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s78msfi1  Cilostazol 100 mg Tablet
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Bam Cilostazol 100 mg Tablet
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1. dusde sHafudsnu
2. 1 1 ulla Usznaudas@aen Cilostazol 100 mg
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3. ussq'luumagmuuuﬂaﬂa n38 blister pack Jaafin Yaanuuasla
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1. Y3anmuan f.l'la"lﬁ’ty 95.0% - 105.0% of the L.A. of Cilostazol | 90.0% - 110.0% of the L.A. of Cilostazol

2. |dentification By Thin-layer Chromatography : AT
ATITHIU
3. Uniformity of dosage units | A3391% ATIVHIU
(Content uniformity) |
4. Dissolution dasusnansazane bivasnin Test 1 : livaenin 80%(Q) melw 60 wfi
75%(Q) molu 45 wafi Test 2 : hivtoenin 75%(Q) melw 30 wift

Test 3 : Bivtanin 70%(Q) meilu 60 wvi
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1.1 'luﬁ'\ﬁ'rymw‘:unuﬁuw‘iﬁ'um (8.2 n8.3 N4 LRIl
1.1.1 unsdifdueindalulszinalng munedls nw.2)
11.2 lunstﬁﬁnﬂummLiﬂtﬁan'nua.iwﬁag (Baufis ne.3)
1.1.3 Tunsdifidugidrandradsane (manodls no.4)

1.2 lwéedunzifoue no. 1 vasefiawanam wiaunuazdganatamImuugmnINYas
naanmsiaAdunsdowly finished product specification) nsﬁs’?{asais:vrmmﬂﬂﬁuuuﬂmuﬁ‘lmﬁmﬁu
rdpunuianmImIaduwmwanenisvaun luanwiau finished product specification
2. unsdifgmaalusamalng grRadasdduwinmdwniifafuseanaspumniasaamaninoet

S‘ﬁ'msfie‘ﬂumwﬁwmmmns:mwmmsm&g’u (GMP) lunaaamnfilanay
Tunsdifduweningrondrsana Audadssdduunmiiemisiaiusannasgumniamau
mi'nmmcvﬁ't‘msﬁéﬂumwﬁﬂmmamszmﬂg{wﬁm %30 Certificate of pharmaceutical products
3. mﬁtauaﬁaotﬂumﬁu‘iﬁ’mﬂug{namﬁa:‘{Lmuﬁ'm»hu ( WEAILDNANTIUTDY)
4. ﬁmmmwmmanmsqmﬁ'numwaumﬁ‘muaﬂm
4.1 mamIaTdaTRg N RS anisiuasfnda (Certification of analysis) lumjuﬁﬁotﬂmhmho
4.2 HaNIATIRNATEAAUMWIAGAY (Raw material) vasmndngAlilunsiagn ngwaovj'uﬁm
e ua:@mﬁmi’mqﬁnﬁtﬂuﬁmﬁmﬁ’u ua:nﬂw;’mﬁmﬁ'umd’qamoﬁde (LWEAILBNENTILTEY) ABILAAINITATID

il
: pan rmacopela 15 edition
1. ﬂ?mmﬁ’amﬁﬁﬁ'mu 98.5 - 101.5% of Cilostazol 98.0 - 102.0% of Cilostazol (calculated
on the dried basis)
2. ldentification AT ATITU
3. Melting point 158-162°C ‘ -
4. Related substances AU - Cilostazol related compound A,B,C
:NMT 0.1%
- Any other individual impurity
:NMT 0.1%
5. Loss on drying NMT 0.1% NMT 0.3%
6. Residue on ignition NMT 0.1% NMT 0.1%
7. Heavy metals NMT 10 ppm NMT 0.001%

