nannaein1suszdiuAUseansnmeasian (Price Performance)
318113 Trastuzumab emtansine 100 mg powder for concentrate for solution for infusion
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1. 119sgIuNansi 10 AZLUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nstlasuni1ssuseslussen Official Pharmacopoeia
: 91984 USP,BP,Ph.Eur.,IP,JP aduaan wazuilulunzileusmsueuen 5
: 81989 USP,BP,Ph.Eur.,IP JP atulminiszniaseyssenannniy 3 Yuazudlaluneidoussueudn 4
: 81989 USP,BP,Ph.Eur.,IP JP atulminiszniaszyssenanndy 2 Yuazudlaluneidoussueudn 3
: 81989 USP,BP,Ph.Eur.,IP JP atulminiszniaseyssienanndy 1 Yuazudlaluneidousisueudn 2
: 1989 USP,BP,Ph.Eur.,IP,JP atulnindiusznassusmseunnndt uaddadlauilalunzideusiiuen 1
: 871989 USP,BP,Ph.Eur,IP JP atumuussmiasyusiseuazuilulunzifewiiveud 0
nsdilall@sunissuseslusiisnen (Non-Official Pharmacopoeia)
: 979849 In-house specification faonadoaiv general chapters mmﬁ'ﬁsqiﬁu USP,BP,Ph.Eur.,JP atuage, ICH
Guidelines (Q6A) wazuilaulungidousueuds vialueduwuy 5
: 97984 In-house specification faonadoaiu general chapters mmﬁ'ﬁsqiﬁu USP,BP,Ph.Eur.,JP atvulvainin
Uszniaszusinseunndi 3 U, ICH Guidelines (Q6A) wazudlulunzideausiisueue q
: 979849 In-house specification faonadoaiu general chapters mmﬁ'ﬁsqiﬁu USP,BP,Ph.Eur.,JP atvulwainin
Usznaszusinsennnndi 2 U, ICH Guidelines (Q6A) wazudlulunzideausiisueue 3
: 97984 In-house specification faonadoaiv general chapters mmﬁ'ﬁsqiﬁu USP,BP,Ph.Eur.,JP atvulwinin
Uszniaszusinsenunndi 1 T, ICH Guidelines (Q6A) wazuflulunzideausiisueue 2
- 979949 In-house specification faonadoaiv general chapters mmﬁﬁzqiﬁu USP,BP,Ph.Eur.,JP atulvainin
UsgnAseyngen, ICH Guidelines (Q6A) usikalldunlulungiousiuen 1
- 979949 In-house specification fidenadasiu general chapters mmﬁﬁsqiﬁu USP,BP,Ph.Eur.,JP atfusudsene
S2UiTIe7, ICH Guidelines (Q6A) uazunllungilousifugud 0
1.2 Finished Product Specification # 5
nsdileisun1ssuseslusiigen (Official Pharmacopoeia)
: 91984 USP,BP,Ph.Eur,,IP,JP aduaian wazudlulunzideudsueuayszylulue.s) 5
: 1984 USP,BP,Ph.Eur.,IP,JP atulmindnusenmasyysiseminndt 3 Yuasuiluluneidousiniueui 4
: 1984 USP,BP,Ph.Eur.,IP,JP atulmindnusenmasyusiseminndy 2 Yuasuiluluneidousiiueui 3
: 1989 USP,BP,Ph.Eur.,IP,JP atulmininusenmassusiseminndt 1 Yuasuiloluneidousiniueuda 2
: 919819 USP,BP,Ph.Eur. IP JP atiulminitusznimssussenuinnit usdalalaunlalunsideusnSuen 1
(szeznaliiuzltuaniuiiddnnuanenssunmsenswazetassuienans 8.5 Seiuduenansiaueasini)
: 919819 USP,BP,Ph.Eur. IP,JP atiumuuseniaseysiaeuasui lulunsideusifugudy 0




nsallilasunissusesludisen (Non-Official Pharmacopoeia)

- 91984 In-house specification Ni@onAassiu general chapters m’mﬁiwl}ﬂu USP,BP,Ph.Eur.,JP atuagn, ICH

