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o

At NESIRNISYDIYN

Alogliptin 25 mg and Pioglitazone 30 mg Tablet

Foen Alogliptin 25 mg and Pioglitazone 30 mg Tablet

AuENUANI
1. Wuediawmasuiley (Film-coated tablet) dmiusuussniu

2. Usznaudeen Alogliptin 25 mg uag Pioglitazone 30 mg Tu 1 ila

S

vssaluursUnain Jostunaazarmiy

[

s & vV 14 1 s o e L2 a Qv dl =
amnuuuwﬁgnmmmaﬁxq P71 @1UUsENaUFAIYEIATY WAEAIIUII TUNER FUAUDNY LAUNHER UAY

=

unsfeusunnliognadalouas amnuuniturussegniosfissayylios daulsznauin

(9

ity aauss Tudueny wasiauindn

AuauTANMALA

1. Identification msmchumuﬁszqiu Finished product specification

2. UsuausngndAey . 93.0 - 105.0% of the labeled amount of Alogliptin
95.0 - 105.0% of the labeled amount of Pioglitazone

3. Uniformity of dosage units m’nwi’lumuﬁiaﬁﬁlu Finished product specification

4. Dissolution

- Alogliptin Not less than 80.0%(Q) in 15 minutes

- Pioglitazone Not less than 80.0%(Q) in 30 minutes
5. Related substances

- Other related substances Not more than 0.5% of Alogliptin

- Total related substances Not more than 3% of Alogliptin
oulvduq

1 enasmslasvoygstunsdouihiveiesmielulsemelnouazdiuns (declare) UVAIHER
1.1 Tuddymstunzdoumiueldun ne.2 ne.3 vie.d ¥io 0.2 WANENT ol
12 Tudwetumsilousisue ne.1 vie o.1 wionneasBemhdensmumuaummedntaios
anuiitumeou (finished product specification) wazdefmunnnnNasIngAv (drug substance
specification) niﬁﬁﬁagﬁwdwmiLﬂ?iauuﬂamﬁ'lmﬁmﬁu JeFDILUULBNA1SN1TVBALY (8.5) 1

W58 finished product specification wag/v3e drug substance specification

2. 19N87 ..

e



2. 1ONAN33UTBWINTFIUNNTHENEN
Y a v = -|II = s o = E‘ (=3
B‘JlNammamLaﬂa'mmmmmg’\umswammmwaﬂmmmam%mwﬁlnm‘mamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tnaviaeanu PIC/S participating authorities

AUUAIEANLTBUNITATIVEBY Tneinanssusasiaiuusemelssnmanadianyseting (e-bidding)

3, lonaspudNYL I Tidue AN

3.1 wamsasdnsgiRanweaniurisrduiagUuesnia (Certificate of analysis of finished
product) Tugnfuitdausegns

3.2 wansnTIvieswiaumMwingiuresineddy (Certificate of analysis of drug substance)
fdlunsndnenuiidadusedng yiswas §udnen uas duaningiu

33 lenansvisenanguiudunnuduiussewinegunisndn vesingiuvesiaedigy (drug substance)
%o 3.2 ffujunsnanvesndnsiusiondiagy (finished product) ¥e 3.1

3.4 wansAnel long term stability Glﬁﬁ]ﬂ‘(j’)s‘iiﬂEyumF_lWﬁﬁungﬁﬂuwﬁUﬁ’lﬁﬂé'MFlmsﬂi'iﬂJﬂ'l‘iEJ']‘WIi

WaZEINTENIITAIGIEUEY

4. fIaL1eYN
Y [y | s ' ' v ' o et ar Y 2 0
Q“U’lsmaﬁa&mamamamauaﬂ 2 ﬂu’mmiqnmsﬂmﬁlum LW]ULLﬁﬂ%iWﬂﬁxiaUﬂlﬂﬂ‘iUﬂ?u AIUNNTINUR

Tuideanauiimludeiusasiijumandangiuivlude 3.1

5. msUseiuamnweniidaeu

5.1 Yuduewueseniidaeudeniohitesndt 12 Weuluaniuduey

5.2 sWnIRTidey adpsdsdnnaielususemansnTsiinsieiuitdweueian

513 ﬂiiﬁﬁﬂﬂ’lﬂi’]‘ijmiﬁﬂm‘i?juﬁ’]EJEJ"NEJ’IﬁﬁI\mE]‘ULﬁiaE‘NM’JﬁLﬂﬁwﬁﬂmﬂ’lW wmiheswnsegivilsde
Feavainet e ImﬂQ’mﬂ%ﬁma'qmLﬁ:u?)nmmi’ﬂmuﬁwﬂfmwnﬁdqm’m‘imiwﬁ
wazugSuiinveudlddislumannaiisivinunm nsdinunenlidulumuguanvuzieny
wihosensveanuavslifuinnsannsiauesmenfiainanvesuig war/viofnanluniuioly

5.4 Q"ma%ﬁmLLammnmimi%’ULU?iEJumLﬁaﬂﬂné’wummq valoinnadesanmieysznislag
rourmualaglifitouly

AT ...
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AMANUUTIANIZYDIEN

Alteplase 50 mg Powder for Injection
Foun Alteplase 50 mg Powder for Injection

AnauTANLY

1, e lyophilized dumdsdiansau Usennide dmsuiadmasaidond

2. Usznouseen Alteplase 50 mg Tu 1 van wiauiviazate 50 ml

3. UsTLUAYUEEMIVUTIREIAN Usnrnidie uazussginiitaeeiuuag

6. aannuuusTatiFesEyen daszneudenddy wavauwss Turde Fudueny taviinanuay
s dueliosnedaeuay aanuunmuzusTgEagialieseisiytern danseneudien

o s

Aty ML Tudueny uaziauiings

AauautAnIuwAila
1. Identification : m‘sﬁﬂﬂi'mmuﬁizﬂu Finished product specification
2. Usinusnendifty 95.0 — 105.0% of the labeled amount of Alteplase
3. Potency

- Clot lysis 0.90 - 1.20 U/mg

45.0 - 60.0 U/vial
26.1x10° - 34.8x10° IU/vial

4. Uniformity of dosage units mi'ami'lumuﬁ‘ixu‘lu Finished product specification
5. Water content Not more than 5%
6. pH 6.8-7.8
7. Osmolality 170 - 230 mOsmol/kg
8. Sterility mi’mmum’mﬁixﬂu Finished product specification
9. Bacterial endotoxins Not more than 1 EU/ml
10. Particulate matter M‘S’Jﬁlﬁi’mmuﬁixﬂu Finished product specification
11. Monomer content Not less than 95%
12. Single-chain content 60 - 100%
13. Type I/Il determination

Type | 45 - 65%

Type Il 35 - 55%
14. Sialic acids 80 — 120% of reference material
15. Reconstitution time Dissolves within 2 min

16.148N1TAFI9 ...

e



=)

=) ¢ as o 1 d‘ RO o .
16. HANTATIVIATIENAINIRERY mmmumuqu‘tu Finished product specification

doulvdug
1. lenensmsldfuengndunsidoudiusnitesmielulssmdlneuazdung (declare) WWASHER
1.1 Tuddgmstungidowiivenlann ve.2 ve.3 e.d wie 8.2 wdausinsel
1.2 lugwetunsdoumiue ne.l wie 8.1 wiousiwandeaiadenisaunuamnmysssingas
snaiitunzifou (finished product specification) wazdarvunrunWYasingau (drug
substance specification) nsa‘lﬁas_jssvn"mmsmﬁauuﬂamﬂmﬁmﬁu FLABIRUULBNGANINITVD

wilw (81.5) 15 finished product specification waL/u3e drug substance specification

2. 19NATTUTOINNTFIUNTHENE
¥ a ¥ = [ a o (3 = o a
fndndasdiionansiusounnasgunsudnemuvdninasiuazasnsiiilunandne PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Taewue9u PIC/S participating authorities

@t ' = as = o a & =Y < i ry
AUUAEANNTOUNITATIVERY Taeilnani1sSuseaisiulszniaUsennsiadiannsaiing (e-bidding)

3, LONANIAMUAN YT VDI NAUDTIAN
3.1 wamMInsIiaTiRuMwRaasusieduszUvesnan (Certificate of analysis of finished

]
=

product) Tuensuiidadusegng

'3 s

3.2 wanIesvlesziannwingauvesinendfg (Certificate of analysis of drug substance)
dlunsuanenuidadusetn yiea {udnen uay Guaniagiu

33 onansvisondnguiudumudiussyndnegunianin vasingiuuesfaendify (drug substance)
4o 3.2 fugumsnanvesdndnusiendniagy (finished product) 9o 3.1

8
= =

3.4 wansAnw long term stability naeatasenguasenTunzdoulifudninnuansnisnisemis

WRZEINIENIIIAITIIUEAY

4, 7981980

I

% Y | o | 1 o | ) = ) & v Y 4 o
H?JTEJ@]'EN&Q@]']E]EJ’NEJ'\@EJ'NU@H 2 ‘WU'JEJ‘UTﬁﬂ‘ﬂm“ﬁsﬁ\‘iLUuﬁnLW'luLLﬁﬂQ'ﬁ’]ﬂa%LﬂUﬂlﬂﬂiUﬂ?u ATUNNTINEUR

Tuhdenmaninludefuuasiisunismanssiuiulude 3.1

5. MaUsiuamuneidsey
5.1 YuAuegvesidaausvandelitiosnit 12 wieuduaniudiey

5.2 gmnnaidaeu szdesdidiunnmdneluiusesranisnsaiinienjuiidaiouresian

5.3 NS0 ...
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5.3 mfﬁﬁ‘mmﬂswmiﬁwmiejuﬁmﬂwmﬁéwamﬁa?iamm%miwﬁﬂmmw whysunszvimiide
S09v0MIDENEN T%ﬁmaavﬁaaﬁw%ﬁuﬁﬂmuﬁ’nmuﬁwmmwm'seimsaﬁl,ﬂ‘mﬁ wavitu
wiummfuaUﬂ"fhmsﬂumsm‘i’mmmmﬂmmw nsdiinuenlidulununadneuziane
M5 UNs oA UANE ISR AN LA TIANERINA1 T8I LLav/mamwam'Luﬂswa‘lﬂ

5.4 vfjma%ﬁaaLLamLaﬂa'ﬁmﬁUL‘LJaUummam'lnawmmq wiadloRamsidevan miedsznslag

i ° Tt A
feurvuslaslifideouly
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ANANYUZIANIZUDIE

Apixaban 5 mg Tablet

e Apixaban 5 mg Tablet

AmuauUANIlY

1. Wusndinadeuildu (Film-coated tablet) dmiusuuszniu

2. Usenausiedaen Apixaban 5 mg Tu 1 iia

3, UssqLluuRaaiin Hoafunruiiu

4, RAINUUUTIYUeINeTEY Foun drulsznaufmendfty WazA UL TUKER 'mﬂumEJ \vfinanuay
wangibeuisuenlisgnainlaunay aa”lnuumﬂjuzuﬁ‘iqﬂ'\am\mﬂamaaixq%m dausznaumen
dnffty s Tudueny wazAUTNAN

Anandiniamaiin

1. Identification mi’sﬁ)c\humuﬁiquu Finished product specification

2. USinwsaendnAsy 95.0 - 105.0% of the labeled amount of Apixaban

3. Uniformity of dosage units mwmumuﬁiwlu Finished product specification

4. Disintegration Not more than 10 minutes

5. Dissolution Not less than 85%(Q) in 30 minutes

6. Impurities/ Degradants mi?ﬂ&humuﬁwﬂu Finished product specification

Roulvdug

vas ; = o ar = o 1 L3 ' =2
1. Lﬂnmim'ﬂmwaum’mwwvLUﬂumwmLwamwmsJ‘LuiJ'izmﬂ“Lmnmaa'mm (declare) WRINAN

11 Tuddgmstumzdewihiuenldun ve.2 ne.3 e.d vie 8.2 uddusinadl

1.2 Tufeetunsdoughive ne.1 vie 8.1 wsamﬂﬂavLaﬂﬂmmamsm’ummt:umwuaawammsnmw
Funzideu (finished product specification) LLawamwmmmwmmamqﬂu (drug substance
specification) nagifiegsesrinamsiudsuuvasifley Wiy YediBauuuenansnIsvelnly (8.5) i

w5y finished product specification war/vse drug substance specification

2. LONASTUTDIINTTIUNTHANY

v

frAndesiianansiusawnasgIUMsHARmIMANINATLAEIENTARIUNSHERET PIC/S

e

(Pharmaceutical Inspection Co-operation Scheme) Tnesuae91u PIC/S participating authorities

atuA1gAnNTaUNNIATIVEBY Tnefinanssusesdeiuuseniausznmnsimdidnnseting (e-bidding)

3. 1BNENT ...

™



ar A
3. LBNANSAMANYOIEVBIL AU TIAN
3.1 HansITITIATiRMN RN uTiend1EegUvesENan (Certificate of analysis of finished product)
Tupguiidatumetng

s

3.2 wansATIvIATEiRNNwIRgAvvesiiedfty (Certificate of analysis of drug substance)
Hdlunswanequitdaiugegn iaves fudnen uay guaningiu

33 onanvisondngubudumuduiudseniheiuntandn vesinghuvesiend iy (drug substance)
fio 3.2 AugunisrdnvewaniusiondSagu (finished product) 4o 3.1

3.4 Han13Anw long term stability maammmqmmmﬁﬁuwxn‘]aul‘?ﬁ’uﬁ'lﬁnmuﬂmsn‘iiun'ﬁmvr'rs

WaEHINIEN TG I

PR TR
dvesiosdsiedaeedaion 2 mheussyiuridaiuiumuanseasdenldnsudin mufidmuatu

vihdeuauTRvhludunasiijunssdaseiuiulude 3.1

5. MavsefugmnIne Wdeu

5.1 fuAuorgueseidaeudeanielifosnit 12 Weuliuaniuduey

5.2 smnnIafidaey avdosdsdnnmanelususemanisnsiinsevieniuiideaoureduan

53 nsdlitmhensnsiimsduiegueiidmeuiiiedmsaviianziganw wiheswnszimilide
F03v0I0E981 T,ﬁUﬁma%sﬁaqa’iwnﬁuﬁﬂmmi’wu'auﬁwﬁaﬂwuﬂﬁdamsaaﬁmswﬁ wazitu
5uRnveurlddrelumnsiaiiessiguain nsdiinuieliifulununusnuazians
whosrnsreanuanshisuinnsamsiaue AR Yo U Ltaz/ﬁaﬁwﬁm’luﬂixwialﬂ

5.4 Q’mawﬁmuﬁmLanmims%um?s'ﬁmwfiaaﬂné’wma’nq vaailaiamaidenanmieyszmslan

Aournunlagliiteuly
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o
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AMANYYLANIZVDIEN

Atorvastatin 20 mg Tablet

Foen  Atorvastatin 20 mg Tablet

AnanTATialY .

