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318N19N 1 Adenosine 6 mg/2 mL injection
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1.3881  Adenosine 6 mg/2 mL injection
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2.1 gﬂu,uu Wussazasdsmannigelas Snsufadinasaiiand
2.2 fautsznay Usznaudiudlnn Adenosine 3 mg/mL luy3unas 2 mi
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3.1 Finish product speciﬂcation("

AMANIANIINALA USP 35
1. Bnmdrendeagy 90.0 - 110.0% of the L.A. of Adenosine
2. ldentification ATITHU
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4. pH 45-75
5. Particulate matter ATITHY

- U9 > 10 pm }aiLAiu 6,000/container

- U1A > 25 pm lailiu 600/container

6. Chromatographic purity - Any individual impurity : NMT 1.0%
- Total impurities : NMT 1.5%

7. Sterility ATIVH N

8. Volume in container ATITFIN

................ \ﬂﬁiuﬂﬂT

W93F# yasis) (WHEMNTS Mgandant)

winensfigeiBo7/2s59



3.2 Drug substance specification

: Adenosine

1)

amaENLiGMIINARAa

USP 35

1. USunmaaendaty

99.0 - 101.0% of Adenosine (Calculated on the dried basis)

. Identification

AT

. Melting range

233 Cto 238 C

. Specific rotation

- o
-68.0 to-72.0

2
3
4
5. Acidity or alkalinity
6
7
8
9

ATIU
. Loss on drying NMT 0.5%
. Residue on ignition NMT 0.1%
. Heavy metals NMT 10 ppm
. Limit of ammonia NMT 4 ppm

10. Limit of chlorides

NMT 0.007%

11. Limit of sulfate

NMT 0.02%

12.0rganic impurities

- Guanosine : NMT 0.1%

- inosine : NMT 0.1%

- Uridine : NMT 0.1%

- Adenine : NMT 0.2%

- Total impurities : NMT 0.5%
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38NN 2 Amiodarone HCI 150 mg Injection
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1. Bamn Amiodarone HCI 150 mg Injection

2. amanyanaly

2.1 uuuy Wussazauuneanda la fniuladmaaaidandn

22 s@mwdsnay  Uszneaudruaaen Amiodarone HCI 50 mg/mi TutSunes 3 mL
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3.1 Finish product speciﬁcation“’

- qmdnidmoinaia ’ BP 2013

1. USanmdandeny 95.0 - 105.0% of the L.A of Amiodarone HCI
2. Identification ATV
3. Color of solution AU
4. lodides NMT 500 ppm
5.pH mmmumuﬁi:qlu Finished product specification
6. Particulate contamination ATIIHIN

- 2@ = 10 pm 13iLfin 6,000/container

- WA > 25 pm WiLAiu 600/container
7. Sterility ATIVHU
8. Bacterial endotoxins mnmumuﬁlszﬂu Finished product specification
9. Volume extractable 539 &humuﬁi:lql‘lu Finished product specification
10. Related substances - 2-butyl-3-(4-hydroxy-3,5-di-iodobenzofuran : NMT 1.6%

- Any other secondary spot : NMT 0.5%
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3.2 Drug substance specification : Amiodarone Hydrochloride"’

anFanianvmaia BP 2013
1. YSuodendnty . 98.5 - 101.0% of Amiodarone HCI (Calculated on the dried basis)
2. Identification AT
3. Appearance of solution ATITNIU
4. pH 32-38
5. Related substances By Liquid chromatography

- Impurities A,B,C,D,E,F,G : for each impurity, NMT 0.2%
- unspecified impurities : for each impurity, NMT 0.10%

- total impurities : NMT 0.5%

By Thin-layer chromatography

- Impurity H : NMT 0.02%

6. lodides NMT 150 ppm
7. Heavy metals NMT 20 ppm.
8. Loss on drying NMT 0.5%
9. Sulfated ash NMT 0.1%
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s18n1sn 3 Amlodipine besilate 5 mg + Valsartan 160 mg Tablet
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2. ansaNaN2 11
2.1 pduyy
2.2 Rautsznay
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Valsartan 160 mg

