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3UNIIN 1 Cilostazol 100 mg sustained release capsule
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1. Hoen Cilostazol 100 mg sustained release capsule

2. amwanianialy
2.1 gtluyy Lﬂumuﬂﬂsga 1in0anaNnSuIm FMILLUsvy (Sustained release tablets)
22 dwdszney  Usznaudaedaen Gilostazol 100 mg lu 1 1da
2.3 MTUuzusT USS?I%LLNJﬁﬂaﬁYI
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3. AmFNIGNISINALA

3.1 Finish product specification ™

1. ﬂ‘%mmehmﬁ'm”m ﬂﬂﬂmum’mﬁlizq‘lu Finished product specification
2. ldentification Gli’Jﬁwi'mm&lﬁ?:lﬂu Finished product specification
3. Dissolution Wi‘mmuﬂmﬁi:q‘lu Finished product specification
- Acid stage
- Buffer stage
4. Uniformity of dosage units mwmuﬂ’mﬁi:ql% Finished product specification
5. Related compounds / Impurity ﬂiﬁﬁ)&humuﬁ?:g‘lu Finished product specification
3.2 Drug substance specification : Cilostazol ®**

Japanese Ph . - usP#
1. USinmdaensey 98.5 - 101.5% of Cilostazol 98.0 - 102.0% of Cilostazol
(calculated on the dried basis)
2. identification ATIIIY AT
3. Melting point 158 - 162°C -
4. Related substances Total impurities : NMT 2.0% - Cilostazol related compound A,B,C

: for each impurity, NMT 0.1%
- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.4%

5. Loss on drying NMT 0.1% (1 gm, 105°, 2 hours) NMT 0.3% (110°C, 3 hours)
6. Residue on ignition NMT 0.1% NMT 0.1%
7. Heavy metals NMT 10 ppm NMT 0.001%
8. Chioride NMT 0.018% :]
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2. Drug substance specification R15t4131n1U3 Lﬂﬂmmadw R drug substance w3aludinmeyt drug substance U89
NNRGIEJ'\&T]LSQ?U au‘u‘lﬂaunv\m ‘N&lﬂ’liﬂﬂﬂ’)Lﬂi'\»ﬂﬂ?ﬁﬂﬂ%’]’l}aﬂﬁ”muﬂ

