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1.1 Active Pharmaceutical Ingredient Specification # 5
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-1 9994 In-house specification fiaonndasiu general chapters mu‘ﬁi%‘qvﬂu USP,BP,Ph.Eur.,JP atuagn, ICH
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1.2 Finished Product Specification # 5
nstlAsun155Usaslufsnen (Official Pharmacopoeia)
- 1989 USP,BP,Ph.Eur,IP,JP atiuanan wazudilulunzifeusisueudszylulue.5) viadugduuuy 5
: 919019 USP,BP,Ph.Eur. IP,JP atiuanan widdalaunlulungideusiiuen q
: 91984 USP,BP,Ph.Eur,,IP,JP adulmindnusznmiasyysiisnen wasuilulungieusmsueu 3
- $1989 USP,BP,Ph.Eur,,IP,JP atulmininuszmaszysiisen waddadlaudlalunzideusiven 2
: 91984 USP,BP,Ph.Eur,,IP,JP atumuussmassysimewazuilulunzieusmsue e 1
: lﬂizqa‘hiwmﬁﬁw?Nﬁaé'wawmwﬁmm 0
nsdlladle3unissuseslusiisen (Non-Official Pharmacopoeia)
: 97484 In-house specification faonadoaiv general chapters m’mﬁiqu"ﬂu USP,BP,Ph.Eur.,JP atiuange, ICH Guidelines
(Q6A) wazunlulungiloussusua velueduuwuu °
-1 972484 In-house specification faonadoaiv general chapters m’mﬁiqu"ﬂu USP,BP,Ph.Eur.,JP atuage, ICH
Guidelines (Q6A) uadalalaunlulungifoudiuen ’
: 97484 In-house specification faonadoaiv general chapters m’mﬁiqu"ﬂu USP,BP,Ph.Eur. JP adulnsinituseniassy
#5187, ICH Guidelines (Q6A) wazudlulungiJausisusuan °
: 979849 In-house specification fiaenadasiu general chapters mmﬁﬁsqiﬁu USP,BP,Ph.Eur.,JP atulnsinituseniassy
#5181, ICH Guidelines (Q6A) uskiilawnlulungilousisuen g
: 979849 In-house specification fiaenadasiu general chapters mmﬁﬁsqiﬁu USP,BP,Ph.Eur.,JP adusmuusenAsyysnsen
,ICH Guidelines (Q6A) wazw bulunzidousnsuewan !
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2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
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