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95.0 - 105.0% of the L.A. of Beraprost sodium

2. |dentification
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3. Uniformity of dosage units
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4, Dissolution
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3.2 Drug substance specification : Beraprost sodium "

apanese

1. Sy

98.5 - 101.0% of Beraprost sodium

2. ldentification
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3. Related substances

ATITH U

4. Loss on drying

NMT 3.0% (0.5 g, 60°, 5 hours)

5. Isomer ratio
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Hydralazine HCI 25 mg tablet
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3.1 Finish product specification

o

1. YSunmwemendnany

3

95.0-105.0% L.A of Hydralazine HCL

90.0-110.0% L.A of Hydralazine HCL

2. ldentification

FTIMNU

AIITNIB

3. Dissolution test

azanybaiwaundn 70% of the L.A. of

Hydralazine HCI lu 45 wifi

azane laditaandn 75%(Q) of the L.A.

of Hydralazine HCl 1w 45 w1l

4. Uniformity of Dosage units

NI

NIV

5. Limit of Hydrazine

NMT 0.05%
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3.2 Drug substance specification : Hydralazine HC

I 12)

1. USunmaaendneny

98.5 - 101.0% of Hydralazine HCI

(Calculated on the dried substance)

98.0 - 102.0% of Hydralazine HCI

(Calculated on the dried basis)

2. |dentification ATIVHIN ATV

3. Apearance of solution ATV -
4. pH 35-42 35-4.2

5. Limit of Hydrazine NMT 10 ppm NMT 0.001%

6. Related substances

Any impurity : for each impurity,
NMT 0.2%

Total impurities : NMT 1.0%

(exclude the solvent peak)

7. Heavy metals NMT 20 ppm NMT 0.002%

8. Loss on drying NMT 0.5% NMT 0.5%

9. Sulfated ash NMT 0.1% -
10. Residue on ignition - NMT 0.1%

11. Water - insoluble substances - NMT 0.5%
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1.Zaan  Manidipine HCI 20 mg tablet
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2.1 31Uy Wueude dwsusudsenu

2.2 dvdsznay Usznaudanaasn Manidipine hydrochloride 20 mg 1w 1 1@

2.3 MTULUITY ussﬂuumaamuwwaﬂa %38 blister pack i‘lﬂauml,avmmnmmﬂaanmm
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3.1 Finish product specification“’

anaNtaNdnane ' e Japanese Pharmacupoela: ¢
1. YSnmdiday 92.0 - 108.0% of the L.A. of Manidipine hydrochlonde
2. Identification ATITNU
3. Uniformity of dosage units AT

(Content uniformity)

4. Dissolution dasuseanmrazanglailpandn 75% meolu 45 writ

3.2 Drug substance specification“’

1. ﬂ%mmsﬁmmﬂ@ 98.5 - 101.0% of Manidipine hydrochloride
2. ldentification AT

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%
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3.1 Finish product specification'"®

1. USunmaredagy m’aﬁ)mumuﬁi:qlu Finished product specification
2. Identification test m’:iwhumw‘ﬁiquu Finished product specification
3. Dissolution ms'.mhumuﬁsquu Finished product specification
4. Uniformity of dosage units @i’aﬁ]mum&iﬁi:qlu Finished product specification
5. Impurity / Related substance m’;fﬂﬂi’mﬂ’mﬁrulu Finished product specification