23 MTUSUIN
2.4 2870

Amilodipine (besilate) 5 mg + Valsartan 160 mg Tablet

Usznaudau@ien Amiodipine besilate fiauyany Amlodipine 5 mg uas

a a & A . L1 @ X
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3. andninmMInana

3.1 Finish product specification

(1).(2)

1. Bnmedrendagy

90.0 - 110.0 % of the L.A. of Amlodipine
90.0 - 110.0 % of the L.A. of Valsartan

2. ldentification test

anarmaTiszylu Finished product specification

3. Dissolution

A579 Bi'lu@ﬂ&lﬁi:lﬂ.u Finished product specification

4. Uniformity of dosage units

AT

5. Impurity / Related substance

7379 mum&lﬁsquu Finished product specification

3.2 Drug substance specification

3.2.1 Amlodipine Besylate

(3).(4)

AnANIAMInAta

USP 35

BP 2013

1. UTnmandag

97.0 - 102.0% of Amlodipine Besylate

(Calculated on the anhydrous basis)

97.0 — 102.0% of Amlodipine Besylate

(anhydrous substance)

N

. Identification

ATIY

ATIW

w

. Optical rotation

-0.10° to +0.10°

-0.10° to +0.10°

4. Related substances

- Amlodipine impurity A : NMT 0.3%
- Total other impurities : NMT 0.3%

- Impurity D: NMT 0.3%

- Impurity A : NMT 0.15%

- Impurity E,F : for each impurity, NMT 0.15%
- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.8%
5. Water NMT 0.5% (anhydrous form) NMT 0.5%
6. Sulfated ash - NMT 0.2%
7. Residue on ignition NMT 0.2% -
8. Heavy metals NMT 0.002% -
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3.2.2 vaisartan~®

ARANLANIINARA

USP 35

BP 2013

1. YSunmsaendey

98.0 - 102.0% of the L.A. of Valsartan

99.0 - 101.0% of the L.A. of Valsartan

. Enantiomeric purity

- Valsartan related compound A
: NMT 1.0%

(anhydrous basis) (anhydrous substance)
2. Identification AU AW
3. Absorbance NMT 0.02 at 420 nm -
4. Water NMT 2.0% NMT 2.0%
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.001% NMT 20 ppm
7

- Impurity A : NMT 1.0%

8. Related compounds

- Valsartan related compound B : NMT 0.2%
- Valsartan related compound C : NMT 0.1%
- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.3%

- Impurity C : NMT 0.2%

- Unspecified impurities : for each impuirity,
NMT 0.10%

- Total : NMT 0.3%

9. Sulfated ash

NMT 0.1%
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s8N 4 lloprost 10 mcg/mL inhalation solution, 2 mL

aaszmadIninguanesih

1. Bomn lloprost 10 mcg/mL inhalation solution, 2 mL

2. amaaanaly

2.1 juny WussasmoUnenndela WT s LW (Nebulizer)

2.2 awdsznoy Usznauaau@aen lloprost trometamol ﬁlaugaﬁ'u lloprost 10 meg/mL1uuSanas 2 mL

2.3 MPULUTN ussq‘lum’m:miqma‘iﬂﬂﬁﬂmnL%a
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3. AMENLANINNAKA

3.1 Finish product specification”
1. S3unuaendng 90.0 - 110.0 % L.A. of lioprost
2. Identification test m’mmumuﬁszq‘lu Finished product specification
3. pH m‘md’mmuﬁszq’lu Finished product specification
4. Sterility test ATITEHU
5. Volume in containers ATITHIU
6. Impurity / Related mm&humuﬁiizq‘lu Finished product specification
substance
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8 5 Beraprost sodium 20 mcg Tablet

muﬂszn'ma‘i'm’i’ﬁquaﬁﬁﬁ'lﬁ

1. domn Beraprost sodium 20 mcg Tablet

2. amaniaraly
2.1 guuy Wusude dmsusudsenmu
2.2 gulszneu UsTnaudaa@ann Beraprost sodium 20 meg
239W0U31  UITIiuundeRiliisunand wia blister pack Jafun rinatuanudn
2.4 a§n - szq%‘am FIUUTTNAUAILIE A YURTATINUSY TUNAG i’uﬁvumq VAN uaz
wanzifsudiiuen waedimsiiuinwen Hathadauuwursiud
- UULRIEN azmﬁaum”aﬁ:q%amv\?a’?amomsa’w AU TN OUUATTHIAA UL IIVDILN