1. \ugudaedoudiau (Film-coated tablet) dmiusuussmu

2. Usenaumemien Atorvastatin calcium ﬁ'amgaﬁ’u Atorvastatin 20 meg Tu 1 in

3. ussgluunaUnaiin Toafuuauazariy

4, amnvﬁm'ﬁqﬁ’m%é]’aww%am drudsenouied 1Aty wazAINALTY TUNER Fudueny inviinanuay
wunzidousinsuenliegadaounay amﬂuunwuaﬁ‘ussﬁ;mas;iwﬁaaﬁaﬁzq%am dhusznaue

v 1
o o v a =

A1AEY AU IUEUBTY WaZLATNNER

AuENUANIUNALA

1. Identification mﬁ%ﬁi’mm’mﬁi‘iw‘lu Finished product specification

2. YuaudaandAey 90.0 - 110.0% of the labeled amount of Atorvastatin
3. Uniformity of dosage units m’mﬂi’mmuﬁixﬂu Finished product specification

4, Dissolution mfaﬁlﬁhumuﬁwﬂu Finished product specification

5. Related substances m'i'aﬂri"lummﬁiwlu Finished product specification
deuluduq

1, wnansmslésueygntunsdoudiveniedmielulssmalneuazduns (declare) I GNAGH
11 luddgmstungidousduenliun ne.2 ne.3 e.a 3o v.2 uiusinsl
1.2 lusaetunsifousiue ne.1 wie 0.1 wieuswasideaiadenisniunuamnivuendnsiusia

neidou (finished product specification) waztamruaARMNIMYBIINGA (drug substance

| v

=

Y

U

: _ P> | o i v i %
specification) nsfifiegszainamstuasuuUasAloiaiy AufpaLLULONANT NS TBUALY (8.5) 13D

finished product specification wag/v3e drug substance specification

2. 1BNANTFUITBIINTFIUNTHENY)

2

fnAndaiiionansduseanmasgumsHangInamannueiLayIsn1sinlunInanen PIC/S

(-2

(Pharmaceutical Inspection Co-operation Scheme) Iagnieeu PIC/S participating authorities

aﬁ’udwqﬂmmaun'ﬁm'maaU‘Eﬁﬂﬁwamii’mmﬁai’uﬂssmﬂﬂssmﬂﬁm&ﬁﬂmaﬁﬂﬁ (e-bidding)

3. 19N819 ...



3. LonansAMANYIEYRIETIlLETA
3.1 NamimaﬁLﬂ'ﬁwﬁﬂmmwwﬁmﬁmfﬁmﬁwL‘%ﬂgﬂmaaﬁwﬁm (Certificate of analysis of finished product)
Tugnjuitdadusiodis
3.2 wan1InvieIeinumwingiuesioenddy (Certificate of analysis of drug substance)
ﬁl%'lumimﬁmEJwéuﬁddLﬁuﬁaaﬂﬁqﬂxﬁmaaﬁmammLLazﬁwame’mqﬁ
3.3 LaﬂaW'iﬂ%awé’ng"nuﬁué’uﬂTmé’uﬁuéix‘m'ﬂa'éum'iNﬁmaa'ﬁ'mqﬁwmﬁ’amﬁﬁzg(drug substance)
¥ 3.2 fujumananvendnsnsiendiagu (finished product) 9 3.1
3.4 Wan15@ne long term stability rﬂaamifmmqmmmﬁ%uwxLﬁau“l:‘iﬁ’uﬁﬂﬁnmuﬂmsnisumimmi
WALEINTENTIIAIGITEY AN ASEAN Stability Study Guideline Tudannas ASEAN
Harmonization Product on Pharmaceutical Registration Suit 26 $uanan W.A.2551 lag
yhnsnwAnuAEnweigamgll 3042 °C ATWHUAS 755 %RH
35 nsillafldendunuudeaeanimanisinwiiausa (Bioequivalence) WisuiwisufvsAILUUA
waninasuaznUURlunsinydiauyavesanlyreEd inUANENIIUNITOMIUATYN
NIENTNEAIBITUFY
4. feEg19e
“

Huedesdeinersenedieen 2 mheussgfusiaduiumnuansisandonldasudou auiidmun

Tuhdeauautamludhefuuasiiumsndadeiuiulude 3.1

5. M3UseiuauAEdWBY

5.1 Suduoigueseniidweudeavielitosndt 12 Weuiuaniudwey

5.2 gmnaIaTidey adpsdsdnunnmanglususemanisnsniinsipienjuideoute e

53 nadiimbeswnsinsduitegeiidaeuiiodssivilensiguam wihwswmsevimilide

$oavaratnee Imw}j’maﬂxﬁaadqmLﬁuﬁﬂmuﬁ’nmuﬁwﬂwﬁﬂmﬁdamiqﬁmswﬁuamﬂu
iuiimveuildinelunsnniiessinunm nsdifnuebidulununudnsusions
wiheswnsveanuavshifuinnsanmsiauesimendinanve vy waz/msednanlundesiely

5.4 cfg’ma%ﬁamamaﬂmimﬁ%’uLﬂﬁﬁlumuﬂaaﬂﬂﬁwmmq wiedlainmadenanmdeysznslag

L] o 1= d]
neunmualaglifiteuly

A% ...
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AUANYZANIZVDIYT
Atorvastatin 40 mg Tablet

Foen  Atorvastatin 40 mg Tablet

AaNUAT I

1 Wuedimadouiidy (Film-coated tablet) dw3uiuussniu

v : : d v .
2. Usgnaumnignlen Atorvastatin calcium wamgan*u Atorvastatin 40 mg Tu 1 e

3. ‘U‘ﬁ’*ﬂ‘u wHaUnadin Usanunaanazm ']lI‘U‘L!

4. Qﬁ']ﬂUUU‘i'iﬁ]ﬂﬂd‘Vlﬁ\ﬂ\‘li”U‘UE]ﬂ’] ﬁ’JuU‘i”ﬂE]‘UWlEﬂﬁ'lﬂfU WRZAIULLIN JUNER 'J‘L!ﬁu'ﬂ'lﬁl Lﬁ‘U‘VINﬂM 15HA

Lﬁ‘U‘WEL‘Uﬁlu{mTLJFJ'ﬂ’JE]‘EJ’N‘UﬂLﬂULLﬁS ﬂﬁ"lﬂ‘U‘HﬂW‘lluuU‘iSﬂE]'IE]EJ'Nu@UME]ﬁ ‘U‘UE’JEJ'I muﬂsvnaumm

ddiny Aause Tudueny uaziauiings

AnsNUANI WAL

1. Identification mwc&mmuﬁisﬂu Finished product specification

2. USinausendndny 90.0 - 110.0% of the labeled amount of Atorvastatin
3. Uniformity of dosage units msammumu'ﬁixﬂu Finished product specification

4. Dissolution psaveiumaiszlu Finished product specification

5. Related substances Gliamj’lum’mfﬁ"i%q'(u Finished product specification
douladu

1. lenansmslesueusatunsdoushiueniiodmhelulszmalnouagdiuad (declare) WWEAHER

1.1 TuddymstungDeushiuonliun ne.2 ne.3 e.d wie v.2 WaausnT el

y v
=)

1.2 lumvetungibouiiuen ve.1 w3e 8.1 wensgasBenvhdeniseuauamnmemaniusimnunty

yeafiou (finished product specification) uagdormunnannuesingiv (drug substance
1= z e ' | A [ w
specification) nsfifiegszwinamalasunasuiluiiugy JEHDILUULENENTNTVOLNLY (8.5) 3WIDY

finished product specification waL/¥3e drug substance specification

2. 1BNANTTUTOININTFIUNTTHAREN

L4

u

fApdasTionanssusounaTTIMIHARg I IMANINAeILaEIENsIALUNIHERET PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Tmaviiaeeu PIC/S participating authorities

aﬁ’uéwqﬂmmauﬂ“rim’maauimﬂﬁwamﬁusmﬁﬁuﬂizmﬂﬂ‘ixmm’mm%tﬁﬂmaﬁﬂﬁ (e-bidding)

3. BN§IT ..

e



3. lONANIANANYNEYDITLAUDTIAN

3.1 wan1snTiRTwinunwkansusieduiagUvesnan (Certificate of analysis of finished product)
Tugnjuitdaduseti

3.2 mamsamRiegiRunwingAuvesietdfny (Certificate of analysis of drug substance)
ﬁl‘z’ﬂunﬂﬁwﬁmmjuﬁﬁmﬁuﬁmshqﬁy'wmmfmﬁmanmx@’wémi’mqﬁu

33 LonansusendngiuBudunuduiussewinejunisndnvesingiuvesiaendrdny(drug substance)
Yo 3.2 fugumsuanvesndnstasiendniagu (finished product) 4o 3.1

3.4 wan15Ane long term stability maaWdfmmqmmmﬁhﬁuwxLﬂﬂﬂ*’;’ﬁ’ﬂﬁﬂﬁnmuﬂmxnﬁymimm'ﬁ
WAYENNTENTIEIGITUAY A1 ASEAN Stability Study Guideline Tudannas ASEAN
Harmonization Product on Pharmaceutical Registration Suit 26 e .e.2551 Tag
msdnuaesanweniigumgll 3042 °C UG 755 %RH

35 nsdilildendunuudesuanmamsinuifiauya (Bioequivalence) WisuWisufiupuLUUAY
wdninaeinazunUivRlunsAnuiauyavesenaiyuesdninnuAmgNIsINTRIMSIEZY]

NIYNTEAGITUEY

4. $neE19e"
funefosdadietnenegisios 2 whoussdusidaduimunanseandonldasuiou muiiimun

Tuhdeanautludrssuuasdsunsnandeiuiulude 3.1

9 <

5. N5UsEAUANNINENEDU

q
v 1

5.1 fuduenguesniidweureavielitesndt 12 wioutuaniuduey

5.2 pmnaInTidaey aisdsd i mengluiuseskansnTITIRT R fuidwea uTeHEn

5.3 ns@ifvihesunisiimsduiiegneenfidwouiitednsiviinssinanw whes1wn1ssimiiie
Yowainognaen Tasfupasdesdiniudnmusnnuiivibenmsdinsiod wswinazily
dsuRaveuAlddiglunsasadinsisinunn nsdifwuiebidulununudnuazians

R

mirwsnsveanudnBhifuinsanaauenmeiinanesiue wa/siegndslunseialy

o 2 ) - P Y d a = Y
5.4 F{lﬁ]'\ﬂﬂﬁﬁaﬁLLﬁC’NLaﬂa"l'ifﬂii‘ULﬂaﬂut’_]'lu]@ﬂ'ﬂﬂﬁﬁuﬂﬂ’]q M%’e]LﬁJaLﬂﬂm‘jiﬂauﬁmwmaﬂixmﬂﬂ';]
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Azilsartan medoxomil 40 mg Tablet

Joen  Azilsartan medoxomil 40 me Tablet

AuENTRNILY

1. Wusdiadmsuiuuseni

2. Usznausmedien Azilsartan medoxomil 40 me Tu 1 1iia

3. Us3QluwnsUnaiin Hosrunraitu

4. aanuuUTIRUTRessEYTan dnustnouiiedidty uavaanuuss Tusdn Fuueny tavitndn uag
wunziloudueliossdanues aanuunusuTIIeEeyiesseydesn daulszneauie
ddity Anause Tudueny waziaviings |

AuFNUANIanaiia

1. Identification m'sﬁlﬁi’lumuﬁizﬂu Finished product specification

2. Ysmausandingy 90.0 - 110.0% of the labeled amount of Azilsartan medoxomil

3. Uniformity of dosage units Gli?ﬁ]&iﬂum’luﬁiquu Finished product specification

4. Dissolution Not less than 80%(Q) in 30 minutes

5. Related substances mmﬁmmmﬁwﬂu Finished product specification

Rouluduy

1. lenansmslasuaygintunsiiswhiveniedmneluuszimalneuazdiung (declare) uneainan
1.1 Tuddymstungidoushiuenlann e.2 ve.3 ve.d4 w3 8.2 uiwindl
1.2 ludweTunsdeusiiue ve.1 wie 8.1 wieuswavdeadenismuruannmuessdndusiaud
Fungibeu (finished product specification) agdanuARNAIMYBIIRYAU (drug substance
e % o ] < s a v
specification) nstifagseninanisiasuulaudlodiugy azfesuuuienansnisveunly (s.5) 1

W39 finished product specification Wag/%3e drug substance specification

2. 12NATFUTBUNATFIUNNTHEREN

Y a

L3 et = L2 ac AJ £=3
Qwammaaﬁw NENTIUTBIUIATIIUNITRNARYIATUAANIN AUAUALIDNTARUNITHERET PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Tawnuaau PIC/S participating authorities

atuanganuseunsnsnaey Tasiinanssusestiviulszmadssnanandiinnaiing (e-bidding)

3. BNENT ..



3, LONANTAMAN YL UDILTLEAUDTIAT

3.1 mansrTRieeiRuRanTsduSgUTeainan (Certificate of analysis of finished product)

Tupquiidadusiedng

a a

32 wan13nsIdATIERAMnWIngAUTaIRIe1EATy (Certificate of analysis of drug substance)

9 9
; a i &y d o ] i Voo Y a o a
Aldlunswanensuidalume1aiavesNanguALIHARIAGAU

Y

33 Lenansvisendngududumuduiussarinequnisndn vesingivvesinendag (drug substance)
¥ 3.2 fugunsndnvesrAnsnsiondiSagy (finished product) o 3.1
4 ' o Yar o @
3.4 Wan13An®I long term stability maaﬂm\‘lmqmaqmmumLﬁ&sui'aﬂua']uﬂawuﬂmxﬂssum‘immﬁ

LaZEINIENTINEAITTGY

4. fneden
Auesipsdainedngetisios 2 wiwussyiurdadufunuuanseandonldasuto ety
shdanuaiivhluieiuuaedijunissdadeaiuiulute 3.1
5. maUsziunmameTidaey
5.1 Juduegeseiidsmeufeuvaslitesndi 12 ieuiiuaniuduey
5.2 gWnuaidwey afpsdsdmnamasluiusemanisnTITie i uiidaeuveHan
53 nadifmhesnsinsduieieiidwsuiiedmsiviinszigunin miseswnsesimiie

v L4 ] a o o = [} [} a
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Carvedilol 12.5 mgTablet

Carvedilol 12.5 mg Tablet

GLYGERI e IR

1. Wuendia dwmsusudseniu

2. 1%

naumeien Carvedilol 12.5 me Tu 1 win

3, vsTqbuuaUnatin Jesfuuauazaiuiy

4. aanuuussyiueifessyylen dulsznauiienddin wazanuus Tundn fudueny lwuinds uay

unzidouiiueliodndanuiay aanuunwuLUIIEIRENTBeRBlTEYTeYT danUsEnousie

0 o o & o a
AL AINHWII IUAUDNE WRSIRUNHER

AsuUANIMAila

1. Identification mi'mr-i’\um’mﬁ‘szulu Finished product specification
2. Ysuneumendagy 90.0 - 110.0% of the labeled amount of Carvedilol
3. Uniformity of dosage units mﬁﬂr-i'mm'mﬁizq‘lu Finished product specification
4. Dissolution miaﬂﬁj’lummﬁisﬂu Finished product specification
5. Impurities i mq*\whummﬁisq‘l,u Finished product specification
Reulvduq

1. lenansmslasveynnatunzibowisuaniodmiheluszmalnenazdung (declare) unawdn

1.1
1.2

¥ a

HNE

U

Tudfynistunsideussuelaun ve.2 ve.3 ne.d %30 8.2 wiwinsl

' 3
=

TudweTungideuinfue ve.1 wie v.1 niouswanduahidenisniuauauaNUBIHANSIeInUTTY
neideu (finished product specification) waztemuunfMA WY IngAU (drug substance
specification) nsdinogszyinsmsiasuudasudluiiudy sxdosnuianaisnisvendly (8.5) amieu

finished product specification way/13 drug substance specification

. BNENTIUTBNNATFIUNTNARY

Afeadllonas5UTEMINTFIUNMIHAREIUNENINTILEL IS NIATUNSHEREN PIC/S

(Pharmaceutical Inspection Co-operation Scheme) lagvtisau PIC/S participating authorities

atuangamuseumsasiaaoulagiinanissusesiviulssmausznnsndiannseiind (e-bidding)

3. 190817 ..



