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1.1 Active Pharmaceutical Ingredient Specification # 5

nstllasunssusesludisen Official Pharmacopoeia

- 871989 USP,BP,Ph.Eur.,IP,JP atiuanan wazudlalunsidewiiueuds wiailuenduuuy 5
: 919814 USP,BP,Ph.Eur, IP,JP atuaan waddlailduflaulungideusiisuen 4
: 919819 USP,BP,Ph.Eur. IP,JP atuluiniiussmassusinmen wasuilalunsidousisueudn 3
: 919819 USP,BP,Ph.Eur, IP,JP atulmindtsenmeassysinaen uwiddalldunlulungideusiiiven 2
: 919819 USP,BP,Ph.Eur. IP,JP atumuusenmassyiseaziitulunsidowinSusudn 1
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nsdllilasumssuseslusisnen (Non-Official Pharmacopoeia)

: 91989 In-house specification fidenmdasiu general chapters muiszylilu USP,BP,Ph.Eur. JP aliu

814, ICH Guidelines (Q6A) wagudlalungifousisueuds viieluesuuuy

.1 91984 In-house specification NiaaaAaBiU general chapters mu%sﬁlﬂu USP,BP,Ph.Eur.,JP atiu

a1an, ICH Guidelines (Q6A) waigalailaunlulunsideusisuen

: 91989 In-house specification Mid@enmdasfiu general chapters muiszylilu USP,BP,Ph.Eur. JP atiulu

niseMATEYsins1e1, ICH Guidelines (Q6A) uagualilungilyusiuguaa

- 91984 In-house specification Mi@onAassiu general chapters mmﬁizlﬂ,”ﬂu USP,BP,Ph.Eur. JP atiulul

ninUsenAsEyYns1en, ICH Guidelines (Q6A) welaildunluluneilausniuen

: 91989 In-house specification fidenmdasiu general chapters muiszylilu USP,BP,Ph.Eur. JP atiumu

UsenAsEysin,en, ICH Guidelines (Q6A) uazunlulungilyusiuguen
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1.2 Finished Product Specification #

nsdilaisunisiuseslusisen (Official Pharmacopoeia)

: 871988 USP,BP,Ph.Eur.,IPJP atiuangn wazuilalunzdousiveudaszylulue.5) vseidueduiuy

: 91959 USP,BP,Ph.Eur. IP JP atiuaian usddalduwnlalunzideusiiiuen

: 19814 USP,BP,Ph.Eur,,IP,JP atulminiisemeszysinsen uwasunlulunzsidoussuenudn

o '

- 91999 USP,BP,Ph.Eur.,IP,JP atulnininusenaszumnsien waddalawaltelungidoudisuen
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: 13814 USP,BP,Ph.Eur, IP,JP atumuusemaszussewasuilulungideusinSueua

- lalsruisnen o9 awiseon99amanesing1en

]

nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)

- 91984 In-house specification MidonAassiu general chapters m’mﬁizqiﬁu USP,BP,Ph.Eur.,JP atiu

8149, ICH Guidelines (Q6A) uazuflulungidoussueuds viieilugsunuy

-1 91994 In-house specification iganAdesiu general chapters m’mﬁizqiﬁu USP,BP,Ph.Eur.,JP atiu

8140, ICH Guidelines (Q6A) usigalulaualulunsidousinfuen

- 91984 In-house specification ﬁiaaﬂﬂéjaﬂﬁu general chapters mu‘ﬁliaﬁﬂ’ﬁu USP,BP,Ph.Eur.,JP atulusl

ni1UsEMIATEYR1T187, ICH Guidelines (Q6A) uagualilungilousiuguda

- 91984 In-house specification ﬁiaaﬂﬂéjaﬂﬁu general chapters mu‘ﬁliaﬁﬂ’ﬁu USP,BP,Ph.Eur.,JP atulusl

ninUsenAsEYin 18, ICH Guidelines (Q6A) wilaildunlulungilousiuen

- 91984 In-house specification MidonAaniu general chapters muﬁi:ﬂﬂﬁu USP,BP,Ph.Eur.,JP atumu

Usen1AseYdnsnen, ICH Guidelines (Q6A) wasudlulungilaumueuan
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