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Khung gia d6 mach vanh phu thuéc Sirolimus
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Ultimaster Nagormrmi

Khung gia d& mach vanh phu thudc Sirolimus

Ultimaster Nagomi™ la thé hé
mé&i nhat caa dong stent phu
thuoc Ultimaster™, vdéi kha néng di
chuyén mugt ma, tang cudng nhiéu
kich ¢& va kha nang n& vugt dinh muc
an tugng'

Khung stent linh hoat nho ké thifa thiét k& mét
cao md, 2-link lién két 2356

Do rong dai stent dugc rit ngan?3

Thiét ké 2-link lién két, da moi ndi, cing hudng gitp
dé dang dép Ung céc t6n thuong phan nhanh 2378

Lép phu ai nudc hydrophilic cai
tien (M-Coat™) tai dau xa, giup
ting cudng kha nang di chuyén
trong mach mau®1°

Thuoc va Polymer

o ™

Ultimaster

Khung gia d& mach vanh phi thuéc Sirolimus

Ultimaster Tansei

Khung gia d& mach vanh phi thuéc Sirolimus

Cau trac khung giad da tir cac mat cao nho sap
x€p theo hinh vay ran

3 thiét ké khung stent dac biét dé dap ing nhu
cau d cac kich ¢ mach khac nhau 23

S6 lugng kich c& (SKU) nhiéu nhéat trong cac thé
hé stent Ultimaster™, véi dudng kinh méi @ 2.00
& @ 4.50 mm va chiéu dai méi 44 & 50 mm 23*

9
“mm 12 mm

lexrzzz= 0200-225 \ 18mm
CEKERLsi& -250mm \

Kha nang né vugt dinh mirc an tugng,
lIén dén 6.25mm

(6 stent duang kinh 3.5 mm dén 4.5 mm
v3i thiét ké 2 link lién két 10 dinh)*

K& thira I6p phu tu tiéu ap thanh, phu thuéc ki€u bac thang trir dinh va diém néi gitp duy tri tinh toan ven cda
polymer ngay ca khi ng vugt dinh muc, cho phép liéu thuéc sirolimus t6i uu (3.9 pg/mm chiéu dai stent) 232, hap
thu polymer va phong thich thuéc dong thai trong vong 3-4 thang.

1. Internal test report, LMF-0000041-RAFR-001-1159 2. Technical documentation, PS-0084 3. Product Standard, PS-1084 4. Ultimaster Nagomi™ Instructions for Use.
5. Internal bench test, DC-0088576 6. Internal bench test, DC-0088571 7. Internal bench test, DC-0099585 8. Internal bench test, DC-0076701 9. Internal test report, LMF-0000041-RAFR-001-1202
10. Internal test report, LMF-0000041-RAFR-001-1159 11.Barbato E et al. Eurolntervention 2015;11:541-8 12.Saito N et al. Med Devices 2016;9:33-45
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Ultimaster Nagomi™ ké thira nhirng bang chirng Idm sang manh mé cua
dong stent Ultimaster™ 13

50,000 bénh nhan da dang ky chuang trinh 1dm sang Ultimaster™, bao gom nhitng phan nhém bénh nhan

phlc tap nhat ™

NGUY CO CHAY . . TAI HEP
MAU CAO NGUO1 CAO TUOI TRONG STENT
MODEL U-SES CENTURY Il e-Ultimaster
MASTER DAPT e-Ultimaster

SUY GIAM CHUC
KHANG KET TAP TIEU NANG THAN
CAU KEP NGAN e-Ultimaster

DISCOVERY 1T03

MASTER DAPT

MODEL U-SES

NHOI MAU €O TIM DAI THAO DUGNG
KHONG ST CHENH LEN  cenrurv

e-Ultimaster

CENTURY Il . ; R .
« Uttimaster HOI CHUNG VANH CAP
KHONG ST CHENH LEN

DAU THAT NGUC e

KHONG ON DINH

e-Ultimaster ., o
HOI CHUNG MACH ~ NHOI MAU CO N G161/
VANH MAN TIM ST CHENH LEN NAM GIGI
CENTURY MASTER CENTURY Il
e-Ultimaster e-Ultimaster e-Ultimaster

>50,000

bénh nhan

TGN THUONG NHANH LIEN i
THAT TRUGC DOAN GAN PCI PHUC TAP
e-Ultimaster CENTURY Il
. " MASTER
TON THUONG LO DISCOVERY 1703
i A MASTER DAPT
WL e
CENTURY Il T6AN THUqNG
PHAN NHANH
CENTURY Il
_ TON THUONG TAC - e‘“‘l}‘m“‘e’
HOAN TOAN MAN TiNH TON THUONG
THAN CHUNG

e-Ultimaster
PERFE-CTO

mPACTCTO  BENH DONG MACH VANH NHIEU NHANH
DISCOVERY 1T03

CENTURY Il
e-Ultimaster

e-Ultimaster

TON THUONG DAI
CENTURY Il
MACH QUAY/MACH BUI MACH NHO
CENTURY Il CENTURY Il
e-Ultimaster CENTURY JSV

“Chimg nhdn CE, vdi nhiéu chi dinh cu thé, mdi, phan dnh nhiing dt liéu gid tri cia Ultimaster™ trong cdc thir nghiém lam sang ngdu nhién dugc thiét
ké t6t nhu' CENTURY Il va dugc xdc nhdn trong cdc nghién ciu ddng ky toan b méu nhu e-ULTIMASTER.” Gido su William WIJNS

