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5780157 1 Clopidogrel 75 mg + Aspirin 75 mg tablet
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Bam Clopidogrel 75 mg + Aspirin 75 mg tablet
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1. Finish product specification® (li Official lutnawésu USP 35, BP 2013 Fennznssumsy 15idu

anansgedilumsiarhgmanwuzianzraden)

1. Bnadreiday 90.0 - 110.0 % L.A. of Clopidogre!

90.0 - 110.0 % L.A. of Aspirin
2. Identification test ma'«amumuﬁiquu Finished product specification
3. Dissolution ﬂi’mﬁi’mmuﬁii:ﬂu Finished product specification
4. Uniformity of dosage units mwmumuﬁ.izq‘lu Finished product specification
5. Related compounds / Impurity mmmum’mﬁiszq‘lu Finished product specification

2. Drug substance specification

21 Clopidrogrelw’(a)

AmanuiaNImaRa BP 2013 USP 35
1. Yanuaaendegy 99.0 — 101.0% of Clopidogre! hydrogen 97.0 - 101.5% of Clopidogrel bisulfate
sulfate (anhydrous substance) (calculated on the dried basis)
2. Identification AT ATIEY
3. Appearance of solution ATIWIU -
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2. Drug substance specification (#a)

AmdinInaLA BP 2013 USP 35
4. Enantiomeric purity Impurity C : NMT 0.5% -
5. Related substances - Impurity B ;: NMT 0.3% - Clopidogrel related compound B : NMT 0.3%
- Impurity A : NMT 0.2% - Clopidogrel related compound A : NMT 0.2%
- Unspecified impurities : for each impurity, | - Clopidogrel related compound C : NMT 1.0%
NMT 0.10% - Any other impurity : NMT 0.10%
- Total : NMT 0.5% - Total : NMT 1.5%
6. Heavy metals NMT 20 ppm -
7. Water / Loss on drying NMT 0.5% NMT 0.5%
8. Sulfated ash NMT 0.1% -
9. Residue on ignition - NMT 0.1%
2.2 Aspirin(z"(s)
amaNAMIINALA BP 2013 USP 35
1. USunousaendrey 99.5 — 101.0% of the L.A of Aspirin 99.5 — 100.5% of the L.A of Aspirin

. Identification ATITEU ATV

2

3. Appearance of solution | #39H% -
4. Related substances - Impurities A,B,C,D,E,F : for each impurity, -
NMT 0.15%

- Unspecified impurities ; for each impurity,

NMT 0.05%

- Total impurity, NMT 0.25%
5. Heavy metals NMT 20 ppm NMT 10 pg/g
6. Loss on drying NMT 0.5% NMT 0.5%
7. Sulfated ash NMT 0.1% -
8. Readily carbonizable - ATIINIH
substances
9. Residue on ignition - NMT 0.05%
10. Chloride - NMT 0.014%
11. Sulfate - NMT 0.04%
12. limit of free salicylic - NMT 0.1%
acid
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1.2 ludwadunzifionen ne.1 wie 0.1 vasnfisuanan wibanwaziduaatanmugua N
sasnFanmienanizunzidowly (finished product specification) nstﬁﬁagﬁzndWGnﬁsLﬂsnuLtﬂaourﬂmLﬁ'mﬁu
TR DILULLANENTRUMIAIWENDANTVOLA 1 (8.5) 3w finished product specification Waz/m3a Drug
substance specification
2. LNEITUTAINAIFIUNITHEALN

2.1 padifignaaalszanalng fiadasdiunnwinemiiesuseanasgunauRamaunaninoe
"‘:‘ﬁ'msﬁﬁ'lumswﬁmmmaansxmwmmsmqm (GMP %38 GMP/PICs) lunsnaeniianainy

2.2 nadiiiweniugienemetsana guaadsilisunnnineniafesusesnaspumndamany
wé’mnmﬁ%ﬁmsﬁﬁlumswﬁmwaqﬂszmmjl’wﬁﬂ %38 Certificate of pharmaceutical products
3. mﬁ'muam”aaLﬂumﬁﬁﬁ’mﬂmj"wﬁw?a;guwuaiwmzj (LEASLANFITIUIBY)

