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3. AMANTIGNNATA

3.1 Finish product specification™®

1. USumerpndagy m’aﬁ)mumwﬁ's:qlu Finished product specification
2. ldentification test m’mw"mwmﬁi:qlu Finished product specification
3. Dissolution m’aﬁlmumuﬁszﬂu Finished product spécification
4. Uniformity of dosage units m’samumuﬁs:qlu Finished product specification
5. Impurity / Related substance m’mmumuﬁiquu Finished product specification
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1. @1 Cilostazol 100 mg sustained release capsule
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3. AMENTANINATA

Naﬂ’lsm’aﬁmi’lzﬁ@)‘mnWWLﬂuVL‘leaJ Finished product specification a2 Drug substance specification
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3.1 Finish product specification""m

1. USunmdaendng mwmumwﬁ'i:qh Finished product specification
2. |dentification m'sﬁ]ﬁi’mm&l“ﬁ‘i:uh Finished product specification
3. Dissolution m'samumwﬁsmﬂu Finished product specification
- Acid stage
- Buffer stage
4. Unifdrmity of dosage units m’sﬁlci’mmmﬁ'ﬁ:qlu Finished product specification
5. Related compounds / Impurity m’m&’mﬁlmﬁi:y‘lu Finished product specification
3.2 Drug substance specification : Cilostazol "
Qmauﬁaﬂ']omcﬂﬁﬂ Japanese Pharmacopeia 17 edition USP 38
1. Sudnedeny 98.5 - 101.5% of Cilostazol 98.0 - 102.0% of Cilostazol

(calculated on the dried basis)

2. Identification ATIU 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 ho-.}rs) NMT 0.3% (110°C, 3 hours)
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3.2 Drug substance specification : Cilostazol ™ (ﬁia)
Qmauﬁaﬂ’latﬂﬂﬁﬂ Japanese Pharmacopeia 17 edition USP 38
6. Residue on ignition NMT 0.1% NMT 0.1%
7. Heavy metals NMT 10 ppm NMT 0.001%
8. Chloride - NMT 0.018%
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RNYING : §198931N
3 = Japanese Pharmacopeia 17 edition
4 = The United states Pharmacopeia 38
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1.%asn  Felodipine 5 mg sustained release tablets

2. amaaianaly
2.1 3luny LﬁumLﬂ@gﬂLmuaanqﬁ%u (Sustained release tablets) #1%IUTUUTZNW
22 gudznay  Usznaudluaisn Felodipine 5 mg bu 1 1dia
23 mrurussy  uIluunsagiifivuwand wie blister pack Vasrunnutn
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3. AMANVANINARA

wamsmaﬁmm:ﬁqmmwLﬂu‘lﬂmu Finished product specification a2 Drug substance specification
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3.1 Finish product speciﬁcationm"z)
amsuLaNMIInARA USP 38 BP 2013
1. ﬂ%mmé‘f'smﬁm@l 90.0 - 110.0% of the L.A. of Felodipine 92.0 - 105.0% of the L.A. of Felodipine
2. Identification AN AU
3. Dissolution NII% Apparatus 50 rpm wazld pH 6.5 AT

phosphate buffer with 1% sodium lauryl
sulfate 500 mL tfl% Medium @asugaInis
ATaLAi

- EINNTAZANY B 2380 2 fl’JI&JG WRAINNIRERY
10% - 30% of L.A. of Felodipine ‘

- FNNTTRZRTE T IR 6 T7las ugRInIIRzANY
42% - 68% of L.A. of Felodipine

- ANMIRLAY T 1IE0 10 F7lu9 uwEmIMIazae

laikaandn 75% of L.A. of Felodipine

[GEXI) WO R - UYITFIUAMZNITNMS

wiloziad Inuamaas)

GG IR A . ATINANT [CRET:) W ﬁ/ .................... ATINNNT
(msjﬁaﬁ'n?\‘ FUDUINT) (WWEMINUTEN A389A77E)

Wi/ mii3 4afiB20/2561




(1(2)

