Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé ky thuit

Yéu cau vé kj thudt bao gom cdc néi dung co ban nhw sau:

1.1. Gidi thiéu chung vé dw dn/dw todn mua sim, géi thiu

- Tén dy toan mua sim: Mua sdm vét tu y té, vat tu can thi¢p mach, hoa chat
x€t nghiém nam 2025 ctia Bénh vién Da khoa Nong nghiép.

- Tén goi thau: Goi thau sb 02: Vat tu can thiép mach.

- Chui du tu: Bénh vién Pa khoa Nong nghiép

- Dia diém thuc hién: Bénh vién Pa khoa Nong nghiép. Dia chi: Xa Ngoc Hoi,
Thanh phd Ha Noi

- Hinh thtc lya chon nha thau: DAu thau rong rai, trong nudc, qua mang.

- Phuong thure lya chon nha thau: Mot giai doan 01 tui ho so

- Nguon von: Ngudn thu hoat dong su nghiép.

- Thoi gian bat dau to chiic Iya chon nha thau: Quy IV nim 2025

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang.

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thiu m6 ta thong sd k§ thuat ctua hang héa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sb ki thuat va cac
tiéu chudn dudi day hodc co cu hinh twong duong. Bat ky thuong hiéu, nhan hiéu
nao néu co trong bang yéu cau ky thuat déu mang tinh chat minh hoa cac tiéu chuan
chét luogng, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hing
héa c6 nguon goc, xudt xir, nha sdn xudt, thwong hiéu phu hop véi diéu kién cung
cdp nhung phdi dim bdo yéu cau cé thong so ky thugt, tinh ning sir dung, tiéu
chudn cong nghé “twong dwong” hodc tot hon so voi cac yéu cau cu thé & dudi va
cung cap tai liéu ching minh su dap tng tot hon ciia hang hoa chao thau so véi yéu
cau ciia HSMT.

- Noi ham tuong duong duge quy dinh trong yéu cau ky thuat dugc hiéu la:
(1) Puoc co quan c6 thim quyén ching nhan tuong duong tiéu chuin
(2) Tuong duong vé chat lugng hinh anh, do chinh x4c mau sac va goc nhin.



(3) Tuong tuong vé tinh chét co khi va thudc tinh vat Iy caa vat liéu.

(4) Tuong duong vé tinh ning co ban, do tin cdy, pham vi ing dung

(5) Tuwong duong vé cong sut; hiéu suat, yéu cau thong sd dau vao; danh muc,
d6 chinh xac két qua dau ra.

(6) Tuong duong vé gia tri do; do chinh xé4c két qua do;

(7) Tuong duong vé ham luong, ndng do, tinh chat

(8) Céc yéu t6 tuong duong khac (néu co)

- Nha thau phai cam két hang héa tuong thich véi cac trang thiét bi hién co
tai Pon vi st dung (Chi ap dung doi véi cde mdt hang su dung cho may co tai bénh
vién), bang mot trong cac cach sau:

+ Tai lidu k¥ thuat ctia nha san xuét hang hoa chao thau thé hién ndi dung
nay.

+ Tai liéu nghiém thu cta 01 don vi str dung bét ky nao di sir dung hang hoa
chao thau cho céc trang thiét bi tuong tu ciia Pon vi va hoat dong tét.

+ Cam két sau 01 thang ban giao hang héa tai Pon vi sir dung, c6 két qua
ngoai kiém dap tng yéu cau va moi chi phi ngoai kiém do nha thau chi tra (néu Pon
vi st dung c6 yéu cau).

+ Hoac tai li¢u khac c6 gia tri ching minh tuong duong.