4. ﬁmmmwmmanmsqmﬁnwmwmm'ﬁtauaﬁm

4.1 HAMIATIVTATIZAAUNMAHIASTTUYIUBIHAR (Certification of analysis) 'lumjuﬁahtﬂum"’;aaiw

4.2 naMINTINAATIQUNNIANAY (Raw material) mawi"zmﬁm"fyﬁl'ﬁ"lunﬁwﬁm’l Vﬁmaosgwﬁmm
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WBIAG : 8198990
1 = General requirement 4a9LNETAFUFMIY Finished product Uiy Tablets

2 = British Pharmacopoeia 2013

3 = The United States Pharmacopoeia 35

4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivaience Studies Lm:@:ﬁa
msﬁnm"ﬁ"sﬂszﬁwﬁwaLLa:%aauga’uauwﬁmﬁm‘ﬁm NBINILANET FWNNUANTINNTT

IRITUASEN ﬂi:‘.‘ﬂi’ldﬁ']ﬁ’\imﬁﬂl

5 = The International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline)
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578n15N 2 Azilsartan medoxomil 40 mg Tablet

m’mﬂ‘s:n'mﬁ'wi'mquaﬂﬁﬁ'lﬁ

fi’.aﬁ Azilsartan medoxomil 40 mg Tablet

andsiana
1. 1usude dmsusudsemu
2.1 1 e Usznaudiudaen Azilsartan medoxomil isuyany Azilsartan 40 mg
a a 4 A R A a & [
3. usrluursagliiisunand w3a blister pack YaInuuaauacANNTwla
¢ o & i a o0 o
4. amNTY - Tor FMUTNOUAINTIAIUASAINNI TUKRS TUTUEY WINNAR uazinzifioudrsuen
Vadnssaiauumuussanoed
- Uit gaiandasRyfer dulneudandiy ANuus TuRueny uasieiinge

Qe o 1 L o Qv A 2/ R 2 =
amauiamamana™® (li official Lwnasésu USP 35, BP 2013 Ssamznssunisy Miduienansdnede

lumsiarnguanwuianizedn)

1. ﬂ?mmm”‘amﬁ'\ﬁ'mv 90.0 - 110.0 % L.A. of Azilsartan medoxomil

2. |dentification test mmchumuﬁs:qlu Finished product specification

3. Dissolution msaaw‘wumuﬁs:q’lu Finished product specifigation

4. Uniformity of dosage units m’.ﬁlpi’mmuﬁi:qlu Finished product specification

5. Related substrances / Impurity mnﬁ]mumuﬁszqh Finished product specification
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2. LaNATIVTDINATTIUNMINAALN
21 nadifgmaaszmalng guiadasddunmwinomiiiaiissanespumasianenandninoet
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2.2 psdfiuersingraneedsama guaadelinnwdowiiiesusasnasgunniamay
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6.4 :j‘mua:ﬁ'ao%’mﬂﬁ‘ﬂumtﬁam'lnﬁmﬂmq wiadafamsfenanwnourmua (Wuaasenassuyenu)
7. lanasiug
7.1 FUUILFAINANTANEIAINAIAIVDILN (Stability data)
7.1.1 lunsdisunzifionsnanunnnd 2 § ssdasfidumnnmmwinnanisinen Long term stability a1afi
duRmdulunzidonemuans
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NANHIAG ¢ 9198990
1 = General requirement mauna”w‘hs”ua’ws”ngﬂs,mum Tablets,Capsules
2 = The International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline)
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i'lzlmi‘ﬁ 3 Insulin aspart 100 IU/ml, 3ml injection for Penfill

aalsEN AN INUATITE

]
-

#as1  Insulin aspart 100 IU/ml, 3ml injection for Penfill

anauianaly

1. msemwunendela LWidd smsuda (njection)

2. Ysznaudaue28n Insulin aspart 100 1U/mi w3883 3 ml / Basaen

3. UTT UM TULIT mndaUneBasiiauta type | l8AUthnmdmsLaa (Pre-filed pen) ua:niﬁ’gﬁmﬁﬂ BINUUFI
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1. Finish product specification("’(z)

AmaNYAMIINARA BP 2013
1, nmdaendery 90.0 - 110.0 % L.A. of Insulin aspart
2. Identification ATIVHH
3.pH' 72-76
4. Limit of high molecular weight proteins1 Tuifin 1.5%
5. Related proteins "2 - B28isoAsp insulin aspart : NMT 2.5%

- Total of the peaks due to A21Asp insulin aspart , B3Asp
insulin aspart and B3isoAsp insulin aspart