3.1 Finish product specification (Gia)
AMANTANIINAKA USP 38 BP 2013
3. Dissolution (§i8) i

nstb iy Apparatus 100 rpm wasly 1% (wiv)
polysorbate 80 500 mL 5w Medium @as
LHAIMTATANE AT
- FMNIRYANE B 128 1 TALN UREINTIAZANE
5% - 30% of L.A. of Felodipine
- FANNIREANG 0 1IRN 4 TALA9 URAINITAZATE
45% - 70% of L.A. of Felodipine
- ENMIREANY T LI 8 Tl ugAIMIREAY
laivtaanin 80% of L.A. of Felodipine

w30
nyohlT Apparatus 50 rpm uasly pH 6.5
phosphate buffer with 1% sodium lauryl
sulfate 500 mL 1w Medium @aoudanIns
aranudai
- FIMIRSANY T 1IA0 2 #2019 uEeIMIRTANY
10% - 30% of L.A. of Felodipine
- ANIIRZRTY T IR 6 Talag wERINIREAN
50% - 80% of L.A. of Felodipine
- NMIRSANY T 13§ 10 73l URAIMIAZANY

lalstauntin 80% of L.A. of Felodipine

4. Uniformity of dosage units AN ATV

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)
ATANLANISINALA USP 38 BP 2013
1. USanmanendany 98.0 - 101.0% of Felodipine 99.0 - 101.0% of Felodipine
(Calculated on the dried basis) (Calculated on the dried substance)
2. Identification ATIVHIN AN
3. Appearance of solution - ATIIHU
4. Absorbance NMT 0.20 at 440 nm NMT 0.10 at 440 nm
5. Loss on drying NMT 0.5% NMT 0.5%

(CRE 1) N N A [ YA menITNNT
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3.2 Drug substance specification : Felodipine )
amaniGmomaia UsP38 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% -
EREITLE nydifaanadsuudsmaiu (waive) MIRTIIRELD Aemernunsle WHuLaenenmTmar nmuﬁ'anm’amﬁuamﬁ et
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%30 ﬁLanmﬁmaammmumswammmwa”nanwﬁm:"‘;%msﬁﬁlumsu§mn’uaaﬁwﬁfm’mﬂmmswms
2IRNTLATEN NIENTWRITITHFY sxsomwu@wi@wmmaa@ﬂaaaLLWWLﬁUuﬁwa"nmwﬁua:%%msﬁﬁlu
nswaaen PIC/S TN Eue Y mJumq@mmaumsmaaaaﬂ@Uuwamﬁmaanmuﬂvmﬁ

dszmemaaiannsafing

4 i : 4 A/
(awa)..............................MNn'\i TG i12) IR 44 V AR nITINNT

Y hed n‘ s an A
(%’]Bﬁx‘lﬂﬂ@ RUTUINT) (WRVINRTEN ﬂiﬂ@ﬂ’]’gﬁ)

winfismumana gaiB20/2561



2.2 nsdifdugnsingonegredsand QwﬁmﬁaoﬁLanmﬁmmmmg’mmwﬁmmmwé’nmm‘ﬁuaz
58msfalunInansn GMP WSa GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagmIL®
PIC/S participating authorities &ULaE® anusaunsaTasavlesdnanisiusasiivindzmeyszniasm
5.annsalind w'%amﬂma@%w LRIUANTH

3. Lanmiﬂmmwwaommaumﬂm (dwnnang)

3.1 Namim’smmi’mmmmwwamnm‘wma’nﬁli‘ﬂ'nawNam (Certification of analysis of Finished product) T
m;uﬂa\nﬂumama
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s18n15N 4 Heparin sodium 5,000 IU/ml injection

muﬂsxmﬁﬁ'owﬁ’ﬂquaswmﬁ 11 0.9, 2561

1. %am Heparin sodium 5,000 IU/ml injection

2. amananaly

2.1 uuuy Wussaeaels T fefinAssdan (slightly yellow) Umeannide dnsude

22 gwmdsznay Usznause Heparin sodium 5,000 1U/mI, Y3u193 5 mL/\Vial

2.3 MTULUIN ussa:l,um’ﬁuzmsa;mﬁammﬁ’sﬁmmnﬁa Type I' Daghin

24 aan - szq‘fj‘am FIUUTENOUMENEIAYLATAINLTI TUHEN i’uﬁvumq Wwuinda wanzo
fnfuen waedtmafiusnwnen Wednstauunussanioal

