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s78n15Nn 1 Adenosine 6 mg/2 mL injection
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1.g081  Adenosine 6 mg/2 mL injection
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2.2 gwisznay Usznaudasélsn Adenosine 3 mg/mL Tud3anes 2 mL
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3.1 Finish product specification'"

amanamsinaiia USP 38
1. USunadasndngy 90.0 - 110.0% of the L.A. of Adenosine
2. Identification AT
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4. pH 45-75
5. Particulate matter ATIIU

- U@ > 10 pm Laitfin 6,000/container

-9u1@ = 25 pm Wiiu 600/container

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

7. Sterility ATIWU

8. Volume in container AU
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3.2 Drug substance specification : Adenosine "

amanlanamaia USP 38
1. Yanmaandany 98.0 - 102.0% of Adenosine (Calculated on the dried basis)
2. Identification AT !
3. Specific rotation -68.0° to .72,0o
4. Loss on drying NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 10 ppm
7. Organic impurities - Guanosine : NMT 0.1%

- Inosine : NMT 0.1%

- Uridine : NMT 0.1%

- Adenine : NMT 0.2%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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31801571 2 Amiodarone HCI 150 mg Injection

a13UIeN1EaINIA UATILEI

1. o Amiodarone HCI 150 mg Injection

2. amantianall

2.1 giuuy Wussazauunannds la dmiudadmasaiiand

22 gwdwnay  Ustnaudludaen Amiodarone HCI 50 mg/mL ui33nas 3 mL
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Namim’uﬁmﬂzﬁﬂmmwL‘ﬂuvh.l@l’m Finished product specification a8z Drug substance specifi cation ﬁ
ddsnnETdsUal LR EINY m‘lmmmt‘uzmmamum’mﬂmvnss&lmsmmmawm NIENTWITITUNFY mu
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3.1 Finish product speclﬁcatlon

quantAnanaia z ; BP 2013

1. Sunmdrgndeny 95.0 - 105.0% of the L.A of Amiodarone HCI
2. Identification ATIWU
3. Color of solution ATIVNU
4. lodides NMT 500 ppm
5. pH mwmumuﬁixﬂu Finished product specification
6. Particulate contamination ATV

- 9u@ > 10 pm Litfin 6,000/container

- U@ > 25 um 'luiAin 600/container
7. Sterility ATIWU
8. Bacterial endotoxins msaﬂmuﬂ’]uﬁiquu Finished product specification
9. Volume extractable m’mmumuﬁs:q'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"’

amanIaNIIma®a BP 2013 i
1. YRnmaamsey 98.5 - 101.0% of Amiodarone HCI (Calculated on the dried basis) |
2. Identification AT
3. Appearance of solution ATIINIU
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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31817131 3 Amlodipine (besilate) 5 mg + Valsartan 160 mg tablet

muﬂszmﬂi’mfﬁqnaswmﬁ

1. Bam Amlodipine (besilate) 5 mg + Valsartan 160 mg tablet

2. ansantianaly
2.1 31wy Wusnida Swsusudsenu
22 fwdsznay  dsznaudlueizn Amiodipine besilate ﬁ'am‘{aﬁu Amiodipine 5 mg wag
Valsartan 160 mg lu1da
23 maweussy  usraluuwsesfiifisuwand wia Blister pack Vasruanui
2.4 2870 - Boen FINLITNAUANTIAYUIZANAUTI TUNER 'J”uz‘?fvumq luinNa® uaziamaiou
@suen usAsmaiuinwmnmnbisdwiauuuusnoeg
- UWIREN a8 Niase aoszq%am FuUREnaudnd Ry AN fuéumq WAAATIHED

3. AmANTANIIMAKA

3.1 Finish product speciﬁcationm’(z)
1. Wnmdasndngy 90.0 - 110.0 % of the L.A. of Amlodipine
' 90.0 - 110.0 % of the L.A. of Valsartan
2. Identification test m’aﬁni’mmuﬁ::q‘lu Finished product specification
3. Dissolution m’mmumuﬁﬁquu Finished product specification
4. Uniformity of dosage units ATIINU
5. Impurity / Related substance ﬂﬂﬁlmu@’mﬁ‘squu Finished product specification

3.2 Drug substance specification

3.2.1 Amlodipine Besylate”
AmANIANWIMARA USP 38 BP 2013

1. Snmalendng 97.0 - 102.0% of Amlodipine besylate 97.0 - 102.0% of Amlodipine besylate
(calculated on the anhydrous basis) (anhydrous substance)