\wuinde uRuanylitaan

3. ARENUANMILNIAKA

namiasndinTigmmwidulanu Finished product specification uaz Drug substance specification
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3.1 Finish product specification m

qmam.'i?\mo mana

Japanese Pharmacopoeia 16 edition

1. USanmuanendagy

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

2. ldentification

ATIINU

3. Uniformity of dosage units

ATIINIU

4. Dissolution

Fasuanamsazans laiveunin 85% nelu 30 wd

3.2 Drug substance specification M

amdniamanaia

Japanese Pharmacopeia 16 edition

1. USanmdrendngy

98.5 - 101.0% of Beraprost sodium

2. Identification

ATIHIH

3. Related substances

ATIININ

4. Loss on drying

NMT 3.0% (0.5 g, 60°, 5 hours)

5. Isomer ratio

ANV
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578119 6 Clopidogrel bisulfate 75 mg Tablet

muﬂszmﬂﬁ'\mi’ﬂquaﬂﬁmﬁ

1. 808 Clopidogrel bisulfate 75 mg Tablet

2. amaaianalu
2.1 3uuuy Wuende dnsusudszniu
2.2 @utsznay  Usznauelsalen Clopidogrel Bisulfate 'ﬁ'augaﬁ'u Clopidogrel 75 mg
23 myuzussy  uniluussegfiifiouwass wia blister pack daadin
2.4 28N - s:q’ﬁ‘am MUY TTNoUMN TN YUIZAINULTI TUNER i’uﬁyumq \wufinde uaz
wanzidoudiuen wasiimadusnmnen 13 TR RURLTIIAAN
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3. AANLANIINALA

Nﬂmim’m"’;Lﬂﬂ:ﬁﬂﬂkﬂﬁWLﬂu‘lﬂmu Finished product specification L8z Drug substance specification
Ay a @ o a o A4 @ PRI
'namaamnma’nmmaumﬁmnu m'l,mmm;ﬁuumamunmuﬂm:nsmn'ﬁa'm'lmazm nszmqommsmqm
CE o o e oAl vy a o “ d a A . av . oA ]
mummmsunl’ﬁmmmauﬂuauum‘nuuwnma'lvmm'l ninﬂumuuwnumﬂu"lllmuﬂ's:n”mns:ﬂ‘nq
i . w o an
mmsmq‘u L%’rN s:qms']m 'lmunuqaﬂwuwammnssumiﬂszmﬂﬁmm

3.1 Finish product specification o

AnEMIGNIINARA ; USP 35
1. ﬂ%mmﬁ‘amﬁ‘m"’mw 90.0 - 110.0% of the L.A. of Clopidogrel
2. Identification AT
3. Dissolution azanelistaonin 80%(Q) of the L.A. of Clopidogrel melu
30 Wi
4. Uniformity of dosage units ATV

(Weight variation)

5. Related compounds - Clopidogrel related compound A : NMT 1.2%

- Clopidogrel related compound C : NMT 1.5%

- Any other single impurity (excluding Clopidogrel related
compound B) : NMT 0.2%

- Total impurities (excluding Clopidogrel related compound B)

: NMT 2.5%
. [
(CRE L) N . A U FIUAtENIINNT
- (wedezsan lnuasans)
4 : 4 \\:
[GEE 1) T S N3NNI (GRE ) Y PR nNIINNT
Wirlh yassm) (WHEINTT Mayawiani)
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3.2 Drug substance specification o

auaniAnwinaia USP35 /
1. WSnmehgdngy 97.0 - 101.5% of Clopidogre! Bisulfate (Calculated on the dried basis)
2. Identification AU
3. Loss on drying NMT 0.5% (105°C, 2 hours)
4. Residue on ignition NMT 0.1%
5. Related compounds - Clopidogre! related compound A : NMT 0.2%