- UWMTURUITYEN aﬂﬁoﬁauﬁaqsxq%am wiafanemss FuURNaULAZ YNNI
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3. Qmauﬁ?\momﬂﬁﬂ

a

Namim’smLﬂi’lzﬁqmmmﬂﬂﬂmu Finished product specification W&z Drug substance specification f
2 a - o s L4 s A v ] ) a g A/
amaamnma’ﬁmsuwmﬁmnu m"l,mmml,ﬁmumamum'mﬂm:nisum*smmmaw'] nsxﬂnommimqm 3In
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3.4 Finish product specification™”

quanganemaia - UsP38 F i P
1. Anti-Factor Ila potency 90.0 - 110.0% of the stated potency | 90.0 - 110.0% of the stated potency
2. Identification ATV ATV
3. Bacterial endotoxins NMT 0.03 USP Endotoxin NMT 10 U of Endotoxin/mL
Unit/USP Heparin unit
4. pH 50-75 55-80
5. Particulate matter ATIIN ATITHI

- BUNATWIA > 10 pm Tadin
6,000 agmﬂ/Container

- aUMATIIA = 25 m Laiifin
600 mqkmﬂ/Container

6. Sterility AU AT

7. Volume in container ATV ATIWW

UYsesuaMENITUNS
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3.2 Drug substance specification : Heparin sodium

142

AANLAN9INAKA

USP 38

BP 2013

1. Identification

GTITHNI

ATV

2. The estimated potency

(Anti-factor Xa : anti-factor lla ratio)

90.0% - 110.0% of the stated potency

90.0% - 111.0% of the stated potency

3. The potency of heparin sodium

(Anti-factor 1la potency)

NLT 180 USP Heparin units/mg

(on the dried basis)

NLT 180 IU/mg (on the dried substance)

4. Appearance of solution

SN

5. pH

50-75

55-8.0

6. Nitrogen determination

1.3% - 2.5% (dried basis)

1.5% - 2.5% (dried substance)

7. Sodium

9.5% - 12.5% (dried substance)

8. Heavy metals

NMT 30 ppm

NMT 30 ppm

9. Loss on drying

NMT 5.0% (60°C, 3 hours)

NMT 8.0% (1 g, 60°C, 3 hours)

10. Bacterial endotoxins

NMT 0.03 USP Endotoxin Unit/USP
Heparin Unit '

NMT 0.01 iU/International U of Heparin

11. Sterility test

ATV

FIITNIU

12. Residue on ignition

28.0% - 41.0%

13. Organic impurities

- Galatosamine in total Hexosamin : NMT 1%
- Nucleotidic impurities : NMT 0.1%

(at 260 nm)
- Protein impurities : NMT 0.1%

- Nucleotidic impurities : NMT 0.15%
(at 260 nm)
- Protein : NMT 0.5% (dried substance)

14. Related substances

Oversulfated chondraitin sulfate : TR

- Sum of dermatan sulfate and chondroitin
sulfate : NMT 2.0%

- Any other impurity : No peaks other than
the peak due to dermatan sulfate+

chondroitin sulfate are detected
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12 Tudnustunudouen ne.1/w.1 sssenfiauenan ws”amﬂaauﬁuwﬁ‘aﬁamsmuquqMﬁwmmwﬁmﬁ’mﬁ
muﬁ’ﬁuﬂuﬂ g4 (finished product specification) LLazﬁaﬁmu@Qmmwmmi'ﬂqﬁu (drug substance specification)
nszﬁﬁay}s:wmmstﬁﬁuuuﬂmuﬁ”lmv‘imau 2@ ILUVLANFITELUIAINTNENTVUA 1Y (8.5) N IWTBY
finished product specification Laz/M30 Drug substance specification Tavvaudlurenindszmedszniasen
slannsading waslaiiu 2 1 o Fuwdsemedszmenandiinnsaing
2, LENAITUIDINIATTIVNINAALN