- Nha thau phai c6 bang dap ung vé k¥ thuat ctia hang héa chao thau theo cac
m?tu sau:
+ Bang dap wng tinh phap ly hang héa (file word/excel + ban ky déng déu, scan dinh kém E-
HSDT):

Tén thwong Qu ;Ief
mai tham , | Tén . " Y ¢ u:m Thong tin
t Ky ma . | Cha | céach . Y Y . chat R .
Tén khao hicu / nha s | don Phén loai thiét bi | SO lwu hanh lwon ké khai gid
N qwayten | san | 00 | S°™ |y ¢ theo Nghj | cita TTBYT |Gidiy phép bén| o8 | méu c6) /| Tai liéu sén
ITT| hang R X Nhén <, | hitu | goicia| _, . . £, 1SO, A % 2
., hanghoa | , ., | xuat, P N dinh 98/2021/ND- | hoic GPNK | hang (néu co) niém yét pham
hoéa B mac sin <. | (néu| hang i, CE,... o
theo SO luu 2 Xuat X , CP (néu co) .| gia (néu
. pham , cO) | hoa duw (Ghi rd X
hanh X i av hit )
TTBYT) a ngdy ¢
han)
M @ (©) 4 G| ® | O (®) 9) (10) (11) (12) (13)
Néu rd hang héa | Theo hang | Ghi ré day di Day dii 2
Tén hang hanghoa | g | Ghrodaydi g, | DAy du
. Theo dwoc phdn logi nao| héa thyc té | toan b qua |, .| thong tin: | - Catalog,
hoa Theo | Theo | Theo R oL . R hang héa DR
N N N hang N kem theo so van | (do co quan | trinh: Tén cu B Giava Brochure,
Theo | TTBYTIa | hang | hang ) hang . o % o | thuctée L , ~
1 . X , héa | | ban phap Iy nhw co tham | thé Chu s¢ hitu . | Thoi gian |Hudng dan s
HSMT | theo S6 luu |héa thuc| hoda héa thuc| x .| (Ghird oo i
N J .| thuc J sau: quyén cua | TTBYT -> Nha . .« | hethiéu | dung, ... cua
hanh te |thucte| te o o i . 1 . |ngay hét . B
TTBYT te - 80 cong bo tiéu | Viét Nam | phan phoi (néu han) luc nha san xuat.
' chudn dp dung doi cdp) c6) -> Nha thau ’ (néu cd)




Vvéi thiét bi y té - Tai liéu
thugc logi A, B chirng minh
- Hogc S6 gidy cua bén thir ba
chitng nhdn dang
ky luw hanh déi véi
thiét bi y té thuéc
loai C, D
- Hodc Bdng phan
loai TTBYT A, B,
C,D

Nha thau cam két nhiing ngi dung ké khai néu trén 1a chinh x4c.

Truong hop Nha thau cd tinh ké khai thong tin khéng trung thue nham vueot qua bude dénh gid vé ky thudt sé dwoc coi la hanh vi gian lgn trong
\ddu thau theo quy dinh tai Khoan 4 Diéu 16 Ludt Pau thau va Nha thau sé hodn toan chiu trach nhiém, chép nhan chiu xir Iy theo quy dinh cia E-
HSMT va phdp ludt vé diu thau

Luu y: (*): Tai buéc hoan thién, ky két hop dong, d6i vai hang hoa 1a vat tu,
nha thau phai cung cip ma vat tu phuc vu thanh toén bao hiémy té (néu cd) theo
Théng tu sd 04/2017/TT-BYT, Quyét dinh s6 5086/QD-BYT ngay 04/11/2021 (dot
1) va cac Quyét dinh cap nhat, bo sung cac dot tiép theo. Trong truong hop tén hang
hoa theo khong tring voi Thong tu sé 04/2017/TT-BYT, Quyét dinh sé 5086/Qb-
BYT va cac vin ban lién quan, nha thau co trach nhiém phéi hop cling Bén mua giai
quyét va dinh chinh thong tin dé thyc hién thanh toan BHYT

- Nha thau phai c6 bang dap tng vé ky thuat caa hang héa chao thau so sénh
véi yéu cau ky thuat caa E-HSMT (dinh kém file word/excel + ban ky dong dau,
scan tai E-HSDT):

STT| Tén | Yéucdu | Quycach | Papingky | Quy Tai li¢u k§ thut tham chiéu

hang | ky thuat | dong goi thuat cia cach trong E-HSDT
hoa | cia Ho (tham Ho so dw | dong go6i
sO' moi khio) thau ciia
thau theo E- hang
HSMT hoa du
thiu
ORI ®) (4) () (6) ()

1 Theo | Ténhang | Quy céach |- Tén hang Quy
HSMT | hoatheo | dong goi | hoa theo S6| céch

HSMT | theo luu hanh | dong goi
HSMT TTBYT thuc té
- Model: ... | cuahang
- Nha san | hoéadu
XUat: ... thau
- Xuat x(r: ...

