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AMANBMELANIZYBY81 Nicardipine & me injection

®. 18 Nicardipine ® mg injection

o, AuauRl

B.o JULUY Juhelausimande

b.lo @UlsENaY Useneudesien Nicardipine HC o me TuthenUiuns o ml

B AMYULUTTY ussgluneuruTTgdaUTAnderiianta deefuuas

lo.6 2811 . 'ﬁsq%am, dansznauienddnuasaiuss, Junan, Juvieoe, TR

waziaangidewisuelisgetnauuuussyioe
= Uuﬂwum‘sqaﬂNﬁaaéfaaiw%m, AUUTENBUMILIEAIULAZ ALY
Tununany wagiaviingn

o, AMANUANIGNALA

m.@ Finished product specification : Nicardipine & mg injection

qmauﬂ’ﬁmﬁmaﬁﬂ Specification (USP&s) Specification (JP ae)

®. Identification test MV NIV
. USuamendfny ®o.0 - ®90.0% L.A. amn.o — @om.o% LA
M. pH m.o — M o - &€&
&  Sterility MW FLTARM
&  Particulate matter #5790 U (Small volume injection) A5 (Small volurme
©.  Bacterial endotoxins 131U cenen USP Endlotoxin Unit/ mg | Less than c.en EU/mg
¢.  N-Benzyl-N-methyl-ethanclamine NMT o.ai% -
w.  Organic Impurities

Nicardipine monoacid NMT o.lb%

Nicardipinepyridine analog NMT o.«% -

Any unspecified NMT o.0%

Total NMT en.&%
«  Related substances - A5
@o Content of Sorbital «o.0% -eeo.0% -

................................ Use51UNTIUNS PRS- Y- - v u@ nS5UNTT

(Wuln gugnyd ueeiu) (U9n e NAIVTA) (W19819575% Fwieryad)




a.lo Drug substance specification : Nicardipine Hydrochloride

AnautANIumAla Specification (USP @) Specification (JP ee)
®. Identification test NTIY RN
b, USiadaenddny w@.0% M eoclko %of | NLT «e.& % of Nicardipine
) Nicardipine Hydrochleride | Hydrochloride (when dried)
(when dried)
en. Residue on ignition NMT o.&% NMT o.@%
& LLoss on drying: NMT o.&% NMT @.0%
& Melting point - awel - ewle C
D. Heavy metal/Elemental impurities NMT lwo ppm/ns51aHIu NMT o ppm
o Organic impurities
Nicardipine pyridine analog NMT o.e%
Nicardipine dimethyl ester analog NMT o.&% -
Nicardipine bis analog NMT o.¢%
Any individual NMT o.@%
Total NMT @.0%
. Related substances . HTIANY
[Houlvdu

feenmdodudiunameaisienans wenasaneiledeiusenananslaeiiisnnaneanden e
o. wraniiliFueunmiunsdewhiueiesmnelusamedlng uazduns (declare) wdwan
oo luddnistunsfous3ue WWun vee ne.a ne.e 1150 o wdausnsdl
oo Tudvetunsdou no.e 30 8.0 veseiilaussni wieuseazdeniadonisaiun
ﬂmmw“uaqmmwmmwEmﬁmﬁmﬂuﬁﬁﬁumﬁau (Finished product specification) wagdariivunamnn
a¢¥ngAu (drug substance specification) nsaiftagseninamaiasuniaudlufiufymsfouuuionans
nsvaunly (8.¢) uwsen finished product specification Wag/#se drug substance specification lngaufly
neuiulsenmausznIns e warliliiu b U a Juuszniauszninsien
. LINATIUTBININTTIUNNTHAREN
bo nsdewdnlulsanelne fudndosdionansiusewnnssuadnemamdninaeitasiznisia
lun1sudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwuq891u PIC/S
participating authorities 138 fllONA53UTEMIATTIUNTNAREIALVSALNAUAZ IS ANSARIUNTHEREN
vasdinnuANENsTINITeTTIALENTENTINES Y Barmuntulasiiauaenadeasinfivuiv
vannasiuagIsMsiRtunsHEne PIC/S Tumaneniliauone aduaganNsauUNSRSIRaauUlaeliNanTs
SusesisiudseniAusemasian

