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1.3887  Ezetimibe 10 mg tablet

2. amasianalyl

2.1 31wy Wueude dwsusudsznu

22 gysznay  Usznaudiealnn Ezetimibe 10 mg 1w 1 e

2.3 MTULIN msq‘luumagﬁﬂuuﬂaﬁﬁ 38 blister pack Jasfin Yasriuanudu
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3. AMENLIGN AT

3.1 Finish product specification "

1. USunouaendaty 90.0 - 110.0% of the L.A. of Ezetimibe

2. Identification m’awhumu'ﬁﬁﬂu Finished product specification
3. Dissolution m’mti’mmu‘ﬁ'i:qlu Finished product specification
4. Uniformity of dosage units msaaﬂwumwuﬁszq’[u Finished product specification
5. Water content miaaﬂ1uﬂ1uﬁ5:q1u Finished product specification
6. Related compounds / Impurity mwmumuﬁszﬂu Finished product specification
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WARINE®
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1.1.3 lunsd@ifidusntidranansdsana nanefs ne.4
12 ludwedunadowen ve.1/.1 sasniauanan WiBUMYauARITEMINILAAN WM NVBING A U]
muﬁmzuml,ﬁf_lu (finished product specification) LLa:?]’aﬁ’muﬂﬂmmwmadfﬂqﬁu (drug substance
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21 nsn‘iﬁbwé‘m?mlmnwfny NuamawLanmssusaammmumswaﬂmm&manmm«mmnﬁmsn@‘lu
MINaaLT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagviagam PIC/S participating authorities
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3. lInAIAMA MBI TIIED IR (Frurnnana)
3.1 Namsmﬂa’mﬁ:ﬁqmmwwﬁmﬁ‘mwfmﬁwﬁagﬂmaagjwﬁm (Certification of analysis of Finished product) 1
miuﬁduﬁuéﬁama
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3.3 Lanmwsamanmuﬂuwﬂaﬂuauwuﬁsmmosummamaomnﬂwaommmﬂm (Drug substance)
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318n15N 7 Felodipine 5 mg sustained release tablets

17 %A 2560

Qv Qv =4
muﬂszmﬁaomaqnmmmu

1. BaEn Felodipine 5 mg sustained release tablets

2. amgasianaly
2.1 3uyy Lﬂuﬂ’nﬁ@gﬂuuuaanrmﬁ%u (Sustained release tablets) §1IUTUUTEMU
2.2 gawsznay  Usznaudau@aen Felodipine 5 mg 1w 1 1fa
2.3 MTULUIN msqluumagﬁtﬁwwauﬁ w3a blister pack 1/a9nunuTu
2.4 23N - smﬁiam FIUUTZNOUALEIAYUAZANULTI TUNER 'S'uﬁvumq Wvfinde uaz
wanzidoudisue wazdSnmaAushenen Tathstanuuuussysioed
- LULHIEN azmﬁam‘i’amq‘fiamﬂ%a%amamsﬁw UL NAVULAZIUNIRAINULTIVR LN

Wwuninga Tusuanylitaiau

3. amaniaNInaha

Nan'ﬁ@li’r«a’imﬁ"ﬁﬂmﬂ’l‘WLﬂu‘lﬂmu Finished product specification waz Drug substance specification
‘ﬁl Nﬁamnmmmsnmnmmnu ‘NVI.WW]'YI mvumamummﬂmmswmsmmsua”m nsmiwmmimm
mumammsuwl’nmaamaaLﬁua,uunmUumwsalﬂun’nmmmumawmsu‘lamsuwm audszniea
nsvmwmmsmm LS?N 5““1J(§l’15’1£]’] W.¢1.2556 anum 11 W8 W W.A.2556 (mﬂs”mﬁ‘luswnammunm

’JWYI 10 Nﬂu’]ﬂ% 2556) ﬂim‘l&llmf;l‘i_lm'ﬂ%%uﬂﬂ@aEJWW-D'Ua\‘iﬂmuﬂii&lﬂ'ﬁﬂiuﬂ’mﬁ'lﬂ’lﬂﬂ

3.1 Finish product specification™”

uaNANIIaka

USP 38

BP 2013

1. YSnmdaendagy

90.0 - 110.0% of the L.A. of Felodipine

92.0 - 105.0% of the L.A. of Felodipine

2. ldentification

AN

ATIY

3. Dissolution

n‘itﬁﬁ‘l‘l’f Apparatus 50 rpm wazly pH 6.5
phosphate buffer with 1% sodium lauryl
sulfate 500 mL 15w Medium dasuaasns
YT !

