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f197181 (30 AZLUL)
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Guidelines (Q6A) wazuilalunzilsud1susual (45 azlul)

2.2.2 nsdilail@sunissuseslusingen Non-Official Pharmacopoeia

muzn‘ssumsﬁwwuﬂqmé’nwmmawwmmm

weuwwndlnds Ingw) ({Hemans9158 wisunndsian b

Ve
1006

(Wewwndianing lamiiyasnun)




-2

AN

- ” LEUNNNTNATITEUN U UTE........ UTE........
Andwiinudn| Andnutindae
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Guidelines (Q6A) wagunlulungilaussusiudl (45 Azuuu)

- #1984 In-house specification fidenadasiiu general
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al 2 aa “ . . <
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patnvsuenUszavsnmlunisldlestuniemaindufongadiulu
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I’ = aa .. . A
- fsrenunsAneineeddn (Clinical trials) ¥3931891UNM
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napaldend(VTE) :nmsiidalasudsasinniieuvisetoi sy e
WigURUEIRILUY WasRALNlUNSENTNIINISUWNEseAuuug
AMNTM Quatile 3 w30 Quatile 4 MuNsIAAWIUTBY SCimago Journal
Ranking (20 AzwUW)

a <2 aa . . =)
-I51gunisAnymigaain (Clinical trials) ¥3931891UN4
aatinfiisuenuszavsnmlunslélesiuamzmainduidengadulu
& ° Y < 1 = R A | &
naeadenm(VTE) annisiidinldsutaaziwniiuvsetoidiiiey (e
o £y a LY ad .
Wisufuesiuwuy wasifuilunnsansmianisunwngdseaunanil impact
factor (10 AgLUY)

al < aa .. . L=}
- fAs1eun1sAnyIn1eAain (Clinical trials) 199918971UNY
aa a1 a o o a a o« Y
atinfvauenuszavsnnlunslidesiunnenisiinduiongadiulu
& ° W = v P & v oA P
naoadenr(VTE) annnmsiidalldsutsasInniieuvssvali ey (e

< U v al & <
WgUNUEIRULUY WAZARUWLLNTEN TN SLUNE (5 ATLUL) {/

...................... T 2 2 W N e

wswwndlwdg Ingu) (frnmansiansd weuwndsign \ieadasa)  (weuwnddaning wmityadau)




-4 -

e

AUun

LNAUAINITRITAUN ; U | US| US N,
wiinudn| Andvtingee

3.
o

i

-aifisnsanunisfineanieediln (Clinical trials) %3931897UNNS
aa a a ] Y a a )
aatnfivsuenuszansamlunsldliostiunnzmaiinduiongadily
- ° VW o v P A v A o
wanaldenr(VTE) a1nnsundndsudeaslunifisuvistsininey e
Wisufugsuwu (0 Azlu)

3.2 ldtlasfunnsaniengafurasaiianluaues uazvanaiien

' '
< as |

AurhI19078: 9100122 atrial fibrillation lalieadesiuduiala

(nonvalvular atrial fibrillation) (35 ALLUY)

_ fisreaunsinymaadiin (Clinical trials) ¥393189UNN
patnillitlesiunnzaudengnfunaonidonluanes uazvinenidendu
#919m7e: 99NN atrial fibrillation Alshisadeatuiuiila
(nonvalvular atrial fibrillation) Wewieufugnsfunuy wagifuwly
MIANTINNTUNMETERUUTUIR AN Quatile 1 vi3® Quatile 2
AUN15IRaIRUYEY SCimago Journal Ranking (35 AgluL)

- fise91un1sfnyimniemdiin (Clinical trials) ¥3931847UNN4
aatnfldtestunnraudengniunasadenlusdues wazvaonLdendu
Fs19me: 99nne atrial fibrilation AlalRedesiuauiila
(nonvalvular atrial fibrillation) Wiesfisutugnsuluy waziulu
TIATNNMSUNNE ST UUIUIYIR AN Quatile 3 %38 Quatile 4
AUNNSIREIRUTBY SCImago Journal Ranking (20 AzUuL)

fly1e91unsnemnardiin (Clinical trials) W50357897UN19
ratnliesfunmeauidengaiunaonidonluaues uagvaonidiondy
Fas1ane: 99nn1e atrial fibrillation AliAedestuduiile
(nonvalvular atrial fibrillation) lewfieufugsuuuy wagifinly
MSENTN NSNS SEFUTATE impact factor (10 AzLUW)

a = aa o . 4

- fi57897uN15ANIMINAaNN (Clinical trials) ©9897831UNY
pafnfliteatunnzdudongasunaonidionluaies uazvasniiiendu
VIl . . R N P 1 v &
Yh919me: 99nAmMe atrial fibrillation fAldiAgndesiuduiile

. \ . P 1Y) o a

(nonvalvular atrial fibrillation) tatigufiusifuluy wasfRunly
115815N19NSHINE (5 AZLLLL)

lalflsneeunisfineannenadn (Clinical trials) ¥3935189UNN

aa oy v 1Y) a A Y A a o
ﬂauﬂm"uﬂ@ﬂﬂuﬂ’l'}%auLa@@i}ﬂ@uma@ﬂLaaﬂiuam@q LLATUADNLnDADU

o N . . Pt |£ v [ ny s
¥1795719N18: NN atrial fibrillation laferdestuiuiila
(nonvalvular atrial fibrillation) etfisuiusfiuwuy (0 AzwUL)

AMYNITUNTAVUARANTN YL IAWIZ YD

.....................................................................................................