- First enantiomer of Clopidogrel related compound B : NMT 0.3%

- Clopidogre! related compound C : NMT 1.0%

- Any other impurity : NMT 0.1%

- Total impurities : NMT 1.5%
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s8msn 7 lopromide Sterile Solution 370 mg/mL, 100 mL
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1.3881 lopromide Sterile Solution 370 mg/mL, 100 mL

2. amsaianaly
21wy uasasnudnaanids dwmiLde
2.2 gvdsnay
- dsenaualueann lopromide 769 mg/mL (vinnu'laladiu 370 mg/mL) Y3unas 100 mL
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3.1 Finish product speciﬁcation“)

amsuianumaiia : USP 35
1. USunmdaendagy 94.0 - 105.0% of the L.A. of lopromide
2. Identification AT
3. Bacterial endotoxins NMT 1.25 USP EU/mL
4. pH 6.5-8.0
5. Free iodine AU
6. Limit of free iodide NMT 80 mcg of iodide/g of iopromide
7. Limit of free aromatic amine NMT 0.2%
8. Limit of N-acetyl compound * | NMT 1.5%

(lopromide related compound B}

9. Ordinary impurities NMT 3.0%
10. Heavy metals NMT 0.002%
11. Sterility AU

12. Particulate matter ATIINY

- 9u@ = 10 pm iLfin 6,000/container

-9we 2 25 ym Wifin 600/container
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3.1 Finish product specification’ (@®)

AmAIANINALA USP 35

13. Isomer distribution - E1-isomer : 8.0% - 12.0%
- E2-isomer : 9.0% - 14.0%
- Z1-isomer : 32.0% - 40.0%
- Z2-isomer : 38.0 - 46.0%

14. Volume in container AT

3.2 Drug substance specification : Iopromide“’

amsnidmInaia USP 35 |
1. Wanmsmdrngy 97.0 - 102.5% of the L.A. of lopromide (anhydrous and solvent-free basis)
2. Identification ATIU
3. Water NMT 1.5%
4. Residue on ignition NMT 0.1%
5. Heavy metals NMT 0.002%
6. Free iodine AU
7. Limit of free iodide NMT 0.002%
8. Limit of free aromatic amine NMT 0.1%
9. Limit of alcohol NMT 0.4%
10. Limit of N-acetyl compound NMT 1.5%
(lopromide related compound B)
11. Ordinary impurities NMT 3.0%
12. Isomer distribution - E1-and Z1-isomer : 40.0% - 51.0%
- E2-and Z2-isomer : 49.0% - 60.0%
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s18n13N 8 Sildenafil citrate 20 mg Tablet

ANl sEN1AIINIA quaswmﬁ

1.%an  Sildenafil citrate 20 mg Tablet

2. amaanianaly
2.1 uyy Wusnda §msusudseniu
2.2 gudsznay  Usznaudau@lnn Sildenafil citrate ﬁaugan’u Sildenefit 20 mg
23 mawussy  ussglwuksagiifiouwend wia blister pack Vastuanudule
2.4 281N - s:q%am AT NUA NN YURTANAUTI TUNAR fu§umq Wwfikda 1y
nufoudiue uasitmafuinwmen Medrisauuuuussaniued
- UUURIEN aﬂﬂaﬁam)"aﬁzq%amw?a’?amamsﬂ"'] FIUNUTZNOVUREBUIANINUUT
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3. ARENLANIINARA

3.1 Finish product specificationm’(z’

1. WS meondngy

90.0-110.0 % L.A. of Sildenefil citrate

2. ldentification test

av1arueaTiszylu Finished product specification

3. Dissolution

m‘amhumuﬁi:ﬂu Finished product specification

4. Weight variation n3a Uniformity

of mass (weight)

: o . e
mswmumum:q‘lu Finished product specification

5. Impurity / Related substance

m’mmumuﬁsquu Finished product specification

3.2 Drug substance speciﬁcationm

andnianwinaia

USP-35

1. U adaendny

98.0 - 102.0% of the L.A of Sildenefil citrate

(calculated on the anhydrous and solven-free basis)

2. Identification ATIVHU

3. Heavy metals NMT 20 ppm
4, Residue on ignition NMT 0.1%
5. Limit of Imidazole NMT 0.1%

6. Organic impurities

- Sildenafil related compound A : NMT 0.3%

- Any other unspecified individual impurity : NMT 0.10%
- Total unspecified impurities : NMT 0.3%