HaEIne  NMT = Not more than
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‘A’ -l g o/ o Q A
7.1 lunsdliunzidousnunannnii 2 9 szdasfidiumnnmwdnananisfine Long term stability anufi
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WAEINE : 81989910
1 = Japanese Pharmacopeia 15 edition
2 = The United states Pharmacopeia 35
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:gl:ﬁ (]
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37187713N 2 Citicoline 100 mg/mL Solution, 30 mL

muﬂszmﬁﬁ’mi’mquaﬂﬁmﬁ

Ban Citicoline 100 mg/mL Solution, 30 mL

amaaianaly
1. ueni slesudsmu
2.1 1 mL Usznaudas@2en Citicoline 100 mg
3. usnalumaruzusny Jeadin
4. 98Ny - Fagn MINUTENAL@INEAYUATANALTY SUndn i’uﬁvumq \finde uezsunzdou
dsuen Hadstanuuunussaioeg
- LUMTWUTREN aEaiaud amg%‘am FUUTNaUMINEINTY AW ’Tu%‘;umq URRUTRER

D@ (i official lwindwdsL USP 35 , BP 2010 , JP 15" edition ua Ph.Eur. 5" edition
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AMANIAMIINAKA

1. USnmaasndngy , 90.0 - 110.0% L.A of Citicoline

2. |dentification ﬂiﬂ%ﬁﬁ%ﬂﬁﬂ#ﬁ:q‘lu Finished product specification

3.pH 59-6.1%

4. Deliverable volume mwﬁ’mm’mﬁimﬂu Finished product specification

5. Microbial limit test m’m&immuﬁszq‘lu Finished product specification
Gonludw q

1.zhmwmwdwmnmsnw‘lﬁi’uay.ty’mmfun:tﬂuuohfumtw“aﬁmﬂw’luﬂszmﬂ'lnﬂ uasdua9 (declare)
UASINRA
1.1 luddgmstunafioudiue mo.2 ne.3 ne.4 ududnsd)
1.1.1 lunsdfidunfidaluszneglng maneds ne.2)
112 'lunsrﬁ'?ilﬂumﬁ’lw’*n.ﬁ'amnu.iamsq (anefia nw.3)
1.1.3 Wnsdfidusiidraneedsaneg muneds ned)
1.2 ludvatunzifione ne. 1 vassfiauasan wigunuaduanatan1InIugug N TWYeY
wAnR e Nz iowly (finished product specification) nsrﬁ'ﬁag;s:whan’ustﬂ‘ﬂiuuuﬂaoutﬂmﬁmﬁu
dpauuuBnMMIad N densvaui lunwsou finished product specification
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2. Tunsitiisnaaluyszanalng fuiadesilinnmwienifaiusesmnasmunisnaameaamsninmst
ﬁﬁmsﬁéﬂumswﬁmuwaans:mwmmsmqm (GMP) lunanaenfilauaie
Tunsdimiuweniugronaszna dradasldummudnemibifeiusenanasgumIniaganu
vm”nmmfrﬁﬁmsﬁmumsnﬁmmmmﬂszmwg’nﬁm %38 Certificate of pharmaceutical products

3. mﬁ‘tauam’aaLﬂum'ﬁu?ﬁ‘mﬂmjwamn?a;d’u.ﬂuéwthy ( LEAILBNFITILTDY)
4, ﬁ'nmmwn"lm.anmsqmﬁ'nmuz'ummﬁ'tauaﬁm

4.1 Nammﬂﬁmﬂzﬁqmmwwﬁm"mwfmaavj"nam (Certification of analysis) 'lum;'uﬁa’mﬂw?’aazm

4.2 HAMIANVAATRARUNMWIAYAL (Raw material) 289672 saegilsluntsnien vfwm;jm‘im
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6.1 mqmaom'?;a'ouami’m‘hjﬁ’aan'i'l 12 1faw WLUINIUFINDY

