naninueinsusziiuA1UseansSninnasnan (Price Performance)
tacrolimus 500 mcg prolonged-release capsule, hard
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1. WnsgIundnsioue 10 AZLUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsalasun1ssuseslusisnen Official Pharmacopoeia
: $14819 USP,BP,Ph.Eur.,IP,JP atiuanan uazudlulunzifousisueuds wieiduendunuy 5
: 91984 USP,BP,Ph.Eur.,IP,JP atuaian usdaladldunlalunsideusinsuen a
: 91984 USP,BP,Ph.Eur,,IP,JP atulminitusenimszysiisnen uazwilulunseumiueudn 3
: 871988 USP,BP,Ph.Eur.,IP JP atulnmindnuseniaszysinsen uidaildudlulunsideudiuen 2
: 91984 USP,BP,Ph.Eur.,IP,JP atusmuusenmiassysiseuazuilulungsfeudiiueudn 1

: llspyssemnBaviseddaanedisen




nsalilasunissusesludisnen (Non-Official Pharmacopoeia)

: 91984 In-house specification Ni@ennAdesiu general chapters mufiszylilu USP,BP,Ph.Eur. JP atua1dn, ICH

Guidelines (Q6A) wazunlulunzidoussueuds vsaduendunuy

11 971984 In-house specification MidanAapsiu general chapters auwiszylilu USP,BP,Ph.Eur.JP adudnan, ICH

Guidelines (Q6A) widalildudlulunzifausSuen

: 91984 In-house specification Ni@ennAdeiu general chapters mufszylilu USP,BP,Ph.Eur. JP atulnini

Usznaszysinsnen, ICH Guidelines (Q6A) waguilvlunzileusiueudn

: 91984 In-house specification Ni@enAdeIiu general chapters mufiszylilu USP,BP,Ph.Eur. JP atuluinin

Usznaszysinsen, ICH Guidelines (Q6A) wiliildudlalungidousiisuen

: 91984 In-house specification NidenndeIfiu general chapters mufiszylilu USP,BP,Ph.Eur. JP atunulsznia

52U T8, ICH Guidelines (Q6A) wazuilulungilousmsueum

- lispyssemeBvisedBananedsnen

1.2 Finished Product Specification #

nsdilasunssuseslusisen (Official Pharmacopoeia)

: 8198 USP,BP,Ph.Eur,IP JP aduanan wavuilulunzifewiiueudiszylulue.5) wialuenduiuy

: 81989 USP,BP,Ph.Eur.,IP,JP atuaian widalaldunlolunzideusiiuen

: 1984 USP,BP,Ph.Eur.,IP,JP atulminitusznimsyusiisnen uazwilulunsideudsueudn

: 871988 USP,BP,Ph.Eur.,IP JP atulnindnuseniaszusinsen widelildudlalunsdeusisuen

: 91984 USP,BP,Ph.Eur.,IP,JP atusmuuseniaszyiseuazwilulunzsideusisueudn

- lspyssendnBavisedBananedisnen

nsdiliilasunissuseslusiisren (Non-Official Pharmacopoeia)

: 91984 In-house specification Ni@enndesfiu general chapters mufiszylilu USP,BP,Ph.Eur. JP atuaign, ICH

Guidelines (Q6A) wazualulunzidoumsueuds visadusndunuy

- $1984 In-house specification 7idenrdasfiu general chapters mufiszylilu USP,BP,Ph.Eur. JP atuaian, ICH

Guidelines (Q6A) wsidalsilawAlaluneidousiSuen

: 91984 In-house specification Paannaney general chapters muﬁi%ql’ﬂu USP,BP,Ph.Eur.,JP atulusinin

Usen1AsEYs1s1e1, ICH Guidelines (Q6A) wazuitulungidousmSue e

: 91984 In-house specification Paannaney general chapters muﬁi%ql’ﬂu USP,BP,Ph.Eur.,JP atulusinin

UsenAsyyssen, ICH Guidelines (Q6A) uslallaudlulunzileusisuen

- 91984 In-house specification NidenAassfiu general chapters muﬁi%ql’ﬂu USP,BP,Ph.Eur.,JP atiumulszne