- Total impurities : NMT 0.5%

7. Water determination

NMT 2.5%

(W13l 14aI9Y)

(WWEMNTT ngawiant)

wﬁ1ﬁ1ls1un1sﬁ8qaﬁ30712559

nITuNIIg



a a
Rewludu 9

e . o & o 8 A o | o
1. a‘ll.u'm’lwmULaﬂmimﬂﬁ‘iumi»ty’mmu‘n:tfl‘tlummmLwai)’mu’lzlluﬂi‘:mﬂvlﬂﬂ UWasaIULN (declare)

{

UNSINER
11 1uﬁwﬁ'zymsi‘fumtﬁwe’iﬁ'um (N8.2 N3 NE.4 WAANTTH)
1.1.1 lunsdifiduenfindalutszinalng wanods ne.2
112 'lunsrﬁ‘ﬁl,ﬂummLiﬂtﬁanWSLLﬂoussq nueile ne.3
1.1.3 Tunsdifdusvinghandsdsune wanads no4 1
12 1um1jamummﬂum ne.1/8.1 VadENTitEuaTIN wsauﬂﬂa.mzmm'uamsﬂmﬂuﬂwnwmqwamnm‘n
mu‘nmm ew (finished product specification) Ltﬂdlan’muﬂﬂmn’lwmao’mnﬂn (dr*g substance
specification) nsrumaus**wmn'mﬂauuuﬂaauﬁ"lmwumu WATIUUVLBNETEURIMWENIMTTAUA 19 (8.5)
WINWSBY finished product specification UaZ/%30 Drug substance specification Tagvaunlonawiudsznme
dsznaariandiannsaiing uazliifiu 2 9 o Fudsemadssmenaididnnsafing
2. NI TILTINAIIUNIINEALN
2.4 nsd@fienudalwlsanalng HHRAABIlEIINMNIEWIIRaTLTaRNaTIUNTSHRAtNIMAMA NN LS
AEMIRGlUNMINEAEY GMP-PIC/S wiaifituir VOINTNTNNTIIUGY e fiauaue atuagan
saunseasiasaulasinaniTsusasfisiulsmeadsznianabiinnsefing
22 nadimiiweriugronessana HWRadavildnmuitewiideiusasnaspiunniagana
AN UAZI TN TG LUNINE AL GMP-PIC/S w32 US cGMP volszinAHAaaUEIgR ANTBUNTS
avmavlasdnamsusastaiudmalssmenadidnnsaing
3. Lanmsqmmwmaomﬁtauaﬂm (fFuwnweng)
3.1 Namwmﬁmﬂ:ﬁqmmwwﬁmﬁ'm‘ﬁmaacjwam (Certification of analysis) 'lums"uﬁdotﬂmf’maha
3.2 WanaTiianeamMwiagiuvasdannding (Drug substance) ﬁl’ﬁ"lun'ﬁwﬁmms"uﬁa’atﬂu
@T‘Jazmﬁwaa;jwﬁmmua:;\{wﬁmi’mqﬁu
3.3 lunsdidunzifousnanannnit 2 9 sxdpsddumnmwangramsfnmn Long term stability @ fin
wudnlunzadousnunuans wazldsumssawiusesenasnngiiduneuesuien
3.4 lunsdidunaifiousnantasnii 2 D sxdaeddunmniananmsdnmnanunIsITaI s Uit
Waudnlunzdousnunuans u,a:'lﬁ’s”umsmmu%'usaaLanmsmmjﬁa’ﬂmwaou’%ﬁ‘n
4. qatnaen
4.1 dlauanan dassimiatvatiay 3 WhguTIU Fadudunuusainosndoaldasudu
muﬁ'ﬁwum'lum”ﬁaﬂmauﬁﬁl’zvlﬂ%w'fu
5. msﬂs:n"‘uqmmwmﬁdwau (WRAILBNFITNNITUYSENN)
5.1 ﬂwﬁdouauﬁaoﬁmu:l'ﬁ’l@]"hiiaﬂn'h 1 { vunniusnay