- AMIRzaENad 2 Talud uFeIIRTAY
10 - 30%

- fMIRzENad 6 Talue LEaINTIRTAY
42% - 68%

- fMIszmEna 10 Talus usasmIszan
litosnin 75%

ATITNIY

(W93Til YaITm)

-~
W nUNT

(WHFNINTT Myaniai)

winilsansiTyeiBosi2560
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3.1 Finish product specification (Gia)
amANiANIIInaka USP 38 BP 2013
3. Dissolution (dia) #w3a

nadiile Apparatus 100 rpm uatls 1% (wiv)
polysorbate 80 in water 500 mL 154 Medium
FBIUAAINITATAEAGT
- fmIazaenas 1 5alue usasmIazane
5 -30%
- fMIREAEnas 4 $alue wsasmInane
45% - 70%
- fnmIszaenad 8 $alus useemIazane
luivesnin 80%

w38
ns@ill% Apparatus 50 rpm uagly pH 6.5
phosphate buffer with 1% sodium lauryl
sulfate 500 mL. 15w Medium @asuansnis
avanudaih
- MIBEMENAI 2 Talue usasmIszanY
10 - 30%
- AMIREAENAT 6 Talug wERIMIRTaNY
50% - 80%
- MIBEAENAY 10 Tolus usasmIRTaY
lsieanin 80%

4, Uniformity of dosage units AU ATITHNIN

5. Related compounds Felodipine related compound A : NMT 2.0% - the area of any peak corresponding to
Impurity A : NMT 4.0%

- the area of any other secondary peak

: NMT 0.2%

- the sum of the areas of any other secondary
peaks : NMT 0.5%

3.2 Drug substance specification : Felodipine‘""z’
AMIANTANINATKA USP 38 BP 2013
1. WSnmdasdnty 98.0 - 101.0% of Felodipine 99.0 - 101.0% of Felodipine
(Calculated on the dried basis) (Catculated on the dried substance)
2. Identification AU ATIININ
3. Appearance of solution - AT
4. Absorbance NMT 0.20 at 440 nm NMT 0.10 at 440 nm
5. Loss on drying NMT 0.5% NMT 0.5%

UsesruamenIsumMs

2 |
(G5 ) N A NITNMSI [GER 1) WO nIsuMs
WiTh eI (WHRNINTT Myawda)
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3.2 Drug substance specification : Felodipine (da)
AmmIanInaRa usP 38 BP 2013
6. Residue on ignition NMT 0.1% -
7. Heavy metals NMT 20 ppm -
8. Chromatographic purity - Individual impurities : NMT 1.0% - Sum of impurities B and C : NMT 1.0%
- Total impurities : NMT 1.5% - Unspecified impurities : NMT 0.10%
- Sum of impurities other than B and C
: NMT 0.3%
9. Sulfated ash - NMT 0.1%