(Wpwwndlnds lnaw) (frpmans ansd weunndsign Wedas)  (wsuwndaning wmityainu)




-5-

AN

aiinwdn| Andviindae

LNUFINIFNANTAUN

3.3 1Shwnnznisiiedudangadulunasadond (VIE)
(30 AzwUY)

- fisnaaunsAnuinierain (Clinical trials) M3951891UM
AaNAENwamemsindudengaduluvasaidend (VTE) Weiieu
AugnfuLUY wasARuwluNTan I sUnmMgseAuuIuA AW
Quatile 1 ¥139 Quatile 2 MUNTIANAINUVDA SCImago Journal Ranking
(30 AZUUL)

- fisneeunisdnemnenddn (Clinical trials) ¥551891UM
natnAlEnwamrmsindudengauluvasaidend (VTE) Weifieu
AugnAuluy wasARuWluNsan TN sUmMgseRuUITA AN
Quatile 3 %38 Quatile 4 MUN1TIRARUVDY SCImago Journal Ranking
(25 Azuuw)

fis1eaumsAnemneadiin (Clinical trials) #5931897UM4
aalnldsnwaznsindudengaiulunasnidond (VTE) Wlaiieu
FUBFULUY uarRRuilumsansymansuwndseauinAng impact
factor (20 AgLUL)

- fI5189un1sAnEMNaAaTin (Clinical trials) ¥3951891UN1
patnildsnennznsiinaudengadulunasnaiendt (VTE) Wiewiigu
AUBIFULUU LasARUNIUIITAIMIENSUITE (10 Azlu)

- lifseeunisfinyinienatin (Clinical trials) ¥139351897UN19
aadnAldsnunnsmsindudongaduluvasadondt (VTE) ey
AUBIAULUY (0 AZULLL)

¢

4. awgauAMNWN Bioequivalence (100 AzMuL)

- Wugsuwuy (100 Azuuw)
a2 a ¢ = \ . o g
- fnafigadnanmnsiinuTiauya (bioequivalence) Mulam
ASEAN Guidelines %38 dinauanznssunsovnikazelinnsiuses
(100 AzwuL)

] a L4 =1 M . d
- hifaigadpanmnsinudaauya (bioequivalence) fiihilunu
ASEAN Guidelines ¥38 @11N91UANENISUAITOIMITHATEIANTTSUTD
1idl (0 Azuuw)

ANIENTIUNSAIVUARMANYUELANIZDIE

(eunndlndg Tnaw) ({aweansnansd weuwndsian Wedase)  (euwndianing miyasaun)




-6 -

v
ANUINUN . - oo o o oo
- " NAUNNTITNINIUN UId........ Ue........ UTW........
Anbwinuan| aninuinedae
9 5. AnwuEmanIBn YR IRaniuat UsTAA wazaan (100 AZLUL)
v o w o o A v l d a

5.1 mggamﬂm UBYIUIDUDNIINITAT dlsznau AU LAUNHEAR

o & o .

U 9 (Unit dose) (20 Aazkuu

-3 (20 AzwUL)

-3l (0 Azwuw)

5.2 fidayasusenszAndnalunissnwimemslideuuuinuiadn via

i

wsunelaazidunuilolinig nasogastric tube (NGT) (80 AziuUw)

- 11 (80 ATMUL)

- aifl (0 Pwuw)
2 6. N58UTURTSSIHIUNTALETUNTSYBEY (100 AZLUL)
- fIlenNaNTLanINTISHAUBUTUIS usITHlUNTALES NSV 88T (100 AZLUY)

- lifitnansuaninisituausuasesssulunisaduasunisviee (0 AzuuY)

10% U3N151aN15U1e (100 AZLUY) UIR5 65(3)

5 1. nMswaniUasu (100 AZLUY)
a v al % dk ° ’ a “
- Buganliuanasuladuaudnnuynnsd (100 Azwuw)

- BuganuaniUdvuduunansd 1wy deaniUdsudusiuiuved
3 o = Y 4 LY s <
winina wiensilaRninesuusyiuunussaig (40 Aziuu)

- laifunaniasu (0 Avuwuw)

5 ad awv o a u -:n' o a‘
2. szeznaisanlunisiusunaniiunissueinanilaeunuy auds
L d { v
Tsanenuraaldsusnanasuiluniseuios (100 Azuy)

P o W
- szuzatnulunisuaniUdsunazdseudsuau nnelu 30 Ju
(100 PzuUw)

- syezinannuluniswandsuiavaweuisunu anelu 45 Ju
(60 AZLUL)

A 1 { s
- syazinarnulunisuaniUdsuiarasuisunu nnelu 60 Tu
(40 AzZLUY)

a | o & e
- 355305’1331&147\’\3%@ﬂL‘UaUULLa5?1@HWLUaSUﬂUﬂﬁlﬂluu’mﬂ'fWﬁ@

WINAU 61 U (20 AzKUL)

AMENTTUNIAMUUARANYSLANIZ BB

...................................................................................................

weuwwndlndg Tnaw) ({Heeans1ansd wewnndsign Wendaae)  (weuwndianing lawmiyasaun)




