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578013 1 Adenosine 6 mg/2 mL injection
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1.#as1  Adenosine 6 mg/2 mL injection

2. ansaEaiaYIA bl
& ° o A w A o

2.1 3uuuy duansazapdiannigiela dnsvdadinasaidaad

2.2 gauilsznay Usznaudau@len Adenosine 3 mg/mL luU3anas 2 mL

2.3 TWIAUIN ussqlummuﬁaﬂﬁﬁmm"ﬁa Type |V
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3. AmANLANINAKA

3.1 Finish product specification'”

Amanlananaia USP 42

1. WS udndagy

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

- 9319 > 10 pm LA 6,000/container

- 9u1q 2 25 pm laitiu s00/container

2. Identification AT
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4. pH 45-75
5. Particulate matter AU

6. Chromatographic purity

- Any individual impurity : NMT 1.0%
- Total impurities : NMT 1.5%

7. Sterility

ATIHY

8. Volume in container

AU
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3.2 Drug substance specification : Adenosine'”

AMENLANIMATA USP 42
1. YTunuda ety 98.0 - 102.0% of Adenosine (Calculated on the dried basis)
2. Identification ATINIU
3. Optical rotation 68.0° to -72.0°
4. Loss on drying NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Organic impurities - Uridine : NMT 0.10%

- Adenine : NMT 0.2%

- Inosine : NMT 0.1%

- Guanosine : NMT 0.10%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.5%

a 4
3.3 Wan13tA31ev Elemental impurity 3o Risk assessment report (Laadtanaydsznau)
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FENIN 2 lloprost 10 mcg/mL inhalation solution, 2 mL

A3 IENANININAUAINBETH

1.%#881  lloprost 10 mcg/mL inhalation solution, 2 mL

2. ansaatianalul
2.1 3uuy ussazmadsemnidela ld§ swiuwu (Nebulizer)
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3. AMENLANINARA

3.1 Finish product specification'""?

1. YSumaaendeny mmmumwﬁi:q'lu Finished product specification
2. ldentification test m’J’qlmumuﬁi:qh Finished product specification
3. pH mnmumuﬁliquu Finished product specification
4. Sterility test ATITHW

5. Volume in containers ATINU

6. Impurity / Related substance m’ailchu@l’mﬁizlg'lu Finished product specification

3.2 HaN159LAI12M Elemental impurity #3a3l Risk assessment report (Wdastana1silsznay)
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s18n15N 3 lloprost 20 mcg/mL injection, 1 mL
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1. Bazn lloprost 20 mcg/mL injection, 1 mL

2. amaaianalul
2.1 3wy
2.2 fwsznay
2.3 MTUVITY

24 aan

Wussazadnenide snsude

sznaudlnaaen lloprost trometamol ﬁlaugaﬂuu lioprost 20 mcg/mL U331a3 1 mL
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3. amaNUanIIalka

3.1 Finish product specification

(12

1. WS uaamdrag mmmumuﬁs:qh Finished product specification
2. ldentification test m’a'«amumuﬁizqh Finished product specification
3. pH m’ai]mumuﬁ'i:q‘lu Finished product specification
4. Sterility test @\ims\i’mmuﬁi:qlu Finished product specification
5. Bacterial endotoxins mﬁﬂmum’mﬁ‘i:ql‘u Finished product specification
6. Particulate matter @liaaﬁﬁuﬂﬂuﬁi:qlu Finished product specification
- U@ > 10 pm MiAi% 6,000/container
- U9 > 25 pm MLin 600/container
7. Volume in container @li’samuﬂﬁuﬁiquu Finished product specification
8. Related substances / Impurity m’a%shu@l’mﬁ‘s:q'lu Finished product specification
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3780150 5 Sacubitril and Valsartan 100 mg tablet
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Sacubitril and Valsartan 100 mg tablet
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3. AMANTANIINARA

3.1 Finish product specification'™?

1. YT endnty

@39 Uy Finished product specification

2. ldentification test

a7195uA1aATzy U Finished product specification

3. Uniformity of dosage units

m’]iﬂ&humuﬁiquu Finished product specification

4. Dissolution test

@i?ﬁ)ﬁi’lumuﬁi:qlu Finished product specification

5. Impurity / Related substance

a3 UaNu sy lu Finished product specification

3.2 Drug substance specification : Valsartan®¥

Test Item

USP 42

BP 2020

a

1. YSumarndan

98.0 - 102.0% L.A. of Valsartan

(calculated on the anhydrous basis)

