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181151 1 Beraprost sodium 20 mcg tablet
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1. Basn Beraprost sodium 20 mcg tablet
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2.1 3dupy Wuguda dwiLsudsinin
2.2 dudsznay sznaudanean Beraprost sodium 20 meg T 1 1a
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3. AMANVANIINATA

3.1 Finish product specification o

tem

Japanese Pharmacopoeia 17 &

1. ﬂ?&ﬂm?ﬁmﬁﬂﬁm 95.0 - 105.0% of the L.A. of Beraprost sodium

2. Identification ATIVHIH

3. Uniformity of dosage units AT

4. Dissolution sasuanimsazansldtesnit 85% nolu 30 wf

3.2 Drug substance specification : Beraprost sodium™

. ”f;;lapan'ese Pharmacopeia 17 ed

1. YSurmaredn 98.5 - 101.0% of Beraprost sodium

2. Identification ATIIU
3. Purity - the amount of the peak having the relative retention time of about 1.2 : NMT 0.3%

- the amount of the peak, other than the two peaks of beraprost and the peaks
mentioned above : NMT 0.1%

- the total amount of the peak, other than the two peaks of beraprost : NMT 1.5%
4. Loss on drying NMT 3.0% (0.5 g, 60°, 5 hours)

5. Isomer ratio The total area of the two peak of beraprost : NMT 2.0%
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1. Lanmsms"l@’i”uagzymifuml,ﬁum’h{umﬁaaﬁmﬁw‘luﬂizmﬂ%u URZFEIURY (declare) WARINAR
1.1 luddymsfunsifivudiue (M8.2 n8.3 Ne.4 wiuensl)
1.1.1 1unmmLﬂuﬂ'mwam'l,uﬂswmﬂvlm wuefy ne.2
1.1.2 1un$m‘nLﬂumu’ummammmmm Ay 1e.3
1.1.3 1unsmmﬂummmen@mﬂamﬂ Aeiy ne.4
1.2 'lummamummzmm e 1/e.1 maamma‘uaﬂm wsam’ma%aUﬂmmanﬁﬂ’mﬂuﬂmmwmaowamnmm
m&i“n'uummtm (fmshed product  specification) LLa"man’muﬂﬂmmwmaamnﬂu (drug substance
specification) ﬂsnmaUszmwﬂ'mﬂa&muﬂmunwlmwuwm '«a“madu,uuLanaﬁmm’m’lwn'mmwau.ﬁ"l’u (8.5)
WINTBY finished product specification Waz/n3a Drug substance specification Iﬂu%auﬂ"lﬂnﬂ%’;%ﬂs*nﬁﬁ
Uszmaamandidnnsefing ualaiiin 2 9 o Twlemadszmanedidnnsefing
2, lanmssusaammss‘mmwamm
21 nsmnmwam‘luﬂs unalneg Nwa@ma\mLaﬂmﬁmaammﬁ’mmmammmuv\anmm‘mLa*’Jﬁmsm'ﬂu
MINaNE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Iﬂﬂ%u’m\ﬂu PIC/S participating authorities
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dszmanadidnnsafing maa’mmaaﬂ’ﬁw wauAnTHL
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17025 'I,sJLﬂuvl,ﬂmmnmmumammmluﬂamaﬂammmm
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2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies
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1. 821 Carvedilol 12.5 mg tablet

2. amanianall
2.1 qtluny
2.2 gawdsznau
2.3 MAUTUIN
2.4 281

wWueude dwsusudszmu
Usznaudasdae Carvedilol 12.5 mg lu 1 1da
a a ¢ A . % % &
ussg'luumagmuauﬂaya %38 blister pack N8I WLAILAZAINNTY
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3. AEINLRMIINALA

3.1 Finish product specification'””

~ Testitem

USP 41

BP2016

1. Sy

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

95.0 - 105.0% of the L.A. of Carvedilol

2. Identification

FTINW

ATIWHN

3. Dissolution

ugasnsazanglaitasnin 80%(Q) of the
L.A. of Carvedilof Tu 30 wfi

urasn1sasanalaiaundt 75%(Q) of the
L.A. of Carvedilol 14 45 w1l

4. Uniformity of dosage units

ATIVU

ATIWU

5. Related compounds

- Any individual specified or unspecified
impurity : NMT 0.2%
- Total impurities : NMT 1.0%