2. Identification AT ATIREU

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

4. Related substances - Amlodipine impurity A : NMT 0.3% ~ Impurity D: NMT 0.3%
- Total other impurities : 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 - anhydrous form : NMT 0.5% NMT 0.5%
‘ - hydrated form : NMT 3.1% - 5.0%
6. Sulfated ash - NMT 0.2%
7. Residue on ignition NMT 0.2% -
8. Heavy metals NMT 0.002% -

n3TUNT
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3.22 Valsartan(s)'m

amaaiaNIInaRa

USP 38

BP 2013 -

1. dTanmdaendary

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

(anhydrous basis)

98.0 - 101.0% of the L.A. of Valsartan

(anhydrous substance)

. Enantiomeric purity

- Valsartan related compound A : NMT 1.0%

- Impurity A : NMT 1.0%

. 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%

2. Identification AU AT

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 10 ppm NMT 20 ppm

7

8

- Impurity C : NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.3%

9. Sulfated ash

NMT 0.1%

) - Y Y . a 5 el [y P an o
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1. fs‘hmewd'\ULanmsmsvls‘f%'uagrmm{umtﬂuuﬁﬁumLﬁ‘aéwmﬂuﬂszmﬁ"Lm wazdLed (declare)
LWRRINA®
1.1 luddynslunzdondiue mo.2 ne.3 no.4 URILANTER)
1.1.1 lunsdifiduenfndaludsanalng wanefe ne.2
112 ’Lunm"iﬁl,ﬂumﬂm’ﬁLﬁiammﬂomsq wNBie ne.3
1.1.3 Tunsdifiduenibighanensdsena wanuds ne.4
12 luswedunzfouen no. 1.1 vasnfiauenm wisumuazidsaadenInunug mwsaINRai T
aufidunzidon (finished product specification) LLa:ﬁTaﬁmummmwmmi’ﬂqﬁu (drug  substance
specification) nsrﬁﬁagliszwj’mmsn,ﬂﬁuuLLﬂathﬂMLﬁuLau daIuUUanFITERINMWETEMITaLA LY (1.5)
W Wiau finished product specification uaz/#3a Drug substance specification lagmaurlunawiuyszna
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2. 1aNEITTUTBINAIFIRNINAAL
21 nsdifigwanlusanalng Hudadasfiianmstusasnespumsnaamaunsninasiuaisnsfialu
MINEaE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiiasau PIC/S participating authorities
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2.2 nadfiiuensingreindrogsemne HrAadaIlilanmsSUse BN AU THARNIURANIN I ez
’Jﬁmma‘lumiwa@m GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Iﬂﬂﬁmmm
PIC/S participating authorities a1uaga ausaumsesassulasfinanisiusesfieiulszmeadssniasian
aldnnsafing Wiaaganaatn usudnydl
3. tanm‘mmmmlaamﬁtauaﬂm (Fwwrnnana)

3.1 mmsm’ammﬂ”ﬁﬂmmwmamnmm mmwmsﬂmaowwa@ (Certification of analysis of Finished product) u
msuﬂa\uﬂumama
3.2 HANTATINATE ﬂﬂmmwmn@umaommmﬁm (Certification of analysis of Drug substance) ﬁl‘ﬂu
mswaﬂmsuwml.ﬁumamammaawwammuamwammmu
3.3 Lanmsmamnimuuﬂummauwmamwgumsmamaai’cﬂqﬁmjaaﬁbmé’mﬁiy (Drug substance)
78 3.2 ﬁuiumswﬁwawﬁ@ﬁmsﬁmﬁwﬁasﬂ (Finished product) 78 3.1
3.4 lunsdidunadousnaninnnii 2 9 ssdesfidnsnnnenensnisénm Long term stability aaifidn
wandalunsdouenanuans Ltau‘lmsumsmmmmaaLanmsmnwummwmumﬂ
3.5 lunsdidunzSoueantasnd 2 I WARITHUNIWE NN IAN BN MUAITIV I NATE
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5.4 faneesdassunlinued] auﬂnammmq viadlafemadensmwaaetsnsle g newsmuelaglifidenly
6. .onasonludu 9
6.1 %ﬁnmﬁLauavl&il’limﬁuLLuu (original drugs) daslinrRauraImInagay Bioequivalence ﬁtaua
wWisuifisunusnduwuy T,@lﬂ?ﬁmsﬁnmﬁaaLﬂuvlﬂmwé'nmmsn’u,a:LLmLI.jjﬁﬁlumsﬁnm%aauyamaom
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7.3 nsmwnﬂmmﬂmmwmnwamn m‘nwmamNacﬂalls.,a*nﬁwauam’nuﬂaaﬂnwawﬂa FJYIVIMTU g1

8. Vimmwmsmam’suaﬂﬂmuwmsmwamnmmmmﬂsnmnnLszmmUﬂ'uI@Umunmuﬂmvnﬁwmi
EJ”M']?LLEI“EJ’ﬂ%i“‘U“L’JR’] 1 ﬂnamuﬂrmaﬂsmmmmmanmauna

NRIHA : 81989970

1 = General requirement YaILNFAFITUF NI Finished product JUUUL Tablets
2 = The International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;
Current step4 version, 2006.