Pa xac nhan hiéu qua va an toan lau dai

Trong nghién cltu ngau nhién déi chirng CENTURY 11", dugc phan anh trong thuc hanh 1am sang, nghién cliu dang ky trén toan thé gidi

e-ULTIMASTER'® trén hon 37,000 bénh nhan

Stra chira mach mau t6i vu dugc chirng minh qua kha nang néi mac héa nhanh ngay sau 1 thang'®

Mot trong nhitng dong stent lam giam hiéu qua ty Ié tai hep trong cac dong stent hién tai'

85.1%

STRUT
COVERAGEY

“Str dung Ultimaster™ cho nghién ctiu MASTER DAPT la mdt lua chon hién nhién, nhd thiét k€ ddc trung, bang chiing ldm sang manh mé cua

kha ndng néi mac héa tir nghién ciu DISCOVERY 1T03, va tin cdy vdi chiing nhdn CE 1-thdng." Gido su’ Marco VALGIMIGLI

MasTer _ Nghién ciru I6n nham xac nhén tinh an toan va hiéu qua cia phac do khang két tap tiéu cau kép (DAPT)

ngan trén bénh nhan nguy cd chdy mau cao véi di sirc thuyét phuc va mirc d6 bang chirng manh mé*?

DAPT 1 thang sau khi dat cac stent thuéc dong Ultimaster™ khéng lam tang nguy cc thiéu mau
cuc bg, nhung lam gidm nguy ca chdy mau & bénh nhan c6 nguy cg chdy mau cao™

HAS

Cd quan y té Phap tuyén bd rang két qua cla nghién cdu
MASTER DAPT cé thé dugc quy cho cac stent thudc dong Ultimaster™ 20 e surowie e saie

Ching téi sé tiép tuc tao ra cac bang chirng lam sang

trén nhom bénh nhan phic tap

MASTER DAPT la nghién c(tu ngau nhién déi chiing da trung tam I&n vé viéc sir dung phéac do khang két tap tiéu cau kép (DAPT) ngan trén
nhoém bénh nhan nguy cd chay mau cao sau khi dat stent pht thuéc polymer tu tiéu Ultimaster™/Ultimaster™Tansei™. Nghién céru MASTER
DAPT dudgc tai trg bdi Vién Nghién cltu Tim mach chau Au (ECRI, Rotterdam, The Netherlands) va dugc hd trg bdi khoan tai trg nghién ctu c6
gidi han clia Terumo Europe. Nghién cltu nay dugc quan ly bdi Cac t6 chiic nghién clu Iam sang va Quan ly dif liéu toan cau (CERC, Paris,
France, Cardialysis, Rotterdam, The Netherlands, CV quest. Co. Ltd., Tokyo, Japan and CTU, Bern, Switzerland).

13. Chiing t6i da ching minh tinh tuong duong theo dinh nghia trong MDR béng céch st dung hudng dan vé tinh tuong duong (MDCG 2020-5) 14. PS-6084B

15. Wijns W et al. Eurolntervention 2018;14:e343-55 16. Cimci M et al. Heart 2022;doi: 10.1136/heartjnl-2021-320116

17. Tinh dén 2022, bao céo tai https://www.ucr.uu.se/swedeheart/forskning-scaar/in-english/stent-reports

18.Chevalier et al. Circ: Cardiovascular Interventions 2017. 10:e004801  19.Valgimigli et al. N Engl J Med 2021. 385:1643-55

20. Medical Devices Notice, October 2022 (Ultimaster and Ultimaster Tansei). Bao cao tai https://www.has-sante.fr/jcms/c_2830852/fr/ultimaster
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Ultimaster Nagomi

Khung gia d& mach vanh phu thudc Sirolimus

THONG SO KY THUAT!?