................................ TEIUNTTUNIT PRRIE, W5 RSN i b 1 [ ] L/.i:, 37UNTT

(iuly) sugNY Leau) (Wenfel 2AUTA) (Weas3il Aniseymd)




blo NINENNLIRINANUTHNA GREAFDITLONATIUTOWIATHIUNTHARL W UMENINALAY
FBnsAalun1suEnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taawuagau PIC/S
participating authorities #38 GMP vasUsemaAlxdn atuaiganusounmsnsisaeulneiinanissusodds
FuusenAlsemeTIAvMseeIYRaDaTNIA AN TE]
M. LONANSAMAMITBIENTIEUDTIA
m.e NANINTIVIATIZRAUAMKENSLTeFUSIUV0EHER (certificate of analysis finished
product) lugnuiidaduseti
ol HANIASITNATIZYIAMAMNIRGAUYEI8NE@ATY (certificate of analysis of drug substance)
filunsudnensuiidaiiuegaisesdrdneuaziuiningiv
e LANANIUTONANTINEUTUANEURUTTEMINITUNTHARYRITRgAUvRIRIEdATy (drug
substance) {8 .o fugunsHEnvasHdnfasiedsagU(finished product) 78 a.e
a.@ WaMIANN long term stability naeemsene o anlS s A RS TIMIE SWaYEN
NSEVITNENG TG
€ $egnen
o WAUDIIAT AosdfIag1eeag1stey & amps Fedusunuuanssisazidonldnsudiu
it musluitidennaudfimludedy
&  mivszRunmuameniidseu
&o vidwousadiongliinnmi o U tusniuiings
&lo pWnnaiidaey sgfosddiunamielufusesansnsliemeieniuiiduoy
& Asiifimberwmshmsguiiet wefidsouiiedmanelinreiaanm mhsrmmsasimide
Yowaiet lneflaue s §une) wfosdaefiudnnmdnoauiimitevnsdmaainneiuasdu
FiuiinvauailidedAmdedumanmaiinnsinuam nsdiinuieldduluaunadnuusians i
msveEnudvslisuinsaEeTmMRna Ve EEueIIR (HU1e) LLﬁS/ﬁ%@EENaﬂUﬂ%ﬁialU
e« faues {ue) wsesiunasunidienindwmnoty viodefansidouanmwiieusznsian
roufwus TaglaiflFoule
. fleuesa (une) BuseslFenidndyannounsusmun il
oo nIfinaNsguRITIAsIENEl Tnensuinenmanimsund wioResufdinsitlfinasgu
ISO/IEC ewolbe nan1snsaaiasiziliifulumusnpsgutermunlulsemealszninman
ol nadinAnfusewiatgniFonfviuaniomarlasdinnuenenssunsensiaze it
maﬁﬁ’zy,muws%awma
D ﬂﬁﬂwwﬂggmﬂmmwmﬂmﬁmﬁmsﬁaﬁﬁmadwa&iaﬂizﬁw%wal,l,axmmﬂaaﬂﬁaﬁiaé’ﬁaaﬁlﬁ%’um
o, MhEsINsYeAILAYS lifuRasumandurefiiuss fRgnieniiuiulneddhauamenssuns
gnslareluszssna o U nouiuusznmeausznmnginig
. MaUszllurnsgavinndeen (Price Performance) Teaziunnmuanansuszmasiamdidnvseiing
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NUTINISASLLY Aunaninan1sUsilivAI1UsEansn1naas1a1(Price Performance)

Tssweutadasida

NUszasAldnauasInIfeanmanguiiaunsatiussdiua il slunas
Uszansaan Miluaiiuaia Susesdnurlaugiiduna Tag@akanaanalsiuiunaIniivualy