3, LONANTAMANYALVBILILAUDTIAN
3.1 wanInTaieswinunmndadnriendiagluesuin (Certificate of analysis of finished product)

Tupquiidadusiegng

& s a

32 nan1sRTIIiAT AN IRORUYRITRdRLY (Certificate of analysis of drug substance)

] 9

s

filunsnaneniuitdaduieiaiauesifnansuazguaningiv

3.3 LenansviievangududumnudiussewinguniananuasingiuyesaendAty(drug substance)
#o 3.2 fugunswanvesnaniasiendidagd (finished product) 4o 3.1

3.4 Wan15An®I long term stability maammmq*ummﬁ%umLﬁ'ﬂul’?ﬁuﬁﬂﬁ'ﬂawuﬂmzﬂisum'imm'i
WAZEINTENTIIANSITEY M1 ASEAN Stability Study Guideline Tudannas ASEAN
Harmonization Product on Pharmaceutical Registration Suit 26 Sures w.m.2551 lae
ymsAnwauasanmeigumail 3042 °C ATUEIS 7545 %RH

35 nsdilildendunuudewansanmsinundiauya (Bioequivalence) wWisuiisuifugnduwuun
waninusiLazwU URlunsnudiauyaveeaniiyuesdtin AT IIN TN TUAZE

NIENTIAITIIUGY

4, §D819E

1) v Y ' ' o ' v edd - Y v o
l’;dj‘tl']ﬂﬂmadﬂ’aaﬂ’lﬁmﬂﬂ"lﬂuaﬂ 2 wu?UUiiq‘]‘ﬂmm‘U%ﬂu‘ﬁnLLWULLﬁﬂﬂﬁqﬂa3Laﬁlﬂ1ﬂﬂ5‘Uﬂ1u AIUNNINUR

Tuhdonuaudivhludadunasiiunsnaadeiuiulude 3.1

5. mavseiuamnneidseu

5.1 fuAuerguasefidaeuseavislifosndn 12 Weutunniudaey

5.2 gmnandidaey wdosdsdinmieluiusemanTalinsginguiidaeunesduan

53 nsdifviesemsinsdusetsenfidweuiiedimsielinssiguam mbesvnsesimiie
Fo4vesng19en Tma@"ma%s’faﬂeiqEmﬁuﬁnwmﬁﬁmuﬁwmﬂmmia'am'nﬁLﬂ'ﬁ'}xﬁuamﬂu
y3uRsyouAlddelunsnsaiesigunm nsdifinuinelidulununudnuaziane
WU sTeanuAE iFURISMSIELEIIAEIRINE1ITB AU wa/maetuaniuniioly
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AMANYYANIZYDIEN
Carvedilol 6.25 mg Tablet

Hoen  Carvedilol 6.25 me Tablet

AaANTANLY

1. Pueudle dmiuiulseniu

2. Usznausesaen Carvedilol 6.25 mglu 1 win

3. U9 buuaUnain Josfuuasuazaiuify

4. amnuuuTTIisiiessEyBer dndssneufediy wararmus fudn Fuduany \avilndn uaz
s dsuisueilieddanuuay aanuunisuzussgesaiesseszyten dulszneudiien

Aty A1aUse Suduany waslauinga

AnuanUANIunAila

1. Identification mwﬁi’mmu'ﬁwdu Finished product specification
2. Ysunausnenddny 90.0 - 110.0% of the labeled amount of Carvedilol
3. Uniformity of dosage units mwc&wummﬁsw‘lu Finished product specification
4. Dissolution Gl'immumuﬁimﬂu Finished product specification
5. Impurities M‘nﬁlmumu“ﬁlizﬂu Finished product specification
oulvdue

Var cl!! < o ot o o [ o 4 a
1. tonansmsldsveynatunsidousiivefiedminglulsemealneuazdiun (declare) Unaangn

1.1 Tudymstunsdousyuenlaun ne.2 ve.3 ve.d4 ¥3o 8.2 uaUsnTH

° = = o w = 3 a V) a w P
1.2 IUQWEUE]?JUW%LUEJUW']SUEJW el 190 8.1 W?@NiqﬂﬁﬁrﬂUWWTU'E]ﬂ'ﬁﬂ'}]UﬂNﬂmﬂqwsﬂﬂ\iwﬂmﬂm‘ﬁﬁnﬂﬂmu

izibeu (finished product specification) wardaiuuaunmaeIngau (drug substance

5 . a0 ' ] a a v o
specification) nafifiagseninemsiuasuuuasunlutiisidu IEADIUVLENASNTVOLNLY (8.5) 3WTBY

finished product specification Wag/%38 drug substance specification

2. \@NANTIUTBWIATFIUNTHEAYN

Y a

frAndpalionansfusennasgIunIHARAUMENINATILAY SN SARIUNSKERET PIC/S

U

(Pharmaceutical Inspection Co-operation Scheme) Taenuneau PIC/S participating authorities

atudganuseumsnsaeulnsiinansivsesiviulssnimlszninnmdidnvseling (e-bidding)

3. 19ndng ...

s



) =
3. LONAIAMANYNEYDIYMLAUBTIAN
3.1 HanInTITIATRiRaRandusiendsagUTen (Certificate of analysis of finished product)

]

Tugnsundadumern

L4 a a

3.9 pan1InTITlATEiaM I IRgRUYeiend Aty (Certificate of analysis of drug substance)

L] q

a w a

flunsuanojuiidaduioseiesdaneuazguanngd

33 naviendnguiuiummdiniusserinjunisdavesingiuvesiienddny (drug substance)
f0 3.2 fugunisndnvesnansnaiendsagy (finished product) 4o 3.1

3.4 wamsAnw long term stability aaeevaseguassitunzdoulifudinauamenssunsems
WATEINTENTWAGITUEY A3 ASEAN Stability Study Guideline Tutennad ASEAN
Harmonization Product on Pharmaceutical Registration Fuit 26 SuanAu WA.2551 1ae
yhnsnwaTsAaN e Tigamail 30+2 °C ATudLNS 755 %RH

35 nsailildendunuudeanmamsfnudiauya (Bioequivalence) Wisuiisuiundiuuuun
waninaueiazuuIUiRlumsinundiauyavesenaniyresdinnuanzn TN IMSUAZE

NILNTAGTUEY

4. feeneE
Y v Y ' | o ' o et a = v o d o
Q“U'\UW@Q?N@'JQEVNEJ']@U'NU@H 2 ﬂuqaﬂiiﬂﬂmm%%ﬂuﬂqLW]uLLaﬁﬂiqﬂﬁﬁLaﬂﬂlﬂﬂiUﬂqu ANUNNINUR

Tuihdenuantamludrsfunasisunsuandioaiuiulude 3.1

[9)

5. nsUTEAUANNNYAFINBU

L)

i3 ]
=)

5.1 Yuduengueswniidweussuviehivesndy 12 weuduaniudaey

5.2 BWnIATdWBY aedpsdsdnnnmenglususemamansiinssioiuidueuvesid

53 nadifmhsswmsimsduiaesmildwouitedmiTiinneinaunin miesvmsazimilide
303UBI8E NN IﬂUﬁma%ﬁmﬁdmLﬁuﬁnmuﬁﬂmuﬁwmﬂiwmidamiaﬁLﬂiwzﬁLLaxL{‘Ju
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Vnweualddelunsnaiinsesinuniw nsdiinuiebidulununuanuuzany

e
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wiesvmIveanuanshifufnisanmaauesimendananivesiuiy uaz/viefnanluasiioly
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AMANBULLANIZ VDI

Cilostazol 100 mg Sustained Release Capsule
Fomn  Cilostazol 100 mg Sustained Release Capsule

AENURNLY
1. Wuswavgaviineengyaiiu dwmsusulsynu

2. Usznoumefae Cilostazol 100 me Tu 1 1in
3. ussgluwneinaiin Jostfumnaiy
4. aanuuussyiasifesszydon dmusznaudendidn uazmuuss Tundn Yuduey Invitndn uaz
wnzdoushiuenliednedanuuas aanuunwurussgeediaeesiosszyiosn dnlseneuien
ity Auuse Fudueny wasiaeiingn
AnduUANIaALia
1. Identification Gl‘i’Jﬁ]ﬁi’lum'mﬁ'ixq‘lu Finished product specification
2. USanauinendAmy 95.0 - 105.0% of the labeled amount of Cilostazol
= 3. Uniformity of dosage units Glﬁﬁ)ﬁi'mmuﬁizulu Finished product specification
4. Dissolution 10-40% in 1 hours
40-70% in 2 hours
Not less than 80% in 10 hours
Rouludue

1. nansmilafueygntunsdeushiuenilesmhelulsuimalnouazduns (declare) idanan
1.1 Tuddnistunsdoumniuenleun ve.2 ve.3 e.d wie 8.2 uduinsdl
1.2 Tudweiunsiousiue ve.1 vie 6.1 wious1wazdeaiadenisniununmNWNIBIHAR TR
Funsdou (finished product specification) uaztoimuaamunImvasingAu (drug substance
specification) nsdiftegsewinamsAsuuvasdluiads sxdequuuienansnisaudly (.5) 11

W38y finished product specification Wag/#3e drug substance specification

2. \ONENTIUITBIINTFIUNITHANY

HHANABlaNA13 UTRMATE NN SHAREIMIMANINeILAEIE NSIR UM KRN PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Tngniaenu PIC/S participating authorities

AUUAANINTEUNITATINEOU lpedinan1ssusestsiudszniausemasindianvsedngd (e-bidding)

3. 18Nd1T ...

O




3. LONAIAMSNYNLYDIYITLAUDTIA

a1

32

33

3.4

NANSASIVIATIERRMNIMHARsIE1ENTIFUVBRHAR (Certificate of analysis of finished product)
Tugnsuidaiusogn

¢ [ a

HANIATITNATIERUNIWIRDAUYBIFIEEFTY (Certificate of analysis of drug substance)

ldlunssdnerjuidalufognwesnansuasgnaningiu

ienanswiavangrududumudniusseningunisain vesingivyesmend gy (drug substance)
10 3.2 fugumsnanvosrdninairdniagy (finished product) 4o 3.1

= S ' a8 al Yar o W
NANNSAN®YI long term stability waammamqmmmw‘uumLuﬂuhﬂUmummﬂmsnﬁumsmmi

BEEEINTENTINEATTIEUETY

4. fotee

o %) \ W ' ' o ' P = 1 Y = v Y o o
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vhdoauantBmluisiuwasiisunsudnaeiuiulude 3.1

5. MavUsgiunun e idLeY

5.1
5.2
5.3
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fuAuorguasefidseusoavielifosndt 12 Weuifuniniudaey

gWnNATidwey asesdidnnmanglususeskansnsIRiaTiofuiidaeuvesduan
nsdiftmhessmsymaduiegueniidaauiiiodinselinszinanm miwinmmsazimiie
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diviinvouAldielunsnganiinszigmunim nsdifnuelidulumunudnvasiane
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AMANYMLIANIZYDIEY

Dabigatran etexilate 110 mg Capsule

Foun Dabigatran etexilate 110 mg Capsule

AMANUANAIY
1. Wuewavya dmsuiudsenu
Usznausmiedie Dabigatran etexilate 110 mg Tu 1 Win

Ey ey o &
‘Uﬁif\']'i‘u wraUnatin Joaiuiaauazaauiy

ORI

o ey o | ) o 9 ol e o a
ﬂﬁ']ﬂ‘l.luu5iﬁ!ﬂmeﬂma\'ﬁgu°ﬁaﬂ'] ﬂQUUigﬂﬂUW?UWﬁqﬂm LLASAINULIY IUNGR ?uﬁua”lq LUVINGR L
o o v 1w T A e o | )
tﬂﬁlﬂﬁiﬁﬂuﬂqiﬂﬂq‘l?@EJ'N“UF’]L‘\]ULLaﬁ Qa']ﬂUNﬂqsﬂuﬁUﬁiﬂanﬂqﬂu@ﬂ@ﬂﬁ'ﬁgqﬁﬂﬂq aiudsgnaunien

v ]
gAeY AU IAUDIE wazlavingan

~ AuaNUANIawmaiia
1. Identification mmmumuﬁwﬁlu Finished product specification
2. Usanusandngy 95.0 - 105.0% of the labeled amount of Dabigatran etexilate
3. Uniformity of dosage units mﬂﬁ)ﬂhumuﬁ'wﬂu Finished product specification
4. Dissolution Not less than 80%(Q) in 45 minutes
5. Degradation products m’aﬂﬁi’mmuﬁﬁx‘lﬂu Finished product specification
Wouludue

1, lenansmilasueugatunsdeusiveniiodmielulssmalneuazdiun (declare) uvdanan
1.1 Tuddymstunzideusiunliun vie.2 ve.3 e.d wie 6.2 udusinsdl
1.2 luswetunsdaumiuen vie.1 vde .1 niouseasduaiadensmunuanininyeamdniosinud
Funzidou (finished product specification) uagdarimunnmnmussingiu (drug substance
specification) n3difiegsevinamsivasunaudlufisniu sgdouuuenansnisveudle (©.5) in

W39Y finished product specification Wag/%3e drug substance specification

2. 1BNENIIUTBIWIATFIUNTHARY
HHARADITIINANITUTEWNIATHINNIHARE WLVANINULALITN 1IN UNSHARET PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Taemiinganu PIC/S participating authorities

atuanganusaunsnsavedey Tasfinanissusestsiulszmelsymnsnidiannsedind (e-bidding)

3. 12nd1T ...
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A LNATIAANYINZYBIYTNLEUDINAN

3.1

3.2

35

3.4

HAN1INTINIAT AU NERSUTENd S a3ULeHER (Certificate of analysis of finished product)

Tugnquiidadusetng

KAN1SATIVIATIBRRUN W IRgAUYBIEd1AYY (Certificate of analysis of drug substance)

q

s a

Fdlumstanenuitdniumedaiesidneuazinaningd
nansvsevangududiuanuduiusseninigunandn vesingivyesiiend 1A (drug substance)
4® 3.2 fugunisnanvemansiusiendsagy (finished product) 4o 3.1