- Chu s¢ hitu




STT| Tén | Yéuciu | Quycach | Papingky | Quy Tai liéu ki thuat tham chiéu
hang | ky thuit | dong goi thuit cia cach trong E-HSDT
hoa ciia HO (tham Ho so dw | dong goi
S0’ moi khdo) théu caa
théu theo E- hang
HSMT hoa dw
thiu
O @ ®) (4) O (6) (")
(néu co): ...
Mo ta Mb ti hang Dan chiéu timg chi tiét mo ta
hang hoa hoa cua E- hang hod t6i Trang.. cua
cua E- HSDT (chi Catalog/Tai li¢u ky thuat/Mo ta
HSMT tiét dap Ung hinh anh... thuoc E-HSDT

tirng muc)

(Highlight cdc noi dung lién
quan téi M6 ta hang hoa trén Tai
liéu dan chiéu)

Tiéu chi dap
ung  tuong
duong hoic
t6t hon

- Tai liéu chimg minh theo hudng
din bén trén vé “Noi ham tuong
duong”

- Hodc tai li€u chirng minh mot
sO tinh nang ky thuat cua E-
HSMT dua ra la tiéu chi khong
co ban (viec khong dap ung
khong lam anh hudng toi tinh
nang s dung cua hang hoa du
thau) d& T chuyén gia xem xét
danh gia “Chap nhan duoc”.

Tiéu chi gay
han ché nha
thau (khong
duoc  xem
xét va danh
gia)

Tai liéu ching minh yéu cau ky
thuat chi c6 duy nhat 01 nha san
xuat dap ung

Nha thau cam két nhiing ngi dung ké khai néu trén la chinh xac.
Trueong hop Nha thau ¢ tinh k& khai thong tin / dich tai liéu ki thud khéng diing véi Thong sé k§ thuat
ma Nha san xudt cdng bé nham vieot qua bude danh gid vé ky thudt sé duroc coi 1a hanh vi gian Idn trong
dau thau theo quy dinh tai Khodn 4 Diéu 16 Ludr Pau thau va Nha thau sé hoan toan chju tréch nhiém,
chdp nhdn chiu xiz Iy theo quy dinh cia E-HSMT va phép lugt vé ddu thau