52 mvgmmﬁdouau fa:ﬁaadaﬁnmmwmﬂ'l.*u%'maowamsmm’jmﬂ:ﬁmjuﬁdmau

% m/ UssruanenIsunIg

dozsad Tnuamans)

A 4
(G R 2 R U ny3ynIg (RIDD)eeeviirriinee e hie s [ierxiiisp)

€

(Wiril YA (WNENINET gy Inda)

m’hﬁzmumsﬁsqﬂﬁBowzsss



5.3 nsrﬁﬁ'ﬂmuswmsﬁ’umsdwﬁaammﬁa\mamﬁadmna’uﬂﬂ*ﬁnmm nihawnsizimiiFe
fo9va92886719 Immmm.@laammtwuanmummunﬂmuswmsamﬁmmﬂmua swiuRavey
m‘lmn:mmmmao‘lummﬂmmﬂ.vxﬂmmw nsmﬂwm']m‘lmﬁu'lﬂmmmanum.mww., AU2ETITNTVD
m’manﬁ‘lmuwmsmnmauaswmmmnmwao Juouszmiagnialuasase’ly

5.4 g‘mummaasmﬂauummam'lnawuﬂmq wiallaiamsidananndastsznmslag dewtmualasls
oA
fiSauly

o P
6. tang1Tlowludug
6.1 winufaua lilsonduuuy (original drugs) daalinitsFauaainimasay Biosquivalence TiLaua
wWisuifsunusduuuy Tﬂﬂ"‘sﬁmsﬁnmﬁauﬂu‘lﬁmwﬁnmm‘VTLLa:umﬂﬁuva'lun’lsﬁnm%aamvja'uaam
" o Qv 4
Y IBIFINIIUABNTINN AU ATENTRETTURY
A % Py Y a e ' ° o &
7. fauaman (§u1e) Susanliunidndyndsuasuiivue ail
a . a ¢ X a < . 9 o
7.1 matiangue i innasinmmasimsunndlidwllamainasgudatimue
o a a & Y )
72 mtikfadneimnsiiaignidanifufvennriasemelasdminnuansnssumsemsussen lugasmues

[

&
RTUIWHDIVY
7.3 nsmwuﬂmmammwmnwammumwa’maowamaﬂivawﬁwauaumwﬂaaﬂnmawﬂwn'lmum
8. ‘nmUswmsmaao'maﬂﬁvlmuwmsmmamnmmmﬂuﬂs*mnmmmnmﬂﬂﬂmummﬂm“nswmsmms

LR8I 1%53 pzaan 1 4 nauauﬂs.mﬁﬂan‘mﬂmmanmauna

RaNEING : §1989397N
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519M3N 9 Manidipine HCI 20 mg Tablet

muﬂszmﬁé’mi’aquasﬁmﬁ

1.80en  Manidipine HCI 20 mg Tablet

2. anssiunianialy
2.1 pluuy WWuoidia §nsusuYsenu

2.2 wdsznay Usznaudrud3en Manidipine hydrochloride 20 mg

2.3 MPULUTN ussaﬂuumagmﬁym\lamf %39 blister pack ﬁﬂaﬁmazussqﬁm‘rfﬁaan”mm

24 a7 - 7zq%am FusznauaInI@AYUATAIINLTI TUHER ’S’ui‘iyumq Wufinde uas
wanzidoudisten uazdsasiiusnmne 1 athsTalRUULTIIAT

- LIUURNIEN au‘mIaaei”aas:q%aum?a%amonwﬁ'\ fUUTENOUUATTUINAINLTIVEILN

wuninge Tusuay T

3. AENUAIIINARA

Namwﬁ’aﬁLﬂi’l:ﬁqmn’\mﬁuv[ﬂmu Finished product specification Wwaz Drug substance specification
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3.1 Finish product specification M

Auantamnaia Japanese Pharmacopoeia 16 edition

[

1. Y3unaaendag

4

92.0 - 108.0% of the L.A. of Manidipine hydrochloride

2. Identification

ATITNH

3. Uniformity of dosage units

(Content uniformity)