6.2 mnmmﬁa’wau a:ei’aea'qﬁ'ummwn"lu’lu%'maoNammﬁa?mﬂ:ﬁmiuﬁdmawaacj’wﬁw

6.3 'lunsrﬁﬁnﬁ’:uswmsﬁwmsq‘um"aazhomﬁa‘mamﬁaa‘omﬂﬁmﬂ:ﬁqmmw gz
ﬂﬁoﬁaé'awaé’aaai’ma’ﬂﬂﬂ@l’mm:m” aoa’omw‘éuSnmm‘nmuﬁnﬁaUﬂ’ﬁmszhmﬂﬁmﬂ:ﬁua:tﬂmﬁuﬂmau
Alfielunansiiemigunm luﬁsrﬁn“wuiwm‘hiLﬂu‘lﬂmuqmé'nmwmm: MhuTrMIIENazdanh
enjuiindalnifigunasyudwantilsmmn  Taolifamlsinslag melu 30 Fwiuaniuilésuussnn
Tsswennauas 2aseanind lisuResonmaanaa md’ona’wwaasqi’muua:m?atgwﬁm'luﬂ%da'lﬂ

6.4 g{mua:ﬁaﬁmﬂé"uumtﬁam'lna”mﬂmq vﬁmﬁaLﬁﬂn’n‘t%‘auan’twﬁwﬂszm{lﬂ‘] fiow fImua
7. laNETIu g

7.1 lunsdidunzidouenanannnii 2 3 sxdasdidaimnmeinonanisiinmn Long term stability aafidu
Waudulunadowenunuaas ua:‘lﬂ”i’un'ﬁmmu%’usamnmimng{ﬁﬁﬁmwaau‘iﬁ'ﬂ

7.2 Wunsdidunafioueaniosnd 2 0 sxdasfdnunmwanananmsansnaundavasmuiau
dwadulunzaidoueunuaes ua:‘l@"%’nn'ﬁmmu%'mauanmsmn;j,'ﬁé'mwmu‘%ﬁn

NABINAG : 62989970
1 = General requirement U8ILNFTA1TUEINTL Finished product 31JLLUU Oral solution
2 = Finished product specification U838M@HULL
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978NN 3 Donepezil HCI 10 mg oral dispersible Tablet

alsEmAdIniInguaTsih

M Donepezil HCI 10 mg Oral dispersible Tablet

anasiana
1. \lusuaguuuy Oral dispersible tablet (ODT) wiiasutlsznn
2. 1u 1 1@ Usznaudiuéen Donepezil HCI ﬁaugaﬁ'u Donepezil 10 mg
3. urnluunsagdfiiioanass wSe blister pack Yasruanudule
4. 98Ny - Bagn FIKUTENOLRINERYUAZAAILTI TURER i’uﬁvumq Wfinee uazmanzdon
@it Tathadanuunursasiont
- URUAIEN azhaﬁ'ami’aos:q’ﬁlam FULTNaUAILENTY ATNLT fu‘§umq wasiavfinga

amauiamanana’  (li official lwnawednsu USP 35 , BP 2010 , JP 15" edition sz Ph.Eur. 5™ edition

A LA ¥ - ar a
PIAUSATIUNITY l’mﬂmanmsma aolumﬂﬂﬁﬂqmanwwmmzm 2381)

1. PSanudedngy 90.0 - 110.0% of the L.A. of Donepezil HCI

2. Identification 379 &i'mmuﬁii:l‘ﬂu Finished product specification

3. Dissolution A779 mumuﬁ‘i:l‘ﬂu Finished product specification

4. Uniformity of dosage unit w3 A3 vhumuﬁ‘s:q'lu Finished product specification
Weight variation
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ué’nmmtvf‘ii‘smsﬁﬁ'lummﬁmmmmﬂs:mmj&:ﬁm 738 Certificate of pharmaceutical products

3. mﬁtauam"aaLﬂumﬁu‘%ﬁmﬂmjnﬁmﬁaejunuémm:J ( WRAAILANFITILTON)