: NMT 5.0%

- Total of other impurities : NMT 3.5%
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1. Finish product specification

(1(2)

(L))

aa -
ARANUANIINAKA

BP 2013

6. Total Zinc 12

NMT 40 mcg/100 units of insulin aspart

7. Preservative !

AN N"lumuﬁi:q‘lu Finished product specification

8. Sterility '

ATIIHW

9. Bacterial endotoxins 12

NMT 80 EU/100 unit of insulin aspart

vngma nIdlld Preservative IWaniiumsasiata 7

2. Drug substance specification @

AnNaNIINaia

BP 2013

1. BSnndendny

90.0 - 104.0 % L.A. of Insulin aspart (dried substance)

2. Identification AU
3. Host cell derived proteins ATITHU
4. Single-chain precursor AU

5. Impurities with molecular masses

greater than that of insulin aspart

By Size-exclusion chromatography : NMT 0.5%

6. Related proteins

- B28isoAsp insulin aspart : NMT 1.0%

- Total of the peaks due to A21Asp insulin aspart, B3Asp insulin
aspart and B3isoAsp insulin aspart : NMT 2.0%

- Total of other impurities : NMT 1.5%

7. Loss on drying NMT 10.0%
8. Sulfated ash NMT 6.0%
9. Bacterial endotoxins NMT 10 IU/mg
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o v o - A % a A a A 'y ' ° Y
6.4 ;dmmmaﬁmﬂaﬂummam‘lnwmmq wialaifiansimenamuwaizysznsiag neudmua (14
LEALANRNIIULTENW)
6.5 Masasandasmuguatmyil 7l 28 ssmirsidus LUL Cold chain system Aildan@sgMARMATINTUA
GDP (Good Distribution Practices) Tasuaaaanansisznay
7. LlONANTUY
7.1 FUWURAIHANNIANHIANUAIAITILN (Stability data)
Py P ' v Ao s 2 . o
7.1.1 lunsdldunziisuenutainnin 2 9 azdasdidguinmwananamsAnun Long term stability auf
4 a a
duwnudrlunzidousuuans
4 P o ' ¥ A ' a o o el
7.1.2 lunsdidunaifisuenanidasndt 2 1 exdasldumnmwntnonanisfinmanuaidvassaunin
wudulunzidousranuaas Lm:'lﬁs’umsaamu%'maaLanmimn:gﬁé'lmwaw?ﬁﬂ
A ;A e @ 2 aa & e . Y vd‘vl wer
7.2 asnnidusngutiniag faausasnaaunsinmIniinluaw (Clinical trial) mardaysldnldsy
X o o
msIwnadsuandminnuamenIIinNsaIITIaceaIlssna lng
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8. msmiuayugunsaldmindan

8.1 u‘%ﬁ'nﬁ*nu:msﬂs:nms’\mﬁaaa'wamhnmﬁmfuaﬂmmm’wmuﬁﬁai’awa

8.2 thnmaamdasmasadivawiedaldfiaz 1 gila wazdasfina lnutludlatsuamaeniia iediliAe
AMUFYRDAILN

8.3 Uumaasmiuayuiady (Needle) dmitinmianadevan 4 Fuda 1 naaaen wiamuiand
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s'lﬂazLSmqmé'numzmmzuuuﬁwLanmsmsﬁ'ﬂ%armﬁ'm«vfm
a2 B04 /2558
s18n1sN 4 lobitridol Sterile Solution 350 mg/mL, 100 mL

muﬂs:nmﬁ'cni’wquaswmﬁ

Zawn  lobitridol Sterile Solution 350 mg/mL, 100 mL

anasiarily

1. duasazaslneenide dmivdadimsaaidand

2. It 1 mL Usznaudaeaaen lobitridol A4l iodine 350 mg/mL

3. ussqlumwzmsqmﬁ@ﬂsmmnvfa

4. amnszy - Fotn FmUsznaudmieyuezauLI Junda fu‘ﬁvumq wfinda wazinanzdon
dsuen Wadredarauuuussgrined

- UWMTULTIENER aﬂwaﬁaﬂﬁaaﬁq%am dulnauaendIng AU i’uﬁvumq waz

\UANER

s a1 ' o o s P % v a
amsniamomana’ (1 Official lundwdriu USP 35, BP 2013 Ssaminssumisy Miduienasdsdsiums

TN UANHIIANIZYBILN)