1.2.2. Yéu cau k¥ thuat chi tiét:

STT| DANHMUC THONG SO KY THUAT
HANG HOA
Khung gia d& - Khung gia d5 mach vanh loai phu thudc Sirolimus hosc
(stent) mach vanh | Everolimus
phu thude - Buong kinh: cac cd, trong d6 co6 loai <2,25mm va co loai >
1 | Sirolimus hoac 5,0mm
Everolimus, ¢ - Chiéu dai: céc ¢d, trong d6 ¢ loai < 10mm va c6 loai >
trdn polymer, loai | 48mm
1 - Tiéu chuén chit luong: FDA hoic twong duong
Khung gia do - Khung gia d& dong mach vanh phu thudc sirolimus hoic
(stent) dong mach | evelimus
vanh phu thube - BPuong kinh: cac cd, trong d6 co6 loai <2,25 mm va c6 loai >
2 | Sirolimus hodc 4.0 mm.
Everolimus, c6 - Chiéu dai: cac cd, trong d6 c6 loai > 58mm
tron polymer, loai | - Tiéu chuan chat lwong: C6 it nhat 1 trong cic ching nhan
2 FDA, CE, PMDA hodc tuong duong
Khung gia d&
(stent) dong mach o aa an . D X R -
X , X - Khung gid d& dong mach vanh loai phu thuoc khong phai
vanh phu thuoc . y .
khéng phai Slrolfmus boac Everf)hmus o '
3 . . - BPuong kinh: cac cd, trong d6 co6 loai < 2,0 mm
Sirolimus hodc IR . .
Everolimus. ¢6 - C.hn-:-u dag: cac c0, trong d6 co6 loai <8 mm
n ’ .| - Ti€u chuan chat lugng: FDA hoac twrong duong
tron polymer, loai
1
Khung gia d& Khung gia & dong mach loai phu thudc khong phai la
(stent) dong mach | Siroliums va Everolimus
vanh phu thude - Puong kinh: Cac ¢, trong d6 c6 loai <2,5 mm va c6 loai >
4 khong phai 4,0 mm.
Sirolimus hoac - Chi€u dai: cac cd, trong do6 c6 loai < 15 mm va c6 loai > 48
Everolimus, co mm.
tron polymer, loai | - Tiéu chuén chét luong: C6 it nhit 1 trong cac chimg nhan
2 FDA, CE, PMDA hoac tuong duong
- Khung gi4 d& dong mach vanh loai phu thude, khong Polymer
e am - Buong kinh: cac ¢, trong d6 c6 loai < 2,0 mm va c6 loai >
Khung gA1a do 45 mm
5 | (stenfdongmach | oy ia i cac o6, trong d6 c6 loai <9 mm va cé loai > 46
vanh khong mm
polymer - Tiéu chuan chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hodc tuong duong
Khung gid d& KPung gia d& dong mach vanh loai phi thudc c6 polymer tir
mach vanh digu | BeuSinhec o ,
6 | hop twong thich - Thiét ké khung gia do c6 khop truot dugce kich hoat sau 6

sinh hoc c6 phu
thuoc

thang khi 16p polymer phan huy, gitip thich nghi véi &p luc ndi
mach
- BPuong kinh: Cac c0, trong d6 c6 loai <2,5 mm va c¢6 loai >




3,5 mm.

- Chiéu dai: céc cd, trong d6 co6 loai < 15 mm va c6 loai > 38
mm.

- Tiéu chuan lugng: C6 it nhat 1 trong cic chimg nhan FDA,
CE, PMDA hoac tuong duong

Khung gia d&
(stent) dong mach

- Khung gia d& dong mach vanh phu thudc , polymer 3 16p ua
nudc va ky nude

- Do day thanh stent < 60pum, c6 thiét ké 2 lién két gitta cac
vong tur 4-8 dinh

! vanh phu thube - Buong kinh: céc cd, trong d6 c6 loai < 2,0mm
loai si€u mong - Chiéu dai: céc ¢d, trong do ¢6 loai < 8mm
- Tiéu chuan chit luong: ¢6 it nhét 1 trong cac chimg nhan
FDA, CE, PMDA hodc tuong duong
oan - Khung gia d& dong mach vanh c6 phu 16p mang boc. Budng
Khung g do kinh nho tir 2,5 — 5,0mm. Twong thich shealth 5F tit ca cac c&.
8 | (stent) dong mach A 2 z AP . , A
vénh cé mang boc | - Ti€u chuan chat luzozlg. Co¢ it nhat 1 trong cac chung nhan
i FDA, CE, PMDA hodc tuong duong
Bong nong mach - BPuong kinh bong: cac ¢d, trong d6 c6 loai <Imm.
9 | vanh ap luc - Chiéu dai bong: céc cd, trong d6 co loai <Smm
thuong, loai 1 - Tiéu chuén chat lugng: FDA hoic twong duong
- Bong nong dong mach vanh éap luc thuong
. . - BPuong kinh bong: du cac cd, trong do c6 loai <0,75mm
Bong nong dong AT PR A
10 | mach vanh ép lyc |~ Chfu dz‘q b01}g. da cac cd, trorig do co loai <4mm
thuong, loai 2 - C.hﬂleu dai kha Aglung cua ong thor}g bong > 1’460m, A
T - Tiéu chuan chat lugng: Co it nhat 1 trong cac chung nhan
FDA, CE, PMDA hoic tuong duong
- Buong kinh bong: cac ¢d, trong d6 ¢ loai < 1,25mm va cd
Bong nong dong loai >5,00mm
11 | mach vanh ap lyc | - Chiéu dai bong: céc c&, trong d6 co loai < 6mm
thuong, loai 3 - Tiéu chuan chat lwong: Co it nhat 1 trong cac chirng nhan
FDA, CE, PMDA hodc tuong duong
- Bong nong dong mach vanh ap lyc thuong.
- BPuong kinh bong: du cac cd, trong do c6 loai < 1,5 mm.
Bong nong dong - Chiéu dai ctia bong: du cac ¢d, trong d6 c6 loai < 10 mm.
12 | mach vanh ép lyc | - Crossing profile nhé hon Imm. Bong di qua sheath 4F
thuong, loai 4 - Chiéu dai hé thong < 135cm
- Tiéu chudn chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong
- Bong nong dong mach vanh ap luc cao.
Bong nong mach | - Buong kinh bong: cac ¢, trong d6 ¢6 loai < 1,5 mm va co
13 | vanh ap luc cao, loai >5 mm
loai 1 - Chiéu dai: cac ¢, trong d6 c6 loai <8 mm
- Tiéu chuan chit luong: FDA hoic twong duong
Bong nong mach Bong nong mach vanh loai 4p luc cao
14 | vanh ap luc cao, - BPuong kinh bong: tir 2,0 - 4,5mm