WN']HUVWI nsmamauummamﬂuﬂmmmmmmﬂu 1“&@108\11%Lﬂﬁ’ﬂ@1’]5ﬂ&|’1 11’\87\?@\1Nﬂﬂ'15’3Lﬂ5'1“1’1@]']11 Drug specification
‘Y]i.lﬁ‘iﬂ‘ﬂvl.ﬂﬁ]@“ﬂ LUEJ'LW]?Jﬁ"]%ﬂ\‘l']%ﬂm"ﬂﬁﬁ&m']?a'\ﬂ'ﬁuﬂwﬂﬂ n‘imi’mmmﬁmﬁm
Ronludu
1. fs‘hmewmULanmsmi"L@T%’uaumwfm afouinstniias minglutsmeng wasdung (declare) LARIHER
1.1 'I,umﬂmmwummaumsum (N8.2 N8.3 NY.4 LaMAnTHL)
1.1.1 lunsdfdusnfndalutszmelng vangds ne.2
1.1.2 ’Lunszﬁﬁl,ﬂummLﬁTﬁLﬁlamsLLﬂamsq wunehe ne.3
1.1.3 lunsdifidugtighanedadssind nunsis ne.4
12 'l,ummamummuum NE.1/8.1 VBINTiEUTIAN wsauﬁﬂa%ammmamsmummmmwmaowamnmm
mwwmu‘n”mﬂu (finished product specification) &g maﬂwu@ﬂmmwmamm@u (drug substance
specification) nmmaﬂsvwmmmjawuﬂaum"lmwwmu wdasunulanmsiLMwaenTvaut by (1.5)

NWTBY finished product specification LLag/138 Drug substance specification I@U’}Jauﬂwhmamuﬂi:n']ﬂ
Uszmaesindidnnsafing wazlaiiAu 2 9 o Sulsemenlsznesensidnnsaing

CR 1) W = S A U muaUeNIINg
nal Qs A‘ v
(Wwdidnd susuians)
. . n
(@9%58).conn..... KA nIIUMS (RN NA S nTIUMS
(WIEMAMTE #3839135) (WIEIUONS YIS

o
Wi1/5710mM 375 yail Bog/2561



2. 18NAITUIDINIAIFIRATNAA LN

21 n3dfigadaludszanalng griadasdionasiuennasgumniamnmamsninmsiuaz35nsialu
MINEaL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiiagu PIC/S participating authorities
Wi flanaTiuTa9n AT IUMITHRABNAUNA NN T3NS Aa LU TN E AL L DI N UA e N TTINTS
DIMIURZE NININFITIIUY Formuadulasianuseandosuasriafisurundninasiuaz3snnaly
mMsudae PIC/S Tunaiaenfitauavne avusgamusaumsasiaseulesinanissusesfatudszne
Uszmanrmaidannsefing

2.2 nsdifiiweniugronsisysana HHAadasllienanTIuTaeIuMINEAENANRATIN ez
e iumInEaen GMP via GMP/PICS (Pharmaceutical Inspection Co-operation Science) lagvitiaeu
PIC/S participating authorities 217§ ausaumsasiageulasiinansiusesfiaiudszmeadszniasian
alinnsedind wiaayaseadn usudnsd
3. Lanmsﬂmmwwaamﬁtauaﬁm (Fuwinnane)

3.1 Nami@ﬁﬁnmi’]“%ﬂ WMWHRAA TN ma’]lﬁ%iﬂmadwwam (Certification of analysis of Finished product)l
msmam,ﬂumama

s

3.2 iamsasindnynviqanwianduvesdaensdn (Certification of analysis of Drug substance) 7il%lu

ar

o

mswﬁmmjuﬁdmﬁué’qaﬂwaﬂ%maasjwammLLazgﬁfmﬁmmqﬁu

3.3 enmnsanangududun stz heiunmiavesingiuvssiasneny (Drug substance)
78 3.2 ﬁu;’unﬁiwﬁmmawﬁmﬁm‘ﬁmﬁwL%ﬁ]gﬂ (Finished product) 4a 3.1

3.4 lunsdifunadonenanannnin 2 9 ssdasddnmwtnensmsdnen Long term stability @i &%
W lunsdouenauaas LLaw"L@sumsmmmmaaLanmsmnwummwaoumﬂ

3.5 lunsdidunsdeugnanstasndi 2 9 amaaummﬁmwmUwamiﬂnmmwmmmaommuﬁﬁu
wadulunsidougnanuges LLa:"LmumiaommmaaLanmsmn;jm‘imwmam%ﬁ‘n
4. qrag9eN