3. Nammﬂmm‘nmﬂmmwm Wiwltanw Finished product specification uas Drug substance specification
%a‘lﬂwwmﬂuﬂaﬁ’mnqmﬂmunsmmsmmmawm num‘mmmsmw nsmamaammmomﬂuﬂmmm
ma’mnﬂu ﬂJENNLﬂuﬂi’lﬂ']vl&JGIT\‘m’]SJYITT\'IWEJ']‘U’)GIJ%HW?I (EiATS B’NENLﬂﬁ?iﬁ’l’ﬂ%‘u‘ﬂ‘ﬂbl&lﬂ')'WIINWEI’I‘U’m‘lJT’ﬂWﬁ
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dznmanain
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1. Lanmsmﬂmuaunnm’uun“muumsummamwma‘luﬁs*mﬂ‘lm UaEdIULAY (declare) WARINAR
1.1 'lumﬂmmsmuw"l,uuumsum (n8.2 8.3 N4 uFuensil)
1.1.1 lunsdiAdundndaludsznalng waneds no2
112 1unsr‘iﬁtﬂumﬁ1rﬁ’1Lﬁ'amsuﬁomsi}‘ nueds ne.3
1.1.3 lunsdiAduenvindranetsang o nog
12 'l.um’uamuﬂ*muum NY.1/8.1 Ve PiEHaTIAN wsaamUaVLammmamsmmuﬂnmﬂwmaowamnm‘n
m&lmlwn‘*mzm (finished product specification) Ltawamﬁuﬂﬂmmwmaa’mnﬂu (drug substance
specification) nstvmaﬂs~m'1\m’mﬂaﬂuuﬂmun“lmwumu wdasunuanm I wmenveutly (o, 5)
NI finished product specification LAZ/"S8 Drug substance specification lazuaurlun auTnlszma
Urmeanmaidnnsafing uszlaitiu 2 9 a Sudsemelsznianaiidnnsaing
2. 1INAIIUTDINIATFIMMIHAALA
21 nadifiendalwlsanalng guandasdianmsisesmnasmumIniatmuna e uas3 e enaly
MInaag PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taunsiasau PIC/S participating authorities
%30 aJLanmﬁmaammsﬂumwammmwanmmfnuaﬂﬁmsﬂﬁ‘lumswammmaamunmuﬂmnsmms
DINTUAZYT NTTNTWRTIIUFY mm%uﬂwfﬂﬂummaaﬂﬂaaau,a:wﬂmU&Jnummnm‘nuﬂz%msﬁﬁlu
MIniaeT PIC/S lunuaaenfiguaviy agdudgamusaunizassevlasinanisiusesfietutszane
dezmianandidnnsaiing
2.2 nsdiudneingrendrsdssina HHAadasfilonmTilsasnaspunIsHE A euna N Tuas
'aﬁmmﬂ‘lumswmm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Tasmsianu PIC/S
participating authorities %58 GMP clearance atudgamusaumIanasey Tasduanissusasiie Tuysene
Uszmamadidnnsading wiaayanandn usudnsd
3. tanmmmmwwaamﬁtauaﬂm
3.1 Naﬂ’lim’m’uﬂi‘l“ﬁﬂmmwwa AN &I’liﬂﬁﬁ]iﬂ‘u aam«am (Certification of analysis of Finished product)
'l,umsuwaatﬂum 8819
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3.2 Namsmsa'«ﬁmﬁ“%ﬂmmwamnﬂwmmmmﬂm (Certification of analysis of Drug substance) 711‘15
‘lumswammsu'ﬂaotﬂumamommamwammuamwammn@n
33 Lanmwsav\anmuuuﬂummauwummmasumswamaomnﬂwaammmﬂm (Drug substance)
79 3.2 nusumswam’uawamnmfnmmmsﬂ (Finished product) 79 3.1
3.4 WaN13ANWI Long term stability @mammmzyuaw'mmu'n:mUu11ﬁ'uﬁﬂl’mmﬂm:nssumsa’Mﬁ
UaZEY NIENTHITITUTY
3.5 nsma’rmaua"lu’l’ﬁmmuuuu (original drugs) maommammmn'ﬁmaau Bioequivalence maazrm
wualTouiisunusduuuy T3 sn1sanme; aoLﬂuvlﬂmumnmm«mmwumﬂgumlunwanmmauwamao
mmumﬂaamunmuﬂm.nimn'ﬁmmsuavﬂ’l nsmnammsmﬁm( )1unsm11ummuum*mmmuu,uum
adglna (ldiswnzdouen NG) mmsnunL’Jummumanmsnﬁﬁnmmaym'ﬂmm .
4. areenag
41 mauaﬁm AaIdInatnatotes 3 ‘mmﬂuﬁfamum muﬂumtmuua@mwa,mU@lvlﬁﬂsuﬁ"m
muﬂmv\umlummaﬂmawummvlﬂmmu
5. m‘sﬂsmuqmmwmna\mau (usasiana@ NI IEAN)
5.1 mﬁdwauﬁaoﬁa’lu‘lﬂﬂ"t&iﬁaan'jﬂ 1 3 fiuaniussway
5.2 mﬂno'm‘nawau wﬂaammtmmwma'[usmaawamsmammﬂ”ﬁmsuﬂmuau
53 nsmﬂv}mﬂﬁ'ﬁmsmmsaumamam‘naauamwammammﬁmﬂmmw whgT ATy milIRe
Savvamatig Tﬂﬂwmmmaommtwuanmmnmuwmuﬂﬂjmsaom’smLﬂs’n*'ﬂLLa:LﬁuNsum'ﬁau
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6.1 NITNIMIFNATITLATIZHENT IﬂEJnsmﬂmmammsuwmmaﬁamgummswvlﬂmmmu ISONEC

17025 "lmf]u"lﬂmummmumammmluﬂs smadseniasian
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naEne : 81989910

1 = General requirement V8 ILNFBE UL Finished product JULUY Tablets, Capsules

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(R2) ; Current step4 version, 2006.