WansAneN long term stability aaeavaserguaseitunsdsulifudninnuamgnssunsems

BAZEINTENTIE DT

4. g9
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AMENYULIANIZVDIEN

Dabigatran etexilate 150 mg Capsule

Joen Dabigatran etexilate 150 mg Capsule

AR
1. Wueuauga dmsuiudsemu
Usenounaefae Dabigatran etexilate 150 mg Tu 1 i

S : &
ussghuuaslaaiin Jasiuuasuayanuiu

SO g T

o e 4] ' ) o S e d a
ﬂﬁqﬂUUUETﬂﬂmfﬂﬂaﬁ'ﬁ%q‘Uaﬂﬂ ﬁQUUigﬂBU@?Uqﬁqﬂm LEZAINAULTY IUNSR IUHUBEY LRUVINGR e
o @ [V o ' % v < ' Y
La’U‘ﬂ%Lﬁﬂu&]'ﬁu&ﬂl’]EIEJ"N’ijﬂLQULLag Qﬁ']ﬂ‘Uuﬂ'VU'NBU'ﬁ'ﬁﬂ‘ﬂqﬂﬂqﬂu@ﬂﬁaﬂiﬁusﬂaﬂq duuiznaunie

v '
s v a =

d1Aty ALUSY TUALDNY UALIATVING

AaudulAnamaiia

1. Identification m?ﬁlﬁhum’mﬁ‘izﬂu Finished product specification

2. Uunsendnfiny 95.0 - 105.0% of the labeled amount of Dabigatran etexilate
3. Uniformity of dosage units m‘i’mﬂhumuﬁisﬂu Finished product specification

4. Dissolution Not less than 80%(Q) in 45 minutes

5. Degradation products Gl‘i’mhumu‘ﬁixq‘lu Finished product specification
Souladug

1. wnansmsldfuaunmiunsousiugied minelulsemelneuasdung (declare) wdadn
1.1 Tudymstunsousisueldun ve.2 ve.3 ve.4 vie 8.2 udusnsdl
12 Tudaefunzioudsuem ne.1 vie 0.1 wiouswazideavdemsmunuquninedsnsasiai
Funsideu (finished product specification) waztaiuAAMNINUBIINGAU (drug substance
specification) nsdiflegszmrinmaasuuandludiudy ssfeuuionansnisveudly (8.5) 1

w5ou finished product specification Waw/13e drug substance specification

2. LNANTFUTBIWINTFIUNTHANEN

v o a

fnandasilionanssuseanasgiunmsuanenumdninaeiazisnisinlunisnang PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Invitagans PIC/S participating authorities

AUUAIEARINTOUNINTIVEDL Tnedfinanssusesteiulsenieusgninsimaiannseting (e-bidding)

3. 10N819 ...

S



3, LONANIAMENYMLYDILNAUBTIAN

3.1 HANINTI9ATIERANNINERSNTedsa3UvesNEn (Certificate of analysis of finished product)

oA od e/
Tugngundadumetig

g s a o )

3.2 Namsm’m%Lﬂﬂwﬂmmmmqmumaqmmmﬁm (Certificate of analysis of drug substance)
ﬁ'l%‘iumswﬁmm‘éuﬁeiqt,‘fluﬁ’aaEi'mﬂzwaaQ’Nﬁmmuﬁxﬂwﬁmi’mﬁu

3.3 Lenansnsenang uBudunuduiussenineunInan vesingRuvesiiedify (drug substance)
40 3.2 fuumanAnuewansusindusagy (finished product) fe 3.1

3.4 wamsAn® long term stability naeatteguese nvunziivulifudinguanenssunsemns

UazgINTENIINEETIUEY

4. feEeYn
Hunedesdsiantngnathaios 2 miepussafasiduduiunudnseandealdnsuiou auniimunly
denaandfivnludwiuuagisunsaiaieiiuiulude 3.1

s o

5. NsUsENUAMATNENYIENUDU

q
v

5.1 fuduerguenidseudiounieliternia 12 Wewiuanfudweu

5.2 pwnaniiduey awesdsdiunmdigluiusesamsanaiinnevenuiidueueuan

5.3 nsifvhensmvhmsduiegueiidueuitednsaiinseinunin mhesiemsevimilide
Fosvashosneen lnefuipasdesdseniiudnaudwauiivisenensdnsaaiiaset wandy

Vo o

1 2 = g 4-4 1 1 & ar

FsuRaveurltTelunsnsvdasisinuan nsdiimuieliidulumunadnvasiamny
w8519 5 IUaANE BISURTUINISIEUDIIAEIRING1ITB U LLaz/ﬂ%ac:Jwam’Luﬂ%'wialﬂ
v ) ) a = ) 4 A a = v

5.4 fuigdgseuansanasn1siuasueiiieslnavineny nIalainnNIsdeNanInAI8UTEN51A

naurualaelddideuly

' D“M/ 2310 ...
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AUANYUSIANIZVDIYN

Dapagliflozin 10 mg Tablet
Foun Dapagliflozin 10 mg Tablet

anduAvaly

1. Wueudapdeufidu (Film-coated tablet) dwsuiuuseniu

2. Usenausesen Dapagliflozin 10 mg Tu 1 wia

3. ussyluusslnaiin Josfuniuiu

4. anNUUUTTYTFeIEYTenT daunsenausiendnfty uaraAamse Tundn ’J'u?:umq \vfinan Wag
wansdouiivelioshstanuuay asnuunvususegtiesdessyiien daulsznauiin

d1Aty AINUSY TURUDNY UALIATINGR

AoudNUANIuNAlA

1. Identification m'sﬁlﬂhumuﬁ‘izq’[u Finished product specification

2. Ysunaumendnfny 90.0 - 110.0% of the labeled amount of Dapagliflozin
3. Uniformity of dosage units mﬂﬁw\immuﬁixq’[u Finished product specification

4. Disintegration Not more than 12 minutes

5. Impurities/Degradants m‘s’aﬁ]&i’mmuﬁi:ﬁuiu Finished product specification

6. Water Not more than 5.4%

Fouluduq

1. nasmslasueunatunsdousiveiodmiglulsemdlneuazdiuas (declare) wiasndn
1.1 Tudynistunedoussuenliun ne.2 ve.3 ve.d vide 8.2 udaudnstl
1.2 luduetunsdousisue ne.l wie 0.1 wieusieasdendonismuauammwvaHAn A
funzidou (finished product specification) kagdarivuanmnNMYeIINgAU (drug substance
specification) nsdifiegszuinmadvuadludiuy sxfesuuendansnisveudly (8.5) i

o1l finished product specification waz/#38 drug substance specification

2. 1BNE135UTBBATFIUNTTNARYN

Y oo

AnARADIIlONAS3UTE NS IUNTHARBIN VAN ALAEITNSNALUNM AR PIC/S

<.

(Pharmaceutical Inspection Co-operation Scheme) lngwiieau PIC/S participating authorities

atudgamusaunsnsaaey Tneilnamssusesieiuusznmausemnanmaiinvseling (e-bidding)

3. LN#AT L

e



3. 1BNANTAAEN AL YBILTIEUDIIAN
3.1 HaNIATITIAT AN NEAASMTieES3UvesNaR (Certificate of analysis of finished product)
Tusnjuitdadumeds
3.2 HAN1INFIVIATIEVIAMNIWIRgAVYBIRIed ety (Certificate of analysis of drug substance)

a

fdlumsndnenuiidadushosnafawednsuazuaningiv
3.3 lenasvsevangududumuduiusszninsgunsdn vasingauvesinendinny (drug substance)
9 3.2 fugumsnanvananineiandnsagy (finished product) ¥e 3.1
3.4 Han15Ane long term stability maamhamqmmmﬁ%yuwmﬁﬂu’L”J’ﬁ’uﬁwﬁnﬁuﬁmznﬁumsmms

LATEINTENINEATIIUEY

4. e
Hurodesdafhagnieeghaios 2 mbeussydueidadufunuuansieazdenlinsuiou

auitusluie iR Uty werlijunmsndadeatuiulude 3.1

5. mavseuannweTideey
5.1 YuRuenguesniidweusoaundslitiosndi 12 Wewiuaniudsiou
5.2 ywnnaiidaey awfesdsdiunnmiieluiusemansanaieneveniuiidueuveian
5.3 nsdifmiesumahnmsguiiegieiidaeuiiedmmnaiinseinuam whesunsazimilie
Sosuadnetneen laofueasesdwiiudnaudnuimbenunsdmsaaiinset sandu
fsuinveuAldinglumansiaiinsizinanin nsdiinuineibidulunugadnuamans
mhwswnsveanuAnslifuiansanmaauenaefindresue uay/miofnasluaiaiely

: 1) o ) = o v a d a = %)
54 E\]‘U'\Uﬁ]%ﬂﬂ\‘]LL?WNL@ﬂﬂ'ﬁﬂ']'iTULUaﬂuer]LﬂlaU'ﬂﬂaﬂﬂﬂﬂ']q '1/135]Lll't]LﬂﬂﬂqiLaﬂNﬂﬂWWﬂQﬂﬂigﬂ'\ﬂaﬂﬂ

Aourumae eyl

o
UL ...
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ﬂmé'me}mzmm YU

Doxazosin mesylate 4 mg Controlled-Release Tablet

Jaen  Doxazosin mesylate 4 mg Controlled-Release Tablet

AnaNTARLY

1. Wusdiaviinauaunisuanddessiien dmsuiudseniu

2. Usznoaumusiagn Doxazosin mesylate ﬁamalaﬁ‘u Doxazosin 4 mg Tu 1 e

3. vssQluuniUnaiin Hostunaiu

4. amnuuUTIYSuTeTYYTosn dnusvneusend Aty uasamuuss Tusdn ’EJJ‘U??‘UE]WEJ‘ \uiinGn uag
inwmzlousihuslisgrtanuuss aanuunwuzusgeethalanspessytes dulssneusaen

[ '
[ o =1

d1Aty ALLTY JEURNY WazlavinGs

AuENUANILATa

1. Identification maﬂmummﬁizﬂu Finished product specification
2. Usunausenddiny 90.0 - 110.0% of the labeled amount of Doxazosin
3. Uniformity of doSage units mm&humuﬁwu’lu Finished product specification

4. Dissolution

- Dissolution Rate 4 hours Not more than 30%(Q)

- Dissolution Rate 8 hours 55 + 209%(Q)

- Dissolution Rate 16 hours Not less than 80%(Q)
5. Degradation products mmmumnﬁwqiu Finished product specification
Rouladug

1. wnasnsliueygrtunsfeushivsnites g lulssmalnatazdung (declare) undsman
1.1 luddgnistunadeush3uenldun ve.2 e.3 ne.d vie 8.2 udaudnsdl
1.2 Tiatunsidouiue vie.1 vie 8.1 wiouswandeaiadenismunununinyesrdniusiaai
Funailou (finished product specification) uazdafivuanunwYeIingAu (drug substance
specification) n3difiegszminamsivasuuvasuilufiuifa asfesuuuienaninisvaudly (v.5) an

wou finished product specification waz/%se drug substance specification

2 L@ﬂﬂ'ﬁ%l‘ui@ﬁﬁﬂmiﬁﬂuﬂﬁ'ﬁwaﬁﬁﬂ

ANARADIILENATTTUTBRNATF UM SNERBIVENINeILaLIBNSARIINSKERET PIC/S

v

(Pharmaceutical Inspection Co-operation Scheme) Inauiaee1u PIC/S participating authorities

atuaganuseun1snsiaasy lnsiinanisiusesdstulseniausmasamdidnvseiing (e-bidding)
‘ 3, LONENT..

ﬂwr\/



-2-

3. LONATAMANYULYDILINAUDIIN

&

3.1 KaMInTIIATwiaunmHanduTiend1S3Uvesnan (Certificate of analysis of finished

(=1

" 4 ] o 1
product) lugnjuitdatiuinegng

¢ o a Y o as

3.2 WANIIATINNATIAUNIWIRDAVUVBIFIeNEATY (Certificate of analysis of drug substance)

L] q v

flalunrandnenguitdaduiiogne visves duanen way guaningau

3.3 Lena1swsenangIuudumuduiussEndngunIsHan vesingauvesimendAty (drug substance)

4o 3.2 fugun1sndnvendndaeiendi§esy (finished product) 98 3.1

8
= =

3.4 wan13An® long term stability naentisegvedentuvedeulinudninauanenisunseIms

WEEEINTENIINATIIOUETY

4. fI98198N

O ]

| ' 2 | P | ) e v v a0
DIFIANIDU DY NUDY 2 ‘Viu’]UUii‘ﬂqﬂﬂJW]‘ﬂ\‘]Lﬁum?meLtaﬂﬁﬁqﬂaﬂﬂﬂﬂiﬂﬂ'ﬁUﬁ?u Gﬂﬂvmrk'iﬂu@lu

g
o/ o

aaudAmUiiukaiigunsnanfeiuiulude 3.1

Be

U8

e eDe

olh)

5
-

5. maUseiuamwe ey
5.1 Fuduegvewnitdueudeavdelitesnii 12 Weulfuainiudeey
5.2 smnuniidaey azdpsdsdunmeeluusemanisanainngiejuiidweuuetan
5.3 nsdiimhevnainmsguiioisidweuiitediminiinnesinanin mieswmsasimide

[

psvafegee Inefuisasdesdenimdnausmouimisenunisamsiniingeit uasiy

Yo a R a ¢ = ! | e Y

H3uRavouAdTElunInTInlnT g nsdinueliiduluaunuanunziang
whesnisveanudvsliiuiinsannsiauesimednd1reviy wag/vsognanluaswialy
v v %) < P v 4 A a e Y

5.4 guipdzdeananaenansnsiuilasuelieenlnavuney viallaiianadenanmamgysznsiag

naunuualaeluficeuly
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AMANYULIANITVDET

Empagliflozin 10 mg Tablet

Foun Empagliflozin 10 mg Tablet

AaantAnaly
1. Wusdineasuiay (Film-coated tablet) @msusuuseniu
Usenaumeien Empagliflozin 10 mg Tu 1 1fia

UsThuuRiUnaiin Uasiuauiu

B LN

v gV = | @ o w v oa w & d a
AAINVUUTIYNUNADITEYTRY ﬂ'JUUiEﬂE)UWJEHaWﬂEUu SREAIULTY TURGR TUAUDL LAUVIHAR Las

wngbousisusnliognetnuias aainuuneurussgeIestisufossrylios dulsznoudien

o w o & o

AAEY AIULIY IUTFUDE UALAYNNE®

AuaNUANIamATa

1. Identification Gl‘i'mf»i’mﬁl'mﬁizu'lu Finished product specification

2. UaanausnendAgy 95.0 - 105.0% of the labeled amount of Empagliflozin
3. Uniformity of dosage units ! mwchumuﬁwﬂu Finished product specification

4. Dissolution Not less than 80%(Q) in 30 minutes

5. Degradation products
- Any unspecified degradation product  Not more than 0.2%

- Total degradation product Not more than 0.6%

douledug
1. nansmsldsueygmtunsdousiisusites minglulsumelneuasdng (declare) unaadn
1.1 Tudhdymstunsifousiuenléun ne.2 ve.3 ne.d vie 8.2 udusnsdl :
1.2 Tusvetumadoumniuen vo.1 wie 0.1 wenssavdsahdoniseuguannmuendniosionui
Fungiliou (finished product specification) wagdanMuAAMAINUDIINOAY (drug substance
specification) n3diftegsevinamstuasuuasudluifisiy axdouuuienaismsveurle (8.5) an

W5aw finished product specification wag/w3e drug substance specification

2. 1ONATTUTBRNATFILNTHEREN

o

[YE ] ) a ) ¢ a = a
QNamma\mLaﬂa'ﬁima<13J'1mg’lumiwammmamaﬂLﬂmmuamﬁmwﬁlunﬁwamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Taeuinean PIC/S participating authorities
atuaganusaunisniavaeu Tasiinanmsiusesdisiudszmadsznmasiadidinnseting (e-bidding)

3. 18Na19 ..