ad P o o . P I3 e a a # s a9
nangme - nitiiemadeuudaineiu waive) miasnseriinnzdmensle iwusesensmmangmaandn leTuawaiiene
- Drug substance specification Anannnludinmzivesuia drug substance w3alLAiamey drug substance 189
a ° a a 4 A a a i o
Hwinnduagy atuleatiunite ﬂmﬁmmﬂmmﬂ:ﬁmunnmifaﬁmmm
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Gonludun g
1. ﬁ'ummwmmanmsms"tﬁ%’uagnﬁm‘fumLﬁuu@h%“umtﬂiaﬁwmuluﬂszmﬂ'lm wazdad (declare)
LARINE®
11 'luz%'\ﬁ'qujms'i‘fuml,ﬁuue‘iﬁum (N2.2 1183 NE.4 WRUANTEL)
1.1.1 lunsdindusnfindeludsznalng wanefis no2
1.1.2 'Lunsrﬁﬁl,ﬁumﬁ'mhLﬁammu‘amsg wnaie ne.3
1.1.3 lunsd@ifiduenddrannenstszing nanefis ne.4
12 ludmetunadioun ne. /8.1 vaseniisuanan wisamesnueatemInunaun nwusInGas
muﬁifuﬂnﬁﬂu (finished product specification) Ltasﬁaﬁﬁﬂu(ﬂqmn’lwwadf@qau (drug substance
specification) nstﬁ'ﬁa;Iisxwmmstﬂﬁauuﬁaaun‘"lmw‘i'mau AABILUULBNRITHENWNINAWMTVBUT 1 (8.5)
N3N finished product specification Wag/#38e Drug substance specification la gawn lrawiudsenne
dezmanandiinnsefing uazliin 2 D m Fudsemedsznmenandidnnsading
2. 1laNAITUTBINIATFIRNITHAANY
24 nsdfiewaaludszmalng KnAadasdianmssusesnasgumndacaumaninasiuasin1sfialu
"MINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewmiaonu PIC/S participating authorities
wia flanmsiussanasgumsnaasaunsninusiuasiinfialumndasvssdninnuamensIunIs
2IMIUAZE NIENTNEITITUFY Fermuadulasinnuseandasussriaifisuiunaninueiuasdinisialu
nsudann PIC/S lunanaiiguaaneg atiudgaausauniIaTasavlasinanisiusesfisiudszna
Uszmenaidiannsafing
2.2 nsdifubuesiugronsszna HHRadaslilanmITUIBRNaATIUNIHAAtNMIMANINIT LSS
?Jﬁmiﬁﬁlumwﬁﬂm GMP %38 GMP/PICs {Pharmaceutical Inspection Co-operation Science) Taswipau
PIC/S participating authorities a1iuaga awseumIamsaulaeiinamsivsasfiviulszmalszniasan
awinniaiing wisangaaaadn ududnsdl
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3. Lanmsqmmwmaamﬁtauaﬁm (Fuwimnana) !
3.1 HAMIATIVAATIAQ UMNHT A U nd3931v09HA (Certification of analysis of Finished product) 1
miuﬁdaﬁuéﬁaﬂw
32 Namsmaﬁmﬂ:ﬁqmmwfmqawawﬁmﬁﬂﬁqj (Certification of analysis of Drug substance) Ail5 1w
msw‘ﬁmmjuﬁdaLﬂuéfnasi'mﬁmaag{wammLLa:;jwﬁmi'mqﬁu
33 Lanm‘svﬁaMé’ng']uﬁ'uﬂ'ummé’uw”uﬁs:whas;umswﬁmaai’mqﬁwmﬁ‘:mzhﬁ'ty (Drug substance)
18 3.2 Mufunsniavasndanmsietduiagy (Finished product) T8 3.1
3.4 Tunsdifunafoumunannn 2 9 sxdasfidummwdnonanséinmn Long term stability aufifiu
Wudulunzdougauens Ltaz1ﬁ§unwsaauﬂu§usaaLanmsmng’ﬁé’ﬁmwaau’%ﬁ'ﬂ
3.5 lunsdidunzdouswtasnii 2 9 sedas MW IRANMIANNANUAITAITBILN AT BN
wudnlunzdousunuses LLa:"Lﬂ”%'ummqmu{usadLanmsmmjﬁéﬂmwaw%ﬁﬂ
4. @7981981
4.1 gisuasen dasssniadnsgnatnaien 3 wihousarioe Fududunuusaimpazsoeldasudin
muﬁﬁmuﬂluﬁ'ﬁaqmauﬂ‘é‘\ﬁ:ﬂﬂm”wﬁu
5. msﬂﬁzﬁ'uqmmwmﬁdmau (wanstanaTNITULsEAW)
5.1 mﬁdmauﬁaoﬁmqiﬂﬁ‘lﬂﬁaaﬂiw 1 9 dunniusiney
5.2 mmamﬁz&wau a:é’aadaﬁﬂmewd'lr_l‘lu%maoNammna%mﬁ:ﬁméuﬁd\mau
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5.4 ;jfmm:@Taa%’uLﬂﬁuumijaaﬂnﬁm@mq wiadlaiiansiFensnmeiedszmsla g rewimualasls
fiowly
6. ionasonludu g
6.1 winefianelsilgedunuy (original drugs) fassiwisdauaasniInasay Bioequivalence ML&wua
Wisuisuiunduuuy lagiinsdnmdasduldemananinaeivazuwa jodlunmsfnwdsuysve e
U VBIFIUNITUA S NTINNMTAWITURLEN nszﬂﬁammsmqm(s) Tuns@dunadoudrivenauuuy BENNTY
i (Ietarnzidanen NG) mmmsmL’é”ummuuLanmsmsﬁnm’ﬁaaugamaam
7. flananan (§21e) dusenisnidndyginewasuimua it
7.1 nsrﬁwamsejumaﬁLﬂ*:’l:ﬁmﬁmnnm"‘mmmam‘mmww:ﬂa&tﬂu‘lﬂmummﬁmﬁaﬁmm
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7.3 nstinulymqumwanuiaisinaasinsdelssinirawszanaaeasivsagiheflaiuen
8. mmmwms’uaamuﬁw%‘laﬁ'ﬂﬁmsmNﬁﬂﬁmsﬁmﬁﬁﬂs:ﬁgnL?UnLﬁuﬁuIﬂﬂé’lﬁfmmﬂmzmsums
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nanEma 81989310
1 = The United States Pharmacopoeia 38
2 = British Pharmacopoeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@:ﬁ )