21 nsdfgudalulsanalng ;‘;}"N‘ﬁm@”aaﬁLanmﬁusaammgmmswﬁmmmwé’nmmwfua:‘i%’msﬁﬁ‘[u
nSHaREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswsiaeaw PIC/S participating authorities
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Nicardipine HCI 2 mg, 2 mL injection

1108, 261

1. #asn

2. aoaniana lu
2.1 3‘1JLL'1J1J

Nicardipine HCI 2 mg, 2 mL injection

& A : ° o o
Lﬁumia:m ﬂﬂs’lﬂﬁnﬂl’ﬁalﬁ FLAaDIDaW (pale yellow) R1RIUae

2.2 dauisznay Usznausede Nicardipine HCI 1 mg / mL lud33ne5 2 mi
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3.1 Finish product specification

1)(2)

1. UTanmdmdns

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

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

Ethanolamine

hydrochloride hydrochloride
2. Identification ATITHN AT
3. Limit of N-Benzyl-N-Methyl- NMT 0.7% -

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 tims 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 hydrochioride
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3.1 Finish product specification ™ (sia)

 amani@manaia  usP3s : +  Ja
7. Sterility AT NITHIU
8. pH 3.0-39 3.0-45
9. Particulate matter ATIINIU AT
10. Extratable volume ATIINY AT

3.2 Drug substance specification : Nicardipine HCI o

1. YIanudeday

98.0% - 102.0% of Nicardipine HCI
(dried basis)

NLT 98.5% of Nicardipine HCI
(dried basis)

2. Identification ATV AT
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%
- Nicardipine dimethyl ester analog : NMT
0.5%

- Nicardipine bis analog : NMT 0.5%

- Any other individual unidentified impurity
:NMT 0.1%

- Total impurities : NMT 1.0%

-'Heavy metals : NMT 20 ppm

- Related substances by liquid
chromatography : the relative standard
deriation of the peak areas of nicardipine
NMT 3.0%

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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L 23
YLD YAA A NHHLIANIZURLN SO NEITNITIAD DL AT AT 8
taan B20 /2561
3181150 6 Norepinephrine 1 mg/mL injection, 4 mL

muﬂizmﬁ%ﬂi’ﬂqnai’mmﬁ 11 1.8 2561,

1. Baen Norepinephrine 1 mg/mL injection, 4 mL

2. ansanianalil
2.1 31y Wussazaslanenids snsuiadansaniiand
22 gwiszney  Usznaudiadaen Norepinephrine bitartrate ﬁaugaﬁ’u Norepinephrine base 1 mg/mL
YSuas4mL/ MTUSYITY
2.3 MIULUTIY ussg’lu’umuﬁaﬁswmm%a IhaType | LLazussa;ﬁ’mfrfﬁmﬁ’mLao
2.4 a8 n - s:u‘%am Ul noUAILNEAYUAZAINNLT (sz1lu mg 2as Norepinephrine base/mL)
TUHNER fu§umg wuiinde wunsdoudiue usismaAusnsonlfodsneuun
U
- UWMTUZUIIIEN azhw:aU@Tmﬁ:q%am%?a%amsﬁn FIULUITNOUUATVUINNNNLTIVDIEN
(sxlu mg w89 Norepinephrine base/mL) Laufik&n 'j”u?rvumqvl:f’ﬁ'mau

3. AnENITAN19INaKa

Namimm'ﬂsmiﬂ”ﬁﬂmn’]wLﬁuvlllmu Finished product specification waz Drug substance speciﬁcation ﬁ
g1989NNFTET DAl ULRINY Gm‘lmm'ﬂ"mf_mmamunmuﬂm*nﬁumimmmavm NIENTWITITUFY ‘mu
Lﬂﬁ‘ﬁ@’]iu‘ﬂl‘]jm&El\‘](ﬂadLﬂ%ﬂUU'ﬂmElULY]’MSE)l%&Jﬂ’ﬂ ﬂiva&lL‘YIEJ‘UL'YI’)LLGILﬁ%vl,ﬁ@l’mﬂiwﬂ’lﬂﬂiwﬂi‘wﬁ’]ﬁ'ﬁma‘ﬂ
Lia\‘i S”‘]JW]T]EJ’\ W.7.2556 M’J‘WH 11 LWEIH% N.¢.2556 (ElG‘lJiwﬂ’]ﬂl%ﬁ’l‘ﬁﬂ‘ﬂ’aﬂumﬂ‘ﬂ’nu‘ﬂ 10 Mﬂ%’]ﬂ% 2556) 1%
wnumﬂwuﬁmaaﬂmwnsﬁumsﬂi N3N