ATITHU

4. Dissolution

dasuraimsazane lidaenin 75%(Q) nmulu 45 uii

3.2 Drug substance specification o

AnENIANMINALa Japanese Pharmacopeia 16 edition
1. USnmdansnaiy 98.5 - 101.0% of Manidipine hydrochloride
2. Identification 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% (1g, 105°C, 4 hours)
7. Residue on ignition NMT 0.2%
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1azN BO7 / 2559
318mMIn 10 Nicardipine HCl 2 mg, 2 mL Injection

UszmadIninguassi

1. B2z Nicardipine HCI 2 mg, 2 mL Injection

2. anaaLiana

& ' o o

2.1 juuuy Wussazaelnanigala findasdan (pale yellow) dmuia
2.2 gudsznay Usznaudlueisn Nicardipine HCI 1 mg / mL luy3u1a35 2 mi
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3.1 Finish product specificationm

amdaniaManania Japanese Pharmacopoeia 16" edition
1. YSunmuendngy 93.0 — 107.0% of the L.A. of Nicardipine hydrochloride
2. Identification ATIVHIU
3. pH 3.0-45
4. Related substance By Liquid Chromatography : the relative standard deviation of

the peak areas of Nicardipine NMT 1.0%

5. Bacterial endotoxins NMT 8.33 EU/mg of Nicardipine hydrochloride
6. Extractable volume ATHU
7. Particulate matter ATIVHIU
8. Sterility A3
9. Related substances m’mw'ju
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3.2 Drug substance specification o

qmauﬁﬁmamnﬁﬂ Japanese Pharmacopoeia 16" edition
1. ﬂ‘immel"'amé'm"ty Not less than 98.5% of Nicardipine HCI ( dried basis)
2. Identification ATITHIU
3. Melting point 161 -171 °C
4. Purity - Heavy metals : NMT 20 ppm

- Related substances by liquid chromatography : the relative standard deviation

of the peak areas of Nicardipine NMT 3.0%

5. Loss on drying NMT 1.0% ( 1 g, 105°C, 2 hours)

6. Residue on ignition NMT 0.1%
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578115 11 Nimodipine 30 mg Tablet

aalsEnAIINIngUaTITETH

1.3 Nimodipine 30 mg Tablet

2. amaanianalyl

2.1 Juuuy uenide dwmsusvdszmu

2.2 #utlsznay Usznaudiu@aen Nimodipine 30 mg

2.3 mauzuTsy U luursaglifinunans wia blister pack Jasiin

2.4 281N - ﬁzq’}?‘am FIUYITNBUMENFAAYUAZAMUUTI IUNRA fuéumq WUTRER uaz
wanadoudriue usriinafvinmen Hadwdaauuuussaiued
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3. aMENUANMIIAA

Nﬁmmi’:ﬁﬁmi’l:ﬁq amwidulianu Finished product specification WLz Drug substance specification 171.
Fredanundrinsuatuideanu Soldeensdoudadinauamenssunisamisuazen NINTNIIFITUFY »aik
wndgdsufldaiidaaduativfifeurimsalmini nsrﬁvlajtﬁﬂuwhu@iLﬂuvl.ﬂmuﬂs:mﬂnszmaammsmqm
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3.1 Finish product specification m

AmaNiAN9Inaka BP 2013
1. Bnmasdeny 95.0 - 105.0% L.A. of Nimodipine
2. Identification AT
3. Dissolution ugadmMsazanolitaendn 85% of the L.A. of Nimodipine Twiaan 30 w1l
4. Related substances By liquid chromatography

- The area of any peak corresponding to nimodipine impurity A : NMT 0.5%

- The area of any other secondary peak : NMT 0.2%

- The sum of the areas of any secondary peaks other than any peak corresponding
to impurity A : NMT 0.5%

5. Uniformity of dosage unit | @3396H U
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3.2 Drug substance specification o

amaaianwinaia BP 2013
1. YBnmaaenddy 98.5 - 101.5% of Nimodipine (Calculated on the dried substance)
2. Identification AR
3. Appearance of solution ATITHIN
4. Specific rotation/Optical rotation -0.10° to +0.10° (Test solution : 50 mg/mL, in acetone)
5. Loss on drying NMT 0.5%
6. Related compounds By liquid chromatography
- Impurity A : NMT 0.1%
- Impurity B,C : for each impurity, NMT 0.2%
- Total : NMT 0.5%
7. Sulfated ash NMT 0.1%
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Felodipine 5 mg Sustained Release Tablets
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Felodipine 5 mg Sustained Release Tablets
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3.1 Finish product specification