1. Yanmdrnday 90.0 — 110.0 % L.A. of lodine

2. Identification test miwhumuﬁi:qlu Finished product specification
3. lodide m’mm”mmuﬁs:qh Finished product specification
4. pH m’mhumuﬁi:q'lu Finished product specification
5. Sterility test m’mﬂhumuﬁizq‘lu Finished product specification
6. Bacterial endotoxins mmr«i’mmuﬁizqh Finished product specification
7. Particulate matter ﬂﬂﬁm"mm’mﬁ.ixu:lu Finished product specification
- 9u1@ > 10 pm l4LAu 6,000/container

-9u1e > 25 pm lailfiu 600/container

8. Volume in container mwmumuﬁsquu Finished product specification
Gowludn g

1.zhtmmwri'mLanmimi‘lﬁ?‘uaqmﬁmi’fuwaﬁwe‘iﬁnﬂ'n.v‘wiaa“mmirm‘luﬂs:l,m'lm LRZHILAY (declare) LWARINAS
1.1 'luﬁ’m"mvms'ﬁruwuﬁuuﬁﬁum (N8.2 N81.3 NE.4 UAILANITE)
1.1.1 lunsdifidusfindaludsznalng wanofls a2
11.2 lunstﬁ"?ftﬂummnT’lw‘w‘amsuﬁamsq wueiy ne.3

1.1.3 lunsdindusnindrandadssing nanedis ne4

A /
(RIBB).eeren o ‘%/ ............................ UseFUuAUENTINNS

aduzsad  Tnuamand)

)
RN L) OO nIINNT nIIUNIT

(wnsrh YaIIY) WWRNINET Myanian)
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1.2 ludrastunafousn ne.1 wia 0.1 vasunfiauesian #iDUTAZIBNARITENITAILANA AN INT DY
nAanmaianufidunaouly (finished product specification) nizﬁﬁ'ag:szwhan'mﬂ?imuuﬂmun”'[’mﬁmau
dsIunLIanFITIILWIMWENanIvautly (8.5) ¥ IwTaw finished product specification Uaz/%3a Drug
substance specification
2. LINATIVIBINNATFIUNIHEALT

21 nsdifignudalusanalng fudadasfiunmuiowifesusemnasgmmandamemumaninoit
Sﬁm'sﬁﬁlumswammmaanszmnmmsmqm (GMP %38 GMP/PICs) lunwiagvitauanny

2.2 nsd@fiugingronerslsana HudadasiidaunmwiigmiiFe LI wNaIgIunsHan e ey
v1a"mnmfﬁ"?%msﬁﬁ‘lumwﬁmmmaaﬂs;mmjwﬁm 738 Certificate of pharmaceutical products
3. a""u.mmwrhuLanmiqmé‘nwmwaamﬁmua‘nm

3.1 wamsmm"‘;ms’\:ﬁqmmwwﬁ@ﬁmwfmaa;{wﬁm (Certification of analysis) 1um§uﬁz€oLﬂum"'mzm‘lun'maua
mﬂmng{wﬁw%mnv\mm’mﬁns:muaa’msmqms”maa

3.2 HAN1IATIVUATIERAUMWIANAU (Raw material) vasmndaldluntsnien wﬁmaoﬁwﬁmm uaz
Qwﬁmfmqﬁuﬁﬁug'mﬁmﬁ'u u,a:Lﬂus;mﬁmﬁ'um@?'aazmﬁda (WRAILENENTILTEN)

4. dlauamadnddsdiagnimnatnaias 3 wioussann Fadusunuuansnossioa ldnsudiuamaiitimue
'luﬁ'm"aqmauu“@ﬂ%vlﬂﬁwﬁu
5. mﬁlLaua@Tamﬂumﬁu%ﬁmﬂijﬁw%;‘{Lmué’mmﬂ (LEAILBNENTILITEY)
6. msﬂi:ﬁ'uqmn’lwmﬁdwau (LRAILANFITNTTUUTZAN)