3 = Japanese Pharmacopeia 17 edition

4 = The United states Pharmacopeia 41

5 = ASEAN Guidelines for the Conduct of Bicavailability and Bioequivalence Studies LLazgiﬁa
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5’121?'1']7‘?; 2 Dabigatran 110 mg capsule
aalszmadsninauainysii ;g 3. 25&4

1. 8oen Dabigatran 110 mg capsule

2. amainnalyl

2.1 Uuuy Lﬁumtﬁmﬂﬂ«ga fRTUTUUTEY

2.2 dwlsznay  Usznausiudasn Dabigatran etexilate 110 mg 1 1 1fia

23 mruzusny  wssyluunsagfiflounesd wia biister pack asiuarudwle
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3. AMENUANIIARA

3.1 Finish product sgeciﬁcation“”‘z’

1. WRanaudaendeny mnmumuﬁ‘szylu Finished product specification
2. Identification test f579 Bi'mmuﬁ'lizq‘lu Finished product specification
3. Dissolution 79 mum&lﬁi:q‘lu Finished product specification
4. Uniformity of dosage units f71% mumuﬁ'i”ulu Finished product specification
5. Related substances / Impurity m?ﬂmumu‘n?ulu Finished product specification
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2. Drug substance specification wmsmmﬂlmmﬂw\maaﬁwa@ drug substance w3aludinmet drug substance 794
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3. Namim’muﬂﬂmﬂmmwm Wuluaw Finished product specification Wax Drug substance specification
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1. Lanmsms"lé’s"uagrymfumtﬁuu@‘h%’uﬂﬁLﬁlaémmﬂluﬂszmﬂ"lm UazdIUad (declare) WARINAS
1.1 'lmhﬂ”zyms'z‘fuml,ﬁuum%"um (M8.2 n8.3 8.4 USILANTER)
1.1.1 lunsdifiiuenindalulsanelng waneds ne2
1.1.2 luﬂﬁmﬂlﬂuﬂﬁuﬁlﬂnlwaﬂ‘liLL‘.UdiJiiﬁJ V\&l’mﬂ\‘i ne.3
11.3 ‘lunsrtmLﬂuﬂ'm’]mmnwmlswmﬁ ﬂ&J"lEJt‘N ne.4
1.2 1nﬂwamummﬂum el 1/e.1 maommauaﬂm wsauﬂﬂavmuwwamsmuauﬂnmwmawamnmm
mu‘n‘uuﬂ“mau (finished product specification) LLa“ﬂJan’muﬂﬂmmwmmmn@U (drug substance
speCIfcation) ﬂim‘ﬂE]inﬂ’J’l\‘lﬂ’]SLﬂaU%LLUGGLLH%?ILW&IL@W W mamumanmsml,mmwn'mmwal.m"'l“u (8.5)
NIW3aN finished product specification Waz/%38 Drug substance specification 1@ wauﬁ"l.’unau'mﬂsun'lﬂ
ﬂs*mmqmamnmauna LLG:VLSJmu 2 ﬁ w ’Juﬂi:ﬂ’l?ll]itﬂ’lﬂi’]ﬂ’laLaﬂ‘ﬂiﬂ‘l«mﬁ
2. tanmﬁmaommsmmmﬁmm
21 nsmnmuam?mls LTIWZYIEI wmwmaduLanmﬁmaommmumswammmwananmLmnﬁmswﬁlu
MINENEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwin 8974 PIC/S participating authorities
‘P\iﬂ manmﬁmmmmmumswammmwananmuanﬁn'ﬁmﬂumwamm"uaomummﬂmnssums
AINITURTYN ﬂitﬂi’ldﬁ’]ﬁ’\imiﬁl monmumu‘[mummaaﬂﬂaama:mmamnwamnmwm:?ﬁmsﬁﬁlu
NINEALN PIC/S ‘luﬁmmmﬁ'muamﬂ aﬁudﬁqﬂmmaumsmﬂaaauTﬂﬂﬁwamﬁmaaﬁofuﬂs:mﬁ
drzmanmbidnniafing
22 n‘:mmﬁummtmmnm\nlmnﬂ Nwaema:mLanmﬁmaommmumswammmummnmfn LR
1ﬁmméﬂumswamm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Taewviaeau PIC/S
participating authorities #3a GMP clearance auumqﬂmmaunwmmaau Tﬂﬂuwan'mmaomauﬂizmﬂ
dszmenandidnnsefing wiaaganoadn ududnydl
3. tanmmmmwwaamﬁmna‘nm
3.1 Namsemmmﬁ:‘v\ﬂmmwwamnm‘nmmtsaiﬂmmwwam (Certification of analysis of Finished product)
Tuenfuidadudaatig
3.2 Namsm'smmﬁmﬂmmwmnﬂum aammmﬂm (Certification of analysis of Drug substance) ﬂl’ﬂu
mwa@msunauﬂumamammaowwammLtawwwammnﬂu
33 Lanf«mmav\aﬂmuﬂuﬂuﬂ'nuauwu155~mwmmswawaommwaammmﬂm {Drug substance)
79 3.2 nusumswa@maowamnmfnmmtsasﬂ (Finished product) 7 3.1
34 Nﬂﬂ‘]iﬂﬂﬂ’l Long term stability maammamqmaommm:mqulvnua‘i’uﬁ'm'mﬂmnﬁumsmmma:m
n‘s:mummsmq’u
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4. Anag19N
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5. msﬂsznuqmmwmnawau (uaastana N1 sENW)