msﬁnm%aﬂsxﬁw%wml,a:%’; REERY aawﬁ@ﬁwﬁm ﬂENﬂ'J‘UQ&JU"I FUNIUA UWENITUNITINTURSEN
ns:mwmmsmqm
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5180150 8  Manidipine HCI 20 mg Tablet

aadszmadoninguanssii | 7 dlA. 7560

1. &@_’1 Manidipine HCI 20 mg Tablet
2. ansanianaly
2.1 3uuy wWuela §wnsusudseniu
2.2 dmsznay Usznausludlen Manidipine hydrochloride 20 mg lu 1 1l
2.3 MTUUINY ussa’l,uumaaﬁl.ﬁﬂuwana‘ %38 blister pack fl@aﬁwLtavussaﬁmﬁﬁaoﬁuum
24 a:n - iwmam U N UMBEIAYUAZAULTI TUHRR 'Juaua'm WufikEe uas
wanadoudisuen waziSmsiAusnsien 'hamo‘mwuuumsqnmm
- LALLASEN amaﬁaU@Taqs:q%amw%a%amamsﬁ’] FIUUTTNDURRZYUINA UL ITIVDIEN
L8uTinde fuéumq"li’%’mw

3. AmANLGNIIMAKA

Namsm’aﬁmiﬂzﬁﬂmmwrﬂuvlﬂmu Finished product specification W&z Drug substance specification
17]‘5'1\'1E]\ﬁﬂﬂLﬂﬁ’ﬂ@l'\'Sll%UUL(ﬂU')ﬂu valﬂ’«n@ﬂ“l,uUW\amum’mﬂm‘"niwmsmmma"m ﬂ?»ﬂiﬁﬁmﬁﬁimaﬁl
muma’ﬁmsml'l‘nmaamaatﬂu%uuwmﬂum’msal%un’nmmmuma’nmsul@msmam arydsznae
nsmﬁdmmsmm Lia\‘l 5wUﬂ’]5’15’J'] W.¢1.2556 8\1'3%7] 11 LlUBEYU N.¢.2556 (aﬁﬂi”nﬁﬂl%ﬁ‘ﬁﬂﬁ]'ﬂﬂuLUﬂE’]
')‘WYI 10 wnmmu 2556) ﬂivaNL‘YIU‘ULYI']IV&‘].I%T]'U@ﬂUW%’%’Uaﬂﬂmoﬂifllﬂ'liﬂi”ﬂ'l@ﬁ']ﬂ'\ﬂ’]