@‘“‘M’



-2-
3. lNANSAAAN YL YR TLAUDTIAN

3.1 HamInsIvies i wRERiusiedSagUveudn (Certificate of analysis of finished
product) Tusnsuiidaiusiegng

3.2 HANINTIVIATIEVRMAIWIROAUYEIFIEEd1AT (Certificate of analysis of drug substance)
fldlumsnaneiuiidausiosns faves gudnen uas fuaaiagiv

3.3 lenanvisenangududupduNussynIngun1Ian vesingRuvesiiendadsy (drug substance)
fo 3.2 fiugunisuinvessdndneindniagy (finished product) e 3.1

3.4 wan13Ane long term stability maami'mmq‘uaamﬁ?fwxLﬁmﬂi’ﬁnﬁwﬁnmuﬂmzniiumimv]ﬁ

WREUINTENIINFATTIIEUEY

4. MoEeen
HueRpsdsfiagneenagties 2 misussyduendaludmununanswandealdnsui aufidinue

TwiteauandAiludnaiu uasligunisndadeniuiulude 3.1

5. m3UsziuRmAMETdaBY

5.1 fuAusnguesiidweudeundehitieandt 12 Weutfuaniudaeu

5.2 vmnnaiidwey wsesddnnmmsluiusessanmnsITinTziniuiidueuesian

53 nadibesunsmaguiegseniidueuiiedmainsesinun mssmsasyimilde
Fowveietie Tnefuisasdosdimdnamdnnuiimhensnsdaingliesed uazdu
f5uiinveurldanslumsnsiodiasizinuniw nsdiiwuielidulununudnuazians
viheswmsveanuavslifuRMsanMaEueTImMedina vy way/mielHanluasuiely

5.4 fueazfoanionansmssuasusilenilndvuneny vieileiianisideuanmimeysensing

naunualaeluiiceuly

A9 ...
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AMENYMLIANIZVDIEN

Ezetimibe 10 mg Tablet

Jo81  Ezetimibe 10 mg Tablet

AANUANLY
Liluudin dmsusuuszniu
2. Usgnausnesen Ezetimibe 10 mg Tu 1 ia

3. ussgbuuralnaiin Ussfiumnuiy
v v o ' kY o w e T o a
4. RENUUUTIRNMIIRRdsYYTes dmlsenaumendIfty WazAIUWS TUNER JdUeTY laUNKGR way

o w v o w ' o Y = | o
Laﬂﬂ%LﬁﬂUﬂquU'ﬂ')aﬂ’NﬂﬂLQULLﬁS amﬂuum‘uuS‘UﬁfqmEJEJN‘IJE)ENIEN‘S%U%E)EJ"I gulsznaunien

9

4 '
o w v oa =l

A5y ALY JUAURE UALLATNHER

AuauUANInAaia
1. Identification m’mti’mﬁl’mﬁiizulu Finished product specification
2. Usunausaendnagy 93.0 - 107.0% of the labeled amount of Ezetimibe
3. Uniformity of dosage units miﬁﬂﬁiﬂumuﬁizﬂu Finished product specification
4. Dissolution Not less than 80%(Q) in 30 minutes

- 5. Related substances m?ﬁ]ﬁhumuﬁ‘sw‘lu Finished product specification
Rouludueg

Vas d‘! = o -:'1 o L) : ] 4 a
1. tonansmslasueygmdunzidowisugniedwiheluszmalneuasduns (declare) unasnin

1.1 Tudrdymstumeibousiuslaun ve.2 ve.3 ne.4 %50 8.2 wiudnsel

15

o ¢:’ﬂ) o ar =} 2/ L a s g -
1.2 TuAwelunzidousiuen ve.1 3o 8.1 Wiau18azBsAMIToNTAIUANAMNTNYBINAANLANIAN

Funezibou (finished product specification) uagtafivuARMAMYBIIRNAU (drug substance
specification) nsdifegseninensiasundasudlofiudy ssfauuuienasnisvennily (©.5) 1

w50y finished product specification uaw/3e drug substance specification

2. 1BNATTUTBWINTFIUNTINERYN

Voo

v o ) a ) 7 ad =] a
HHaRFULD ﬂﬁ'ﬁ?UiENﬂﬂm'iﬁ'\uﬂ'ﬁNaW g1 IUBANLNEUN LLﬁSrJﬁﬂqﬁﬂmu nsuane PIC/S

e

(Pharmaceutical Inspection Co-operation Scheme) TnevdapeIu PIC/S participating authorities

atuaganussumsasivaeulagiinanssuseddiviulsgnimssmanamdiannseling (e-bidding)

3. LONANTANAN YTV INLAUDTIA
3.1 HAMIATITIATIERRMN MHAA @IS NER (Certificate of analysis of finished

product) Tugnjuiidalusiogn

3.2 HANTRI9 ...

@\wﬂ/’



oy

L3 s =3 o [

3.2 mam‘sm‘sa%ﬁLﬂiﬂwqmmmmqﬂwaqmme‘i’ﬁﬂzg (Certificate of analysis of drug substance)
ﬁlﬂiﬂ,umsmﬁmmiuﬁﬁ'mﬂuﬁaashaﬁgwm@’wﬁmmLtazﬁgwam'ﬁmqﬁu

3.3 Lenansvievangiubudumuduiusszninsgunisndnvasingivuosiiendify(drug substance)
1o 3.2 fugumsnanvesndnsnsiordnsagy (finished product) 9o 3.1

3.4 Han13Anw long term stability ﬂaaﬂﬂdaéawmmmﬁ%umLﬁﬂuli’ﬁ’uﬁwﬁ'mmmusrﬁiumia'nm
WaZEINTENTIEITITUEY A1l ASEAN Stability Study Guideline Tudannas ASEAN
Harmonization Product on Pharmaceutical Registration Suilt 26 $urANN.A.2551
Tnevhmsfnwauasanmerfigumail 3042 °C ATUEING 7545 %RH

3.5 nsdliliswunuusieuanmansinunTiauya (Bicequivalence) WisulisuivgAuwUUAM
wdninausiwazUURluMsAnydiauyavessaiyuesdinnuANEN I5UN1TIMIUAZET

NILNTIAGITUAY

4. fegnel
Hnedasdsiedwenetiaiios 2 mhevssytusidaduiumuaniwasdonlinsudou auiiimue

Tuhderuandfimlutruariisunsudaneiuiulude 3.1

5. mavsefuguNweNTidsey

5.1 Suduorgueseniidweuseuvislivesndt 12 Wewifuanfudwey

5.2 g WNNATANDY wfpsdidnmielususesmamsaaiianeioniuiidaeuvesduan

5.3 nsdifmbesenmavhnmsduieteiidaeuiiedmsiviinseinanin mhesemavimiide
Foswamataen Tnefuisazfesdwfivdnmudnauimhenmsdwaiansy
wazdugfuiinseumlddnslumansniiesesinaunn nsdimuielidlumunuinuusans
W8I IUVORANIUAND I SURIsNN5IEURIIAEAINAYTD I waz/vieduanlupdaroly

5.4 fueazdpianienaisnsiundsudlenindineng viaidlaiiansidenanimeyszmsla 4

Aaurualagliflideuly
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AMENUULIANIZVDIEN

lvabradine 5 mg Tablet

Joen  Ivabradine 5 me Tablet

AnANANY

1. Wuediapdeuildy (Film-coated tablet) dmsuiudsen

2. Usenaumeiien Ivabradine 5 mg lu 1 uin

3. ursyluunsinaiin Yoatumuiu

4. aanuuuTTuTReIsTYden dmustneuiieddy uasauuss Tunin i’uﬁ”umq WU uag
s dousiiuenliathedimaunay amnuumwurussqeesieesesssylen dauusznoude

(A '
LY o a =

d1fity AIULSY TUAUDIY UBTLAVTINGR

AuduUANIamaiia

1. Identification cal‘i’.;ﬁlﬁhumuﬁ'izﬂu Finished product specification

2. Usinasendngy 95.0% - 105.0% of the labeled amount of lvabradine
3. Uniformity of dosage units m‘s’mﬁhumuﬁ‘wﬂu Finished product specification

4. Disintegration Not more than 15 minutes

5. Degradation products
Any unspecified degradation product ~ Not more than 0.2%
Total degradation product Not more than 0.6%

Jouludug
1. enansmsidsuengetunadouiiusiedmirglussmalvenavdun (declare) unasnan
1.1 Tuddgnstunsidoussualdud ne.2 vie.3 vne.a vio 0.2 udusnsdl
1.2 Tudweiunsdoumiue ne.l we .1 wieuneandeahionmunununinvewdniosiaui
Funzdeu (finished product specification) wagUafivuaRuNYasIngau (drug substance
specification) n3diflegszninamsAsuuasdludiudu wfewuuienasnisveudla (6.5) an

3o finished product specification waz/%58 drug substance specification

2, \@NANTTUTBIINTFIUNTHAREN
Ardndeslionansiusewnasgrunmsinemuvaninasiuazisnisinlunsnanen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tneniie91u PIC/S participating authorities

atuaannusaunInsIeaey Tasiinamsiuseiieiulszniauszninsimdiinnsetind (e-bidding)

3. 9nd1s9 ..
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AMANYAZANIZVDIEN

Ivabradine7.5 mg Tablet

Jow1  Ivabradine 7.5 mg Tablet

anauAaly

1. Wugndamdauiau (Film-coated tablet) dwsuiuuseniu

2. Uszneusieiien Ivabradine 7.5 mg Tu 1 idin

3. ussqluunsDnain Yostunnuiu

6. aanuuUTTYSaTiFessTyTen dusznoumendidy wazauss Fundn FuAueny aviindn uag
wunzdouhiuelisgetanuuas annuumsurussgeegniedesstylion duuszneuien

o w as

& 4 a
AR AAULTY IUAUDNE LALAUNING R

AaNUANMamALla

1. Identification asrarumiisEylu Finished product specification

2. USinaumendAey 95.0% - 105.0% of the labeled amount of Ivabradine
3. Uniformity of dosage units m‘i?ﬂv«"lumuﬁisﬂu Finished product specification

4. Disintegration Not more than 15 minutes

5. Degradation products
Any unspecified degradation product  Not more than 0.2%
Total degradation product Not more than 0.6%
Foulvdue
1. lenansmsldsuenytunsdouisuenfedmielulssmdlneuazdiung (declare) unaswan
1.1 Tuddynstunsdoussulaun ne.2 ne.3 ve.d wie 8.2 ududnsdl
1.2 lushwetunsadousiuen vie.1 wie 6.1 wiouseazduntonismunuamnwyeswandmsim
Funzdou (finished product speciﬁcation) WAETBNMUAAMAINYDIINGAY (drug substance
specification) n‘scﬁﬁagjiwﬁanmﬂﬁauuﬂamﬁhLﬁmﬁu ILHDWUUVLBNATNITVBLALY (8.5) 37
w5oy finished product specification wa/v3e drug substance specification

2. Lﬂﬂﬁﬁ‘i%‘u‘iﬁ]ﬁuﬂﬁ'ﬁﬁﬂuﬂ’]iﬂaﬂﬂ’]

Y a

| o a ) ¢ aa =] a
ANARRBENAI T UTBINIATFIUNISHARSINIUNENNAILAZ TSN TNATUNTHERYT PIC/S

U

(Pharmaceutical Inspection Co-operation Scheme) Inenule91u PIC/S participating authorities

atuaganusounsngvaey Tasinanissusesieiulsymalssmanaidianynseding (e-bidding)

3. LON#AT ...

ke



3. LONAIAUSNYNLYDIMLAURTIAN

[3

3.1 HAN1IATPINATRMNWHARS TSI 3UvRNER (Certificate of analysis of finished

q
a0 o@ W

product) Tuensuidatiumed

(3 o a

3.2 HanInTleswinuningAuvessiendriy (Certificate of analysis of drug substance)
filunsrdneiuiidaiuiegns dwves franen uay draningiv

3.3 onasviendngiududunudiusseningunsniin vesingivusaihendAy (drug substance)
fo 3.2 fujunsuanveswdndusiendiagy (finished product) 48 3.1

3.4 wamsAnw long term stability prenteyrasiidunsdeulifudninnuanenssunmsems

LASENTENTIEDTEUEY

o ]

4. fI9871981
| | v 1 v gat @ v v oo
DIFINI0Y YD UDY 2 ‘Ifi‘lJ'JEJ‘US‘iﬁJ]ﬂmWUQLfJUGI'JLL‘ﬂuLLﬁm‘i’]ElasLﬁﬂﬁlﬂﬂiUﬂ’m Gﬂl]mﬂ']ﬂuﬂlu

v
'
Y ey o

Widonuantivhluddunariizunssdndeiiuivlude 3.1

5. MaUsefuamNWe WDy

5.1 fuAuegueseniidweudeavaslitiounin 12 ieutuaniudeey

5.2 snuInTidsey svsesdidnnmansluiuTemanmsnsTianieuiidaeuveuan

5.3 nsdlimbesismavhmaduiiegeniidweuiiiedmsalinneigunin misswnsagyimide
Sosvaietnag lnsfuigasdesdwniiudnaudnauimbensmadansadinnsy uasiy
gsuRinveualdisluminiddesigunim nsdifinuieliiulunmnudnvasane
mihesvmsveanuanshisuinsanmsiauesiamedinanvesue war/miotuanlunsaoly

5.4 fuwasdeuansenansnsiuasusileslndvuneny v3ailaiAansidenanmsUsznislag

nauf s lag liddeuly

p
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AMANUYUIANIZYDIEN

Linagliptin 5 mg Tablet

Foun Linagliptin 5 mg Tablet

AnFutANlY

1. Wueuddaniouildu (Film-coated tablet) dwiuiuusyniu

2. Usgneusedie Linagliptin 5 mg Tu 1 win

3. U33qluurlnaiin Hosfupnuiy |

4. amnuuusTYfsiiessrylen duustnouiondfy uasaiuuss Tukdn Hudueny lavilndn uag
wmunadeuidueliosadamuuay amnuuneuzusIeegtiesiessyyies dulssneuiin

(% '
o v a =

d1fity ALY TUdURIY UavaUTINER

AaudiAnIamaiia

1. Identification m‘mti’mmuﬁiwlu Finished product specification
2. Usanausnendnngy 95.0 - 105.0% of the labeled amount of Linagliptin
3. Uniformity of dosage units m‘i’mﬁi’mmuﬁixﬂu Finished product specification
4. Dissolution Not less than 80%(Q) in 30 minutes