5.1 m‘?fdquauﬁaaﬁma‘lﬂm‘”laiﬁaun’h 1 9 uanIusINay

5.2 mﬂmmﬂamau amaommtmmwmU‘LususaowammﬂmLﬂﬂmmsu‘namau
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6. diana AN (f1e) tnsanlisnidndygnawasuimua At
6.1 nydinamsguasdiancinil TﬂUnsuf‘mmmam’mmwwsj‘ﬂ?aﬁaaﬂﬁu‘”&msﬁ‘lﬁmmﬁm ISO/IEC
17025 liiduluamwanasgpmwdaimualudszniadsenianen
6.2 NTNA AN U | Uwﬁﬂﬁgnﬁumﬁuﬁuﬁnnﬁ asemalagdminnuanenTsamsamsuazn Tugaaras
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RAEING : 871989310
1

General requirement 483N &UA1SUF AL Finished product 3wy Capsules

2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(R2) ; Current step4 version, 2006.
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180150 3 Nicardipine HCI 10 mg, 10 mL injection

ﬂszmﬁﬁ'm?@quaﬁ%mﬁ =g 5’&& 2563

1. o8 Nicardipine HCI 10 mg, 10 mL injection

2. amsanLan 1
2.1 gﬂuuu

& oA : o )
Lﬂuﬁ’liazmuﬂ‘i’lﬂmm’ﬁalﬁ NnRaIBaU (pale yeIIow) FIRILAA

2.2 smlsenay Usznauaan@aen Nicardipine HCI 1 mg / mL lut/337a5 10 mi

a a & [ A o (1)
23 ﬂ'ﬂfu:usii us‘iﬁﬂum'ﬁuwﬁqma@l’ﬁuﬂﬂﬂﬁmm'ﬁa LLN:U?T?ﬂm‘"ﬁaOﬂuLLﬁ\‘l
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3. AMFANUANWINATA

3.1 Finish product specification "

AnFaTAIIMATA USP 41

Japanese Pharmacopeia 17 edition

1. YRy

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

93.0 - 107.0% of the L.A. of Nicardipine

hydrochloride hydrochloride
2. Identification AU ATIIHTU
3. Limit of N-Benzyl-N-Methyl- NMT 0.7% -