58UiT187, ICH Guidelines (Q6A) wazuilulungilousisueui

- lsyyssendBvisedBananesisen
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4in15fnw long term stability Wag Accelerated stability #1131 ASEAN guideline ﬂiummmqmuuamﬂ(z?ﬂ) 1GH 10
Hnan13finwn on-going stability Unewttagdu wazilionansuaninsudiu

:fin13finw long term stability Wag Accelerated stability 113 ASEAN guideline AsUAIN@ 188 UNRAIN(2Y) waxdl 8
HAN13AN®I on-going stability Ynewttagdu

1in15Anw1 long term stability waw Accelerated stability ana ASEAN guideline AsumINengeuuaaIn(=3) uly 7
dnan1sfne on-going stability Ynewttagdu

din15Anw1 long term stability waw Accelerated stability ana ASEAN guideline AsumINege1uuaaIn(2l) walyd 6
HANT3AN®I on-going stability Ynewttagdu

in15fnw1 long term stability Wag Accelerated stability laifulunnu ASEAN guideline ATUATNDIGYIVURAN 5
(23Y) uagiinanisAne on-going stability Ynewldaglu

in15fnw long term stability Wag Accelerated stability laifulunna ASEAN guideline ATUATNDIGYIVURAN a4
(29) wariinan13@Anwy) on-going stability Uneutlagdu

in15fnw long term stability Wag Accelerated stability laifulunna ASEAN guideline ATUATNDIGYIVURAN LA 0
Liifinan13finw on-going stability Uaam
Sszaumsainislilulsmevnaniueiunslneunslilunsinvdniuazdeglutyinedoslsmenuiars 10
UATUNS

Fisvaumsaimsidlulsmenunadein UHOSNET aundnreds indelaeifunisidlunistnuund @enansuuy 5
Wan9) w’%aﬁsw%aa%ﬂu Approve vendor list (Hlonanshuuans) #3arun1sRTUIlneAUZNTIUNIS

lufiusyaunisalnisld 0

NILYIAULUY 15
nan13Any) Therapeutic equivalent (1#¥un13us39lu US.FDA, Orange book #3el@isun13usednin EMA way
£9AIENIULTUTOY) 10
fnan1s@inw Bioavailability equivalent Fsdtinauamenssunisemswazeilinissusemansodnisiinw

Dissolution lugn BCS class | 7ilé5u biowaiver wazdninnssunisenmsuazen3usema 5
Laifiwanas@inwn Therapeutic equivalent %#3® Bioequivalent 0

Asnsanwidunuy Comparative studies LU Case-control studies (Retrospective) ARUWIUINTANININITUNNE

DIRULUY 30
A8msAnwuwuy Randomized controlled trial Wisuisufivendunuy ffasilunnsansmensunmd 20
AmsAnwduwuy Randomized controlled trial lilldiuSeuifisuiuendunuy fuilunsansmanisunng 10
A8nsanwnduwuu Non-Randomized controlled trial Auluansansnisnisunmd 7
Afnsanwnduwuu Comparative studies wuu Cohort studies (Prospective) Aiuluansansniansunmgd 5
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- finsuansua Risk Assessment Report for Elemental Impurities 2 3 iumaamwﬁmﬁ\i Finish product wag Active

Pharmaceutical Ingredient uagdn1suandenanstuamnasaninisisunlainssuiunisnaniionvdmaliinnig

Uuideu 10
- finsuansua Risk Assessment Report for Elemental Impurities > 3 :ju*um Finish product 38 Active

Pharmaceutical Ingredient agnslaeenamils wasiinisuansonansiuamnafaidnisdsuuasnszuiunsudnd
orvdwmaliianmsuideu 8
- fn13uandwa Risk Assessment Report for Elemental Impurities Tuunsgu (< 3 gu) Y09N13HAMIS Finish product

e Active Pharmaceutical Ingredient LLﬁ%iﬂ?iLLﬁﬂ\iLﬂﬂﬁ'li‘gl“i’LLf'\l\‘WJﬂﬂ%\iﬁﬁﬂ'ﬁLﬂ?ilEJULLUanﬁ%U'JUﬂ’IiNaB‘lﬁ@'m
dwaliinnsuideu 6
- fn13uanana Risk Assessment Report for Elemental Impurities Tu Finish product 1#38 Active Pharmaceutical
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