
flru~n~ru=:tu'W1::"Uv.:la1 Nicardipine k:l mg injection • 

"" <9l. "llm.n Nicardipine ® mg injection 

®. f01fii61:1JtJ1\~'J 1 t.l 

®. (9) ~till tJ tJ 
'IJ 

®.® 61Tut.l~:mvu 

®.bn Jl1"11'U~tJ~~:u • 

lU'Uthm161t.I~1Pl:U1m~v ., . 

t.l~~nau#l'JCJ~'JCJ1 Nicardipine HCI ® mg L'U'W1CJ1tl1lJ1~~ ® ml 

u~~:u 1 'U.f11"U'U~tJ~~:um5~ti~1Pl:U1m :ffv"llil~lltl'J Uv·:Jt)'Ull61"1 • • 
- ~~u~mn, 611'Ut.l~~nvtJ~'JCJ16'i1~fl'Liil~f111lJLL~"', i''Ur:..J~~. i''U'vtlJ~mCJ, LJ;J"U~r:..J~~ . ·~ . 

LLJ;J::: LJ;J"U'VJ::: L 'ij CJ'U ~1~tJ m11 eJ ~1"1i ~ L :U'UtJ'UtJ~~~ .fi u.tsvl 
- tJ'U.f11"11'U~tJ~~:UeJ~1"1UVE.I~el"'~~tJ~e:Jm, 611'Ut.l~:::natJ~'Jm6'i1~fltLLJ;J~f111lJLL~"' . . ·~ 

.., "" ... 
'J'U'VIlJ~eJ1CJ LLJ;J:::LJ;J"U'VJr:..JJ;l\>1 • 

bfl.<9l Finished product specification: Nicardipine ® mg injection 

(9) Identification test 

b(l pH 

cg:: Sterility 

<t Particulate matter 

eJ'4Jl1f1"U'U1~ ~ <9lo IJm 

eJ'U.f11f1"1l'U1~ ~ bet IJm • 

b Bacterial endotoxins 

in! Related substances 

~/~ 
................................ t.l~~5'l'Un1~lJn1~ 

C 'U1CJtJtuCJ"'fl :.'5~611~~runJ;J ) 
'I Ql 'I q 

specification 

ribfl.o - <9Job'}.o% L.A. of Nicardipine HCI 

bfl.o- ~.cr 

hlLn'U bfl,ooo fl'4.f11f1 per container 

hltn'U bfloo eJ'4Jllf1 per container 

hJtn'U ~.bnbn EU/ mg · 

9.?.:~. n1~lJn1~ 
('U1CJ~'UCJ"'1"11CJCJ"'fl) 



6Tl.l!J Drug substance specification : Nicardipi~e 

fl rua3.J'U~'V11-3 L 'VI Ail A specification • 

<9). Identification test 1Pl1T'il~TU 

tv. m3.J1ru~1mri1~qj NL T li~.ct% of Nicardipine Hydrochloride (when dried) 

Bacterial endotoxins ' 6Tl. (;l1T'ilt:JTU 

~. Melting point <9) bUll - <9lUlf<9l 0 c 

ct. Heavy metal NMT I!Jo ppm 

b. Related substances 
I 

1Pl11~t:J1'U 

(11/, Loss on drying: NMT <9l.o% 

~. Residue on ignition NMT o.<9l% 

Vi3J1£lb'llii'J - * ~1-ifv Dissolution LL~:: Uniformity of dosage units L~LL'UtJLeJm'mLL~~-:111f.J~::L~!:J~e.J~f111®115lJLfl'n::ii' 

V11flii1~LL<ij'.:J~1!:J~::L~f.J~ViLti'U~1L~'U11ltiLtJ COA 

mru~Sl~'Vl::LtJ!:J'ULL<ij'.:Jf11~L-Jti (waive) f11~1Pl~15l~e:JtJJLfl~1::\-1~1f.Jf11~L~ L~~'ULL~~.:!Lafl~1~VI~fl~1'U~.:!fl~11 .. 