3 = The United States Pharmacopeia 38
4 = British Pharmacopoeia 2013
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa.,ﬂua
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1auN BO6 / 2560
31801130 4 Cilostazol 50 mg tablet

muﬂs:mﬂé’mi‘ﬂquaswmﬁ

-
exb.
®
]

Cilostazol 50 mg tablet

2. amanianaly
2.1 3uuuy Wusuda s wsusudsznu
22 gwdsznay Usznaudiudann Cilostazol 50 mg 1w 1 1
2.3 MBUSUIN msa’luumaamuwﬂana %39 blister pack Jagin Ltayusﬁnm‘nﬂaonuum‘l@
2.4 287 - szu’nam FIUUTENaUAILNE IR YUAZANNLTY TUNER 'Juaumﬂ WUfNEe uaz
wansdoudisuen wasdSmafusnwien 'l,'aamwmwuumsqnmm
- LURIEN azhaﬁaw’famq%amm‘%a%amamsﬂ”': FIUUTENOUURZTUNIIAMINLTIVEILN

WRUNEEE WFuany L idaiau

3. amanianunaie

Nﬂﬂﬁ@li’;*ﬁtﬂi’]:ﬁﬂmII’IWLﬂu‘lﬂmu Finished product specification ILaz Drug substance specification
*ﬁa’wSomnmﬁ'w'iﬁ’naﬁ'mﬁmﬁu mvlmem“mmmaa'mm’mﬂm'“nssumsmmsu,mm ni'“m’mmmsmmv
muma’nmmﬂl‘ﬁmoamaati‘]uauumﬂzmmmsalvxun’nmmmuma’nmsu'l.@msmma aulsznae
nsmsaommsmml Lia\‘i ?UGHT]U'] W.¢1.2556 GO’JWY] 11 LBEU W.¢1.2556 (mﬁszmﬂ‘lm'l‘mammunmauﬂ

10 unmyu 2556) nsmvl.wmﬂumﬂmunmaUwua’uamm~nssun13ﬂ5~n’ms’1mm

3.1 Finish product specification 2

f MFNVANISINATA Japanese Pharmacopoeia 16 edition

USP 38

1. ﬂ?mmé‘hméﬂﬁ%y 95.0 - 105.0% of the L.A. of Cilostazol

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

2. ldentification AT

ATIINY

3. Uniformity of dosage units | #523H %

AT

dasusasnisazarnlidasnin
70%(Q) nelu 60 Wi

4. Dissolution

Test 1 : dovazansliasnit 80%(Q)
mslu 60 wf
Test 2 : siavazansliasnin 75%(Q)
melu 30 wif
Test 3 : dasazaelivosunit 70%(Q)
malu 60 Wil

v
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3.2 Drug substance specification **

qmamﬁn’mmﬁﬁﬁ Japanese Pharmacopeia 16 edition USP 38
1. YRanmeaenddy 98.5 - 101.5% of Cilostazol 98.0 - 102.0% of Cilostazol
(calculated on the dried basis)
2. Identification AT AN
3. Melting point 158 - 162°C -
4. Related substances AT - 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%

ad a Y Y . a P wel a & . s v e o
wNLIKE - nitimanadoudimaiy waive) maareseuiinnzinemsla Wikusasenmamsngusinsmnldiuowiadas
- Drug substance specification Ra73nnvnluiiamevivasifuiia drug substance vi3aliiiamzw drug substance w84
a o (%) [V B | a “ @ A
AnAamndudagy avivleatunis Balimaradiensiasunniatediimua