loai 2

- Chiéu dai béng: cac c& trong d6 loai 8mm va 2 1mm




- Chiéu dai vai bong < 1,5mm, chiéu dai dau tip > 6,5mm

- Chiéu dai kha dung cua ong thong bong > 146cm

- Tiéu chuan chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong

15

Bong nong mach
vanh ap lyc cao,
loai 3

- Buong kinh bong: cac ¢d, trong docd loai < 1,75 mm va cd
loai > 5 mm.

- Chiéu dai béng: céc ¢, trong d6 c6 loai < 6 mm.

- Tiéu chuén chit lugng: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong

16

Bong nong mach
vanh ép lyc cao,
loai 4

- C6 2 loai dau tip: 2mm va 4mm, c6 tdi thiéu 16 diém ndi trén
4 diy cua than bong giup chdng truot.

- BPuong kinh bong: céc ¢d, trong d6 c6 loai <2,5mm va co loai
>4,0mm.

- Chiéu dai béng: céc c& trong do6 ¢6 loai < 8mm.

- Tiéu chudn chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoéc tuong duong

17

Bong nong dong
mach vanh ap luc
cao, loai 5

- Bong nong mach vanh ap lyc cao.

- Puong kinh bong: cac ¢ trong d6 c6 loai <2,0mm va c6 loai
> 5,0mm. Chiéu dai bong: cac ¢d, trong d6 c6 loai < 6mm.

- Tiéu chuén chit lugng: FDA hoic twong duong

18

Bong nong mach
vanh day dan kép

- Hé thong day dan kép:

+ Day dan dinh kém bang Nitinol nong bong tap trung luc hiéu
qua.

+ Chat liéu bong: Nylon.

+ S6 nép gap bong: 3.

+ Lop phu ai nudc & doan xa va dau tip, khang nude trong long
dng va bong.

- Chiéu dai dau tip: > 11 mm

- BPuong kinh bong: céc ¢d, trong d6 c6 loai < 1,75mm

- Chiéu dai béng: céc c¢d, trong d6 c6 loai: < 10 mm

- Tiéu chuan chat lugng: C6 it nhat 1 trong cac chimg nhan
FDA, CE, PMDA hoic tuong duong

19

Bong nong dong
mach vanh phu
thuoc, loai 1

- Bong nong dong mach vanh phu thudc Paclitaxel

- Nong d6 phu thube > 3.5 pg/mm?2

- BPuong kinh bong: cac ¢, tir 2,0mm — 4,0 mm.

- Chiéu dai béng: céc ¢, tir 10mm - 30mm

- Tiéu chudn chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong

20

Bong nong dong
mach vanh phu
thuoc, loai 2

- Bong nong dong mach vanh phu thudc Paclitaxel. Nong do
phu thude: > 3.0 pg/mm2

- BPuong kinh bong: cac ¢d, tir 2,0 — 4,0 mm.

