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Ultimaster Tansei

Khung gia dé mach vanh pha thuéc sirolimus

Ultimaster™ Tansei™ c6 tdt ca nhitng tinh nang ndi bat cda Ultimaster™ gitp hé trg
sifa chta mach mau’

* Cau trac khung gia d& tir cac mat cdo nhd sap xép theo hinh vay ran

Khéng pht thuéc
trén cac phan
Stent chiu tac
dong vat ly I16n

Lép phu tu tiéu, ap thanh cai tién

® L&p phu thudc ki€u gradient gilp gidam
nguy cd nut v3 va phan tach polymer,
ngay ca khi Stent n& trén dinh muc

e PCL dugc thém vao PDLLA lam tang
do dan hoi cta I8p phu polymer ty tiéu

Polymer va thuéc dugc phong thich
dong thgi trong vong 3 dén 4 thang,
phu hgp véi quy trinh kich hoat phan
Ung sinh hoc
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D{ liéu 1 nam ti nghién ciru CENTURY Il va e-Ultimaster D{r liéu 5 nam tU nghién ciru CENTURY I

PDLLA-PCL : Poly (DL-lactide-co-caprolactone); CENTURY II: n la s&' lugng bénh nhan nén trong nghién cltu ban ddu; e-Ultimaster: n la s& lugng bénh nhan
sau khi hoan thanh theo d&i 1 nam (phan tich tam thgi); MI, myocardial infarction; NS, not significant; TV, target vessel; ST, stent thrombosis.

1. Discovery 1to3: Chevalier B et al. Circ Cardiovasc Interv 2017;10.
* Based on cardiac death, Ml and ST rates in the stated studies.

2. Internal report ISCD-523-37-20 - Report-CEll-1year results

3. Internal report ISCD-523-37-19 - Report-eUM-Interim analysis
4. Saito et al. - Presented at EuroPCR2018



Tu Don vi tién phong trong can thiép qua

duong dong mach quay

Vugt qua nhirng doan giai phau phirc tap

Tang cudng kha nang di chuyén

Trong thuc té, khoang 80% truang hgp dudc du kién la phirc tap3, va quan trong hon
hét |a viéc cé du cong cu tin tudng dé tién hanh can thiép mach vanh qua da

Ultimaster™ Tansei™ dugc phat trién dé tap trung vao cac thi thach, t6i uu kha nang day®
va theo d8u giai phau, la cac yéu t8rat can thiét

Ultimaster™ Tansei™ dam bao kha nang truyén luc tét

ngay ca khi 8ng thong trg gitp can thiép khéng cung
cap du lyc hdtrg .

e =
i IS
=] =)

Higher is better
Transmission load [N]

Ultimaster™ Product Product Product Product
Tansei™

Kha ndng truyén luc tdi dau xa, khi 6ng théng trg
gitp can thiép ho trg khéng tét

Terumo tap trung vao:
e Can thiép qua dudng dong mach quay
e Ton thuong voi héa

o Ton thuong ché chia nhanh

e Ton thuong xodn van

Tat ca vi ngudi bénh

5. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation. Testing performed on Ultimaster™ Tansei™ Stent System (3.0 x
38 mm) n=3, Resolute Onyx™ Stent System (3.0 x 38 mm) n=3, Orsiro™ Stent System (3.0 x 35 mm) n=3, Xience Alpine™ Stent System (3.0 x 38
mm) n=3, Synergy™ Stent System (3.0 x 38 mm) n=3.



Pan gian héa cac truong hgp phirc tap

Cai tién thiét ké dé tang cudng kha nang di chuyén, vugt qua ca nhing tén thuong thi thach

® Vit liéu dau vao (polyamide elastomer) linh hoat: hé trg lai qua nhitng tén thucng xoan van
® Khang luc tai dau vao nho: lam giam yéu cau luc can thiét dé vuat qua tén thuong thi
thach
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Vugt qua doan cong sé 2 cua mé hinh mach xodn vdn

® Kha nang cai toi uu
® Tang cudng dé bén
® Dé dang nhan dién

@ Bo tron: tang dd bén va kha nang vugt qua ton thuong
ngay ca tén thuong voi hda

@ Chat liéu bén (polyamide elastomer): giam nguy cc bi
bién dang ngay ca vdi nhitng giai phau day thach thuec.