Ethanolamine

4. Organic impurities

- Nicardipine monoacid : NMT 0.2%

- Nicardipinepyridine analog : NMT 0.9%
- Any unspecified degradation impurity

- NMT 0.2%

- Total impurities : NMT 3.5%

The areas of the peaks other than nicardipine
from the standard solution, and the total of the
areas of the peaks other than nicardipine is not
larger than 2 times of the peak area of

nicardipine from the standard solution

5. Content of sorbitol

90.0 - 110.0%

6. Bacterial endotoxins

NMT 8.33 EU/mg of Nicardipine hydrochloride

NMT 8.33 EU/mg of Nicardipine hydrochloride

7. Sterility ATIWIN ATIIU
8. pH 3.0-39 3.0-45
9. Particulate matter AT AU
- BWMATWIA > 10 pm
LitAiu 6,000 aynn
- SWNATUIA = 25 ym
Litfiu 600 auma
10. Extratable volume ATITHIU AT

............ nITuNIT
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3.2 Drug substance specification : Nicardipine HCI 4

1. ﬂ?mtuﬁ‘:mﬁ‘m"ry 98.0% - 102.0% of Nicardipine HCI NLT 98.5% of Nicardipine HCI
(dried basis) ., | (dried basis)
2. Identification ATIHIU L | ewHu
3. Residue on ignition NMT 0.1% . NMT 0.1%
4. Heavy metals NMT 20 ppm ‘ -
5. Organic impurities - Nicardipine pyridine analog : NMT 0.1% - Heavy metals : NMT 20 ppm
- Nicardipine dimethyl ester analog - Related substances by liquid
: NMT 0.5% chromatography : the relative standard
- Nicardipine bis analog : NMT 0.5% deriation of the peak areas of nicardipine
= Any other individual unidentified impurity NMT 3.0%
:NMT 0.1%
- Total impurities : NMT 1.0%
6. Loss on drying NMT 0.5% NMT 1.0% (1 g, 105 °C, 2 hours)
7. Melting point - 161 -171 °C
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318010 4 Sterile electrolyte solution for organ preservation, 2000 ml
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1. ﬁm Sterile electrolyte solution for organ preservation, 2000 mi
2. ananiana
2.1 aluwy Wuasazmodmannida 188 msuusating sewiainisiea
2.2 sawdsznoy luasazans 1,000 mL Yssnausae L-Histidine 27.9289 g, L-Histidine HCI 3.7733 g,
Sodium chloride 0.8766 g, Magnesium chloride 0.8132 g, Potassium chloride 0.6710 9,
Mannitol 5.4651 g, Tryptophan 0.4085 g, Potassium hydrogen-2 ketoglutarate 0.1842 g
Calcium chloride 0.0022 g YWAV33Y 2 AR/
2.3 MTuUIn ussaﬂum’ﬁu:migllﬂﬂmm%aﬁﬂafm
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3. AnENIANISINALA

(142

3.1 Finish product specification

1. Identification
- Sodium chloride mmmumuﬁszﬂu Finished product specification
- Potassium chloride miﬂ%ﬁiﬁum’l&lﬁixq‘lu Finished product specification
- Magnesium chloride hexahydrate ﬂiwﬁhum'mﬁ‘squu Finished product specification
- Histidine monohydrate m’m&hum’mﬁixiﬂu Finished product specification
- Histidine m’m@i’mm&lﬁszq‘lu Finished product specification
- Tryptophan mmmumuﬁizq'lu Finished product specification
- Mannitol $1979 mumwﬁi‘zlﬂu Finished product specification
- Calcium chloride dihydrate m’m&humuﬁi:qlu Finished product specification
- Potassium hydrogen 2-oxopentandioate ﬁiaaﬂﬁumﬂuﬁizq‘lu Finished product épeciﬁcation
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3.1 Finish product specification™? (sia)

2. Assay
- Histidine 29187 - 32259 mgl/
- Tryptophan 388 - 429 mg/I
- Mannitol 5192 - 5738 mg/l
- 2-ketoglutaric cid 153 - 168 mg/l
3. pH 7.02-7.20
4. Particulate matter ATITNU

- U9 2 10 um LA 25 aRmA/mI
- 119 > 25 um Lifiu 3 aymiasmi

5. Sterility ATIHU

6. Extractable volume ATITHN

7. Bacterial endotoxins mwmumuﬁls*u‘lu Finished product specification
8. Osmolarity m’aamumuﬂaulu Finished product specification
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