- Chiéu dai béng: cac ¢& tir 10 - 30 mm.

- Tiéu chuan chat lugng: FDA hodc twong duong

21

Bong nong dong
mach vanh phu
thuoc, loai 3

- Boéng nong dong mach vanh phu thudc Paclitaxel. Nong do
phu thuéc: > 3.0 pg/mm?2
- Chi€u dai bong: cac ¢d, tir 15 - 30mm.




- BPuong kinh bong: cac ¢d, tir 2,0 - 4mm;

- Ap lyc 1én bong tdi da co thé t6i 22 bar

- Tiéu chuan chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong

22

B§ bom bong ap
luc cao

- B6 bom bong c¢6 tay cam tron hodc chit T, ¢ day ndi trong
khoang tir 25cm - 50cm

- Dung tich: <20ml, ap luc > 30atm

- Van cam méau chit Y ¢6 3 loai bim, diy, xoay

- Tiéu chuén chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong

23

B6 dung cu mé
duong vao mach
mau

- Bao gém: Kim choc ndi mach, Guide wire phu hydrophilic
(dau thang, dau J hodc dau cong >135 d¢), dao mo, sheath,
Xylanh, dilator

- Kich thudce SF - 10F, chiéu dai 5cm - 11em (kim choc 18G,
duong kinh wire 0.035" - 0.038")

- Tiéu chuén chit luong: FDA hoic tuong duong

24

B§ dung cu m¢
duong vao dong
mach quay kém
day dan 1am bang
thép khong ri

- Chat liéu polypropylene hodc tuong dwong

- Pu cac ¢d 5F, 6F, dai tr 7cm - 16 cm.

- Chiéu dai que nong < 169mm

- Day dan duong lam bang thép khong ri, duong kinh > 0.0217,
dai >45cm,

- Kim choc mach ¢& > 21G x 4cm

- Tiéu chuan chat luwgng: C6 it nhat 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong

25

B6 dung cu m¢
duong vao dong
mach quay kém
day dan lam bang
nhya ngdm nudc.

B6 bao gdom cac thanh phan:

- 01 Kim ludn ¢& 20G

- 01 Guidewire Plastic, duong kinh 0.025" (Sai s6 + 5%)

- 01 Bom tiém 2,5ml

- 01 Introducer Sheath phu 16p 4i nu6c. Pudng kinh gom t6i
thiéu hai loai 5F va 6F, chiéu dai 100mm (Sai s6 + 5%)

- 01 Dilator (que nong)

- 01 Van cam méu

- 01 Dao rach da.

- Tiéu chuén chit lwong: C6 it nhit 1 trong cac ching nhan
FDA, CE, PMDA hoéc tuong duong

26

B¢ két ndi 3 cong
ap luc cao

- B6 két ndi (manifold) chiu ap luc cao 1én > 500psi.

- C6 3 cong, san day ndi dai < 20cm dbi voi cong két ndi dang
xoay

- Tay van phu silicon hodc twong duong

- Tiéu chuan chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong

27

Bom tiém thudc
can quang

- Bom tiém thudc can quang dung tich: 1-20ml

- Pittong thiét ké > 5 mau sic khac nhau.

- Chat liéu polycarbonate hoidc twong duong

- Tiéu chuan chat lwgng: C6 it nhat 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong




28

Oqg thong chup
chan doan mach
vanh loai 1 bén

- Vit liéu Nylon + Polyurethan + Thép khong gi hodc t6t hon
- Kich thudc: duong kinh 4Fr - 5Fr. Chiéu dai 65¢m - 125¢cm.
- C6 céc kiéu dau: JL, JR, AL, AR, IM, MT, AP ...

- Tiéu chuan chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hodc tuong duong

29

Oqg thong chup
chan doan da nang
trai phai

- Vat liéu: Polyamide hoac tdt hon

- Duong kinh 4Fr - SFr.