3.1 Finish product specification"’

AnANLIANIIATKA Japanese Pharmacopoeia 16 edition
1. WSnmaaedagy 92.0 - 108.0% of the L.A. of Manidipine hydrochloride
2. Identification ATIININ
3. Uniformity of dosage units | avaeu
(Content uniformity)
4. Dissolution dasugnimIszanslaikeendn 75% melu 45 wifl

3.2 Drug substance specification'”

qmauﬁan’mmnﬁn Japanese Pharmacopeia 16 edition
1. YRy 98.5 - 101.0% of Manidipine hydrochloride
2. Identification ATIHY
3. Heavy metals NMT 10 ppm
4. Arsenic NMT 1 ppm
5. Related substances NMT 2.0%
6. Loss on drying NMT 1.5%
7. Residue on ignition NMT 0.2%

.......... e T EIUA AAEN TN
wnlozied Inuamaas) \Q&
NINMT CEEi12) W D A ASTUMS
(W3ri yasnT) (WHFIWET NIgawInil)
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Gonlugn g
1. fi’ummwrhmanmsmﬂ@f%’uagnﬁm‘fumLﬁwe‘iﬁuml,ﬁlmimmu‘luﬂs:mﬁ'lm wazdLA (declare)
UNAINES
1.1 ludagymstunaiioudiium me.2 ne.3 ne.4 ududnsd)
1.1.1 lunsdifdusnfndeludsznalng wanefis ne2
1.1.2 'Lunszﬁﬁtﬂumﬁwﬂ”'\w‘w‘ammﬁaussq nunpds ne.3
1.1.3 lunsdifiduenihidhandelszing nanafla no.4
12 ludetiunziouen ne. /.1 sasniiEueTin w%auﬂﬂamﬁn@ﬁ'ﬁamsmuquqmwwmaawﬁﬂﬁmﬁ
aufidunzifion  (finished product specification) wazTarnuagmnInueingdu (drug  substance
specification) nsﬂﬁaQs:%'ﬁﬁanﬁLﬂﬁiuuLLﬂamn"lmw‘i'maw rdaIuuULENRITEWIMNENETVBLR 1 (8.5)
7 WSau finished product specification Waz/%Ie Drug substance specification losvaurludawinlszne
Pszmernmdidnnsaiing wazlaiiiu 2 1 o Sudszmedsemenandilinnsaiing
2, LlONAIITUIDINIATTIRNIHAALN |
21 nswfeuanludszmalng QwﬁmﬁaoﬁLanmﬁmaammgﬁumwﬁﬂmmwé’nmm«ﬁua:"’aﬁmsﬁﬁh
nsHaNEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasmiieau PIC/S participating authorities
wie flenmsiusennaspumsniammundninusiuasdimsfialunsniasvasiinanuamenssunis
ETMIIUAZET NTTNTHIITIIHTY Fsrmuaiulasdanussansouasiafisutundninaeiuazismnalu
nswiaen PIC/S lunuianfliauaze aﬂ'ushq@mmaumsmwaauhUﬁuams%’usaaﬁqi’uﬂs:mﬁ
dszmanadidnnsefing
2.2 nsdfdineningrandwilsana riadasfiionmsiusannaspumIndamnemunaninaiuaz
ﬁﬁnﬁsﬁﬁlunﬁswﬁﬂm GMP w38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lasmiipnn
PIC/S participating authorities a11La"g® ausauniseTaseulasinanissusasiaindszmealszmana
Siinnsafind nieayaneadn uiudnd;
3. Lanmsqmmwmaamﬁm%aﬁm (Fnwnnane)
3.1 namIeTRlenzigamwKiaiwindwSagLuasiuda (Certification of analysis of Finished product) i
ms;uﬁdm,ﬁué’qa:m

as

3.2 HanTIATI AN TERgUMWIADAUYaITINEIRTY (Certification of analysis of Drug substance) gl
n'\swﬁelms;uﬁz«mﬁuﬁaazmv‘lgwaa;jl’mﬁﬂmua:pjwﬁmf@qﬁu