4.1 disuanan dasdadragnanagreias 3 wihpuITIAT Fadudunuusasnossdoeldarudu
mwﬁﬁmuﬂ‘luﬁﬁaqmawﬁ“@ﬁ'ﬂﬁﬁwﬁu
5. msﬂs:ﬁ'u@;mmwmﬁdauau (wanstonaIsNI3TuLszAW)

5.1 mﬁmwauﬁaeﬁmsﬂﬂﬂ"hjﬁazm'h 1 0 diuaniusney

5.2 U'mmmﬂmuau amaommmwmwmalususaowammﬁmmmwmsuwmuau

53 nmmv\mm’mmsmmimlmamammmamwamm'gmmﬁ“mmmw WUTITNMIRIRTIRD
Joswaal8819 laggunas 61aaaoml,wuanmummuwmmwmwsmmammﬁmumﬂumuwmau
m'l;’mnzmmmmaa‘lumsmamLm’]vmﬂmmw ﬂitumwmwmvl,wl,ﬂuvlﬂmuﬂmanmwmwm WU TIBAITVD
f,muﬁmﬂmuwmsmmsmnaﬁmmmnm's’uaq wmml,azlmawwamluﬂsma'lﬁ

5.4 pdmmmam_lLﬂaﬁummamlna%mmq mamam@mnaauamwmm.ls:mﬂwG] Aeufuualaylad

Wauly
(B9%@)..un T UsemuauenIsunsg
(WBEIANA  FUDSUIANT)
) 2 (0
(39%D)............ OV o, NTIUNT (GEEIL2) W = NITNNT
(Wismuuren #03e) (WISENIUQUA YRYFTIA)

a
w2595 a7l B09/2561



6. tanassanludn 9

6.1 Wmtj’ml,auavlwlﬁy'mul,l,uu (original drugs) ﬂaau%maauamms‘n@mau Bioequivalence YlLaua
Wisuifisunuenduuuy T@mﬁmsﬂnmmaaLﬂu‘lﬂmwanLﬂtumLLa,LLmﬁgm‘lumiﬂnmmaummaam
mummaomummﬂmwnsmmsmmma“m nsvmaqmmsmm( )lunsmmw%uﬂumsummmmum
mum‘lm (VLG]LR"HYP‘LUEMH’I NG) mmsnanL'JumsLLumanmimsﬁnmmauuamaam

7. NLa‘Wé)i']ﬂ”l (N?.I"IEI) El%il’él&lel‘wHﬂlaﬂﬁmmﬁﬂa%ﬂiuﬂ’]ﬂ%ﬁ ﬁd%
7.1 nsmwamiaumumLﬂﬂ”%mumnnsw'mmmammmwwzﬂmﬂﬂﬂmummmumamwm

72 nIGNAAN WV m’ﬁu@unmmnmmumnﬂ Tasamalasdinnua s nISuMIa IS WRREN lusr9m g
é’mmwmaa‘*mu

@

7.3 ﬂsmwuﬁmmﬂmmwmnwamnmmwmamwa@aﬂ?awﬁwaua”m’mﬁaamm\awﬂamvlmum
8. ﬂmUswmi’uaamuawﬂmuwmsmwamnmmm‘nwﬂsnmnmmﬂmuauf[mUmumﬂuﬂmvnssums
mmmaum‘lmvmnm 1 ﬂnamuﬂsvmﬂﬂsvmmﬂmmanmauﬂa

RANBIAG : §198991N0

1 = General requirement VaIN&TAITUE ML Finished product EﬂLLu‘U Tablets
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2008.
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies maﬂuamsﬂnm

FuseR ANDNALAZT? NJJNEI’U NNRON TN ﬂ?Nﬂ’J‘UﬂSJU’] fUNuA UENTIUNITAINITUREHN
nsmsaommsmqm

A‘ L A‘ Qs
(WBEIANG FUSUINIT)

(MT0)......... o 108 1A W NITNNT (89%8) 7@/ nITUNY

(WwEuuze #asnn) (WHRIUQUS YRTIF)

<
w3 8MsS yeil Bos2ss1