.2

amaNUANInARA

USP 35

BP 2013

1. YSunmaendngy

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

92.0 - 105.0% of the L.A. of Felodipine

2. ldentification ATINB AN
3. Dissolution nsdii1% Apparatus 50 rpm uaz1% pH 6.5 AT

phosphate buffer with 1% sodium lauryl
sulfate 500 mL fw Medium Fasuaainis
ATanuAIL

- fmIszaIunal 2 Falug ugeImTazane
10 - 30%

- fmsazanunds 6 Falug ugeemsacans
42% - 68%

- fMIATAERS? 10 Flu9 uFAIMIRTANY
Yaiesni1 70%
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AmANIAMIINa®a

USP 35

BP 2013

3. Dissolution (¢ia)

Wi
n‘ilﬁﬁ‘h‘i‘ Apparatus 100 rpm uasld 1% (whv)
polysorbate 80 in water 500 mL 1l Medium
FaousmIMIazaILIR
- AIMIALAIEWS! 1 Talu ugAIMIAzANY
5-30%
- fMIATALNST 4 Talad usaIMIaTaY
45% - 70%
- A IazaEnal 8 Falus urAImTazaY
luteanin 80%

w38
nﬁﬁﬁ‘l'ff Apparatus 50 rom uasly pH 6.5
phosphate buffer with 1% sodium lauryl
sulfate 500 mL flw Medium dasuaasnis
ararudoit
- fmIazaEndl 2 Tal09 ueaImIaay
10 - 30%
- sfmsazansnds 6 Talug usasnnsezans
50% - 80%
- fmsszanewdd 10 $alug ugasmsazans
likasniy 80%

4. Uniformity of dosage

units

ATV

ATIINN

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%
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3.2 Drug substance specification o

AmsNianInaia USP 35 BP 2013
1. USunmdnendngy 98.0 - 101.0% of Felodipine 99.0 - 101.0% of Felodipine
(Calculated on the dried basis) (Calculated on the dried substance)
2. ldentification ATIIU AT
3. Appearance of solution A3 B ATIININ
4. Absorbance NMT 0.20 at 440 nm NMT 0.10 at 440 nm
5. Loss on drying NMT 0.5% NMT 0.5%
6. Residue on ignition NMT 0.1% -
7. Heavy metals NMT 0.002% -
8. Chromatographic purity - Any individual impurity : NMT 1.0% - Sum of impurities B and C : NMT 1.0%
- Sum of all 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%
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3.1 Finish product specification "
1. USinadenddgy 90.0 - 110.0% of the L.A. of Ezetimibe
2. Identification mlﬁlmumuﬁ"?zqh Finished product specification
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31801571 14 Cilostazol 100 mg Tablet
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Cilostazol 100 mg Tablet
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3. andaANIINaka

Nanﬂiﬂiﬁaatﬂﬂ”ﬁﬂmmmﬂu‘lﬂmu Finished product specification WLaz Drug substance specification
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3.1 Finish product specification

(2

anauinmMainaia

Japanese Pharmacopoeia 16 edition

USP 35

1. USanauaendngy

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

90.0 - 110.0% of the L.A. of Cilostazo!

2. ldentification

ATITHIU

AN

3. Uniformity of dosage units

ATIINIU

ATIINIU

4. Dissolution

dasurasnisazaislivasnida
70%(Q) malu 60 wf

Test 1 : dasazaelidasnit 80%(Q)
melu 60 i
Test 2 : dasazaelaikounin 75%(Q)
malu 30 wfl
Test 3 : dasazanalinannit 70%(Q)
mulwu 60 wf
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3.2 Drug substance specification "

AnANTANImaia Japanese Pharmacopeia 16 edition USP35
1. USmdaendngy 98.5 - 101.5% of Cilostazol 98.0 - 102.0% of Cilostazol
(calculated on the dried basis)
2. ldentification ATIMIU AT
3. Melting point 158 - 162°C -
4. Related substances ATINU - 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. Chloride - NMT 0.018%
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