Théng s6 hé théng dan stent

Thiét ké Stent Mét m& Day dan tuong thich 0.014" (0.36 mm)

Vat liéu Stent Cobalt Chromium L605 Ap luc dinh mirc 11 atm

Do day khung Stent 80 um Ap luc téi da 16 atm

Thuéc Sirolimus Pudng kinh dau vao (Entry profile) | 0.018” (0.45 mm)

Liéu thuéc 3.9 ug/mm chiéu dai stent Lép phu Ail nuéc Hydrophilic - Dau xa

Polymer Poly (DL-lactide-co-caprolactone) Kich thuéc 6ng théng trg 5 Fr véi @ 2.00-@ 4.00mm| 6 Fr v&i @ 4.50 mm

Ap thanh, kiéu bac thang trir dinh va

Kiéu phu thuéc diém néi

giup tGi thiéu (0.056"/1.42 mm) (0.071"/1.80 mm)

Chiéu dai hé théng 144 cm

Thai gian phéng thich thudc va

polymer 3-4 thang

1.00 mm (v&i @ 2.00); 1.12 mm (v3i @ 3.00);

Pudng kinh bang qua
< I8 1.30 mm (v&i @ 4.50)

(Crossing profile)

D6 dai diém danh dau
can quang 1.0 mm

D¢ dai diém danh dau
can quang 1.0 mm

THONG SO SAN PHAM!2

Chiéu dai (mm)

Pau xa 2.7 Fr (0.89 mm)

) I
Phu &i nudc Hydrophilic (M-Coat™)

I Dau gan 2.0 Fr (0.66 mm) o

—ll

Pudng kinh (mm)

2.00 2.25 250 275 3.00 3.50 4.00 4.50
9 DE-RS2009ASM | DE-RS2209ASM | DE-RS2509ASM | DE-RS2709ASM | DE-RS3009ASM | DE-RS3509ASM | DE-RS4009ASM | DE-RS4509ASM
12 DE-RS2012ASM | DE-RS2212ASM | DE-RS2512ASM | DE-RS2712ASM | DE-RS3012ASM | DE-RS3512ASM | DE-RS4012ASM | DE-RS4512ASM
15 DE-RS2015ASM | DE-RS2215ASM | DE-RS2515ASM | DE-RS2715ASM | DE-RS3015ASM | DE-RS3515ASM | DE-RS4015ASM | DE-RS4515ASM
18 DE-RS2018ASM | DE-RS2218ASM | DE-RS2518ASM | DE-RS2718ASM | DE-RS3018ASM | DE-RS3518ASM | DE-RS4018ASM | DE-RS4518ASM
21 DE-RS2021ASM | DE-RS2221ASM | DE-RS2521ASM | DE-RS2721ASM | DE-RS3021ASM | DE-RS3521ASM | DE-RS4021ASM | DE-RS4521ASM
24 DE-RS2024ASM | DE-RS2224ASM | DE-RS2524ASM | DE-RS2724ASM | DE-RS3024ASM | DE-RS3524ASM | DE-RS4024ASM | DE-RS4524ASM
28 DE-RS2028ASM | DE-RS2228ASM | DE-RS2528ASM | DE-RS2728ASM | DE-RS3028ASM | DE-RS3528ASM | DE-RS4028ASM | DE-RS4528ASM
33 DE-RS2033ASM | DE-RS2233ASM | DE-RS2533ASM | DE-RS2733ASM | DE-RS3033ASM | DE-RS3533ASM | DE-RS4033ASM | DE-RS4533ASM
38 DE-RS2038ASM | DE-RS2238ASM | DE-RS2538ASM | DE-RS2738ASM | DE-RS3038ASM | DE-RS3538ASM | DE-RS4038ASM | DE-RS4538ASM
44 DE-RS2044ASM | DE-RS2244ASM | DE-RS2544ASM | DE-RS2744ASM | DE-RS3044ASM | DE-RS3544ASM | DE-RS4044ASM | DE-RS4544ASM
50 DE-RS2050ASM | DE-RS2250ASM | DE-RS2550ASM | DE-RS2750ASM | DE-RS3050ASM | DE-RS3550ASM | DE-RS4050ASM | DE-RS4550ASM

1. Technical documentation, PS-0084 | 2. Product Standard, PS-1084

CONG TY TNHH THIET Bl Y TE TERUMO VIET NAM

CONG TY TNHH THIET Bl Y TE TERUMO VIET NAM

Chi nhanh TP. HCM

Tang 14, Toa nha Geleximco, 36 Hoang Cau, phudng O Chg Dla, quan
Bong Ba, TP Ha N&i, Viét Nam

Dién thoai: +84 24 3936 1643

Fax: +84 24 3936 1641

S6 luu hanh: 2402351DKLH/BYT-HTTB
Chu s& hiru s6 luu hanh: Cong ty TNHH Thiét bi y té€ Terumo Viét Nam

Phong 4, Tang 4, Thap A, Toa nha Viettel,
285 Cach Mang Thang Tam, phudng 12, quan 10, TPHCM, Viét Nam.
Dién thoai: +84 28 6660 0326

Dia chi: Tang 14, toa nha GELEXIMCO, s6 36 Hoang Cau, P. O Chg Difa, Q Dong Da, TP. Ha Noi, Viét Nam

Héng san xuat: Ashitaka Factory of Terumo Corporation
San xuat tai: Nhat Ban
S6 van ban céng khai néi dung va hinh thifc quang cao: 032/24-CKQC-Terumo
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