Hanladn g
1. éhmewn"\manmsmﬂﬁ%’uagrym%umtﬁwﬁ'\%‘umﬁaa’wﬁw‘[uﬂszmﬂ'tm wasfLes (declare)
UNEIHER
1.1 ’luﬁﬁﬁ'zyms‘ifuwuﬁwﬁﬁ'um (8.2 NB.3 N84 URUANTTH)
1.4.1 luns@ifidusnfindalutszmelng nanefs no.2
112 1unszﬁﬁ|,ﬂuﬂ'1ﬂ'u°fhLﬁlammﬁomﬁq nanee ne.3
1.1.3 lunsd@iiduendidronndnalssing naneis ne.4
12 luswedunaiouen ne. 1.1 vasnfiauenan WiBuTa B UAR TN TN ILANA M TWYBINA A AT
aufidunzideon (finished product specification) Ltazﬁaﬁwmqmmwmaﬁ@qau (drug substance
specification) nszﬁﬁag\jszwhmwnﬂﬁwuﬂaaun‘"l,mﬁmﬁu wdauuenasEMNaBmMsveuily (8.5)
awiaw finished product specification uaz/#3a Drug substance specification lagvaurtludausuusznie
drzmanmaidnnsaing wazlifiu 2 9 o Sudemedsmenadidnnseiing
2. LaNEIITUIDINIATFIRNIIHAAL
24 nsdifimudaluszmealng ANRadasdianansiuseanaspunNaamaamanIna a3 5nsia e
MINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiiaoau PIC/S participating authorities
wia dlanm3iusaanaspunisniameunanin ez 3N lun SN aE LI MINUABENTINANT
DIMIIUBZLT NITNTWEDITUFY oimuatulasdanuseandasussiafouiunaninmeiuas3inialy
nandas PIc/s lunaiaonfiauaane avudgaaaTaunIanaseulasinanisiusastieiudszna
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22 n3difidingingroineedszme HNAAAR Il AN TIUIBINASTIUNITHAALNTNAMANIN IS
FBmsfialunInGaen GMP wWia GMP/PICS (Pharmaceutical Inspection Co-operation Science) Tagwiiagau
PIC/S participating authorities atuage aussunisanaseulasinanssusasfistulszmalszniaman
ilinnsefind wiaayaseadw ududnsd
3. LONEIAMNINTDILTLAWD TIAN (Fuwimnang)

3.1 Namsm’Jmmﬁ”‘nﬂ mmwwaemmmma’lmﬁﬂmawwaﬂ (Certification of analysis of Finished product) 11 Tu
msuﬂauﬂumama

3.2 NamsmamLm'rvﬂﬂmn"uwmﬂﬂwaemmmﬂm (Certification of anaIySIS of Drug substance) 11
mmammsuwmtﬂumamam"uawwammuamwammwu

3.3 Lanmsma‘mangmﬂuﬂumwauwuﬁs..mwgumswammaoi’mqﬁwaae‘hma‘hﬁ'ty (Drug substance)
48 3.2 ﬁ'm'umswamaawamﬁ’m«fﬁmﬁ']ﬁaiﬂ (Finished product) 48 3.1

3.4 lunsditunaifouensnunnni 2 9 ssdasfidiwnmwengnansanm Long term stability @ l&%
Wudulunzndowenanuaas LLB~1®SUH’15&G1«L’INSUSGGLﬂﬂﬁ’lﬁ]’mwua’m’ﬁl‘ﬂa\m'ﬁﬂﬂ

3.5 lunsdidunsdousnatosndt 2 9 AT NI MWAINEHEMIAN ANV AT T
wandulunadounuuaes LLa:"LﬂsumsaammmaaLanmsmnguéqmwaau?a:m
4. M08

4.1 flisuanen dedsidangrenatnten 3 wiguTIAe f Sadudaunuusasnoszidoaldarudau
muwmvm@‘l.ummaﬂmauumm’lﬂmam
5. msﬂiznuqmmwmﬂmuau (wd@astana1INITulIEAN)

5.1 mﬁdawauﬁaaﬁma’[ﬂﬁhjﬁaundw 1 9 fuaniudeney

5.2 mwm’mnmuau wnaommtmmwmulusmawamsmqmmswmmsuﬂmuau

5.3 nimmvmmuswmsmmmumamomnmuauLwaawnmmﬂwmmmw W iIRe
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5.4 pd’mmmamJLﬂaﬂummam'lnawmmq wiadaiianmFauammndaotsznsla g dewsmualas s

Faula
6. lanansitaunlydu g |

6.1 mnmﬁmua"lﬂl’ﬁméfmmu (original drugs) f a3l ntIRALEAINITNARAY Bioequivalence ﬁtaua
wWisufisunuendwuwuy la ﬂ’iﬁmsﬁnmsTaoLﬁuvl.ﬂmwé’nmmsVTLLa:Lt.mﬂﬁu“ﬁlumsﬁnm%aawgamaom
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7. Nlﬂ%ﬂi"lﬂ’l (N‘.U"IEJ) EI%EJEINGI‘VIHﬂlﬂnﬂﬂlﬂl'\ﬂﬂ%ﬂ‘iﬂﬂ"lﬁ%ﬁ Adb
7.1 nsmwammum’amLﬂiwmmumnnimwmmﬁmmmwwU‘Vlmﬂu"lﬂmummmmaﬂ'mu@
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7.3 ﬂimWUﬂfU'W]ﬂmﬂ'l'Wﬁ]’]ﬂNﬂ@mE’LWIYIEl’]'i]ﬁﬂNR@aﬂS“ﬁﬂﬁNﬂLLa“ﬂ?']Nﬂaﬂ@nﬂ@aNﬂ’JUﬂVLG’lﬁJﬂ’l
8. wmm'mmsmam’maﬂﬁvlmuwmsmﬁNamnmmm‘nuﬂs mgmmnmuauhzjmunmuﬂmznssumi