6.1 mqmaomﬁdwam‘faﬂ&iﬁaﬂn’h 12 \@a% BN THFINDY

6.2 mnmmﬁ'dwau a:v’fmma"ummwrhu’lu%’usawamsmniLﬂﬂ:ﬁms"uﬁdmawmgwﬁm

6.3 lunsﬁiﬁﬂmmwmsﬁ'm”rsziuﬁ"mzmmﬁf&wauLﬁaaamsuaﬁLﬂﬂ:ﬁqmww PUBTIINNT IR S0
VLR EAYER Tmmjmm:@TaaﬁamLﬁuﬁnmmhmuﬁwm pMIRIeTReMiLssugufaveudldinely
MIsRIATERgININ 'Lunsniﬁwuiwm"l,aiz,ﬂu"lﬂmuqmﬁ'nwm:mm: u‘%ﬁmzﬁauﬁwmjuﬁwﬁm‘lmiﬁnh
wnasgmasnaulilsmeiuns Tagludadldinala 9 melu 30 Fuiuaniuildsiudsnnlsmening usssasn
ﬁﬂﬁqlaié'uﬁmimmimuaﬁmmﬂ”\mmwaasj’mﬂLta:/ﬁa;j:s\lﬁmluﬂ%davlﬂ

6.4 ;jmvm:ei’ao%’mﬂﬁluumLfiam'lnﬁ‘vxmmq wiaflaifiemafananmnauiiwue
7. 1anasiug

7.1 SURWAAINANIANBIANNAIAIVBILN (Stability data)

7.1.1 lunsdidunzfougnanunnndy 2 3 sxdasdauunmwdnonansinmn Long term stability Muid%
Wndalunsdousausas
7.1.2 lunsdidunzdenmnantasnii 2 § szdesdifummnineramsinsnInunIfIvassI i

wudnlunsdousnunans LLa:vl@T%"umsaamu%'usaoLanm'smnpjﬁéﬂmwaoﬁﬁ'ﬂ

nngwme 898990

1 = General requirement Ya3tNaBdTUAMILFULLILEN Injections
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51 smzl,ﬁﬂﬂqmé'num:mwmmuﬁ'lmana'rsn'\sa‘i'ﬁ%amsﬁ’meﬁm
\auN B04/ 2558

57813 5 Bisoprolol fumarate 2.5 mg Tablet

aalsznAsIninguaesTh

Bam Bisoprolol fumarate 2.5 mg Tablet

amaaiang
1. 1 uenide smsusudsenu
2. 1 de Usznaudluaaen Bisoprolol fumarate ﬁ'augaﬁ'u Bisaprolo! 2.5 mg
3. ursyluunsngiifioavasd w3a blister pack LtazussqﬁmﬁﬂaqﬁuLLaa
4. 28NTY - Fotn dmLnoURINER QLTINS unde 'J"uﬁvumq WUTikG e uasiaanaiioud e
athafauuuuussne
- UULRIEN afjwﬁam”aas:q%am FULlTENaUMEIFIRTY AMULT fuéumq WA UANER

ARANUAMINARA

Namim’)ﬁLﬂﬂ:ﬁqmmmﬁﬂﬂmu Finished product specification W8z Drug substance specification

i a @ o & a o A | g o
i qdaaﬂqﬂlﬂa’ﬁm’\iﬂﬂuul.aﬂ?ﬂu ‘ﬁ\?vlﬁfﬂﬂﬂ:l,ﬁﬂuﬂﬂa’]un\"]uﬂmﬂssuﬂqiaq“’\ilylﬂ:ﬂq ﬂS:YIS’Nﬁ']ﬁ’Wmifﬂ
&

& @, o A9 v a w v A A e = o

‘mummj@niuvll'ﬁm&El\WlEl\‘lLﬂuil‘U'U"nLYIEI‘i_Im'I‘V\Sa'Lﬁ&m’J’I ﬂsnﬂ.“t'ﬂﬂu[’ﬂ"uﬂLﬂuﬂ»ﬂm']uﬂi:ﬂ’\ﬁns:ﬂj’]q
A o V! Qs aa