5. Degradation products ﬁl‘i'aﬁlﬂi’luﬁl’mﬁ‘iw‘[u Finished product specification
6. Loss on Drying Not more than 3.5%

Reulvduq

1. wnansmslasueuanetunseusiusios mislulsemdlneuazdiuaa (declare) wasdn
1.1 luddrnstunsdiousivenliun ne.2 ve.3 ve.d 3o 8.2 udusnsdl
1.2 Tudveiunsfeuiiue ne. wie 0.1 wieusieasdenhionismuauamaeHEnTiANLT
Junzidou (finished product specification) kagdanvuanmNHYBIngAU (drug substance
specification) niﬁiﬁagj'ﬁxvnfwmiLuﬁaul,ulamr'ﬂmﬁmﬁu JEABILLULENETNNTVALNLY (8.5) 31

W53 finished product specification wag/v3e drug substance specification

2. 1BNANITUTBIWINTFIUNTHARYN

YV a

v o ) a [} 5 aal | a
NNﬁﬂﬁ]EN%JL'e)ﬂ?ﬂi3U5EN§J'1WEE’]UHTENEIi‘lEI'IW]'HJVIﬂﬂLﬂm‘VlLLﬁE‘ﬂﬁﬂ']TV]mUﬂqiNaﬂﬂ”l PIC/S

u

(Pharmaceutical Inspection Co-operation Scheme) Tnaniaee1u PIC/S participating authorities

auaganusaunsnsaadey Tngiinanissusesiiviuusgmalseninsndiinnseiing (e-bidding)

3.100819 ...
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3. (BNANTANANYMEVDIBTILAUDIIAN

3.1 HansRsIR AT RN wHanSsiednTIgUvekin (Certificate of analysis of finished
product) lugnguildadusoeig

3.2 wan1snsIviAssinunInIngAuvesiied1Any (Certificate of analysis of drug substance)
Fidlumsuaneniuitdaiiuiesh faves {udnen uay fuaningiv

3.3 lonansvievangIubuiumudusszndeguNHER vesingAvvesiednty (drug substance)
1o 3.2 fusunsnanvesndnsiaeiordsagy (finished product) 4® 3.1

3.4 wan13Anw long term stability maammmq‘uaamﬁ"i‘fuwsLﬁaulﬁ'ﬁ'uéhﬁﬂmuﬂmns‘sumimwﬁ

BRSEINTENTINATITOIEY

4. foyeeN
Auedesdsiiegseathalon 2 mheussiurigalufunuaniisasdealinsuiiu muifmunlu

Wideuaniiviluiiuwasiisunssdaideiuivlude 3.1

5. mavseiugunweideeu
5.1 fudueguesniidsaudeandslitieondt 12 Weulfunniudaiou
5.2 gmnnaiidwey svfesddinamegluiusesmanmneinsiojuidaeureud
5.3 nstifmhsemahmsduieguniidweuiledinsisiinnziaunim mhesgmstesimilide

v

awaretue Inefneadesdwfiudnausnauimhenunsdmsinieseid sy

AiuRmseurlidelunisnssiieseinaunn asdiinuietbidulunmusadnumsans
whesmsveauansliiufiasannsiauesineIfinaIve e wa/sefnanlunsaoly

5.4 fuasdpaanuenaismsiuasueilesilndvunony viaidlaiianndenanmeousynisla 4

naudmualae oyl
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AMENEULIANIZVDIEN

Pitavastatin calcium2 mg Tablet

Hoen  Pitavastatin calcium 2 mg Tablet

AnFutAN9lY

1. s fiaipdeuildn (Film-coated tablet) dwiuiudsznu

2. UsznaushesenPitavastatin calcium 2 mg Tu 1 din

3, Uﬁ'«ﬂuLLm‘ﬂmaﬁwﬂaqﬁ’umm%u wazusginriveaiunas

4. aanuuuTTSusiRessEyden dnlstnoudiendidiy uazeuuse usde Sudueny avilndn uay
anzidousinsualistnatalaunay amﬂuumﬂuzmﬁ}maiiwﬁaﬂﬁmixq%m druusznausig

A1fiRy AINULIY TUFUDIY UaTlaTNER

AaudNUAnIumaila

1. Identification mwﬁhumu‘ﬁizﬂu Finished product specification

2. Usinuenddsy 95.0 - 105.0% of the labeled amount of Pitavastatin calcium
3. Uniformity of dosage units m‘nﬁ]ﬂhumuﬁisﬂu Finished product specification

4. Dissolution Not less than 85% in 15 minutes

5. Related substances M'i'aﬁ]&i'mmuﬁ‘ixﬂu Finished product specification
Joulvdug

1. wonansmsliuounwiunsouiiusiiedmieluvsemalnouazdiung (declare) undinin
1.1 Tuddymstungifeusiunldun ve.2 ne.3 ne.d4 vie 8.2 udusinadl
1.2 ludvetunsdousiiue ne.1 vie o.1 w%’amwamé’mﬁﬁamsm‘uauﬂmmwmaawﬁmﬁ’msﬁmuﬁ
fumzidou (finished product specification) wavdarimunnunmuesingiu (drug substance
specification) ﬂiﬁ?ﬁagiizwiwam'im%iamwaauﬁlmﬁmﬁu QZADILLUVLBNATNITVOUALY (8.5) 31

w3y finished product specification wag/%3e drug substance specification

2. 1ONENTIUTONNATEIUNTTHERNEN

Y a

frAndafiionansfusBanasIuNINERLIMIMANNAsILAE I MIARLUNSHANT PIC/S

u

(Pharmaceutical Inspection Co-operation Scheme) lngviuiss1u PIC/S participating authorities

[T < (Y] = o a d a o . 3
awma;ﬂmmaum‘ima'«aaaﬂﬂEmwam‘ssmaqnq'suﬂwﬂwﬂszn'smﬂﬂ’lammn'iauﬂa (e-bidding)

3. 19N&1T ..
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3. 1BNANIANAN YL UL NLAUDTIA

'3 a

3.1 HanIRTIRIATIERRNMWHARSsiedISagUveHAn (Certificate of analysis of finished

q

s B as ]

product) Tugjuindutudiedng

'3 [ a s ]

3.2 WAN1INTINIATIERRMNIWIRRRUTDIRENEdAEY (Certificate of analysis of drug substance)

q 9

s a

fidlunsuaneguiidaiusegafeuanouazdudningiu

3.3 Lenanswieviangubuduamuduiugszninsgunsuanuesingaveesiiend@Agy(drug substance)
4 3.2 fugumswanvasdndaeienddagy (finished product) 4o 3.1 |

3.4 wansAnw long term stability maamiaamq“ummﬁ%‘uwgLﬁﬂu”l"fﬁ'uﬁwﬁmmﬂmsn‘smmim‘ms
UALEINTTNTIENGITUGY A3 ASEAN Stability Study Guideline Tutionnas ASEAN
Harmonization Product on Pharmaceutical Registration Fuil 26 unAw W.A.2551
Tngvhnsnuaruasanmenilgamgdl 3042 °C mmTudNNG 75+5 %RH

3.5 nadilllvenduuuudeuansrantsinuiaauya (Bioequivalence) Wisuiisuiusiuuuua
waninuswazuuUfuRlunMsinudauyaveseainyuesdtinuANENIIINITRINTUALEN

NIENITNEABITEY

4, 981980
9/ Y " ' ' o ' o gt o v ) o o
EJJ‘U']HW]QQENG‘I’J@EJ'NEJ']E)FJ'NU@EJ 2 WU'JUU'ﬁT‘i)‘ﬂm‘ﬂ‘ﬁ\‘lL{]‘Hﬂ?LLV]‘L!LLﬂﬂﬂiﬂﬂﬁﬁLGUﬂlﬂﬂi‘Uﬂ?u AIUNATWUR

Tuhdenmandimluisiuwasiisunmsndndeiuiulute 3.1

5. MUseiunuaMeTdeey

5.1 fuduoigueseiidweudeavasliitiosndt 12 Weu uaniudaou

5.2 gWnaafidaiey fpsdediunnmeluiusemantsnneiinnzieniuiidaouvesdudn

5.3 nsdimhesnisvinisduiegeniidweuitedimsisdiesiinuniw mhesvnsagimide
Sosveieden Tnsfuisazfesdswiiiudnmus nauiimhensnsdmnaieneiandu
Hsuiinreuaildinglunisanaiinsesinunw nsdfinuieibidulununudnusens
Whes19n5veanudnslisufinsanmsiauesmeiina vy war/viefuanluniioly

5.4 fuagesudnsenasmasudsuedlenilndvinony vidaidlaiRanisidenanmdsysynslac

Aaurvunlnelidideouly
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AMANYMSIANITYDIYN

Prasugrel 10 mg Tablet

Foen Prasugrel 10 mg Tablet

AnENTRN ALY

1. Wusdinmdeuildy (Film-coated tablet) dwiuiudszniu
Usgnaumeiien Prasugrel 10 mg Tu 1 1fin

uTTylunnslnaiin Jasiuuauasanuiy

ORI

L2 2 4 ! o 9 o U = . la” dl a
AAINUNUSIYAMeIRRITEYTReT druusenaumendiAn wazauuse JuRan JUAUDIY laUNRER uay

wunzbouidueliognsdamuuar aanuunmeurussyeesnleufosssylios dulsznoufien

o o o & o

d1ARy ALUSY TUAUDIEY WABIATINGER

AuaNUANIamALa

1. Identification nsaasumuiiszylu Finished product specification
2. USinamendAgy 95.0 - 105.0% of the labeled amount of Prasugrel
3. Uniformity of dosage units Gli'ﬁm"mﬁ’mﬁiw‘lu Finished product specification
4. Dissolution Not less than 85%(Q) in 20 minutes

5. Total degradation products Not more than 1.2%

6. Total oxidative degradation products Not more than 0.5%

Fouluduq

2 as d’? = o ar EJ o 1 o 1 =
1. wnansnslasueygintunsidousmsvenied mielulsemalneuazdiung (declare) uvaanan
1.1 TuddynmstTunzdeudisuelaun ve.2 ve.3 ne.4 138 8.2 ududnsl
o d"‘ = o_ o <4 b4 = @ a o & =

1.2 Tudvetunzlausmivegn ne.1 ¥3e 8.1 NIaNTUasDeniIToNTAIUANAININTBIRANNNTINIAN

Funzilisu (finished product specification) wazdafimuarmnWYeIIngAU (drug substance

ar . = = ' ' < a a o
specification) nsdifiegszninanisiasunasdlufindy avdesuuienaisnisveudly (v.5) i

W3ou finished product specification waz/v3e drug substance specification

2. lONANTTUTBWIATFIUNINEREN
AndafasilionanssuseInIgIUNaHEneAIMANNsTUAY ST NS ARTUM IHARYT PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lngiieau PIC/S participating authorities

atuagamuseunsnsandeu Tneiinanisiusesteiusgnmausemasadidnuseiing (e-bidding)

3. 190817 ...
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3, 1ONAIANAN YLV NAUDTIAT

3.1 wamsnsIvlesgiaunnanfasiodnagluesnan (Certificate of analysis of finished
product) luﬂﬂi:uﬁﬁdtﬂuﬁ?aii’m

3.2 WansnTIvimswiaunmwingiuresienddny (Certificate of analysis of drug substance)
filunsuanoiuildaduieg faves duaen uas grdintagav

3.3 wnansvidendngubudumuduiusseninagunisnan vesinguveeinedngy (drug substance)

fo 3.2 fujumsranvowandausiend3agy (finished product) 90 3.1

3.4 wan13Ane long term stability maammmq“uaqmﬁﬁwxLﬁﬂu"l,"iﬁ’uﬁwﬁﬂmuﬂmxﬂi'iajm'imm‘s

WAZEINTENINEGITUEY

4. fE9EN
fueesdeiooseeatiaion 2 mhsussytumidadusunuuanasazdealdnsuin auiidmuelu

Widenanmluddulazijunsndndeiiuiulude 3.1

5. maUseiunuWeNTidaioy

5.1 fuduegvewnitdseudeavaslivesnit 12 ey duaniuduey

5.2 MNNATINDY wdpsdsdiunnmsluiusemanannaiinnzieniuiidamouvesduin

5.3 nsdifmhenumaimsduieiiniidweuiedmsivianeiamunim mhesemsasvimide
Sosvemarnen Tnsfvisazfesdwfindnaud nauiimhensnisdwmaiiese wasdu
fsuiaeumlddnslunsnsvinssinumw asdiinuiebidulumusadneusiens
WMPIIUNSTYRANIUAND LS URIsaNmMItEueIIAeItInaIve Y LLaz/M%ﬂémﬁmsLuﬂ%v’wia"Lﬂ

5.4 fuwasdeaanienarsnsiundsunidenlndmineny vialaiRandeuanmiaysznsla

naurdvualaglufideuly
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Pravastatin sodium 40 mg Tablet

foen  Pravastatin sodium 40 mg Tablet

AnuFulAvalY

Liluendin dwuiulsznu

2. Usenauniumaen Pravastatin sodium 40 me Tu 1 e

3, U3sQluwsUaatin Joafunasuaza iy

4. aanuuUTIYTEiReIIEYTen dauusznaufiendidy wazanuusa Tundn Fuueny inuiindn uaz
wvzsushivenlioseinuuay aanuunurusIiesaliespesyyesn daulssneudien

2 ]
o a v e =i

dnty ANALTY TUFUDY UAzLAUNG A

AussTANIanaila

1. Identification ﬂ‘i’mﬁhumuﬁisqlu Finished product specification

2. USanausendngy 90.0 - 110.0% of the labeled amount of Pravastatin sodium
3. Uniformity of dosage units mmthumuﬁi::ﬂu Finished product specification

4. Dissolution Not less than 80%(Q) in 30 minutes

5. Related substances mwrhumuﬁwq‘lu Finished product specification
Joulvduy

1. nanInsesusygmTunziaumsueitedmhelulssmalneuazdung (declare) uvanan

1.1 TuddAymstuneiboussueilaun ve.2 8.3 8.4 W39 8.2 LasNTo

21

1.2 Tudwefiunzidowhiuen el vide 8.1 wSeuswazidoniten1smuANANMNYDIHARS T

Yunziiou (finished product specification) wagtanIMuARNNINYBIINGAU (drug substance
ir 5 s ' o s v
specification) nsgifiegszminanisiAsunUaudloisidiy asdesuuuienarsnisveuily (.5) i

w3ou finished product specification waw/#39 drug substance specification

2. 1PNATTUTDIN mgwumswﬁmm

Y oa

v o @ a o i as = a
Nwamﬁ@ﬂuLaﬂf‘ﬂ55”5@QiﬂWﬁﬁ’]‘HﬂqﬁwamﬂqﬂquwanLﬂmmuaﬁqaﬂTﬁﬂmuﬂ’]iNamﬂ"} PIC/S

U

(Pharmaceutical Inspection Co-operation Scheme) Tagumiiesu PIC/S participating authorities

s ] = & s = w a d o f X y
aduaiganusaun1InTIaeulasiinansiuTastsTuUssnMAYsEMnImBLnynseiing (e-bidding)

3. 1eNds ..