Drug substance specification Vl'V1~nJ1511flLtJJLfl11::ii''Ua.:J~e.J~IPl drug substance VI~BLtJJLfl~1::'1-1' drug 

substance 'U€1.:1~ e.J~IPl f.l1~1 L ~Sl~t! tlUtJ L~tlUtJVI~-:1 ~.:~iim~IP1~15li Lfl~1::'1-1'i'l~tJ'Vlfl~1-ii'EJ~ tl1VI'U~ 
" " ' 

~. ~~e:J'Ul"ll~'U 
~b6'f'Ue:J11191~e:J-:~~u6'11b'U1.fl1V'l01~be:Jn6'111 V'l~e:J3.Ja-:~m~:tla~a~ma-:~bana11L~~~iie51'U1"il11~a~ba~~ ~-:~d 
~ ~ 

{(.<9) wna11-ffivi'~'Ue:J11qJ11?1~'U'Vl~bU~'U~TrumbyjmJ1VIt.h~1uth~b'VIP~hm bba~ri1bb~-:J (declare) bbVI~-:Jt:J~I?l 
{(.<9).<9) 1uri1~qJm1~'U'Vl~bu~uih~u~11vi'LLri vm.l!> 'Vl~.Q'l 'VI~.<( Vl~a ~.1!> Lb~1bL~mru 
~.<9>.1!> 1u~<h-ua~'U'Vl~bum.J vm.<9> Vl~a ~.<9) -ua-:~m~b6'f'UeJ11\91 V'l~eJ3.J11~a~La~~i11oU'am1\91'1J\93.J • 

~-Jru.n1Yl"lleJ\9 ru.n1V'l"lleJ-:Jt:J~I?lnruenl?l13.J~~'U'Vl~L u ~'U (Finished product specification) Lba~.Uari1VI'U~~-Jru.n1V'l • • • 
"118-:Jfl?l~~'IJ (drug substance specification) mru~a~1~VI"hm11b'IJ~~'ULL'IJr!·:JLLfi1"llL~3.JL~3.J"iJ~~eJ.:ILL'U'Ube:lm''f11 
fl11"1labbm"ll (~.ct:) 3.J1V'l~a3.J finished product specification LLa~/VI~a drug swbstance specification L~~"llmbm"IJ 

ria'U1'U'IJ1~mP~'IJ1~m~11191"1 Lba~ hiLn'U 1o tJ ru 1u'IJ1~mP~'IJ1~m~11191"1 

c(.Jo Lan6111~'U18-:!3.J11?11~1'Un11t:J~I?l~1 ... 
{(.!!>.<9> mrumt:J~I?lb'U'IJ1~L'VIPIL'Vl~ ~t:J~I?l~eJ-:JiiLan6111~'1J18-:!3.J11?11~1'Ut:J~I?lml?l13.JVI~mnruenLLrl~15m1~~ 

~ ... 

b'l.Jf111t:J~I?l~1 PIC/5 (Pharmaceutical lnspe;ction Co-operation Scheme) 1~~VI'I..b~-:J1'l.J PIC/5 

participating authorities Vl~a iiLan6111~'1J1eJ-:J3.J11?11~1'l.Jn11t:J~I?l~1m3.JVI~mnruenLLa~15m1~m'l.Jm1t:J~I?lm 
"Ua-:~ri1'11n-:~1u~-Jru~m13.Jm1mVI11LLa~mm~'Vl11-:~a1o11rua"IJ ~-:~ri1VI'l.J~~'l.J1~~ii~-J113.J61a~~-J~a-:~LLa~~~bVi~3.Jnu • 
Vl~mnruenLLa~15m1~m'l.Jm1t:J~I?l~1 PIC/S L'l.JV13.J1~m~La'Ua"ll1~ mru~,a~l?l13.J1aum11?111"ilaau1~~nt:Jam1 • 

'G4/l/ 
................................ 'IJ1~o1'l.Jn113.Jfl11 

( 'l.J1~unw-:~f1 ~161111runa ) , " , , 

~~ n113.Jfl11 

('l.J1~~'U~-:! 1-11~~-:!fl) 



G::.~.~ mrucn'lJ1LoU1~1fWh-:!th~L'Vll'l trt:J~(Pl~eJ-:Ji1LeJfi~11-r'U'Hl-:J:!J11>mi1'Ufi11t:J~(PlCJ1(Pl11JVI~nLm1Jsnml~ 
'IJ • ... 