3.3 nmmiananguiuduanusuiuseniiummtavesiagduyssdiasndety (Drug substance)
98 3.2 ﬁ“us;ummﬁmmaawﬁmﬁmﬁméﬁﬁagﬂ (Finished product) 18 3.1

3.4 lunsdidunzifouenanannnii 2 9 ssdesdldumnananeransdine Long term stability anafitu
wndulunzdougauans wazldsumssswasisesenansnngisiwanasnisn

3.5 lunsdiaunzdousnuiasnii 2 1 wrdasiidnamitanemsdnsanuasiasssaudin

LﬁMLa&ll‘l«m:Lﬁ HULTNLEN LLaz'l@ﬁ'umﬁmmu%"usaomnmsmn@ﬁéwmwaaﬁﬁ'ﬂ

nIsuNe

(Wa3TH AN (WNEMIWTS  mMawiand)

wifi2imun137syaiB06/2560



"4. gratesn l
4.1 fiauanan davssaenagwenagiaies 3 wiheursyied Fududunmuaasmossipeldasudmu

muﬁﬁmu@lm"ﬁaﬂmamu“@ﬁa%ﬂ"wﬁu

5. m‘sﬂs:ﬁ'uqmmwmﬁdauau (wdadtanarsn1ssusznny)
5.1 efiswaudasiionglldliviornin 1 0 siwaniuseey
5.2 mnmmﬁdwau a:ﬁaqdaﬁummwmzl‘lu%'maawan'\smﬂﬁ,ﬂsw:ﬁméuﬁdauau
5.3 mtﬁﬁﬂmmwmsﬁwmsq‘mé’aazi'mmﬁdmamv"v‘adomaa%mﬁ:ﬁqmmw nihgTInTzniiie

SN EGELLRE T,@Ug{mm]::él”aoa'mr_l'n.ﬁuSnmm‘hmuﬁumm'mmsa'omsaﬁmﬁzﬁuauﬂupﬁuFimia'u

d'\l%ahuﬁLﬁmm“aalumsmsw"mm:ﬁqmmw_ ns:ﬁﬁwuiwm'LaJLﬂu'laJmuqmé’num:mm: AUIBTTNTVE

FIMENS LIS LR T IM TR IS INET T8 cq&fmmt.a:/ﬁa@wam'luﬂ{vwiavlﬂ
5.4 Qmm:ﬁaﬁ’uLﬂﬁUuHWLﬁaﬂﬁlniﬂu@awq wiadlaianisieusnwaastszmislay rewimualaslsl

fewly

6. lona3ionludu g
6.1 mnmﬁmuavlaﬂﬁmﬁmmu (original drugs) FaelinisRaugaInIInasay Bioequivalence ﬁltﬁma

Wisuifruiverduuuy laedEnsdnmdesduldandninmrivazunan Judluns@nmdauysvasen

Al LaIEINUABENITINMSEIMSUSEEN NTNTNINTITAFY” Tunsidunafoudsumaauuuenandy

Twai (Ieisamzidouen NG) sunsaeniumsuuuianasnIAnTINYaEN

7. flananan (fu1e) Bnsaalisnidndyginanasuimue fadh
7.1 nsr’fman15§um’mf‘uﬂsw:ﬁmﬁa'\nnsuﬁﬂmmam{mmwwsf"l,mﬂuvlﬂmummgmﬁaﬁmu@
72 nszﬁwﬁmﬁ’mfﬂmmﬁmﬁgm%'unLﬁuﬁuﬁnnﬁawm@ﬂ@uﬁwﬁmmﬂmnﬁumsmmiu,axm lugsnaves