3.1 Finish product specification“”(z)

Test item USP 38 BP 2013
1. YInmdaendegy 90.0 - 115.0% of the LA. of Norepinephrine 90.0 - 110.0% of the L.A. of Norepinephrine
2. Identification ATIIHIN ATV
3. Color and clarity ATIININ ' -
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 3.0-4.6
8. Sterility AT AT
9. Volume in container ATITNIN FATITNI
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3.1 Finish product specification? (912)

Test Item USP 38 BP 2013

10. Particulate matter ATITHIN ATITHIU
- BUMATIG 2 10 ym
151Au 6,000 aunIn

- ?JHBD'IFI‘UW’I@ 225 pm

1sisAn 600 ouMA

3.2 Drug substance specification : Norepinephrine Bitartrate "%

Test Item USP 38 . BP2013
1. ﬂ%mmm”am:%nﬂ”:y 97.0 - 102.0% of Norepinephrine Bitartrate 98.5 - 101.0% of Norepinephrine Acid
(Calculated on the anhydrous basis) Tartrate (Calculated on the anhydrous
substance)
2. Identification ATIIY ATIY
3. Related substances - - Impurity F at 254 nm : NMT 0.1%

- Impurity B, D, E at 280 nm

: for each impurity, NMT 0.1%

- Unspeciﬁedl impurities at 280 nm

: for each impurity, NMT 0.1%

- 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 k -
8. Sulfated ash - NMT 0.1%

NAUING 1. ny@fienadewssmatu (waive) MaamvseueTedomsla v ﬁuu,ﬁmmnmwé’npuﬁhn&inﬁ'ﬁ%’uagﬁ‘ﬁﬁw
2. Drug substance specification ﬁﬁ]ﬁimﬂ’ﬂ’]ﬂlﬂ?tﬂ‘i’l:ﬁ’umgﬁdﬁﬂ drug substance wioludiemed drug substance a4
Hudagndniagl atulaagunils %dﬁmwmﬁmsw:ﬁmunnﬁaﬁaﬁﬁwu@
3. nsrﬁqmawu’“‘@momﬂﬁﬂmmmw?afﬂqﬁu vovfiauamin lassmudlasmenunadseme wu dreBandudniud
‘l‘m&indmszmﬂnsxmwmmsmqm Hos Ty W, 2556 udu lﬁ?‘fun”uqanﬁﬁwaaﬂmzmmmsﬂszmﬂ
TINE

4

Wawludn 9

° ’ e & o @ { o ' o ' a
1. mmmwmmanmsms"lmuagrywmum!,ﬁ sudsugiNedmheluUsamelng uasduas (declare) unssnda

o Q J r- 1 o Qv 9 V =y
1.1 luddmsiunadoudsue me.2 ne.3 no4 uaudnsal)
a d a
1.1.1 lunsd@ifiduonAndaludsanelng wunods no.2
A A 9 O A 1 =&
1.1.2 ‘lunsmmi‘]ummw%wamsu,mussa; w8 Ne.3
1.1.3 lunsdifuduenhidhandsdsene waneis ne.4

(CEV:12) WO SN 4 o UszmuamenITung
) wwlvzsad Tnuamand)
P ]
(ae).. 7 e NITNMT G 1) N [)1/ ...................... N3NNI
(MBI FUsUIAT) (WWEMNUTLN f3830171)

wiii2imunsite 4anB20/2561
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2. 1ANEITIUTDINIAIZIRMINIAL
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MInasL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiasau PIC/S participating authorities
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1 = The United States Pharmacopoeia 38
2 = British Pharmacopoeia 2013
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