99.0 - 101.0% L.A. of Valsartan

(anhydrous substance)

2. ldentification AU AU

3. Absorbance NMT 0.02 -
4. Water NMT 2.0% NMT 2.0%

5. Residue on ignition NMT 0.1% -

6. Enantiomeric purity

Impurity A : NMT 1.0%

7. Related compounds

- Valsartan related compound A : NMT 1.0%
- Valsartan related compound B : NMT 0.2%
- Valsartan related compound C : NMT 0.1%
- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.3%

- Impurity C : NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.3%

8. Sulfated ash

NMT 0.1%

7

(k1) WO A O — UsemuanenIsuniy

X0 I N/ ........

........... nIIUNI

wadpzsan

(WsuuTN @3030175)

[GRE12) WL A S ATINNT

@ENINRATIATH @l5)

wiNA1/519mM 15 qm‘iB15/2566



a I3
3.3 WaNMIIAIITN Elemental impurity #3a4l Risk assessment report (Landtana1susznay)

wanmme 1. nytAsamHfiusImaiu (waive) msaresademsinonsla 'l%"ﬁuuammnmsvsa"ngmm“&ndnﬁ"lﬂ”fuagﬁaﬂﬁn

2. Drug substance specification ﬁﬁ)’ﬁm’lmn'lu“il,ﬂﬁ:ﬁ"ﬂadq e drug substance #3alUTIATW drug substance Uaa
gndaundnsagy avulaatuwile ‘ﬁaﬁmim’aﬁmﬂ:ﬁﬂiunnﬁﬁaﬁﬁ’mm

3. N&mmﬂﬁﬁlﬂﬁ:ﬁqmmwm Wwldenw Finished product specification Uz Drug substance specification
nnundsdiuatiudenu deldeanzifoudadninnuamenisumamisuazn NITNTNRIDVINEY

4, nizﬁﬂmﬁuﬁ?\momﬂﬁﬂmaqmm?m"mqﬁu mauc{muaﬂﬂﬂﬁmamumﬁwmmaﬂs:mﬁ
WWITNImaBINFTETY AULITMANIININAITINGY Fas szydTIN atiuilmini wis
81989971 In-house specification wazlasumzidnu (N),(NC) Roaniiuguaudmanaiia
a"m‘lunirﬁSWJ 'I,va”'ﬁrun"uqaw’?ﬁwaaﬂm:nﬁumsﬂs:mmwmm

]
-~

wanladu 9
U 2 d" I3 1 p 4 1 : Qs Vey o = Qs qv
HlananaaadsgudnmInmanganas wianasaslaasusasanaislaagiawie MNuazidun Aok
90 ! o Qs 4 o ¥ o ] ~
1. Lanmsmsvlmuagtymmuml,ﬁuummml,ﬁamﬁmn'luﬂ‘s:mﬂ"lm LaZEILAY (declare) LNAINAR
o & P o o \ a
1.1 ludaymstunzifioudsum me.2 no.3 ne.4 udrudnsdl)
1.1.1 lunsdAdusindaludszmalneg wansds ne2
1.1.2 'lunsrﬁﬁtﬂumﬁ’um”wLﬁ'ammﬁamsag nnef ne.3
1.1.3 Tuns@adusinahandradszinag wanofls ne4
o J { 8/ =t Q- L% a Qs
1.2 ludwedunzifoun ne1/o.1 vesenfiawarn WinuTpad g ITaMINILANA IMNIBINS AN T
] J . Y . \d o s a
aunYdunzifion (finished product specification) LAzV NN UA AMNINYBIIANAY (drug substance
specification) ny@fagsEninmuldsuwdasurlududy sxdasuuuienansdiuawiiomsvauily (v.5)
WINTBY finished product specification Laz/%38 Drug substance specification lasvaurdladauiudszna
dezmenamdiannsadng uazliiiu 2 1 o Sudsemeadszmanandidnnsafing
o a o &aa A o a
2. 1ANFIIUTDINATTIUNIHAALIANRANLNWIN ID NINA IWNITHAAYT (GMP)
24 funmiisReiisasnasunakia munaninueIsmnaunmiaianduaimdngy
(Drug substance) aﬂ’na’wqﬂmmaumsmnaauI@uu”aagj’lmmL'Jmnﬁ%'maaﬁa'i'uﬂs:mﬂ
dezmenadidnnsaing
o av [ a [ = P a a (% o 3
2.2 SNWIRETUTDINAIIUMINAALN ManAnINIIATNINAluMINRaNEan g1d 15031
{(Drug product) ﬁ%”%’ums%’usammmmgm GMP PIC/S (Pharmaceutical Inspection Co-operation Science)
laswuasau PIC/S participating authorities AUNFANINTALMINTINREL 1A piaglugaInITuses
a e a = [
nnwdisnadznanandidnnsafing
3. LANATAMNINLAILINLERB AN
3.1 Namim’aﬁﬁmﬁzﬁﬂmmww§Gm°mﬁvfmﬁ1L%%Eﬂmaacjwﬁﬂ (Certification of analysis of Finished product)
Tunjuiigaiudaatna