mm/



o é
5}, LONANIAMNANYUETDIUINAUDINAN

3.1

5.2
5.5

3.4

511)

(3 a

HANSASITIATERRMNTNNERSUsiENdTa3UvenE (Certificate of analysis of finished

=

product) Tuenguiidadusiegig

€ s a

HANNTASIIAT VAN NI AVTBIiIIE1ATY (Certificate of analysis of drug substance)

q

= L o o &

WBNENIVIENANgIMEUGUANFUNUSTENINIUN1TNARRIINNAUYBIMIEEIAR(drug substance)
99 3.2 fuguMsnanvesrindusiendnsazy (finished product) 9o 3.1

Nan13fnYI long term stability maamhqmqmaqmi‘fiﬁuwmﬂﬂu‘lﬁ’ﬁuﬁqﬁnmuﬂmsniiumimmi
WAZHINTENIIAIDITUAY Ml ASEAN Stability Study Guideline ludiannag ASEAN
Harmonization Product on Pharmaceutical Registratidn Juil 26 Surmu w.a.2551 Tag
yhnsAnyAuAEN NI gaMgll 30£2 °C ANsuITNG 7545 %RH
nstililldenmuiuuneuaninansinuaduya (Bioequivalence) WigulfiBuiuBIRULUUAN
vaninasiaziuuuRlunsAnuIauyavesea@siyvesdninnuAnznI TN WY

NIENTEABTUY

4. fvtNe

HunesesdeihatvIeg 0o 2 wilsaussyiueitalumunuianisisandenlfnsunig Aammun

TuhtennauuAm ludsiasiisuniskanifednuiuluge 3.1

@ =
5. MUsENUAMNINTIENNBY

5.1
5.2
5.3

5.4

AUy NdIaURBunEaltRENT 12 Weuliunnivdiuey
gynnnidweu IzdesdidnunmaslusUTo AN nTINIATIE N TUNEINBUTBINHAR
nafiivheswnisviinsgusedsenfideweuiiiodinsaadaneinanin niesunisagimiie
9 ) ' ] v | < [ a0 | a ¢
3040951087987 IAURUIBILARIAIE L ANANT NI UNNIIETI BN TAIATINIATIZIN

& Yo A G 72 a ¢ ad ' e W
wazluSuRiaveualddnslunmsnsaniessiaanin nadiinudenldidulumanmanynziomy
WhesINsYeanuasllSuRvsMIMIaLBIIANERINENeUE Lag/MEolHAnluATD
7 o [ - - v R DS -
HuneRzfosudnenasmsiuieusndienlndnuneny visaiioiianisidesanmaiedsynisla 9

neununlaelidReuly
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AMANELIANIZVDIEN

Rivaroxaban 15 mg Tablet
Hoen  Rivaroxaban 15 mg Tablet

AANUANILY
1. \Wusudiniadeuilas (Film-coated tablet) dsusuUseniu
Usgnauniesnen Rivaroxaban 15 mg lu 1 uia

N = . A’
UsTglunksUnaiin dosiuuauazamuiu

e

o Y 4 | Y o o A S o a
Qa']nuuu‘i'iﬂﬂmmﬂ9453‘1{’0@UanUUigﬂ@Um’JUqa’]ﬂQJJLLﬁSﬂ'T}NLﬁQ AUNEAR 'Juaua']QLﬁ‘UWNam LWae

wungidoursueliog MTnlLLAE RAINUUAIYNEUTIIENaE1NTBRITYYTRYN daulsEnaufat,

o v-: o

AL ALY IUFURNE UAZLAUNHER

AouENUANIATR

1. Identification Gl‘i’aim'mmuﬁizq'lu Finished product specification

2. USinausandngy 95.0 - 105.0% of the labeled amount of Rivaroxaban
3. Uniformity of dosage units mmmumuﬁ'wﬂu Finished product specification

4. Dissolution Not less than 85%(Q) in 30 minutes

5. Degradation products
Any unspecified degradation product = Not more than 0.2%
Total degradation product Not more than 0.5%

Rouludug
1. enansmsldsuouymdunsdsuhivsnfodmielulssmdlnauazdinng (declare) uvaswan
1.1 Tuddymstungdousiunliug ne.2 ne.3 e.4 wie 8.2 udausnse
1.2 Tuswedunsdousinduen ve.1 vde v.1 wieuswasduavadonsmuanaunwYeEATu
anuitunside (finished product specification) WazteMUuUARNAINYBIINGAY (drug substance
specification) nsdifiogsgymnansiuasuuasunlufisiiu sgdesuuuienaisnisveuily (8.5)

1594 finished product specification Waw/#38 drug substance specification

2. LBNATIUTBNNATFIUNTHENEYD

Y a

ANERABITLENAII UTBINNATFIUNINEREINIUMENLN U9 IkaEIBNNALUNSHAREN PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lnemiiaganu PIC/S participating authorities
atuaganusauntsnsaEey Tagiinanissusestaivlszmealsynansnmdiannsedind (e-bidding)

3. LlonNdna ..

Oy



1Y) <
3. lONANIANANYEUDINLAUDIIAT
3.1 WansnsIviessiRunNaasusiBndIsaUneHan (Certificate of analysis of finished

1 A 1 Qs 1
product) lugnguiidadusiegn

o/

3.2 HAN1IATIVIATIERUNININgAVYRIIEIE1ARY (Certificate of analysis of drug substance)

<

y = ) A 1 o/ 1 5 YV o LY s =
ﬁ'[,ﬂumiwafnmquwamﬂumama YNUBY HHARET Has WHARINEAU

3.3 LONANIVSOVANgIUEUTUANNANTUSIENINGUNTNARN VoInnRuBsseE1Asy (drug substance)

L)

19 3.2 flusunsuinuesrdndnaiendsasy (finished product) 9o 3.1

3.4 wamsAnw long term stability naeaTasergveseivunzlsulinudninnuangnIsinems

WHZEINIENIIETTI T

4. foE9eN
Henesiesdsiegenaghnios 2 mheussadaeidaiumunuansiazdonldasudu audimmue
lwihdenamudiniuisiuasiizunisanaoiusulute 3.1
5. MsUsziunmnINg oy
5.1 fudusgvesniidasieusamiolitisndt 12 Weulfuanudsuou
5.2 snaInfidaiey axsesdsdiuinmielususesanisnniinnzieiuiidaeutedtan
5.3 nsdifimiessmsinsduiegseidweuiiedmaiinnginunim mhesimsasimilide
Foaveshoteen Tnerfupazsosdsenfiudnmuswuiiniienunsdnsindinsisd weslu
KuRnreuATltselunInTInlaTIEsinan N nadiiwuithidulumunusnuasame

¥ =

wihes1un1sreanuans lliuRaisanmsiauesmeIRina1eYIY way/viseRkanluassioly

Y
v/ 2

Y, = o v s = [
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AMANBUZIANIZYDIEN

Rivaroxaban 20 mg Tablet

foen  Rivaroxaban 20 me Tablet

AENUALY
1. Wussiawmdeuildy (Film-coated tablet) @msuiulszniu
Usgnaumesen Rivaroxaban 20 mg Tu 1 in

ussylunklnatin Josiuuasuagainiiu

(9

aNUUUTTIAUsRessTYTenN dulsenousaendify uazamuse Fusdin Judueny uiinda uax

= o o v ] ar 1 L 3 < 1 o
Lﬂ?WlBL‘UEJuWﬁUEJ']I’)E]EI'N‘UG)LQHLE@S Qa’lf]‘UUﬂ'WJU%‘U55"\!8’1@8']\11195]3]8‘333U‘68E1’1 AuyUsEnaumien

q

e

v ]
o/ o o al

dFity AINNWSE FUAUDIY UALAVNHER

AuduUANInAila

1. ldentification Wi?ﬁ]ui’lﬁmuﬁmq‘lﬂ Finished product specification

2. Y3unumiendnsiny 95.0 - 105.0% of the labeled amount of Rivaroxaban
3. Uniformity of dosage units M‘i’mmum’mﬁixﬂu Finished product specification

4. Dissolution Not less than 85%(Q) in 30 minutes

5. Degradation products
Any unspecified degradation product Not more than 0.2%
Total degradation product Not more than 0.5%
= =
Woulvdug
Ves :‘!} = o o < o [} 1 =
ik Laﬂmsmﬂmiuaumwmmwswﬁiumﬁua1Lwamwmﬂ’LuUssmﬁlwmmzﬁmm (declare) UWWANNGR
1.1 Tuddunistungideoushiuanlann ne.2 ve.3 ne.d ¥3e 8.2 waausnil
1.2 Tudvetiunsdewshive ve.1 vie 8.1 wiousiwandeadeniseupuaunmyesHaniue
LY = A 3 5 v o v a
AuNTUNzLUeY (finished product specification) UagtoMUUAAMATNIDNINGAU (drug substance
L 3 ad | a S o
specification) nsdifiegszmmnenisiasuuiasuiluiiaiy awieswuuienamsnisveunte (8.5)

1wFe finished product specification waz/%5e drug substance specification

2. 1BNENTIUTBBINTFIUNITHAREN

ArandesllondnssuseanAsgILNIHAREIMLMANINAeILAYIBNSARlUNTSNEAYT PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Taenuaeau PIC/S participating authorities

atuaganmsounsasiaey tneilnanisiusesiisiulszniausznansndidnnsetind (e-bidding)

3. 1lndT ..

s



3. BNAIAAN YYD TIAD I
3.1 Wan1InTITIAT RN REASusie1dnsasUvesEn (Certificate of analysis of finished
product) Tugnsuiidaiugaogng
3.2 NANINTIIATIRRRMNINIRgRUTeImEd@dny (Certificate of analysis of drug substance)
ilunsrdneniuiidadusegng sivves duine way {uaningiu
3.3 nanssevanguauduaudNRusTEMIguNISHEAR YeringRuveiiendfy (drug substance)
10 3.2 fusunsnanvessdniuasiendniogy (finished product) 9o 3.1

3.4 uamsAny long term stability aapavegueseivunsisulinudinnuauenssuniiemis

LAZHNTENTINFATDIUEY

4. AILNNEI

RUNEADIARIBE19E0E19UBY 2 MIBUTIYIUATIL

[~

YumununamsazdunlaaTuiu mMunnIum
TueamauUAmluteiulariigunisHanmeaiuiulude 3.1

5. msUsefiugunweTideey
5.1 fuduenguesniidsueudeundelitiesntr 12 Weutfuniudseu
5.2 smnneiidwey wesdsdunnmdeluiusewanisnsalinnesioiuiideeuresiidn
5.3 nsalivesnvmsvimsduiegiseniidweuiiiedmaiinninanin mieswnsagyimilde
Soavoiagneen nefueazdesdiuiudnmudinuiimiaensnisdnsainse uasiu
FsuRaseumldanglunmsnnaiinsesiguniw asdiimuienlifulununudhvazans
MUIBTIIN5VRAIUANT HISURTUINITHEUDTIAEIFINEITD IR Y LLﬁ%/ﬂ%ﬂﬁNﬁﬂIuﬂ%ﬂﬁi@lﬂ
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AMENYALLANIZYDIE

Rosuvastatin 10 mg Tablet

do81  Rosuvastatin 10 mg Tablet

AnENTANLY

1. Wuendinedouddu (Film-coated tablet) dmsuiulssniu

2. Usenausmemen Rosuvastatin 10 me Tu 1 1in

3. ussgluusstaaiin Jestuuasuazainuiy

6. aanuuUTTYtTidessEyden dulsznaumendify uazamiuss Fundn i’u??umq \aviindn oz
wansdouhivelegatanuuas aanuuneurusTenedisesszylion duuseneudn

o w

v & s a
AIREY AIUUTT IUAUDTE UWASLAVNINGR

AauaNUANIumAila

1. Identification pyavsumuiisEylu Finished product specification

2. Uanausendnngy 90.0 - 110.0% of the labeled amount of Rosuvastatin
3. Uniformity of dosage units tﬂ‘i’;ﬁ]ﬂiﬂuﬂmﬁisu’[u Finished product specification

4. Dissolution M‘J’J’-\whumu‘l‘ffisuiu Finished product specification

5. Related substances ngaaKATAsEyl Finished product specification
Roulvdug

Vo -:’: o @ d o 1 ‘ o 1 =
1. wnansnislasueygedunzbowihsusndiedmiheluusemalveuazdung (declare) wiaenin

1.1 Tuddgnistunsidoudsuelein ne.2 ve.3 ve.4 %30 8.2 udusnsdl

24

1.2 Turwetunsiboumiue ve.1 w3 8.1 wiouseazdeniiten1snIuaLANANYBIHARTMeIA1LT

Tunziteu (finished product specification) wagtamnuaRMAINYBIIARAU (drug substance
specification) n3gifiagseninansiuasunUasunluiudy zealuuNA1TNTVBINLY (8.5) 31

w58 finished product specification wa/%5e drug substance specification

2. lONANSTUTONNTFIUNTHEREN

v oa

L = LY = s & = P a
NNﬁﬁl@]E]\'iilLE]ﬂﬁ'l'iTU"S'ENZLI'Iﬂig']uﬂ'l'ﬁwaﬁlEJW‘I’lll'ﬂaﬂLﬂmﬁ}’lLLaﬁ'}%ﬂ’]‘iﬂmuﬂ'ﬁNﬁﬁﬂq PIC/S

Y

(Pharmaceutical Inspection Co-operation Scheme) Taemiaganu PIC/S participating authorities

) 1 = LY 4 o a & = 3 & £
atuaigamuseun1snTIsaeulaeiinan1siusesivivlsemealsemnsiasiinnseding (e-bidding)

3. 18N&T ..
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3. 18 NANIAMANYUSVDIY ML UBD TN

¢ a

3.1 WaN1IRTIVIATIBRAMAWEEATTIEd 153U v0ewER (Certificate of analysis of finished

q

1 A |} s 1
product) luggundadusiegig

a Y 9

3.2 WaMINTIAATIIAUNWINgAUYeIed1Aty (Certificate of analysis of drug substance)
flalunsnanenfuiidaiumogaismesianuazuaningiu

3.3 naniendnguiusurnudiiudssningunisnanuesingiuuesiiendfty(drug substance)
do 3.2 fugunisnanvesdndusiordniagy (finished product) 98 3.1

3.4 Wan13An®) long term stability maamhamEﬁlaqmﬁ%’uwsLﬁﬂulﬁfﬁuﬁwﬁ'ﬂmuﬂmzn‘s‘mm‘smuﬁ
WAZEINITTNTINANTITUEY MU ASEAN Stability Study Guideline Tutannag ASEAN
Harmonization Product on Pharmaceutical Registration Jufi 26 $uaau w.a.2551
Tngvimsnuauasanweniigamgil 3042 °C AuTuding 75+5 %RH

3.5 nsdilildensiuiuudouannanisinudasuya (Bioequivalence) WisuWsufuAuLUUAM
waninadiuazUuRlumMsAnumdiauyaveseadiyresdiinnuauEnsTuNITE M UAZEN