9 &
NP Y"Y

& A . i ' ' a a o | @ AW s
73 ns:ﬁwuﬂrqummwmﬂm@mmﬁﬁmamuamﬂsxmﬁﬂ&LLa:mmﬂaaﬂnﬂmaqﬂw‘n’lmum
8. m‘nmwmsmam’mﬁﬂﬂ&i%ﬂﬁ%ﬁmN‘ﬁ@\ﬁm‘ﬁmﬁﬁﬂs:ﬁgnL‘%ﬂmﬁuﬁulﬂUﬁﬁﬁfmmﬂmnssums

MITHAZEN MTeezIan 1 1 Aewindsemadsenanadidannsefing

NAEINAA | 19890

1 = Japanese Pharmacopeia 16 edition

2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@;ﬁanﬁiﬁnH’l
%’sﬂizﬁﬂﬁwa LLQ:‘?T’JK&JEMJ?NN@@]JPI‘N‘VT&I’] ﬂaﬂﬂ’J‘UQZJFJ’] MUNINUAUSNTTUMIDTIWIIUAZ LN NTTNTN

RO

UszmuamenIsung

nITuNIg

(WiTil yasn) (WWFNINTS mganiant)

wii3men1isyailB06/2560



s‘mauﬁmqmﬁ'num:mmumuﬁﬁmanmsmsé’a%an%ﬁmﬂﬁm
1a21 B06 / 2560
s18n15N 9 Nicardipine HCl 2 mg, 2 mL Injection

Uszmadoniagquanzsi® | 7 glA 7560

1.8a81  Nicardipine HCI 2 mg, 2 mL Injection

2. amasnianaly

2.1 3uuuy wssssaplnannidels Findasdau (pale yellow) dwivda

2.2 dwsznay Usznaumeeaen Nicardipine HCI 1 mg / mL TudSanas 2 mi

2.3 MIULUITY ussaﬂumwzmsgmﬁm"ﬁﬁﬂﬂﬁﬂmnL‘Bra uazussyineiaeriuuss
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3. amdaaANIMake

Namim%ﬁmi’l:ﬁqmmwLf]uvlﬂmu Finished product specification ez Drug substance specification ﬁ
SreBsnnndrdnsuatudeanu dvldsansdoudadinnuasznssunseimisuazn NIENTHEIB TG
winsdsuildasbdaaduatifisurinuielninianaspundsdstladiumils anulsznmensmes
MTITEY 1389 32YA1ILN W.4.2556 89TUM 11 LB U W.7.2556 (aaﬂszmﬁlmwﬁamgmnmfuﬁ 10
fiqurau 2556) nﬁfﬁvl,&iLﬁuumﬂﬁifuﬁuqau'ﬂﬁwaoﬂm:nssumsﬂs:mm’m'lm

3.1 Finish product specification"’

anduianuinaiia Japanese Pharmacopoeia 16" edition
1. USinmdandaty 93.0 — 107.0% of the L.A. of Nicardipine hydrochloride
2. Identification AT
3. pH 3.0-45
4. Related substance By Liquid Chromatography : the relative standard deviation of
the peak areas of Nicardipine NMT 1.0%
5. Bacterial endotoxins NMT 8.33 EU/mg of Nicardipine hydrochloride
6. Extractable volume AT
7. Particulate matter ATIU
8. Sterility ATIINN
9. Related substances ATINU

UYITPUAUENTINMT

NITUNIT
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3.2 Drug substance specification “

qmauﬁ?\wmmnﬁﬂ Japanese Pharmacopoeia 16" edition
1. WSnmdasndagy Not less than 98.5% of Nicardipine HCI (dried basis)
2. Identification AU
3. Melting point 161 -171°C
4. Purity - Heavy metals : NMT 20 ppm