16nT:i~m'l.lm1t:J~(PlCJ1 PIC/5 (Pharmaceutical Inspection Co-operation Scheme) b~f.IVIU1EN1'U PIC/5 

participating authorities Vl~eJ GMP "l.leJ-:I'lh~L'Vll'l~t:J~{Pl o'IJ'U~1'l~{Pl11J1eJ'Ufi11{Pl11~~eJ'U 1~f.li1t:.~6lfi11-r'U1eJ-:Jfi-:~ 

1'U'l.h~n11'1'\.h~m~11r11VI~eJeJ1~(Pl6leJ~:S'WLL"'1LL~mru 
.J 

G::.bO LeJfi~11rln!.f11'W"l.leJ-:JCJ1'VlL~'UeJ11rl1 • 
G::.b0.(9) t:.~6lfi11{Pl11~iLr111~,.;-rJru.n1owt:.~~{P!JlUJsnf.l1a1L~~1tl"l.leJ-:Jtrt:.~~{Pl (certificate of analysis finished 

• 'IJ 'IJ 

product) 1'Wmi'W~61-utJ'U~1eJ~1-:J 
G::.bO.~ t:J6lfi11{Pl11~iLr111~,.;-flrumow1{Pl~~'U"l.leJ-:1~1t:mh~qJ (certificate of analysis of drug substance) 

vitm'Um1t:.~~{Plf.J1~'U~61-:~tt1'Umh-:~~-:~"l.l€l-:~trt:.~~{PlcntL6l~trt:.~a{Pl119l~~u 
• , \.1 • 

G::.bO.bO L eJ n~1 1VI~eJVI~ n ~1'l.l V'U eJ'U wn1JG11J~wh~VI1 1-:Ji'l.lm'it:.~ ~{Pl"l.l eJ-:~1 {PI~ ~'U"l.l t:l-:1~1 f.l1a1~ qJ (drug 

substance) -iJeJ G::.bO.~ nu~'l.lfi11t:.~i!\{Pl"l.leJ-:Jf.Ji!i(Pl.ti'rusnf.l1a1L~~1tl(finished product) oUeJ G::.b0.(9) 
' 'IJ 

G::.bO.G:: t:J6'tn11~n~1 long term stability {Pl6JeJ~·~h-1mF~"l.leJ-:Jf.l1~:ff'l.I'Vl~Luf.l'l.IHnua111n-:~1'U 
rlflJ~n111Jfi11eJ1VI11bL6l~f.l1 n1~'Vl11-:1~1511UJ~"l.l • 
G::.G:: ~1€l~1-:JCJ1 

G::.G::.<9l ~L~'U€l11r11 ~€l-:J61-:J~1€l~1-:!H1€lfi1-:JU€lf.l ct amps ~-:!Ltl'U~1bL'Vi'ULL~~-:!11El6l~LBf.l~ 1~r11'Ull1'U 
l'l11J~fhVl'U~ 1 'U~1-iieJrlru~1Jlliivr11 u-u-1-:~~'U • 
G::.ct m1tl1~n'Ur1ru.n1-wm~61-:~1J€l'U • 

G::.ct.(9) c.n~a-:~1JeJ'U~eJ-:~i1eJ1f.l 1l.l1l1nn11 (9) tJ 11u~1n1''W~t:J~{Pl • 
G::. ct.~ V1'Vl fi-:11 ~~61-:J1J€l'U ~~ ~ eJ-:Jci -:1Gf1 L 'U1.fl1'Wri1f.J 1 u-r'U1€l-:Jt:J6l fi11{Pl11~i Lrl11~,_;-CJ1~'U~G'f-:J1J€l'U ' . .cid I 0 I CV I d I d I oC::It. ff I 0 