4, a”ummwrhuLanmsqmé'numwaamﬁ‘muaﬂm

4.1 nanIanvieinmnIWHRAAuTTva AR (Certification of analysis) 'lmrrgfuﬁa’mﬂud’aazho
4.2 uamsanRAeTAgUNTagiy (Raw material) vasdatndnniilFlunindam ﬂ%mmtgnﬁm
N ua:;gwﬁmfmqﬁuﬁtﬂmjmﬁmﬁ'u ua:tﬂu;'utﬁmﬁ'uzrw'f'zazi'nﬁdo (UEAIDNIITLITEY)
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6.4 g{mna:ﬁaﬁmﬂ%umLﬁam'lna"ummq wiadlaiianadananmdandsznisla g newdmua
7. \anETaUY
7.1 lunsdidunzfongnanannn 2 9 azdasddumnnmdnonamsfinmn Long term stability aafitu
waudulunadoueuuaas ua:‘lﬁs”umsmmui'usaomnmsmmjﬁd’\mwaau?ﬁ'n
7.2 lunsddunadouantanni 2 9 ssdasfdumnwnenamsdnmauasavessaudidu
Wadalunzaifouenanuaas ua:'loﬁ'um‘smmm“usmLanmsmncgﬁﬁﬁmwam%ﬁn
7.3 nadinlilguduuuudasinangpumeirnsiidafialdusasnantsinunis Bioequivalence
study luunwdiSouisuiumduuuy %mﬂu‘lﬂmwé’nmm‘vfmsﬁnm-"maugammnaamuqum N3N
mmIgy”

nanung : 819830
1 = General requirement ¥a3Ln& 1@ 3 N3 Finished product JuuL Tablets,Capsules
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:gjﬁamsﬁnm%ms:awi
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7’1£|m‘57; 4 Entacapone 200 mg Tablet
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Entacapone 200 mg tablet

amaNLana 1y
1. dusudie shasulsenmu
2. 1u 1 e Usznaua2u@281 Entacapone 200 mg
- v [ X o
3. usnylumapuzdaafin Uasiuanuiml
A . s o Qs as a o & i a
4. annazy - Farn dmdsznaudatndAuazanauss unia Tuiuay waninda wazisnzdow
dfuen Madndanuunussgniae
] L A 1 v o Qs Qs : A -~
- uuwnen athakasdassyfam dmtsnaudamdfy ANULS JUTUEE UstauNNGY

amsaniamamaina” (L Official luundwensu USP 35, BP 2010, JP 15™ edition usz Ph.Eur. 5" edition

7 a “ o a
PIATUSNITUNTTY lf'tﬂul.anm‘sé”ma\ﬂumswmqmanmu: LWL IEN)

1. Panmearendagy 90.0-110 % L.A. of Entacapone

2. Identification test @ﬁ'zﬂmummﬁszq'lu Finished product specification

3. Uniformity of dosage unit %30 m’a’«ni‘mmuﬁs:q‘lu Finished product specification

weight variation

4. Dissolution m’l’slci’lumuﬁi:q'lu Finished product specification
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1.2 lwéwadunsaiouen ny. 1 vasenfilauanen wiaunuandsaatanInuug NN as
nann T AT Uz dowly (finished product specification) nstﬁ'ﬁ'agszm'wmnﬂé‘uuuﬂmurﬂmﬁ'u@u
AaIunLENAIIMIaFLUIMWENENTYaLA lunTwSaa finished product specification
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mi’nLnmﬁ%ﬁnﬁsﬁeﬂumwﬁmﬂwaoﬂs:mm‘{wﬁm %32 Certificate of pharmaceutical products

3. mﬁtauaoi’aoLﬂumﬁﬁﬁmﬂuﬁuﬁmﬁaQ’uﬂuiimmu ( WEMILONATTIUTDY)

4. ii'ummwn"lmanmsqmé’num:maam*?'imuaﬂm

4.1 wamIaTdlaTigunHianTTYa AR (Certification of analysis) luUﬁiuﬁa'atﬁuﬁ'qaziﬁo
4.2 NANMIATIIATIAUNNIAYAY (Raw material) maw'hmﬁwﬁ'zyﬂﬂummﬁmm ngwaog"’wﬁm
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