aIsuazen luse gz 1 On amuﬂizmﬁﬂs:mmwmSLﬁnmaﬁné

RaNBIAG : 81989370
1
2

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa”mJa
msanmmﬂ?aﬂﬁwmm*mauuamaowamnmmm navymILANEN finuAtENIINNT

Japanese Pharmacopeia 16 edition

The United states Pharmacopeia 38
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1aan B06 / 2560
31890151 5 Clopidogrel bisulfate 75 mg tablet

m'lmls:n'lm'i'owi’ﬁqnai'mﬁ'lﬁ

1. Bagn Clopidogrel bisulfate 75 mg tablet

2. ansanianaly

2.1 3uuyy Wugida smsusudsenmu

2.2 dwdznay  Usznaudas@as Clopidogrel bisulfate ﬁ'augaﬁ'u Clopidogrel 75 mg T 1 1

23 maweussy  uanaluunseaiiiloanand wie blister pack Daadin

2.4 287N - s::q‘fiam fudsznaumendaALazA NN TUKE fuéumq wfinde uas
wensdoud1suen waeiFmsAusnsnen 'I:S"azmﬁ’mauuumsqﬁmeﬁ

- UULAIEN aﬂ"mﬁaﬂ@'faas:q%amﬁa%amomsﬁw FIUUITNAVLRZIUNIAAMULTIVBILN

Wwufinde 'S'uz?yumqvl'é”ﬁmau

3. AmANTRNIINARA

Nanﬁimﬂiﬁmﬁ:ﬁqmmmﬂﬂﬂmu Finished product specification waz Drug substance specification
fisrdsnundadnfuaruideany AsldvenndoudadiinuasenssuniseTmisuasen NIENTWMTIIUFY
ﬁaﬁmawmmﬂ‘l’ﬁmaawaatﬂuauumwm_lmealmmﬂm@smummmsulﬂmswm aulszna
NIENTWIIBITUFY oY) UM W..2556 89TURA 11 WsBU W.4.2556 (aoﬂsmﬂluﬁmwmmnm

"J%‘Y] 10 unmw 2556) nsmvlummJm'ﬂvs'uunmauwuwaaﬂmvnﬁumsﬂsmmﬁmm

3.1 Finish product specification “

anaulamanaia : ‘ USP 38
1. USunauaendaty 90.0 - 110.0% of the L.A. of Clopidogrel
2. |dentification ATIININ
3. Dissolution szaneldstasndn 80%(Q) of the L.A. of Clopidogrel melu
30 Wi
4. Uniformity of dosage units ATIINIU

(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)
1 NMT 2.5%

nIUNT

(W13 YarnT) @EMNTT ngyawiani)
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3.2 Drug substance specification o

amaulAnImana : T e UsP 38 : :
1. PRanmdaendny 97.0 - 101.5% of Clopidogrel bistilfate (calculated on the dried basis)
2. Identification AT
3. Loss on drying NMT 0.5% (105°C, 2 hours)
4. Residue on ignition NMT 0.1%
5. Related compounds - Clopidogrel related compound A : NMT 0.2%

- First enantiomer of Clopidogrel related compound B : NMT 0.3%
- Clopidogrel related compound C : NMT 1.0%