G::. cr. bO mru'Vl'VI'U 1 f.l11"1l fi11'Vl1 m1~1J(Pl 1 elf.! 1-:Jf.11'Vl~ -:J1JeJ'U Low eJ~ -:J\9)11~1 Lr111~VI r1 ru.n1-w 'VI'l.l1 f.l11"1lfi11~~'Vl1 • • 
'V11.T-:J~O~eJ-:!"l.leJ~1eJ~1-:! b~f.I~L~'U€l11r11 (~"1.11f.l) ~~~€l-1G'f-:JCJ1L~1JBnm1JiiJ1'U1'U~VIU1f.l11"lln11a-:J{Pl11:ViLr111~,_;-LLt;l~LU'U 
tr1'ur.J ~"llt:l'Urh 1-if~1eJ~ L~ eJ1oU€l-:l 1 'Ufi1){Pl)1~i Lrl':i1~,.,rl ru.n1'W mru~ow'U11f.l1 hi L tl'U 1 U(Pl11Jrl ru~ n~ru~Lu'W1~ VIU1eJ 
'IJ • • 

11"1lfi11"l.l€l~-:!'J'U~'Vl5UJ-ruw'o\111UJ1L~'UeJ11r11CJ1~-:Jmh1"lleJ-:!~ L~'U€l11rl1 (~"1.11eJ) LLt;l~/'VI~eJtr t:J~ {Pl1 'Urlf-:1~ eJ1 tl 
'IJ 'IJ u 

G::.ct.G:: ~ L~'l.leJ11m (tr"l.l1eJ) 'o\l~~eJ-:~-ruL tl~ f.l'l.lmUieJm1n~'VI1l~mFJ Vl~eJUimnvlfi11L~eJ1l~m-w~1f.ltl1~m1 1~61 
, \.1 • I 

neJ'Wfh'VI'W~ 1~v1:WiJL1eJ'W1"l.l 
G::.b trt6'1'l.IB11r11 (tr"l.l1eJ) fi'WeJeJ1l1~fJm~naruni10eJ'Url1'\.Jfhvt'U~ ~-:~d 

\.1 \.1 uv~ 

G::. b.<9l mrut:.~t;l fi11~1J{Pl11'.\li Lr111~,_;-v1d b~eJn11Ji'VlCJ11'11~{Pli fi11LL 'W'VfEJ Vl~tlll EJ.:!tJ~,j'~ fi11~1f.l.J1{Pl1~1'U 
I SO/I EC (9)(;'1/o~ct t:Jt;l fi11{Pl11'.\li Lr111~VI1:t.JL tl'U 1 U(Pl11J1J1{Pl1;i1'UoU€lfhWUI'l1 '1Jtl~:;ml'ltl1~f!d~11r11 "1 

"" 
G::. b.~ mrut:.~i!i {P!Jl ,IJ~ eJ1"1lU ~.n ~ n b~ Eifi Ln 'Ufl'U~1nVJ eJ-1{Pl6l1~ 1~f.Ja111 fi-:11'UrJUJ~fi111Jfi11eJ1VI11Lb6l~eJ11 'U 

'IJ 

" ! Q.J ..::!1 

"ll1-:IL'J611"l.l€l-:l~qJqJ1'.\l~Bil€l'o\l~"l.l1eJ 

G::.b.bO mru-wuuru'VI1r1rumow'o\11nt:.~~{P!Jlrusnv:Jd~en'o\lci-:Jt:.~t;lwi€ltl1~~'Vl5t:.~mL~~m11ltlmJV~Jlf.l~€ltrtbvffi~~iJm 
.. • 'IJ 

G::.(l)} 'VIU1 v 11"1l n 11"1l eJ ~-:11 'U ~'Vl~1l.l-run'o\111UJ1 t:J ~ {P!Jl rusn V1~iitl1~1~ ~ n b ~v n Lnu ~'U 1 ~ va111 fi.S1'U 
'II 

rln!~fi111Jfi11eJ1'V111bL6l~V11 'U1~V~L 1m <9l tJ 0€l'U1'Utl1~fi11'1U1~fi'l~11rl1"1 
G::.~ n11tl1~Lii'Uri1tl1~~'Vl5.n1'W~t:l11r11 (Price Performance) 11V6l~LBV~{Pl11JL€ln~1'Stl1:;m~11W! 

-~ 
................................ tl1~51'1.Jfi111Jfi11 

( 'U1V'UruV-:Jrl ~1~111UJfi(;l ) , ... , . 
................. r.,~m~ 

('U1.:!~1ru 1~m~> • • 

-~ 
~--·········:. . 