=

Resolute Orsiro™ Xience Synergy™
Onyx™ Alpine™
Sau khi vugt qua mé hinh tén thuong véi héa 3 fan eDau vao mau do ruc gidp nhan dién dé dang: hé

trg cai day dan



Tu tin vugt qua cac
giai phau phirc tap

® Tang cudng kha
nang truyén lyc va

UEITE(1E) G2 ® Than dugc gia ¢ bang cac sgi thép khdng gi: tang kha

® Chdng xoan téi uu nang truyén luc va téi uu kha nang day
® Thiét ké hypotube chac chan hon: tang cudng kha nang
chdng xoan cho kha nang truyén tai hiéu qua va tin cay

Higher is better

Ultimaster™ Product Product Product Product
Tansei A B C D

Kha ndng truyén luc dén dau xa khi dp mét luc 2N tai dau gan

® Chuyén tiép
mugt ma va can
bang

e(Céng ra cua day din dugc gia c6 bang cac sgi thép khong gi
gilp téi uu kha nang ddy cla toan bd hé théng.

6. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation. Testing performed on Ultimaster™ Tansei™ Stent System (3.0

x 38 mm) n=3, Resolute Onyx™ Stent System (3.0 x 38 mm) n=3, Orsiro™ Stent System (3.0 x 35 mm) n=3, Xience Alpine™ Stent System (3.0 x

38 mm) n=3, Synergy™ Stent System (3.0 x 38 mm) n=3.

7. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation. Testing performed on Ultimaster™ Tansei™ Stent System (3.0 x 38
mm) n=1, Resolute Onyx™ Stent System (3.0 x 38 mm) n=1, Orsiro™ Stent System (3.0 x 35 mm) n=1, Xience Alpine™ Stent System (3.0 x 38 mm)
n=1, Synergy™ Stent System (3.0 x 38 mm) n=1.

8. Compared with Ultimaster. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation.

9. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation. Testing performed on Ultimaster™ Tansei™ Stent System (3.0 x 38
mm) n=3, Resolute Onyx™ Stent System (3.0 x 38 mm) n=3, Orsiro™ Stent System (3.0 x 35 mm) n=3, Xience Alpine™ Stent System (3.0 x 38 mm)
n=3, Synergy™ Stent System (3.0 x 38 mm) n=3



Ultimaster Tansei

Khung gia d& mach vanh phd thudc sirolimus

Thong so6 ky thuat

Mat md, 2-link lién két

Cobalt Chromium L605

0.014" (0.36 mm)

Material Nylon 12

50 9 atm
pm

16 atm - tur 2.25 t6i 3.0 mm 14
14.5 mm? atm - tUr 3.5 tSi 4.0 mm
Sirolimus 0.018" (0.45 mm)

3.9 ug/mm chiéu dai stent

Poly (DL-lactide-co-caprolactone)

Phu ap thanh, khong phu
dinh va diém néi

3-4 thang

0.044" (1.12 mm) (Stent 3.0 mm)

Poan xa- 2.7 Fr (0.89 mm)
DPoan gan - 1.9 Fr (0.64 mm)

Hydrophilic - Boan xa

5 Fr (0.056"/1.42 mm)

DE-RQ2209KSM

DE-RQ2509KSM

DE-RQ2709KSM

DE-RQ3009KSM

144 cm

DE-RQ3509KSM

DE-RQ4009KSM

DE-RQ2212KSM

DE-RQ2512KSM

DE-RQ2712KSM

DE-RQ3012KSM

DE-RQ3512KSM

DE-RQ4012KSM

DE-RQ2215KSM

DE-RQ2515KSM

DE-RQ2715KSM

DE-RQ3015KSM

DE-RQ3515KSM

DE-RQ4015KSM

DE-RQ2218KSM

DE-RQ2518KSM

DE-RQ2718KSM

DE-RQ3018KSM

DE-RQ3518KSM

DE-RQ4018KSM

DE-RQ2221KSM

DE-RQ2521KSM

DE-RQ2721KSM

DE-RQ3021KSM

DE-RQ3521KSM

DE-RQ4021KSM

DE-RQ2224KSM

DE-RQ2524KSM

DE-RQ2724KSM

DE-RQ3024KSM

DE-RQ3524KSM

DE-RQ4024KSM

DE-RQ2228KSM
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C6 trong khuyén cao cac Stent pha thuoc nén dung trong ESC/EACTS 2014 guidelines™

Bénh nhan nén dugc duy tri liéu phap khang tiéu cau sau thu thuat
day du trén 1dm sang theo cac hudng dan hién hanh. Trong trudng
hop can thiét, *liéu phap khang ti€u cau kép co thé dugc ngung
s&m han, nhung khong dugc trudc mot thang.