Uszmam wnumuuaanznssuntsezlifiasumdnguiiauaiiusy
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AU UANBAYUINTNAS LU

faudsnan dhvtinezI
&, TIPNTEUD go
b, AnMLazauaNTRTLIu s levisoynanans o0
'i’JﬂJﬁg\m%Jﬁ Olele]
Fudsnandl o : aunmuasanauditdulsElenisemssrms
fanUsuan dwilnesuuy AZLUUGNS
@. 1NIFIULTNURER ®0 ®0
. WIN5FIUNEANS DN 6o o
. WIwsFUERIUfURMS e o
<. @mamﬂﬁ‘ﬁ'Lgaﬂisia“ﬁﬁeiamiﬂﬁﬁaqm Mo co
i’amﬁ&wm ®00 ®00

b.0 AMUTTIN @ : WWTFIULTIURER (ATUULAN o0 ASLUL)

fwUsnan ATIUY ABLUUEYS
@. GMP PIC/S participating authorities ®00 ®0
. WHO GMP alo o
GMP Uszinaggn / GMP Buf 0o 5

oo MHUIT8 b | INATTIURERTUI (AXUULAN mo ABILL)

AauUsvan AU AZLLUUENS
®. NITUTBIRUNINHANAUN &o o&
b. doyaatuayudnuivondasinm ¢o o&

b.lo.0 fUUTTRIN b goY : NMTTUTBIRUANERTs(Fondoladonile)
(AZMUUIYL o ABIUL)

frauUsnan AU AZUULENT

() WHO List of Pregualified Medicinal Products &o olcd
() aluseTendndusionmunmuasudn Green book)/ &o o&
sremsndndusienandyinififauiiedlunmsiidadhwi
#IFHULUY (Orange Book)
(m e1lusredendnfusieniilédsunisuses (Approved &o o

Medicinal List) lagia3adnglsansruianguanituwnme

AaniuisUTInelne
(9) nanT1971AT18%e7 o Lots TneiesufURAn1s ISO/IEC &o o&

anlolo¢ NllyinEs




blolo FLUSTB b oy : ToyaatiuayufnuidonunimuEns
(ALUUULAY o ATWUL)
fisrw31un153Ten19aaTn (Clinical trials) n3931897un15AnwINIAGRnTiUsUBnE
Usgans nwaaseiisufusndunuy vieenunerddniinansdalsednsamaesen wennsanun
fuq wasdasasifuilunnsansuanisuwd (Fendefirsuuusnniian)

faudsuan AZUUY AZLUUAYD
(n) A8msAnwuduwuy Randomized controlled trial &o e&
(@) F3msAnwnduuuu Non-Randomized controlled trial o eob
() ABnsAnwudunuu Comparative studies wuu Cohort Mo «
studies
(1) 3A8n19@nwnduuuy Descriptive studies WUy Case bo )
report or case series (51891uKU78)
@) (o) Mafnwdugiidedesiumulaondevaten ®0 o
(o) Fadetos (M) , (@) , (A) ¥ (@ AlldRRuilusans

.0 FIUIT0IN a0 : WINIHIWWRWGHURNT (Bantolateniia)
(AZLULAL o ATLUL)

Aandsvan AZLUL SUUUEND
() HoUFTANIAHIUAITTUTOIANLAILNTARTNLIATFIY @00 o
ISO/IEC oaiolo FunsnaanuNaninmenfiauasian
Tusensvedeu
(o) WHO List of Prequalified Quality Control Laboratories ®00 ;o

b.e MUUTTe & : quandRngedselevidenisujifiau (denlivnde)
(AZUUULAN Goo ATULIL)

Fruuswdn ALY AZLUUNS
Storage and stability co ol
(n) Long term stability @131 ASEAN guideline on stability & o.&
study of drug product
(u) GDP (Good Distribution Practice) o& fellc
Package and label bo o
gLl
(n) nsdlussunsathwipesessyydonyauie o «
() nydduended imprint code vusindeasonisusd Mo .
g1an
() avuzussailiUnuinewie flip-off lileannisuuitieu o <
Tunsuimsenuas 1y auazaantunsidelden
(@ nsdilueiidesdostuuas yng miredesvasussy s wo &
anunsateaiunals