- Any other impurity : NMT 0.1%

- Total impurities : NMT 0.5%

ad P @ 'Y . o I3 el o o . o s a3
WN'".““Q - NTNIAVZLUBULIINTIIN (waive) NINTIIROL? Lﬂﬂ:ﬂﬂﬂﬂ’ﬁlﬂ 11;1 UullaﬂﬂLanmmaﬂ?uﬂﬂﬂa'\?ﬂiﬂfuﬂ’é&lﬂﬂ?EJ
- Drug substance specification ﬁmsm’]mn‘lﬂ’?mmzﬁ“ﬂmﬁmﬁﬂ drug substance #3alu3LATEN drug substance V89
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E{Naﬂﬂ'\mlﬁ’ﬂzﬂ QUU‘l@QUu“u\? ‘ﬁ\’&lﬂ']’@]?’l?')kﬂ"]z“ﬂ?uﬁﬂ“?ﬁaﬂﬂ"l“u@]
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Sonludu g
1. a‘i’umm‘wmULanmsmﬂé’%’uagmwi‘fumlﬁﬂuﬁﬁ‘umtﬁafﬁmmmluﬂs:mﬁ'lm LazEILAY (declare)
UASINAS
1.1 luddgymadunaboudium (N8.2 8.3 NP4 USWANTR)
1.1.1 lunsdifduenfindaludsainelng vanofs no.2
112 ‘lunsrﬁﬁuﬂumﬁuﬁwLﬂ‘ammﬂoussg wuneie ne.3
1.1.3 luns@ifidusiidhanenstssing nuneds no.4
12 ludmetunadoun vio.1/8.1 vaseniiauenan w%“aamaanﬁmﬁ”rﬁanwﬂ'suquqmwwmaowamﬁ’m‘ﬁ
auRdunzidom (finished  product ~ specification) ~uazTariMWUARMNIWIAITARAY (drug  substance
specification) nstﬁﬁa;Jis:wmﬂmﬂa‘wuﬂamm’"l,mﬁmau rdasiuLensIEIMNaIamMstauily (8.5)
UIN3BU finished product specification Waz/%38 Drug substance specification lagvautludeuiudsene
dzmaenm8idnnsading uszliiiu 2 1 w Fudszmedszmanaadnnsefing
2. 1laNFEITUTDINIATFIRNIHAAL
21 nsdfignuinuszmelneg Huiadasiiianmsiusasanaspunsniamamananinasiuas35nsiale
NINANLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laeviasau PIC/S participating authorities
w3a lanmssusasmnasgumaniamaunaninasiuasiinsfiaiunInaacuessdinnuamenssns
BIMTTUNTLT NIENTIIENTVIEY Formuadulasiinnuseandasuasviafsuiunaninasiuaz3snsiialu
mMndaen PIC/S lunaaaeifiauane atuagaawaunsaTagaulasinanisiusesfisiudsznie
Usznmenadilannsaiing

UsemunmeNIsuMS

[GEkT:) W % NITNMS
(WiiTih yasn) (WNEINET Mggawiail)

wﬁq’r‘iz/ﬁumsﬁs-zgnﬁsoslzsso



-~ .q' o ¥ ]
2.2 nsdniwesingronewseana HHRadaIdianmssuseunaI N SNERenaamATIN BT Tuaz
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181131 6 Ezetimibe 10 mg tablet

mmlszn'lﬁﬁ'awi‘ﬂqummmﬁ

1.5087  Ezetimibe 10 mg tablet

2. amasnianalyl
2.1 3duuy
2.2 mwdznay
2.3 MUY
24 a;n

Wugnde dmsusudsenu

tsznaudedan Ezetimibe 10 mg 1w 1 1fia

us'sa;'lw,l,magﬁl,ﬁwwauﬁ 38 blister pack DJagfin Yasruaady

- s:qv‘}'am FINUIENBUR IR UAZANULTS TUNR fuéumq WUTINER waz
wanzioudsue wazdsmafusnwe 'li”azm’&'mwuumsqﬁ'merf

- UWUHIEN arj'mtaw’famq%amn?a%amomﬁﬁﬂ RIUUTENOLUAZVMNANNUULTITEILN
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3. AMANTANIIMARA

3.1 Finish product specification

1. USunuaendaty

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

2. ldentification

mi’lﬁlﬁhuﬂ'mﬁi:qlu Finished product specification

3. Dissolution

maamumuﬁsquu Finished product specification

4. Uniformity of dosage units ms'si]mumuﬁsxq'lu Finished product specification

5. Water content

mwmumuﬁi:qlu Finished product specification

6. Related compounds / Impurity miaaﬁﬁumuﬁnlﬂu Finished product specification

4 4
wonludu q

° . %Y & o s 4 o . o
1. mLu’]ﬂ']Wﬂ']ULanﬁ'\?ﬂ’]i‘lﬂsua%fy"ﬂ’ﬂuﬂ:l.ﬁﬂu@niﬂU']LwaﬁlqﬁuqﬂluﬂizLﬂﬁvlﬂﬂ LRZRIULAI (declare)
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1.1.1 lunsdinduennfaludseinalng wuneds ne2

112 'Lunstﬁﬁl.ﬂummLﬁTﬁLﬁammﬂoussq AUBDY ne.3
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AanTunellan  (finished product specification) LLa:man'muﬂqmmwmmmqmu (drug substance
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3.1 NAMIATIRAATERG MWK AT U Tonduiagvasiuia (Certification of analysis of Finished product) u
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33 Lanmw?avx5n§'mﬁu€fummé’uﬁ'uﬁs:wm;'umiwEmaﬁﬂqﬁwmﬁ"amﬁ’uﬁ”ty (Drug substance)
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6. tanasidaunludu 4