o

3.2 HANIATIINATIERAMNIWIAN AL VRGBT (Certification of analysis of Drug substance) 71l41u

o

[ a

mMInAaEIunFududI8E19NIY 2INHARUR AN IADAY

9,

(O9B8).rs e o AUl i szmuamznIsums
wsipzian 3) ,
(F8). e Q!/ ................ NIIWMY (9958)...orsc.. }»’\)/ .......................... nITUM3
(WHEIWUTY A389A17D) (Wannaansel dls)

wifiziansiis 4eiiB15/2566



3.3 Laﬂmw?aué’ng’mﬁuﬂ“’ummé‘uw“’uﬁszwms;umswﬁmao'fﬂqﬁumaaé’amﬁwﬂ”@ (Drug substance)
78 3.2 ﬁ'u;'umiwammaawﬁmﬁmﬁmﬁu%gﬂ (Finished product) 18 3.1
3.4 Wan13¥N®A Long term stability mawﬁwmqmaamﬁ'ffumtﬂuu"h”n“uénmfmmﬂmnswmimmma:m
NIENTNIIIIUFY
3.5 nymenaus W lgeduwuy (original drugs) fasinilaRauanInmasay Bioequivalence Ua9ENTLEE
wWisuifgunuenauuuy IﬂU?ﬁmsﬁnmﬁmtﬂuvlﬂmwé‘nmm*vi‘ua:Lm’nJﬁu“ﬁ'lumsﬁnm%aauylm}aommﬁ'zy
VBIIUNIIUATENTIUNMIMIUAZEN NTNTHADTITARL® 1unsﬂ%uw:1.ﬁweﬁﬁummmmummu”ty’lmi
(Idiaanzdouen NG) manInunumMIIMUENaIMIAN Srauyavesen
4. A298198"
4.1 diguenan dessidragmnainaion 3 wihsusy AU Sadusunuuaasnossidvaldasutan
@nuﬁﬁmu@’luﬁw‘"aQmauﬂ‘ﬁﬂ”ﬂﬂiﬁa@Tu
5. msﬂnﬁ'nqmmwmﬁdauau (uandtana@1INITIULTENW)
5.1 mﬁdwauﬁaaﬁmql’ﬁ"lﬁ;iﬁaﬂrm 1 9 duamiusiney
5.2 ummmﬁdouau '«J:@'Taaa'mf‘wmewmsfl‘ui”maawanﬁmnﬁ,mw:ﬁmjuﬁdmmJ
5.3 mrﬁ“?f%mUﬂ'ﬁﬂ'ﬁﬁﬁﬂﬁﬁj&ld‘mtmmﬁdauamﬁiadamm?mﬁ:ﬁqmmw AETITMIITYRTIRE
S ON DR LHRY Iﬂug{"mm:éfaaa’amtﬁu5nmmi"1muﬁﬂms_lwnmsa'omn"imﬂxﬁl.tauﬂusﬁuﬁmau
m‘lfihuﬁtﬁmm”aﬂummnﬁmﬁ:ﬁqmmw mtﬁﬁwuhm"l;itﬂu"lﬂmuqmé’numuaww: AUWTTMNT
PORNIUANT WILRI TN MSIERa IS INE1T8 ;jmmua:/%?agdj’wﬁmluﬂ%@iavlﬂ
5.4 ;j’mm):@}"aﬁmﬂﬁwmtﬁam'lmi”m@mq vﬁatfiaLﬁﬂmnﬁiauamwﬁ'snﬂs:mﬂ@61 faurfnua
6. fiananan (§21e) Busaalisnidndyannanasuivua doit
6.1 nsniwamﬁjmﬁﬁmﬂ:ﬁmf: T,@uniui“nmmamfmsu,wnrf%%aﬁaoﬂﬁﬁ‘ﬁmsﬁvlﬁmmgm ISO/IEC
17025 Widuluauanesgiudermualulszmelszmanen
6.2 NIHHNEAN TUH mviﬁmffgm‘%unLﬁuﬁumnﬁammﬂhUéﬁﬁ‘mmﬂmnﬁumimmﬂ,m:m Tugramnues

