating authorities Vl~e:J GMP "(Je:J-:Jtl~~b'Vll"f~~~~ u'tY'UG'i1~1'!~1me:J'Ufl1~~~1"i16'fe:J'U bl'ltJij~"m~~'U~e:J-:~(1'-:~ 

1tJtJ~~ml"f6'fe:J'U~1fi1Vl~e:Je:J1CJ~"e:J~'~"1i'V'lbb~'Jbb~n~ru 
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~.Ql be:Jfl6'f1~fjfilfl1'V'l"(Je:J-!JCJ 1'Vl b6'f'Ue:J11fl1 

~.Q1.<9l ~"m~mT'il1bfl~1~~flrum'V'l~~~.!lru~CJ1~1b~"ii~tl"(Je:J-:J~~~~ (certificate of analysis finished 
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product) 1tJCJ1i'U~~-!lbD'U~1e:J~1-!l 
~.Ql.lv ~"fl1~~~1"ii1bfl~1~~flUI.ll1'V'll~~~'U"(Je:J-:J~1CJ1~1fl~ (certificate of analysis of drug substance) 

mm'Ufl1~~~~CJ1~'U~~-:Jbtltm~1-!l~-!J"(Je:J-!j~~~~C.l1bb"~~~~~1~t1~'U 
Cl cu \1 q 

~.Ql,Ql be:J fl6'f1 ~Vl~e:JVl~ fl~1'U V'U tJ'U fi111J61'1l.W'Ulh~Vtl1-!l~'U fl1~ ~ ~~"(Je:J-!ll ~ t'1 ~'U"(Je:J-:1~1 C.l1~1rl fll (druo dJi 'l q g~ :::> 

substance) oUe:J ~.Ql.lv n'U~'Ufl1~~~~"(Je:J-!j~~~.nru~CJ1~1b~"ii~tl(finished product) oUe:l ~.Q'1.(9) 
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~.Ql.~ ~"m~~m~n Long term stability ~"e:JI'l-d1-:~e:J1~"(Je:J-:JCJ1~~'U'Vl~bDC.l'UHn'U~1,rfl-:J1'U 
flru~m~1lfl1~e:J1Vl1~bb"~CJ1 m~'Vl~1-:J6'f151~ru~"(J 

~.~ ~1e:J~1-!JC.l1 

cs::.~.® ~b6'f'Ue:J~1fl1 ~e:J-:1~-:1 ~1 e:J ~1-:~ CJ1e:J ~ 1-:ltJ e:J CJ ~ amps ~-:JbD'UI'l'J bb'Vl'Ubb6'fl'l-:1~1CJ"~bBCJI'l 'l~m'U~'J'U 
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~11J~rl1Vl'UI'l1 'U'!X'JoUe:JfiU!6'flJ,m,tJ 'l tloU1-!l~'U 
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~.~ fl1~u~~fl'UfiU!fl1'V'lCJ1'Vl6'f-!JlJe:J'U 
' ~.~.(9) m~~-:JlJe:J'U~miimCJ hl1l1flfll1 (9) tJ ,r'U"i11fli''U~~~~ 
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~.~.lv CJ1'Vlfl-:111'1~~-:11Je:J'U "ii~~e:J-:J~-:1~1 b 'U1.fl1'V'lci1CJ 1 'U~'U~e:J-!l~" fl1~~~1"i11 bfi~1~~CJ1~'U~~-:11Je:J'U 
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~. ~. Q1 mru'V!Vl'U1CJ~1"1Jfl1~'Vl1fl1~~1J~1e:J CJ1-:JC.l1'Vl6'f -:JlJe:J'U b 'V'le:J6'f-:Jm1"ii1 bfi~1~Vlfl rum'V'l Vl'U1CJ~1"1Jfl1~"ii~'Vl1 

Vl,r-:~~e:J~e:J-:J"(Je:J~1e:J~1-:~11'1CJ~ b6'f'Um1m (~"(J1CJ) "ii~~e:J-:~~-:~mb~lJB n~11J'ii\' 1'U1'U~VltJ1CJ~1"1Jfl1~~-:~m1"ii1 bfl11~~ bb"~b tltJ 
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~~'U~I'l"/Je:J'U~11 oU~1CJ~ b~ C.l'JoUe:J-:11 'Ufl1~~~1"ii1 bfl11~~f1Ulfl1'V'l mru~'V'l'U11CJ1 hJ btl'U 'l tl~11Jflru~ fl~f'U~bu'V'l1~ VltJ'JC.l 
'\1 ' • 

~1"1Jfl1~"(Je:J6'f-:J1'U~'Vl5'lli~u~ "i11~ru1 b6'f'UB11fi1CJ1\>l-:~nG'i 11"(Je:J-:J~ b6'f'UB11fl1 (~"(J1CJ) bb"~/Vl~e:J~ ~~ ~ 1 'Ufl~ -:~~ e:J 'l tJ 
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· ~.~.~ ~b6'f'Um1m (~"(J1CJ) "ii~~e:J-:J~'Ubtl~CJ'UCJ1bde:Jt~11n~VllJI'lmCJ Vl~mdmnl'lm~b~e:JlJ6'ffl1'V'l~1CJtl~~m~1~'~61 cu cu <~ I 

tle:J'I.Jrl1Vl'UI'l bi'IC.lbliiib1e:J'U 1 "(J 

~. b ~b6'f'Ue:J~1fl1 (~"(J1CJ) ~'UC.le:J1l1 ~CJm~n61ruru1ne:J'Ufi1'1Jrl1Vl'UI'l \>l-:~d 
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~.b.<9l mru~"fl1~~1J~~1"ii1bfl~1~~CJ1d bi'ICJmlJ1'VlC.l11"116'f~{m~bb'V'l'Vl~ Vl~e:J~e:J-:Jtln'tJ&im~~1~1l1m~1'U ' ~ ~ 

ISO/I EC ®mlolv~ ~"m~m1"ii1 bfi11~Vlb~klJ'U 1 tlm1llJ1~~~1'UoUe:Jrl1Vl'UI'l1 'Utl~~fl11"ftl~~ml'l~1fl1 
~ 

~. b.lv mru~~ ~.n ru~ CJ1"1J'W l'ld ~ fl b~ C.lfl bn'IJ~'U"i11flVJ e:J-:J~ml't1~ CJ~11! fl-:11'Uflru~m~lJfl1~e:J1Vl1~ bb"~CJ11 'U 
' ... J( 

"IJ1-:Jb1m"(Je:J-:J6'f~~1"i1~61Je:J"ii~"(J1tJ 

~. b.Ql mru'V'luu ~Vl1fl rum'V'l"ii1n~~ ~11 ru~ t~'ld~m"ii~ '~~"~ e:Jtl~~~'Vl5 ~" bb"~m11Jtl"e:J~.!l t1~ e:J~tht~m~~um 
~.ml VltJ'J CJ ~1"/J fl1~"(J e:J 6'f-:11'U~'Vlt1~~'1J'W"i11 ~ru1 ~iii~ .n ru~ CJ 1~ntJ~~1&it1 fl b~ CJ fl bn'IJ ~'U 1~ CJ~1,r fl-:11'U 
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Aru~m~1lfl1~e:J1Vl1~bb"~CJ11 'U~~CJ~nm (9) tJ ne:J'Ul'Utl~~fl11"16'fe:J'U~1fl1 

~.c;i m~tl~~d1'U~1th~~'Vl5.n1'V'l~e:J11fl1 (Price Performance) ~1CJ"~bBCJI'l~11Jbe:Jfl6'f1~tl~~mm1fl1 
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