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68. Adzynma

[EX]

@ FDA Approves First Treatment for Patients with Rare Inherited Blood Clotting Disorder (FDA, 2023.11.09.)
@ Package Insert and Patient Information - ADZYNMA

3 Approval Letter - ADZYNMA

@ Instructions for Use - ADZYNMA

® ClinicalTrials.gov(NCT03393975, NCT04683003)

NZY Adzynma
(8293 (ADAMTS;3, recombinant-krhn)

5|7I'#MXt | Takeda Pharmaceuticals U.S.A., Inc.

517t 2023.11.09. (FDA)
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1) cTTP(congenital thrombotic thrombocytopenic purpura 21794 S EAEF 248 XFEFS)
2) OD(on demand, &=Z2&)

3) ERT(enzyme replacement therapy, 82 Li* L&

r

o et

o >
=]
O

12
olo
ol

o CTTPE OfR gFfe Y €Y 81 Yoz HHSNE ZHSHE ADAMTS:3
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o YEHQI K22 S1/5Y fI™E E017| 6l 2Hd Zeto| A= SXE
[Ha o2 ZHE E= W2 ADAMTS;; BEAE ESsHs oYy & 7|8 X8
4) ADAMTSA3(A disintegrin and metalloproteinase with thrombospondin motifs 13)
e ‘Adzynma’'ts cTTP X9 XL 22 =52 ADAMTS;; 2AE CHX|SH=
HIE QIZh ET ADAMTS;; EA(ADAMTS5)E HZES DNA 7|&2
AHE3SH CHO MIZE0jA 23
- ADAMTS;;= Y% Ot FLHECHMEA 252 A (plasma zince
metalloprotease)® &
e 7)™ - A3 Ahjet E LY EE QIXHVWF)” CHEHE AHQZE 28310
VWFS| g4t Zdgt E41 DM S gdddte g2 daAA
VWFe| gds =H¢

5) CHO(Chinese hamster ovary, &5 $AE H2)
6) & OFd FLEHYE 23 g L plasma zince metalloprotease) : 24 F4/S
R FLE BRE 3f= Y Boei2 FE I ofFS FOjE 28

7) VWF(von Willebrand factor, Z E/2fE22tE OIX})



https://www.fda.gov/news-events/press-announcements/fda-approves-first-treatment-patients-rare-inherited-blood-clotting-disorder
https://www.fda.gov/media/173756/download?attachment
https://www.fda.gov/media/173760/download?attachment
https://www.fda.gov/media/173757/download?attachment
https://clinicaltrials.gov/study/NCT03393975
https://clinicaltrials.gov/study/NCT04683003
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- YAAIZ ZIf : “Package Insert and Patient Information - ADZYNMA”S| ‘14. Clinical
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« 3|Fo|2E X|Y(Orphan Drug designation)
o IAEE=H(Fast Track
. B )

24 & Ab(Priority Review)

S A0tEe X7 W HIRKX ZZ 2 (Rare Pediatric Disease (RPD)
Designation and Voucher Programs)
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