6.1 winefaue lailgnduuyy (original - drugs) dasliniafausnsmInasey Biosquivalence Tigua
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3180150 7 Felodipine 5 mg sustained release tablets

muﬂsznmﬁ'cwfﬁquaﬂﬁmﬁ

1. Bagn Felodipine 5 mg sustained release tablets

2. amsantinrialy

2.1 3uuy WuendezUuuveangnbuiu (Sustained release tablets) 1% 3UTULTzML

22 dwdsznay  1sznavsindaen Felodipine 5 mg lu 1 e

2.3 MULTR ussg’tuumagﬁﬁauﬂaﬂa‘ W38 blister pack ﬁaoﬁ'umm‘ifru

2.4 287N - szu"ii‘am §IUTENa UL AR YUITAINILTY TunEn 'maumm WUTinde uaz
wanzidoudiuen uazdisnnfusnwe "I:.:amo'mmuuuussanmm

- LIWUREN amouazmawwammawamamsm FIULTENIULAZUINAA UL TIVEIEN

\ufine 'auaumq'h'mwu

3. pudaianmaiia

Namsmw"imﬁ:ﬁqmmmﬂu’lﬂmu Finished product specification wax Drug substance specification
figreBsnnindrduarudioary oldvansdoudasminmuame ENITUMITOMIIURELT NTINTWMITITATY
mumammsuwlwmaamaoLﬂuauumwﬂmmma‘lv\un"nmmmuma’ﬁmm‘l@mswm aulszne
NINTNMTITUY 309 52 UNTI87 W.A.2556 a93uTl 11 LUMIBU W.A4.2556 (aaﬂnmﬂ‘luswnammunm
$ufi 10 figun 2556) nsm'lummJmn‘lmunmaﬂwuwammynssumsﬂsvm@ﬁmm

3.1 Finish product specification™?
AmaNLANIINARa USP 38 BP 2013
1. ﬂ?mmé’améwﬂ”:y 90.0 - 110.0% of the L.A. of Felodipine 92.0 - 105.0% of the L.A. of Felodipine
2. Identification ATITEHU ATITNIN
3. Dissolution N3t 1% Apparatus 50 rpm uagl® pH 6.5 ATIVE

phosphate buffer with 1% sodium lauryl
sulfate 500 mL tilu Medium @aouaniny
AzaBaIi

- smIazanonas 2 Talus ugeInIRzae
10 - 30%

- IMIREAENAT 6 T2109 UFASNIIREME
42% - 68%

- fmMsazapnad 10 Tl ugaInIRzanY
Taistennin 75%

G 12) SO SN 2O AT <oe SO dszmuatenssums
. wdozsod Tnauamaas)
- —
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(CRE0) N S NSNS [GR3) N NS N3NNI
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3.1 Finish product specification™® (sia)

AnaNtannaia

USP 38

BP 2013

3. Dissolution (¢ig)

D)
Ny le Apparatus 100 rpm uazlar 1% (wiv)
polysorbate 80 in water 500 mL T Medium
ADIUARIMTATA A
- fnsasaevas 1 1alus usesmsazane
5-30%
- n1Iszaenss 4 $alus wseantnsans
45% - 70%
- fnIazanevas 8 Talus ugeInIsazane
liviasnin 80%

w38
nﬂﬁﬁ‘l‘ff Apparatus 50 rpm uazly pH 6.5
phosphate buffer with 1% sodium lauryl
sulfate 500 mL 15w Medium #psuansnis
srauaai
- fmIasmenad 2 $alus uaeensaane
10 - 30%
- fmsasaenas 6 Talus wanemIszane
50% - 80%
- fNTREANLTANI 10 Talus ugeINIRzANY
lai¥asnin 80%

4. Uniformity of dosage units

ATITH

AT

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™®

AMANYANIIINARA

USP 38

BP 2013

1. Pnudendny

98.0 - 101.0% of Felodipine

(Calculated on the dried basis)

99.0 - 101.0% of Felodipine

(Calculated on the dried substance)

5. Loss on drying

2. Identification ATIU ATV

3. Appearance of solution - ATIIN

4. Absorbance NMT 0.20 at 440 nm NMT 0.10 at 440 nm
NMT 0.5% NMT 0.5%

............. n3ITuNTY

wndozsad Tnuaemaas)

(W3THh  yaIna)

UsemunmenIsums

Y\‘\:
................................................ nIsunNIy
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3.2 Drug substance specification : Felodipine™® (@a)