- the area of any peak corresponding to
impurity C : NMT 0.02%

- the area of any other secondary peak

- NMT 0.02%

- the sum of the areas of any secondary peaks
* NMT 0.5%

3.2 Drug substance specification : Carvedilol ""?

. Testitem e ~UsP41 B
1. U?mmﬁ"améﬁﬁ'ty 98.0 - 102.0% of Carvedilol (dried basis) 99.0 - 101.0% of Carvedilol (dried substance)
2. Identification AW ATIVHIU
3. Heavy metals NMT 10 ppm. NMT 10 ppm.
4. Loss on drying NMT 0.5% NMT 0.5%
5. Residue on ignition NMT 0.1% -
6. Sulfated ash NMT 0.1%

....... nIIUNT
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(83%a)........ ‘P%% ................... nIINANT

(wrwanTuz1so uffaﬁﬁuqa)

wifitmunsii2 gailB4ei2563



3.2 Drug substance specification : Carveditol ""?

_ Testtem | . USP41 - BP2

7. Related substances - Carvedilol related compound A : NMT 0.1% | - impurity A : NMT 0.2%
- Carvedilol related compound B : NMT 0.1% | - Impurity D : NMT 0.15%
- Carvedilol related compound C : NMT 0.02% - Impurity C : NMT 0.02%
- Carvedilol related compound D : NMT 0.1% | - Unspecified impurities : for each impurity,
- Carvedilol related compound E : NMT 0.1% | NMT 0.10%
- Carvedilo} bisalkylprocatechol derivative - Sum of impurities other than C : NMT 0.5%
(if present) : NMT 0.15%
- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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1. 30 Dabigatran 150 mg capsule

2. amaninnaly

2.1 3uuy Lﬂumtﬁmmﬁsga dmsusudsenu

22 dwmdsnay  sznausiudaen Dabigatran Etexilate150 mg 4 1 e
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3. AnANYAMIINALa

3.1 Finish product specification™?

1. U‘%mmm"’amﬁ’m”@ msmmumwﬁsquu Finished product specification
2. Identification test mwmumuﬁinqlu Finished product specification
3. Dissolution msnﬁwumwﬁs:q‘lu Finished product specification
4. Uniformity of dosage units a9 N’mmu‘ﬁ‘stq‘lu Finished product specification
5. Related substances / Impurity mwmumuﬂdinﬂu Finished product specification
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1801351 4 Norepinephrine 1 mg/mL injection, 4 mL

muﬂszmﬁé’mi’wquaﬁﬁmﬁ

1. #am Norepinephrine 1 mg/mL injection, 4 mL

2. ansdanianalyl
- S w oA e - °
2.1 gluuy Wumsszaaladnande dswstiadnasaiiaad
22 dmszney  Usznaudaa@ien Norepinephrine bitartrate fisuyany Norepinephrine base 1 mg/mL
USinas4 mL/ MBUSUTH
9 X a R A1 %
2.3 MTUUIN uﬁq‘lummumﬂﬁﬁﬁnﬂma THaType | URzUTTINTATIUBINUUSY
| ' @ o O . .
2.4 asn - %Y TN muﬂi:naummmﬂmul.m:m'mtm (731‘11.1']% mg U84 Norepinephrine base/mL.)
v =3 Q : A - - o ol - ~ Qs L3 1 e
IUHAR UEUDIY InNRR nunadoudisuen usismafuinmenTadrataianun
Uy
] v v 4 d v )
- UWMTUZUTIEN 85 NRBLADIRYTaNNTaTaNI §IULTNIULAZIWIANINISITEIN
(31 mg 84 Norepinephrine base/mL) taufinGa Wauay Lo

3. amaaaMIInaka

(,(2)

3.1 Finish product specification

1. YRy 90.0 - 115.0% of the L.A. of Norepinephrine 90.0 - 110.0% of the L.A. of Norepinephrine
2. Identification AU ATIY
3. Color and clarity ATV -
4. Bacterial endotoxins NMT 83.4 USP Endotoxin U/mg of Norepinephrine . -
5. Noradrenalone - NMT 0.12%
6. Adrenaline - NMT 1%
7.pH 3.0-45 |1 3.0-46
8. Sterility ATITHIU ATITHIY
9. Volume in container ATIWNY ATIVHIW
10. Particulate matter ATV ATIHIN
- DYNIATWIA = 10 pm
Liitfin 6,000 aume
- BYNINTUIA 2 25 um
Litfin 600 ayma
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3.2 Drug substance specification : Norepinephrine bitartrate/Norepinephrine acid tartrate "