o &
RTINS TAIZVUEY

o o

6.3 nstinuifgmqumwinnuiaiuyiiansinsdatseininauazanalssanodedionlasum
7. vmlmswmsmammﬁw%ﬁlﬁuwﬁaﬁmNamﬂ”mfn'mﬁgnL%'amLﬁuﬁu 1A UFAUNIUA T NITUNITETMITUALEN

dewiulmeadszmanmdidnnisiing sniiuiinibifaduasiladniunmsunladywlwSesdsnarius

WA : 81989970
1 = General requirement 2a9LNFTA1ILEMIU Finished product JUuUUEN Tablets,Capsules
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(R2) ; Current step4 version, 2006.
3 = The United States Pharmacopeia 42
4 = British Pharmacopoeia 2020
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLR:@;ﬁa
madnniiliziniuaussiiauyavandanusion nasmugun dwinuamznIIIMIEIWIIULAL LN

ﬂSZYIi’J\‘Jﬂ’]‘E’ﬁmE‘i‘U /7

(aa‘f‘ia).....................(. .......... % ................ Uszmuatenssums
sdoziad Tnuamaas) /\’/

{ A
GRE12) WA d/ ..................... nITANI (AT X NITUNTT

(WiEuuTEN A389A7177) (WHENMNFANATHE §1159)

WINN3/518M 595 ‘qm’v’;m 5/2566



swazlﬁﬂﬂqmé’numzqummuﬁ’wmnmsmsé’m%anﬁﬁ'meﬁm
1auN B15/ 2566
518n1N 6 Ticagrelor 90 mg tablet

mwﬂszmﬁa‘i’mi’mqumwﬁ'\ﬁ

1. Basn Ticagrelor 90 mg tablet

2. amaniiona
2.1 3uuy wWusnde fSmsuTudsemu
2.2 gawilsznay  Usznaudeaann Ticagrelor 90 mg 1 1 1
2.3 MAULUIN Uiii}lluLLNJﬂﬂﬁﬁﬂ Toaruanudiu
2.4 28N - i:ifgam FIUL3TNaudIBNFIAURZATVLTI TUNES S'uﬁuumq \IARER uaz
wanzidoudsuen uaedtnmaduinwnm VL'S"asiwﬁ'mwuumsqﬁ'm*ﬁ

- DUMTUELTIIEN atadandasszyTarmIsTenwnIe fuTEnaUAZIWIAAIAILTY
28981 LWRUNKNAS Tuduay Tigaau

3. AENLANWINAKA

3.1 Finish product specification'?

1. USunmaaendany mwmumuﬁi:q'lu Finished product specification
2. Identification test mwmumuﬁi:q’lu Finished product specification
3. Dissolution mmmumuﬁ'squu Finished product specification
4. Uniformity of dosage units m’mmumuﬁiquu Finished product specification
5. Impurity / Related substance m’ails\humuﬁszlﬂu Finished product specification

a ¢ - . .
3.2 HaN1ILAI1eK Elemental impurity #3adl Risk assessment report (Ltamlana’ﬁﬂ‘iznau)

AL 1. nytifsansfoudamaiu (waive) mianesauSianziriomsla lw"ﬁuLLaﬂaLanmmé’ngmﬂ"ﬁmdnﬁ'lﬁ%’uagu“é‘]d’qu

2. Drug substance specification ANyl Lﬂi’l:vf’uadt{ Wi drug substance wialudiaedt drug substance 283
Hudnendusagy atuleatunis "foﬁmmﬂﬁtﬂﬂ:ﬁﬂiunnﬁ”’lﬁaﬁﬁﬁv\um