- Related substances by liquid chromatography : the relative standard deviation

of the peak areas of Nicardipine NMT 3.0%

5. Loss on drying NMT 1.0% ( 1 g, 105°C, 2 hours)

6. Residue on ignition NMT 0.1%
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s'\ﬂaztﬁﬂﬂﬂ‘maﬂﬁmsz'wLLuuﬁ"lmanmim‘nﬂ%an?jnm‘nm 5
; i
a2 BO6 / 2560 *
5981151 10 Norepinephrine 1 mg/mL Injection

aalsznadoninguansIi g7 dla /560

1. 3o Norepinephrine 1 mg/mL Injection

2. amaaana
2.1 guuy HussszanslaUnenda swmstiadimeeaisad
22 sutsznay  Usznaudipaaen Norepinephrine bitartrate ﬁaugaﬁ‘u Norepinephrine base 1 mg/mL
153n@7 4 mL / MAUSUTIY
2.3 NMTUUTIY ussaﬂum’mu,ﬁaﬂﬂﬂmm%a afiaType | LLa:msqﬁ'msvTﬂaorTuum
2.4 287N - szq%am gusznaudmendmdguazanauss (szyilu mg 184 Norepinephrine base/ml)
IUHER fuéumq Wwfinae wansfeudsue wazismaiuinwnen Haghstanuun
UTIITAN
- UUMAUSLITIVEN azmﬁaﬂﬁaos:q%amﬂ‘%a%amsﬁw ST NAUULAZ TR INLITIVDILN
(S:QLﬁu mg a4 Norepinephrine base/mL) Lamﬁwﬁﬂ fuéumq'ﬁfmau

3. AMANLANIINAKA

Namsmﬁﬁmi’}:v{qEumWLﬂuvl,iJmu Finished product specification uwaz Drug substance specification ‘ﬁ'
gaBsnninarduatidisan doldensidoudadinaunsenITumMIaIMISUAT e NIENTWITVTAFY vait
nsrduRlEanssdanduatiuifisurinnialwmindy nsdilifisuriudduluensudszmansamsnsmings
a9 YA W.A1.2556 8907 11 WEBU N.71.2556 (mﬂszmﬂlmwﬁamgmnmfuﬁ 10 figwiew 2556) W
i‘fuﬁuqaUﬁﬁwaoﬂmznﬁumsﬂszmﬂﬂmm

3.1 Finish product specification"’"z’
Test ltem USP 38 BP 2013
1. YSnmaaendnty 90.0 - 115.0% of the L.A. of Norepinephrine 90.0 - 110.0% of the L.A. of Norepinephrine
2. Identification AT ATIININ
3. Color and clarity ATIHIU -
4. Bacterial endotoxins NMT 83.4 USP Endotoxin U/mg of -
Norepinephrine
5. Noradrenalone - NMT 0.12%
6. Adrenaline - NMT 1%
7.pH 30-45 3.0-46
8. Sterility ATIVNW ATITH
9. Volume in container ATITHI ATIAHI
YIemuamenIINNNg
(89%8) 1) W T AITNMS
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2 = British Pharmacopoeia 2013
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22 @ulsznay  Usznaudu@len Sildenafil citrate ﬁ'auyaﬁ'u Sildenefil 20 mg 1w 1 e
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3. amdaianmahe

3.1 Finish product specification"”
1. nmeedagy 90.0 - 110.0 % L.A. of Sildenefil citrate
2. Identification test m’mmumuﬁizlﬂu Finished product specification
3. Dissolution m’;ilﬁhumuﬁiquu Finished product specification
4. Weight variation %38 Uniformity G\i’ﬁwhu@l’mﬁi:y:lu Finished product specification
of mass (weight)
5. Impurity / Related substance mmmum’m‘ﬁ.izq’[u Finished product specification

3.2 Drug substance speciﬁcation(s’

AMANTANWINAKA USP 38

1. USinmerendngy 98.0 - 102.0% of the L.A of Sildenefil citrate

(calculated on the anhydrous and solven-free basis)

2. Identification AIIVHU

3. Heavy metals NMT 20 ppm

4. Residue on ignition NMT 0.1%

5. Limit of Imidazole NMT 0.1%

6. Organic impurities - Sildenafil related compound A : NMT 0.3%

- Any other unspecified individual impurity : NMT 0.10%
- Total unspecified impurities : NMT 0.3%
- Total impurities : NMT 0.5%

7. Water determination NMT 2.5%
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