mﬁ’limi!'ﬂ 1383 5:3.‘!@“7'15’1 I“muﬂ‘u@laﬂwu‘i]’ﬂﬂﬂﬂm;ﬂssun’]?ﬂs:n?ﬂi’]ﬂqﬂq

1. Finish product speciﬁcationm

andaniamanaiia USP 35 ;
1. WSnadendazy 90.0 - 105.0% of the L.A. of Bisoprolol Fumarate
2. Identification ATIIU
3. Dissolution azane'lsiviasnin 80% (Q) of the L.A. of Bisoprolol Fumarate ngrlu 20 wifi
4. Uniformity of dosage units .
ATIWHTH
(Content Uniformity)
2. Drug substance specification o
AnANIANINARA USP 35
1. YSumaendety 97.5 - 102.0% of Bisoprolol fumarate (calculated on the anhydrous basis)
2. Identification AU
3. Specific rotation 2% o +2°
4, Water NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 0.002%
7. Chromatographic impurity Total impurities : NMT 0.5%
8. Content of fumaric acid 14.8% - 15.4%
(Calculated on the anhydrous basis)
A
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Gowludu q
1.mtmmwﬁ’mmnmsmﬂﬁ?’um&mvwmfunnﬁum‘i'ﬁ"umtﬁaa’wnmu'luﬂs:mﬂ‘lnu uazdIeN (declare)
UnaINEn
11 ‘luahﬂ"tyn’ls"ifuml,ﬁﬂw‘iﬁ'um (N2.2 N8.3 NE.4 URIUANTH)
1.1.1 Tunsdifdusnfndalutszinelng vangfls ne.2
142 1unstﬁﬁtﬂumﬁ1L'ﬁ"uﬁammﬁamsq nneie ne.3
1.1.3 lunsdiidugnihidhainensdsang nansfls no.4
1.2 ludedunsifiouen no.1 i 8.1 vesenfilanemen wiauTuazidgawaTanMInILANg N TNYBY
uAnsmianuAdunzidowld (finished product specification) nsrﬁﬁa;J;s:m'mnwLﬂﬁﬂuuﬂamtﬂmw‘i'mﬁu
LADILBLLONRNTAWMIMNENEN1Taun 1o (8.5) awsau finished product specification Was/m3a Drug
substance specification
2. LANENTILUTINATPIUATINEALN
2.1 nsdfieuAassinalng driadaslidumnmuinomisdeuseanasymnniacnaumaninoe
f‘a‘ﬁ'msﬁﬁ‘lumswﬁwmmaanszmnmmsmqm (GMP %32 GMP/PICs) lunmanasfitauamny
2.2 nsdimiiwaringroindrosana griadasdidmnmwiawisfasisasnaspumniagiaiy
né’nmm‘ﬁ’;‘ﬁ'm'sﬁﬁlumsnﬁmmmaoﬂs:mmjwﬁm %38 Certificate of pharmaceutical products
3. mﬁtauaﬁaaLﬂumﬁu‘%ﬁ'ﬂLﬂu;‘?wﬁw%acjuﬂuﬁmmu (WHAILBNATTILTEY)
4. a?mmmwri’mLanmsqmﬁ'nﬂmmaamﬁLauaﬂm
4.1 HANIATI AT WNE AR L8N (Certification of analysis) 1uan§uﬁdatﬂuﬁaazﬁﬁo
4.2 HAMIATINTATIEAIUNIWIADAD (Raw material) vasdandagAltlunindan vﬁmaaﬁnamm
u.a:Qmﬁm‘i'mqﬁuﬁﬂuimﬁmﬁ'u LLa:Lﬂus;uLﬁmﬁ'umﬁ"Jazha'ﬁdq (WRAILBNRITIVIBN)
5. A1ae1987
5.1 flauenan davsedantaenatwtes 3 wioussiund Fadudunuuaasmoanioeld
mun”:umuﬁn‘wnu@'luﬁ"aiaqmauﬁ?\ﬁ'ﬂﬂﬁwv'l‘u
6. msﬂi:ﬁ'uqmmwmﬁa'wau (wRAILBNRITNITUYIENN)
6.1 mu;uaomﬁdwauﬁaﬂ&iﬁaun'ﬁ 12 LAD% HLINIURINDL
6.2 m‘qmmﬁﬁmau a:ﬁaqdaﬁmmmwmu'lu%'usaoNamsmm%mﬂ:ﬁmjuﬁdwau'uae@'wﬁm
6.3 lunsﬁ'ﬁﬂmﬂswn'ﬁﬁﬁmszg'mhazhamﬁa’wauLﬁ'admﬁﬁmﬂ:ﬁqmmw RUWTIBNITITN
niaRodavanlatnig Iﬂu;‘]:mua:ﬁ’aaaiomLﬁuSnmm‘i’mmﬁnmf.m'nmsdomn?mﬂ:v\'ua:tﬂu
diuAaraudldislumanddinneigunn lunstﬁﬁwuhmvlaiLﬁuvlﬂmuqmé'nwm:mm: UINasdas
thoriuiindalmifidranasgusaaulilsmens Taglidedldiela 9 molu 30 Sudunniudldsy
wisnlsIneua LLawam'mﬁn%‘l&i%’uﬁmsmmnanaﬁmm@'ﬂma'TnJaog’l'mUuazm‘s'a;guﬁmluﬂ%@iavlﬂ
6.4 cj’mua:ﬁaﬁmﬂﬁﬂumﬁam'lna?ummq wiadlaifansiiensmndandsznislas neusnue
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7. 1aNE30U
7.1 FUWURAINANIIANBIANUAIRIVBILN (Stability data)
ad - 3 o A, . - . -
7.1.1 lunsdidunzidousununnndi 2 9 szdasfidnunnntnananisdinen Long term Stability a1l
d & a
SR lunzidousuuaas ‘
ad P=] (% , v  dg ’ = [ ad
7.1.2 lunsdidunzifouenunieonii 2 9 wxdasddimimwananamsan A NuRITITa It uARY.
W lunaifousnanuans ua:"l.@Ts"’unwmuw%'mauLanmsawn;‘{ﬁéﬁmwmuﬁﬁw
72 mdnWlsmnduuwy dasiiwangumsimnsuanssansfinmn Bioequivalence a3 filanatFuuifioy
v 9/ aa = 2/ v 4 a wa = ol o a
AUBIFULLLY TﬂmﬁmsﬂnmmaaLﬂu"lﬂmumnan‘mm:umﬂgum‘lun'ﬁﬂnm’maugamaoa’mm’m
2
ATUSNITUNTMITURTEN nszmummsmq‘n‘ )