3. Nﬂnﬁm’:ﬁlﬂﬁ:ﬁqmnmm (Dulany Finished product specification lla> Drug substance specification
nnndsEsLatideati deldrennfioudadiinnuamenssumssmisuszen NITNTHITINGY

4. mdinarniAmanaiiavesswiaiagdy 'uaacjmuaﬂm"lximomuﬁkawmmaﬂszmﬁ
WWZNTIENIBUNFTETD anadsmanIzNINEmTIHgY 309 AN atuflninin nia
198987 In-house specification uazldsimzidou (N)(NC) AnIonlwtiuguaniniinaia
gaulunsdidug 'lﬁ’z‘fun"uqauﬁﬁwmﬂmxnswmiﬂszmmﬂmm

GREL) WO A Mol dszmunmenIsums
(aa%a)................w .................... NIINAT GREL) W H/ ............................. N3N
(WNEINUTEN #309A7175) @EnEanasal &1ls)

v A ] <
RWIN1/918N17N6 4ANB15/2566



Ganludu g
dlananasasiiudiuminmaiaianans nanasaadaiasusasianmslasfiswn suandan aoit
1. Lanmsmﬂéﬁumgmmfumtﬁuuﬁﬁumtﬁlaﬁmﬁmluﬂi:mﬁ"lm wazE LAY (declare) UNAINR
1.1 luidymsdwnadoudium mo.2 n.3 no4 usuensd)
1.1.1 lunsdindusnfindaludssnelng wanofls ne2
1.1.2 lunitﬁﬁl,ﬂumﬁ'w”']Lﬁiammﬁomﬁ; nnafe w3
1.1.3 lunsdifidugningranaalszna nanofis ne.4
12 ludmadunaiioun no.1/.1 vasenfilauamen wisumuazduaritemInuu MNNYINRAA U
Ay ﬁl‘ﬁru"n zifow (finished product specification) Wa<Wa 1M %@ AHNINY 897 @ | @Y (drug substance
specification) nsrﬁﬁa;js:‘mfwmnﬂﬁmuuﬂmun’%Lﬁutﬁu ABILUVLBNENTRUWIAINE BN TVAUA 1 (81.5)
NINTBU finished product specification Laz/MIe Drug substance specification lasvaunlanauiudsznne
dizmaenadiannsading uazliiu 2 § o Judszmatszmenandidnnsaiing
2. LANATFUTBINATFINNTTHAAHIARAILNATTIZ N TR IWN TR (GMP)
24 dunmibiFesisesnasgumaninm aundninasi3smafialunsrdaiagaudisdan
(Drug substance) atiuagaausaumyamageulasdiagluiinainisivsasdisiudszmea
Umenasianniafing
22 duwwilifeisesnasumIniam eamaninaefisnsfialunsniandasmsiand ey
(Drug product) ﬁvlﬁ?umﬁ‘umdmummgﬂu GMP PIC/S (Pharmaceutical Inspection Co-operation Science)
lauwsianu PIC/S participating authorities atiuagaaasauniaTasay lasdaglutiiaainmsiuses
faundszmeadssmenadidnnsafing
3. u.anmsqmmwmaamﬁtauaﬁm
3.1 HANINTIT Lﬂiﬂ:ﬁqmwwwﬁmﬁwﬁ duazUeaWAa (Certification of analysis of Finished product)
1um§'uﬁduﬂue‘i’mmo
3.2 ianmIaTRAlanERaMumMwiagAuasdisndraty (Certification of analysis of Drug substance) Alflu
miwﬁﬂmi;u"?idaLﬂum”'aathmgwaopjwﬁmmua:;jwﬁ@i’mqﬁu

v

3.3 lanaInIenanguiuduanusuiusiznihsiunmnanyasiagAuvesdiBdaty (Drug substance)
18 3.2 MujumMInAaaniaimsind3agd (Finished product) 1@ 3.1

3.4 WAMIAN Long term stability mamhomzyuaamﬁi{umtﬁuuvﬁn”uﬁwﬁﬂmuﬂm:nsmmsmmmazm
NIZNTWATITUFY

3.5 nadieniana il dendunuy (original drugs) dasinisdausaiminagey Bioequivalence 183817
wuanlSoudsunueduiuy lasiinsdnmdaadulamansninasfuazunil fuGlumsdinmaauyavaes
Y VOIEIUNITUA TN TTNM IO MITUREN NIENTHITIIUFY Tunsdldunzidoudsueaunuuen

syl (Ideanudous NG) sansasniiumsuuuansImsdnsdrauyaveden

waTpz3él Anuamans)