Auaianmana USP 38 BP 2013]
6. Residue on ignition NMT 0.1% - A
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
1 NMT 0.3%
9. Sulfated ash - NMT 0.1%

] @ @ R a ) a o ' wa
WNuIng - mdiivenadeuudsnmaiu waive) msniesers nTeATemsle 'lmuu,amanmmang‘mmnm’smmua%u“ﬁéfw
- Drug substance specification ﬂmsm'mn‘lufuﬂmﬁmaoﬁjwﬁﬂ drug substance W38lU31aTe drug substance 184
W A o a e 4 4 a [ oo
HuRaenduiagy avuleadunig mﬁmmnmmsw:ﬁﬂmnnmﬁawmwuﬂ

Ponlying
1. ﬁ"n,mmwmmanmsms‘l@?%’uagm_;mi‘fumLﬁyuﬁﬁ'uU’]Lﬁiaﬁimmn'luﬁs:mﬂ'lm wazd e (declare)
UABINE®
1.1 luddynsfunaoudsnen (N8.2 18.3 8.4 USGNTH)
1.1.1 Tunsdifiduenfndaludsanelng wuBhe ne.2
1.1.2 luns:ﬁﬁl.ﬂumﬁmfnLﬁammﬁwssag wuneite ne.3
1.1.3 lunsdifdugndidranensseme Wueila ne.4
1.2 ldmetunafeun no.1/.1 PBIENTEUDTIRN wi”aamU&:LSUW“"MTamSﬂ'JuQMQmmwmaawﬁmﬁ'mm‘
aafidunzi e (finished  product  specification) Ltaz‘ﬂ'aﬁﬂ‘nuﬂqmmwm 89306y (drug  substance
specification) nsrﬁﬁas{liszmwmstﬂﬁluw,l,ﬂmLLn“lw‘v"uLasJ a:@i’aauumanmsa’%mmwmUmsmmm'”lm (8.5)
WS finished product specification waz/wia Drug substance specification lasvaurtluriauiuyszne
zmenamdiinnsafing wazliiin 2 9 o Wwlemadssmenenfidnnseiing
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21 nsdifigwdaludsznalng pj’wﬁmﬁaoﬁmnmss"usaammgmmsmﬁﬂmwwﬁnmmﬁtmfjﬁmsﬁﬁlu
"MINEaEN PIC/S (Phamaceutical Inspection Co-operation Scheme) Taewiesn PIC/S participating authorities
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MInaaeT PIC/S lununasnfiiguauny aﬂ’ua"lq@mmaumsmwaauimﬁwams%’usaoﬁﬁuﬂs:mﬂ
dezmanmadidnnsafing
22 nsdifduevingroinaronszne Hrdadasdilanmsiseanasmunsrdammumsninaeiua
Bmsfialumndan GMP w38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagniiisyu
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3. l@nEIAMA NI FLEnD I (Fuwimwang)
3.1 'Nammnﬁmﬂ:ﬁq TAMWHE AN T mém%a;ﬂmaag’wﬁm (Certification of analysis of Finished product) 1w
gniunsuduaiaing
32 Namsmaa?mﬁ:mmmwmnﬂumaommmﬂm (Certification of analysis of Drug substance) A%y
nwswawmsumuﬁumamam‘uawwaﬂmuaywwammn@u
33 Lanmsmamanmuﬂusummawwuﬁszmwsumswamaawn@umaammmﬂm (Drug substance)
%9 3.2 nusumsmamaowaﬂnmsnmmnmﬂ (Finished product) %8 3.1
3.4 lunsditun=fonenanannnin 2 9 A UNUNINAENANIFNB Long term stability el
Windslunzdouenanuang was ‘lmumsaommmaaLanmimnwummwaousw
3.5 lunsdifunsfouenantennin 2 9 wADIHUWIMNEIBNINMIANINANAITAITE IR B
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4. Aeen9eN
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5. m‘n.lsznuqmmwmnawau (wd@aslonaINIITUIEAN)
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fidawly
6. lanansounludn g
6.1 winefianalilgendunuy (original ~ drugs) da9iiniIFaUFAINIINATEL Bioequivalence T1LaUa
Winuisunusduwuy Tmmﬁmmnmmauﬁu‘lﬂmwamnmmLLaVLLm'iJgum‘lummnmmaummaa BN
MUY VBIFIUNITUAENTTNMTIWITUAZEN nsvmaammsmm( "lunsmmummuumsummmmummum
Ini (Iftewnzifouen NG) mmsnannummunLanmsmsﬁnmmaummaem
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1 = The United States Pharmacopoeia 38
2 = British Pharmacopoeia 2013

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ltawﬂua
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