wmmﬁq : 91BN
1 = The United State Pharmacopoeia 35
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u,a:g:ﬁa
msﬁnm%aﬂs:ﬁn%maua:ﬁaaugamaowﬁmﬁmﬁm NBINNALT FUNNUATENITUNTS

IRITURSHN ﬂi:ﬂ??dﬁﬁﬁﬂﬁfuqm

wndszsaw Inuaemaas)
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G 12 S Y SOOI NIINNIT (8970)
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Qs Qe '8 Qs
IHAIDIAAILE NHILLIANITUUUNNLANFIINNIIATB LIBATN N
{2 BO4 / 2558
3781137 6 Bosentan 125 mg tablet

aalsenAdInInguaTah

_%Ei_‘l Bosentan 125 mg tablet

amantiana
1aduenda S wsusulsenu
2. 1u 1 e Usznauedau@ae Bosentan 125 mg
3. uvrgluunseiiifloawans w3s blister pack Yastunnudnle
4. aanmy - fHaen dwlenaudandfguazaANT Tunia fuéumq Wwfinga uaziamzndoudiiem
athstauuuuussysineg
- UULAIEN adwaﬁaaﬁaas:q%am fIulsnaumdNY ANULT fuﬁvumuq UAATINAS

an a (1,2 f . @ o av d 9 ¥ A
Qmauummomnuﬂ( " (lai Official lwngwdr3L USP 35, BP 2013 Seamznssunisy 1iduenanssneds

lumsiarhquansazianizyaen)

1. Usnmaaendrngy 90.0 - 110.0 % L.A. of Bosentan
2. ldentification test mmd’m@rmﬁi:qlu Finished product specification
3. Dissolution m’mmumuﬁ.itqlu Finished product specification

4. Weight variation #38 Uniformity , 4
a529HUAWAITYL Finished product specification

of mass (weight)

5. Related substance / Impurity m’liwhuﬁ‘l&lﬁi:q'lu'ﬁnished product specification

4 4
Ranludn 9
; : ve. X oo w A . (o=
1dunmwatsanasmslaiveugedunadoudsueiadminaludsznelng uszduas (decare) unsanda
o P 4 o o o '
1.1 ludagmsiunadoudrsuen mo.2 no.3 ne.4 ududnd)
1.1.1 lunsdAduenfindalutszinalng nanods ne.2
P o 2 A f -~
1.1.2 lunsdifdusnihiduienisudiuss wanodls ne.3
1.1.3 lunsdainduenthugnannenadsang naneds ne.4
o ! i ¥ o A
1.2 ludwaiunzious a1 wia 0.1 sasiiaueman wiranuszdsaRadansniugugmnwas
a 4 . i ' i a2 a
wianmriefiiunziduuly (finished product specification) nsdifiagmznitimaidouutasudlufada
ALADIUBLLENATIWMINIWTINENNTVAUA 1Y (8.5) WY finished product specification Waz/w3a Drug