Guidelines (Q6A) waziilulunzidousiueuds viodueduiuy 5
- 91984 In-house specification fiaonadoaiv general chapters m’mﬁiwl}ﬂu USP,BP,Ph.Eur.,JP atvulwinin
UsgnAsyyss1enunndy 3 U, ICH Guidelines (Q6A) wazuflulunzileusiiugua 4
- 91984 In-house specification fiaonadoaiv general chapters m’mﬁiwl}ﬂu USP,BP,Ph.Eur.,JP atvulwinin
UsgnAsyyssnenunndt 2 U, ICH Guidelines (Q6A) wazuilulunzileusiiugu 3
: 97484 In-house specification faonadoaiv general chapters m’mﬁiqu"ﬂu USP,BP,Ph.Eur.,JP avuluinin
Usgnesyyssnenunndy 1 Y, ICH Guidelines (Q6A) wazuilulunzileousiiuguw 2
: 97484 In-house specification faonadoaiv general chapters m’mﬁiqu"ﬂu USP,BP,Ph.Eur.,JP avulwinin
Usgniaszyssen, ICH Guidelines (Q6A) udlallduAlvlunziousivenszognalaiiiuzdiiuanfuiidrinau
AMNTIINITOIMSUAzENasTUeNaTS 8.5 Brfubulenansiauesian) 1
- 91984 In-house specification fiaenndosiu general chapters mmﬁﬁzﬁlfﬂu USP,BP,Ph.Eur.,JP adunuusenie
58Ys13181, ICH Guidelines (Q6A) uazunlulunzileusiFugu 0
2. auamuazAuENTRMANsTidmareUst Ay ineua 90 AYWUY
2.1 Long term stability #7131 ASEAN guideline on stability study of drug product 10
313w long term stability kg Accelerated stability #1131 ASEAN guideline ATuAIBgeTULRAN(=3T) Wawil 10
HANTSANY1 on-going stability UnewtUagtu wasilienansuansmsuaiu

113w long term stability kg Accelerated stability #1131 ASEAN guideline ATUAIBgeTULRAN(=3T) UWawil 9
HANTSANY on-going stability UnewlUagdu

313w long term stability kag Accelerated stability #13 ASEAN guideline ATUATNBgEULRAN(2Y) WAzl 8
HANTSANY on-going stability UnewlUagdu

:An13fnw1 long term stability uaz Accelerated stability n131 ASEAN guideline AsumuegeuLaan(=3Y) wsild 7
dnan1sAne on-going stability UnewlUagiu

n13finw1 long term stability uaz Accelerated stability #7131 ASEAN guideline AsusmuegeuuaaIn(2l) uladll 6
HANTSANY on-going stability UnewlUagdu

3in5@nw long term stability Way Accelerated stability TaiBuluany ASEAN guideline ATUANBIYLIUUAAIN 5
(23V) uazilnan13Anw on-going stability Yreutlagliu

3In5@nw long term stability Way Accelerated stability TaiBuluanu ASEAN guideline ATUANBIYLIUUAAIN a
(29) waziinan13Ane on-going stability Yreutlagliu

3In5@nw long term stability Way Accelerated stability TaiBuluanu ASEAN guideline ATUAMNBIYLIUUAAIN ) 0
Liifinan1sfiny on-going stability Ya1am

2.2 Uszaunisadaunisld 10
Fszaumsainsldlulsmeuarsusiunslaadumsldlunistnvunivasdhegludadsedeslsmetuard 10
UASUNS

Fiusraunmsalnmsldlulsmenuiadatn UHOSNET aundnross andelaeilunisidlunissnviund @enansuuu 5

wan) visedisedeaglu Approve vendor list flonansuuunany) werun1sinsulaamznssunig vseluei
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- fiNan1sAnWY BE 914 fast way fed study N¥usadlaadinaunuenssunisenmswazen vise Wuen BCS

class | AlA3U biowaiver MNETNNUANLNTTUNITOMITHALEN 15
- Hnan13fnen BE Lang fast condition Hdinaunuznssunisomsiazelinisiusowa 12
- flnan1sAnw) BE w1y fast condition walsifivisdasusaana BE 91ndtnauaaenssunnseImshazen 7
- laiflnanns@nwn BE 0

- flnan15Anw1 BE Y19 single dose ay multiple dose luniga fast uag fed condition N5UTa9lAY

dTnaunMEnIIUNNTEINTLaen %58 LHuen BCS class | Aild3U biowaiver 31ndinauAMENISUNNTEIINSHAZEN 15

- flnan15Anw1 BE Y14 single dose way multiple dose Tunmg fast condition Lilesaenaien T

FTNUANENTINNITEIMNTRALE NS UTRING 12

- flnan1sAnwn BE 714 single dose way multiple dose Tun1y fast condition wileapenaifen welail

ylsdasusaIna BE 2 ndtnauAMenNIsuA1Sa1mIshazen 9

- finan15@nw1 BE  sinole dose lun1g fast condition Lilgaagnaifen Faiiniadasusasna BE and1dnanu

AUTNITUNITDINITLATYN 7

- finan15@nw1 BE a1 sincle dose Tun1ig fast condition wigaagnaien wakiliviladasusesaindninau

AMENITUNITOMNTUAZ 8NN UTOINA 5

- laifinans@nwn BE 0

UIRULUY 30
ASnsAnwiduiuu Randomized controlled trial Wiguiisuivefuwuy ffuilusansnisnisunwmg 20
AsnsAnwnduluy Randomized controlled trial TdlAlSsuifisuivandunuu ARuiluansaisnienisunmg 10
ASnsAnwiduiuu Non-Randomized controlled trial fifiasiluasansnisnisunng 7

5

Asnsanwnduluy Comparative studies wuu Cohort studies (Prospective) AfliluaNgansnIanIThwmg

Asnsanwnduluy Comparative studies wuu Case-control studies (Retrospective) RRUWLUNTAIININTUNNE

LlifinsAnwIdenamain 0
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