A N 4 \{
(i3] R EX/ .............. nITUNT GV 12) N J\/ ............................. N3NNI

an o ke 6 o
(WU UTEN ﬂiﬂ\‘lﬂ'l'aﬁ) (WNRNMNIANNT ﬁ'ﬂix‘l)

wikfi2/51an5716 5afiB1512566

~



4. A98198N

4.1 disuanan dassadnanasnataday 3 wﬁ,mmsqﬁ'msvfS‘fioLﬁu@”’;LmuuamswUaztﬁud’lﬁmuﬁ’m
mu'ﬁ'ﬁmu@luﬁﬁaQmauﬂ‘é‘m“'ﬁ‘lﬂ%aeTu
5. msﬂizﬁuqmmwmﬁdwau (wantanaIN1Iiulszniy)

5.1 m'ﬁdwauﬁaaﬁmq‘l‘ﬂ“lﬂ“lxiﬁaun’h 1 9 duanmiudinay

5.2 mnmmﬁd\mau a:ﬁaaﬁoﬁwmewmmln%’usaaNanwmn?mﬂ:vfuﬁuﬁﬁmau

5.3 nsrﬁﬁ%mmwmmsﬁwmszﬁmﬁau'wmﬁdmamﬁiadamaﬁl,ﬂﬁ:ﬁqmmw RUILTITMTALYIRUIRE
R LR ERE Im@mm:éfaodwuﬁ'u5nmuﬁﬂmuﬁﬂmmwmm’amm%msﬂ:ﬁuauﬂuq{ué?miau
m'l’ﬁ'ahﬂ‘ﬁLf"{ﬂ’;ﬁTﬁN‘l%ﬂ'ﬁﬂi’;ﬁ)"ﬁLﬂi’l:ﬁQmmw nsrﬁﬁwuiwmhhﬂu"lﬂmuqmé’nwm:mww: AUEITNNTV
gemind lLisuRaspmsiena N AeIaInE1ITe Qmuua:/v\%ap‘&fwﬁm'luﬂ%@iavlﬂ

5.4 ;3’11’1ﬂm:ﬁaﬁmﬂﬁﬂumtﬁam'lné”mmmq wiadlafiendananwaantszmslag deufnua
6. dlananan (§une) dusanianidandgginenasumnua Gail

6.1 nyfNAMIFNATIVIATIEA infl Tannsuingesaimauwngwiawosd fiansn ldunasgou ISONEC
17025 liidwllenwanasgiudaimualudszmadsznmanan

6.2 NITNANA TN m’nﬁm‘fgm‘%‘umﬁuﬁumnﬁammmhﬂa‘hﬁfmmﬂmnﬁumsmmmmm luzranawes
fyezdinnsany

6.3 nszﬁwuﬁzqummwmnNz‘imn”msv‘fﬁmaﬁowa@iaﬂsxaﬂ%muazmwﬂaa@ﬁusiapjﬂwﬁ"lﬁ%’um
7. mi'mwnmmmmﬁwﬂ&i%’uw‘mimwﬁmn”mﬁmﬁgm’%unLﬁuﬁu 1O UFIINIUA AN TINNNTATNIUALZEN

. o a e a € v oA A g I M ve A A o v
ﬂauquﬂszﬂ']ﬂﬂs:ﬂ?ﬂi’]ﬂ'\alﬂﬂﬂsaunﬁ UnL’Ju““udﬁa’ﬁllﬁ\TTTVLGW‘I'\Luuﬂ'\iuﬂwl"ﬂﬂzy“']lulﬁaﬂﬂﬁﬂa']')LLa’J

N8N : 81989370
1 = General requirement 284N &TANIUE MY Finished product gﬂmm 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
(R2) ; Current step4 version, 2006.
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies vﬁa@;ﬁa
mafinsfrsfinfwausciiauysvasniaiueion nasmuguen SUNNUABNTINNS

IWIURTEN NINIWIRITTIURY

UIeFUAENITNANT

@lezsan Inuamans)

[GRE L) W J!/ e NITUNT GRE L) N fh/ ........................... nITNMI

an a 6 o
(WHINAUTLN A3890177) WHFNNEATIATIL §l59)

< ] o
WiN3/51801376 1A IB15/2566