substance specification
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2. LBNENTILTAINATFIUMIHRAL
21 mydfmuaasmalng driadasddunmwinowisieiissanaspunisedameamaninost
SEmsfielunsniema BINTINTWANTIIUFY (GMP Wia GMP/PICs) Tumanafiauatny
2.2 nsdidweindronsedsana uiadafisinmwioniifeiusesnaspumsniamena
M’nmwﬁ%‘ﬁ'msﬁﬁ'lumwﬁmmmaaﬂs:mmjwﬁm #38 Certificate of pharmaceutical products
3. m'ﬁtaua@TaaLﬂumﬁu?ﬁ'nLﬂupjwﬁwéa@mm‘hwmu (WHRILDNRITILIDY)
4. ahl,mmwrhmanmsqma"nwmmmmﬁmuaﬂm
4.1 HAMIATIVAATIERAUNINHRAA I VB IHER (Certification of analysis) ‘lumﬁ;uv‘%éotﬂuﬁﬁasjw
4.2 wansaTRIanERgUNWIandy (Raw material) YAy AllunIaam w'%mm;jwﬁmn uas
pjuﬁmi’mqﬁuﬁtﬂm;uﬁmﬁ’u u,a:rﬂuﬁmﬁmn‘”umm”aazhaﬁa’a (LRAIBNFITILIDY)
5. @889
5.1 fiauaan dassdiadenateiey 3 WianuTIATI Fadusuniuaasnoandvaldasudiu
muﬁﬁ’mu@'luﬁ'aiaqmauﬁﬁﬁﬁ"lﬂm"wm’u
6. msﬂs:n"uqmmwmﬁdwau (LWEAILDNANINNTILUTZNW)
6.1 a’mq'uaamﬁdwauﬁaﬂalﬁaﬂndw 12 1H9% WU IUFINAL
6.2 mwgmm*ﬁdouau a:@Taaa’oﬁnmmwmulu%’usaoNam'smm’uﬂﬁ:ﬁms;uﬁdmaumaag{wam
6.3 'lunszﬁﬁmmmwmsﬁ’m’ﬁqftm?’aarj'mm-?ia'wamﬁiat&mswf:mﬁ:ﬁqmmw MUBTITNNTT
nisFasasvaslat1Ie T(ﬂmj’mm:ﬁaadamtﬁ'uSnmwﬁwmu'ﬁ'%mﬂi'l‘ﬁmsz%\msaa’atﬂiw:ﬁuaztﬂmﬁuﬂmiau
dldielumsasafianzigunm ’lunitﬁﬁ'wmhm"l,ajtﬂu"lﬂmuqunwmmww: u%ﬁ'nm:ﬁaaﬁwm?uﬁnﬁm
Tnaifdnanasgudaneulilameines laghifedldiisla 9 nolu 30 Futuaniudléfuussnnlsmens
ua:*‘uaaa’;uﬁﬂﬁqlaj%*uﬁmsmmﬂauaﬂmmﬂ”\md'\waag{mmta:m?a;jwﬁm'luﬂ%gaeia'lﬂ
6.4 ;‘{’mm:m’aﬁm,ﬂé‘wwfiamlna”vxmmq wiaflaiamauiausnmudantsznsle g neufwua
7. lananTiug
7.1 FUWIUIOINANTANBIAUAIAIVDILN (Stability data)
7.1.1 lunsdigunzidousnununnii 2 1 azdaaddiumnmwinawan15@nm Long term stability anafidu
wudnlunsouganusas
7.1.2 lunsdifunadougnaniooniy 2 1 ssdasfduunnmmanoranisansmananisavssneafibu
Wudalunzdousranuans wazldsunsasasusasenasnngldmarasnivh

nanamg : 81989910
1 = General requirement 2ILNFTATUEMIL Finished product 3‘1JLL1J'1J Tablets
2 = The International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals

for Human use (ICH quideline)
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sEgMn 7 Sitagliptin 100 mg Tablet

aalsznadaninauaysii

iLm Sitagliptin 100 mg Tablet

amantiana

1. duenide dwmsuiudsemu

2. u 1 e Usznauaasaaen Sitagliptin phosphate ﬁ"augaﬁ‘u Sitagliptin 100 mg
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