KHANG KET TAP TIEU CAU KEP 1 THANG*

Chirng nhan CE dugc chap thuan cho bénh nhan ngirng
khang két tap tiéu cau kép sém

1 Discovery 1to3: Chevalier B et al. Circ Cardiovasc Interv 2017;10.
2. Internal report ISCD-523-37-20 - Report-CEll-1year results

3. Internal report ISCD-523-37-19 - Report-eUM-Interim analysis
4. Saito et al. - Presented at EuroPCR20

5. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation. Testing performed on Ultimaster™ Tansei™ Stent System (3.0 x 38 mm) n=3, Resolute Onyx™ Stent System (3.0 x 38 mm) n=3, Orsiro™ Stent System (3.0 x 35 mm) n=3,
Xience Alpine™ Stent System (3.0 x 38 mm) n=3, Synergy™ Stent System (3.0 x 38 mm) n=3

6. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation. Testing performed on Ultimaster™ Tansei™ Stent System (3.0 x 38 mm) n=3, Resolute Onyx™ Stent System (3.0 x 38 mm) n=3, Orsiro ™ Stent System (3.0 x 35 mm) n=3
Xience Alpine™ Stent System (3.0 x 38 mm) n=3, Synergy™ Stent System (3.0 x 38 mm) n=3

7. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation. Testing performed on Ultimaster™ Tansei™ Stent System (3.0 x 38 mm) n=1, Resolute Onyx™ Stent System (3.0 x 38 mm) n=1, Orsiro™ Stent System (3.0 x 35 mm) n=1
Xience Alpine™ Stent System (3.0 x 38 mm) n=1, Synergy™ Stent System (3.0 x 38 mm) n=1

8. Compared with Ultimaster. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation.

9. Bench test ISCD-523-31-18 performed by, and on file at, Terumo Corporation. Testing performed on Ultimaster™ Tansei™ Stent System (3.0 x 38 mm) n=3, Resolute Onyx™ Stent System (3.0 x 38 mm) n=3, Orsiro™ Stent System (3.0 x 35 mm) n=3,
Xience Alpine™ Stent System (3.0 x 38 mm) n=3, Synergy™ Stent System (3.0 x 38 mm) n=3

10. Windecker S et al. 2014 ESC/EACTS Guidelines on myocardial revascularization: The Task Force on Myocardial Revascularization of the European Society of Cardiology (ESC) and the European Association for Cardio-Thoracic Surgery (EACTS)
Developed with the special contribution of the European Association of Percutaneous Cardiovascular Interventions (EAPCI). Eur Heart J. 2014 Oct 1;35(37):2541-619.

11. Ultimaster IFU

Ultimaster™ Tansei™ khéng c6 mat & tat ca cac qudc gia. Vui long lién hé nhan vién kinh doanh clia Terumo tai dia phuang dé biét thém théng tin.
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Chi nhanh TP. HCM

Phong 4, Tang 4, Thap A, Toa nha
Viettel, 285 Cach Mang Thang
phudng 12, quan 10, TPHCM, Viét
Nam.

Dién thoai: +84 28 6660 0326

Terumo Corporation
44-1, 2-chome, Hatagaya
Shibuya-ku, Tokyo
151-0072, Japan

Tel: +81 3 3374 8111
Fax: +81 3 3374 8196
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TVME-2506-062

Tang 14, Toa nha Geleximco, 36
Hoang Cau, phudng O Chg Dia,
quan Bong Da, TP Ha Noi, Viét Nam.
Dién thoai: +84 24 3936 1643

Fax: +84 24 3936 1641

San pham dudc san xuat tai Nhat Ban

Terumo Vietnam 2024

S6 luu hanh: 2403644DKLH/BYT-HTTB

Chu sé& hiru s6 luu hanh: Cong ty TNHH Thiét bj Y té Terumo Viét Nam

Pia chi: Tang 14, toa nha GELEXIMCO, s6 36 Hoang Cau, P. © Chg Difa, Q. Dong Pa, TP. Ha Noi, Viét Nam
Hang, nuéc san xuat: Ashitaka Factory of Terumo Corporation - Nhat Ban

S6 van ban céng khai néi dung va hinh thirc quang cao: 086/25-CKQC-Terumo
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