NIBNIWEAITITUEY

4. oEee
Runedesdeinegeetisiiey 2 mhevussydaidaiuiunuuanseazdenlansuiog auidmun

w v wa o 2 2/ = = = o ar 173
Tutenaauiimilutsmuuaziisunsudnmeiuiulute 3.1

5. MsUszuAuAME ey |
5.1 “uduoigueseiidaeudesvislsitosndt 12 Weutiuaniudwey
5.2 vwnnafidsou afesdsdunnmieluiusemansnsIvlinT s uiidueuealidn
5.3 nafiivhergmsiinisguiegnseiidueuiedmiaiinneinanim mieswmsawimide
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AMANWUTLANIZ VDY)
Sitagliptin 100 mg Tablet

Foen Sitagliptin 100 mg Tablet

AnuAnaly
1. Wuesdandouilan (Film-coated tablet) dmsuiuuseniu
Usznausnesen Sitagliptin phosphate fiassariu Sitagliptin 100 mg T 1 1in

ussglunaaUnaiin Jeatuainuiu

i )

amNUUUTIYATReIsyUTenT dalsznoudedndny wazanuuse usdn Judueny auiindn uay
vz douisueliognadanuuay aainuunwurusIIeediBfessyylion dulsnauiie

ARy AINUUSY TUAUDNE WasaUNGR

AudnUAnIamaiia

1. Identification ﬁl‘i‘lﬁ]mum’mﬁizﬂu Finished product specification
2. Ysnasendrdny 95.0 - 105.0% of the labeled amount of Sitagliptin
3. Uniformity of dosage units Wé'ﬁ]ﬁhwﬂ’mﬁisﬂu Finished product specification
4. Disintegration Not more than 5 minutes

Houlvduq

1. tnanmslaiueygntunsidoushiveitesiminglussimalneuasduns (declare) undandn
1.1 luddynstunedouiivenliud ve.2 ve.3 ve.d wie 8.2 idaudndl
1.2 Wiwetunafousiuen ve.1 vide v.1 wieuneasdeardonisnununmunwyes@nsusimui
Fumzileu (finished product specification) uaztaiMuAANIMUBIINGAU (drug substance
specification) nsdifiegszvinamsiuasuudaudlufisiy ssfewunuienaisnsveutle (¢.5) un

W3ou finished product specification waw/v3e drug substance specification

2. LlaNANTIUTBININTTIUNTHANY

Y a

2 o a ar ¢ ad o a
Hmammmﬁm ANIUTBINTIAIFIUNTIRAAY MM IUUANLN UL 5'35?'1']51/]61‘“ nMsnana PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Iagwiieeu PIC/S participating authorities

L7 = Qs = o a e a ¢ A £
atuaIgAmMUTauNIIRIIvEaY Inglinanisiusesiviudsemeadseniniimadnnseling (e-bidding)

[y <
3. LONATAMANYNEYBILNAUBTIAT
3.1 WaNIATITIATIZERMAMKHERSueied T FUveHAR (Certificate of analysis of finished

L ‘J 1 ot 1
product) Tusnguidatiusietng
3.2 WANSATIT ..

(\\c\"‘



3.2

33

34

20

NaNINTINATIRRNNINIRgRAUYBIRIEddY (Certificate of analysis of drug substance)
dlumsnanequindadufegn waves duing) uae guasingiu -
wnanIvizenangIuBuguauduRSTENINgUN1IHER YasingRuvasiiendAgy (drug substance)

18 3.2 Augumsnasvosmdnsdnsietdniagy (finished product) 4o 3.1

[
= =

HANM3ANE long term stability asnvaegueteiiunzitoulifudninnuamgnssuniams

HaBYINIENTINEG1 I

4. A998

) [ \w ' ' o ' 19 = o v o A o
Hunehesdsietsensdnaios 2 mhesussydusigadufunuianseazdealansui auiidmualu

widenaautin luimuuaziisuntsnianeiuiulude 3.1

5. M3vsiunnnmeidwey

5.1
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53

5.4
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AMANBZIANIZ VDL

Sitagliptin 50 mg and Metformin 500 mg Tablet

Foun Sitagliptin 50 mg and Metformin 500 mg Tablet

AnsauEN Y

1. Wugdlaedeuiay (Film-coated tablet) dwiuiuuseniu

2. Usgnausiemaen Sitagliptin phosphate ﬁauuﬂaﬁu Sitagliptin 50 mg tag Metformin hydrochloride
500 mg Tu 1 in

3. usTRluuHeUnaiin Hosrfunamuaznuiiy

4. aanuUUTIYTRBIEYTeN dauusenaumiedAy warauuse Tundn fudueny waiindn uay
s douisunfegnedininiuay amnuuniurusseegatssdesstyiion dulszneusa

o as v & ]

gmgY AITULIY IUEIUDY WAZLAUNKES

AuENUANIBMATiA

1. Identification a2k umuisEylu Finished product specification

2. Usunausnendngy 95.0 - 105.0% of the labeled amount of Sitagliptin
95.0 - 105.0% of the labeled amount of Metformin HCl

3. Uniformity of dosage unit mwmummﬁizﬂu Finished product specification

4. Dissolution

Sitagliptin Not less than 85%(Q) in 20 minutes (stage 1)

( (
Not less than 80%(Q) in 20 minutes (stage 2 38 3)
Metformin Not less than 85%(Q) in 20 minutes (stage 1)

( (

Not less than 80%(Q) in 20 minutes (stage 2 %38 3)

5. Degradation products

Sitagliptin
Any unspecified Not more than 0.2%
Total impurities Not more than 0.2%
Metformin
Any unspecified Not more than 0.1%
Total impurities Not more than 0.2%
Roulvgus

1. wnasmslasueygntunsdousisvenieimieludsemealneuardiung (declare) uvdanan

L]

1.1 Tudeny ...

<

O(N‘/



oY

1.1 ddynistunadeusisuelaun ve.2 ve.3 e.d vie 8.2 udusnsdl

1.2 ludvetunsidoushiue ve.1 viie v.1 wiouswandearadonismunuamnmyenansas
muitunzdeo (finished product specification) wazdafvuaRMAINYIaIngAU (drug substance
specification) nsdifiegsevinamsiasuutasudludfisnu szfuuienansmsveusly (¢.5)

330 finished product specification uaz/v3e drug substance specification

2. 1NANTTUTBIIATFIUNTTHAREN

v a

=] o a ) as = a
rﬂmaﬁ] [IRNUY)] nﬁTﬁiUi@qumiﬁquﬂqiﬂaﬂﬂqﬂqﬂiﬁaﬂlﬂ m‘ﬁLLaB’Jﬁﬂ’l‘mmuﬂﬁNamm PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Ingmuagau PIC/S participating authorities

AluAIgARNIIUNINTINERU Taedinansiusedsiulszniadszmasmaiinnseiind (e-bidding)

3. lBnansAMdN ALY TIaUETIA
3.1 WaMIRTINIAT AU WHANSueieENSIgUTeNEn (Certificate of analysis of finished
product) lugguitdaiugeeig
3.2 Wan1InTIRlATwiRunwIngAuveie1d1Aty (Certificate of analysis of drug substance)
fllumsndneniuitdaiuiiong iaves gudnen uaz Guaningiu
3.3 lenasuievangubuduaud@iiusseningunindn vesingauvessnendf (drug substance)
9 3.2 fuguMInanveswanineiend15agu (finished product) 48 3.1

3.4 wan13AnY long term stability naentisergvesemtunedoulinudninnuanenIsunems

WASEINTENIIEAEIIUEY

4. §Egee
HUeResdainegeat1ates 2 wiheussyiuegaduiunuiansisazidealansuiiu munnmue

Tuhtaauantimludsunasiigunsudnieaiuiulude 3.1

5. msUseiunmAMeTideey

5.1 Yuduergveseitdwmeudoandelifiosnit 12 Weutiuaniudsuoy

5.2 wnanafidaiey asdesdsdiunmieluiusesmanisasiinneisfuiidueuresdidn

5.3 nsdimiesivnsvimsduitedseidweuiiledmadinneinaniw mssmnsasimiide
$osvadhothaen lnefusesdesdeenfindnausouiimizesumsdinsisiieney wandy
F3uilnveurldansluminsiviiesgiguam nsdiinuielidulunuusnuuziowy
yhessmaveanudvslifufinsanmaauenmendinanvesfus wasmiefuanluniaoly

5.4 fnpdzsesuanenansmssuasusiiosilnduuneny vieileiiansidenanimieysenisiag
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AMANYMLIANIZYAEN

Telmisartan 80 mg Tablet

doen  Telmisartan 80 me Tablet

AMENUAN LY

18

BRI

) [ ] [V )
Wugla dvsusudieniu
Uszneumemen Telmisartan 80 mg Tu 1 Wi

Ussglulralaaiin Ueariuanuiy

RANUUUSTYSMReIsEyTon dasenauiiendifny uazadnauss Tundin Judueny wwunnan uay

wanzileusiniueliognsdanunas aanuunwurUTIEIeENiBeABdTEYTeeT daulsenaudiien

(Y o 4 =

é’]ﬂiy AULTI IdUDEY GEIGNTIAGT

AnENUANILVALA

1. Identification ﬁ‘i’aﬂt\i’mmuﬁixq‘lu Finished product specification
2. USunaumagnddgy : 95.0 - 105.0% of the labeled amount of Telmisartan
3. Uniformity of dosage units psrvrummTisEylu Finished product specification
4. Dissolution Not less than 70%(Q) in 30 minutes

5. Active ingredient decomposition Not more than 0.2%

Reulvduq

1. wnansnstniusygntungdousisvenitedmiglulssmalneuazdiun (declare) Wiaangn

1.1 luddymstunsdoui3uenldu ve.2 ne.3 ne.s wse 8.2 udausnsdl

1.2 lusmetunzdousiue ve.1 wie 8.1 wiensmwandeamtensmunununiwesrantsinud
Fumzidou (finished product specification) wazdarmunnuNMaBLIngAu (drug substance
specification) nsditagsevinamsiasuutaudluifisiu evfeuuienaisnisveudly (8.5) 11

w3eu finished product specification Wag/13® drug substance specification

2. lBNATIVUTBRNATFIUNTHANY

¥ a

v a o a v ¢ aa = =
NNamﬂEN?JLaﬂﬁ'ﬁ'ﬁU'ﬁENE.IPIWii’luﬂq'ﬁmamEJ'W]']NW?\ﬂLﬂmmLLaSFJﬁﬂqiﬂﬁlunqimamﬂq PIC/S

v

(Pharmaceutical Inspection Co-operation Scheme) Tagimiaenu PIC/S participating authorities

atuagamusaunisnsasy nefinanissusestiviulszmeseninsiadiannseting (e-bidding)

3. 180819 ...
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3, Laﬂa'ﬁﬂ‘mﬁ NWEUEUDIINLEUDINAN

3.1

3.2

3.3

34

HANTNTITIATIVRMN NGRS TN NI UreNER (Certificate of analysis of finished
product) Tugfuitdadusaetng

HANSATIVIAT RN IRgRUYBIiIEEd1de (Certificate of analysis of drug substance)
fldlunsndnenguiidaiiudogng favea gudnen uas fraaingiv

(%)

lnaIviTanANgLBuSuANNENR LS TENINgUNIIHEAR YesingAuvetiend Ay (drug substance)

@

T8 3.2 fugunsuanvesndndnmiedniagy (finished product) 9o 3.1

HANN3AN® long term stability nasav0gveseTunziloulinudtinauAmENTINNTEIMTS

WEASHINTENTIEG1TOUEY

4. g9

2 o | w ' ' 1) ' o gt O =~ [ Y o o
Qﬂqﬂﬂaﬁﬁﬂﬁ'ﬂﬂﬂqﬂﬂqﬂﬂ'}ﬂuaﬂ 2 WU?UUS?‘QQNWWQL{‘]U‘H?LL“I/]‘L!LLﬁﬂQﬁﬁﬂﬁﬁLﬂﬂﬂiﬁﬂﬁUﬂqu mr]llmﬂ'lﬂuﬂlu

viatenantAnluiduuasiizunswdadeiiuiulude 3.1

@ a
5. Mmadsgnuaunweideey

5.1
5.2
53

5.4

Fuduoguesniidwaudeandeliiiianndt 12 eu ffuantudsey

gmnnafidaiey sgfesdsduunnmdieluiusesanisnsioiinneionuiidwouvestian
nsdifivihevmsiinsduiiegeiidaeuiiiodnaiienginunin misumsgimilsde
fovernedieen neffuneasiosdediindnmusnauiimesenisdinsiviinsest wazdu
F3uiinvaualddnslunsnsaeimsgsiannm nsdiimuieliduluaunudnuusions
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AMANYMZIANIZYDIEN

Ticagrelor 90 mg Tablet

Foun Ticagrelor 90 mg Tablet

AnsauTATlY

1. Wusudanieuilay (Film-coated tablet) dwiusuuseniu

2. Usgnaumaien Ticagrelor 90 me Tu 1 1im

3. UsTluusslnaiin Hasuuasuayanuiu

4. amnuuuITYSmiResEyTosn duuszneusiondifey wasaause Jund Fudueny wweiindn uay
vz douiiueliossiaauuay amnuunususTegesfosseyien dulssnaudien

2
a v o

d1Aty AUUSY TUAYDIEY UAzIATING®

AusuUANIamaila

1. Identification miaﬁwhumuﬁssuiu Finished product specification
2. Yaanausnendnnny 95.0 - 105.0% of the labeled amount of Ticagrelor
3. Uniformity of dosage units m’a%w"lumuﬁixqiu Finished product specification
4. Dissolution Not less than 70%(Q) in 45 minutes
Rouludus

1. wenasmsldsueunatunsdeuiusuiesmielussmdlneuazdiung (declare) uvaswan
1.1 ludhdignssunedoussuanlaun vie.2 vie.3 ve.a vide 0.2 wdusinsdl
1.2 luswetunsdeusiue ve.1 wie 0.1 wiounwazdeavindenseouauaanwueskandosl
ufituneidiou (finished product specification) uagdervunqunmeesagiu (drug substance
specification) natifiegsevininsasunwaudlodiady sxfemuuienaisnisveudls (8.5)

1w3ey finished product specification Wag/%38 drug substance specification

2. 1NAITIUTDIN mg’mmmﬁﬂm

HrandeafiianansiusenasgumsnanguvannagLay SN AAlUNIHEREN PIC/S

(Pharmaceutical Inspection Co-operation Scheme) lagiiiigau PIC/S participating authorities

atiuaaamusountsnsisany Ineiinanssusesdeiulssniavszniasmaiinnseting (e-bidding)

) P
3. LONANIAMANYAEYDILTIEUDIIAT
3.1 WaMSATITIATIERMNMRAR eI ENSI3UveHER (Certificate of analysis of finished

1 A 1 o |
product) Tugnsuiidausiogns
3.2 HANTSATI ...

Q-



3.2

33

3.4

v

L3 o/ a o o

HAN13RFIVBATIERAMNIWIRgRUTBIRIed ATy (Certificate of analysis of drug substance)
dlunsudneniundaduiogns ivwes guanen uag graningau

ienansvisendngubudumuduiusseningunisndn veaingAvvesinednty (drug substance)

4o 3.2 flugunsnanvesndniaiendniagy (finished product) 4o 3.1
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