1. U’%mmﬁ‘;mﬁ*m"zy 97.0 - 102.0% of Norepinephrine bitartrate 98.5 - 101.0% of Norepinephrine acid tartrate
(calculated on the anhydrous basis) (calculated on the anhydrous substance)

2. Identification AU ATIVY

3. Related substances - - Impurity F at 254 nm : NMT 0.1%

- Impurity B, D, E at 280 nm : for each impurity,
NMT 0.1%

- Unspecified impurities at 280 nm

: for each impurity, NMT 0.10%

- Sum of the impurities at 280 nm and
impurity F at 254 nm : NMT 0.3%

4, Specific rotation -10° to -12° (50 mg/mL in water) ) -
5. Water determination 4.5% to 5.8% 4.5% to 5.8%

6. Residue on ignition NMT 0.1%, from 200 mg -
7. Limit of arterenone NMT 0.2 -
8. Sulfated ash - NMT 0.1%
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Verapamil HCl 240 mg sustained release tablet

1. Bomn Verapamil HCI 240 mg sustained release tablet

2. ananLiana
2.1 gi.l Luy

Ar o Ll L
ugida Jluuvsangniuu (Sustained release) §msusULIsENIU

2.2 gawdsenay Usznaudasaasn Verapamil HCI 240 mg 1u 1 1fla

PO TR &
23 TWIALIN U?SQI%LLNGUWﬁﬂﬁWﬂ Uasnuanusu

2.4 281N

nadoudnsuen 'li’azi‘mﬁ'mwuumsqﬁ'mfﬁ

o ' o o o @ a  w & i a
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3. Qmauﬁamamﬂﬁﬂ

3.1 Finish product specification

M@

1. fSunmaandany

90.0 - 110.0% of the L.A. of Verapamil HCI

95.0 - 105.0% of the L.A. of Verapamil HCI

2. Identification ATITHIN AT
3. Dissolution Test 1

fan 2 Falug : azang 10 - 25%

famn 4 $alug : azann 15 - 40%

fam 12 dalas : azanw 40 - 65%

A 24 $alws : azaelaiviaendn 80% |

738 Test 2

A 1 5l azaeldinnndn 25%

fam 3 dalug : azang 15 - 40%

faa 12 $3la9 : axan 40 - 65%

fam 24 Talus : azae'laitasndn 80%
4. Uniformity of dosage units | #323n% ATIAIY

5. Related compounds

- Any individual unspecified degradation
product : NMT 0.2%
- Total degradation product : NMT 0.5%

- the area of any secondary peak : NMT 0.2%
- the sum of the areas of any secondary peaks
: NMT 0.5%
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3.2 Drug substance specification : Verapamil HCI

A 0 SR usp41 . .

1. P maaendagy 98.0 - 102.0% of Verapamil HC! (dried basis) 99.0 - 101.0% of Verapamil HCI (dried substance)
2. ldentification ATIWB ATIVHH

3. Residue on ignition NMT 0.1% -

3. pH 45-6.5 45-6.0

4. Optical rotation - -0.10° to +0.10°

5. Related substances - Imdividual impurities : NMT 0.3% - Unspecified impurities : for each impurity,

- Total impurities : NMT 0.5% NMT 0.10%
- Total : NMT 0.3%

6. Heavy metals - NMT 10 ppm

7. Loss on drying NMT 0.5% NMT 0.5%

8. Sulfated ash - NMT 0.1%

BN 1. nydifeenzd puudanTiiiu (waive) M3aTI9ReL3 wnsinemiste Wluusasenan e’ nmuﬁ‘ondnﬁ'lﬁ'%’u au&‘l‘ﬁé"m
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2. nsdifignudaludsanalng dudadasfionmsivsennagummiammamdninuiue:T5nsfialn
nNINAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taemsineanu PIC/S participating authorities
w3 flanaiusasnaspumniasmunaninmaiuasiinsialumaniaevasdinauaenssunis
2IMITUREEN NIENTWIIBIIAGY Farmuatulapiinuraansasussriafioutundnineiuasisnisiialu
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