- Kiéu dau: Tiger

- Chiéu dai c6 tdi thiéu > 3 ¢& trong khoang tir 80cm - 120cm
- Tiéu chuan chit lugng: CE hoic twong duong

30

Catheter tro giup
can thiép dong
mach vanh va
ngoai bién

- Chiéu dai tdi thi€u 45¢m - 100cm

- Kich thudc: cac c¢d tir SFr - 8 Fr

- Téng cong hon 200 loai ddu cong bao gom: RDCK, NOTO,
CHAMP, 3DRIGHT,...

- Tiéu chuén chit luong: FDA hoic twong duong

31

Day dan can thiép
mach vanh

- Chat liéu: Nitinot + Thép khéng gi + Platinum hodc twong
duong, c6 phu ai nudc va silicon

- Pau tip dang dau théng hodc udn sn, ddu mém, c6 thé dinh
hinh.

- C6 > 3 marker, chiu tai dau tip 0,6gf - 1gf

- Tiéu chuén chit lugng: FDA hoic twong duong

32

Day din dudng
cho bong va stent

- Pau tip dang dau thang va dau chix J. Chiéu dai 165 - 190cm.
- Kha nang tai dau tip 0,5gf - 0,7¢f.

- Pau tip thiét ké v6i cong nghé da 16i ACTONE

- Do can quang dau tip dai > 3cm

- Chiéu dai 16 xo0: 8 - 30 cm

- Cong nghé nhiéu loai 16p pha khac nhau: silicone,
hydrophilic.

- Tiéu chuan chit luong: FDA hoic twong duong

33

Vi day dan duong
(micro guide wire)
cac loai, cac c&

- Pau tip thiét ké véi cong nghé da 16i ACTONE

- Cong nghé nhiéu loai 16p phu khac nhau: hydrophilic,
polymer

- P9 can quang dau tip dai 3 - 20 cm

- Chiéu dai: 180 - 330 cm.

- Pau tip dang thing, dau J, dang udn sin (Pre-shape)

- Kha ning tai dau tip 0.6gf - 9.0 gf

- Puong kinh du tip: 0.009 - 0.015".

- Tiéu chuén chit lugng: FDA hoic twong duong

34

Day dan dudng 15i
nitinol, dai 150cm

- Chat liéu Nitinol + Polyurethane hoac tdt hon

- L&p phu &1 nude hydrophilic.

Hinh dang dau tip: ddu thing, dau cong

Kich thude:

- Chiéu dai day dan: > 150 cm

- Chiéu dai ctia phan dau linh hoat t6i thiéu 2 kich thuéc trong
khoang: Icm - 8cm

- Puong kinh: > 0.035"




- Tiéu chuan chit luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong

35

Dung cu hiit huyét
khoi c6 nong hut
cuc l6n

- Hut huyét khoi c6 161, khong co 16i day dan

- C& 6F, 7F. Puong kinh dau tip < 1.4F.

- Puong kinh long hiit & ¢au gan > 0.04 inch

- Chiéu dai doan ludn day dan tir 12cm - 20cm

- Phu 16p 4i nuwdc > 30cm tir dau tip

- Tiéu chuén chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong

36

B6 dung cu léy
huyét khoi trong
long mach mau

- Long hat 16n > 0.044" ¢ dau gan; > 0.043" & dau xa.
- Cong nghé dan luéi toan long dng

- Lép phu 4i nude dai > 35cm & doan dau

- Chiéu dai 6ng thong > 140cm.

- Tiéu chuan chit luong: FDA hoic tuong duong

37

Ong thong hd tro
day sdu trong can
thi¢p dong mach
vanh phuc tap, loai
1

- Ong thong h(:),trq déy sdu trong can thiép tic dong mach vanh
- Buong kinh t0i da < 7F
- Tiéu chuan chat luong: FDA hoac twong duong

38

Ong thong hd trg
day sdu trong can
thiép dong mach
vanh phuc tap, loai
2

- Ong thong hd trg day sau trong can thiép mach vanh c6 phi
16p 4i nudc, dau tip chét lidu TruFlex.

- BPuong kinh 6F - 7F.

- Tiéu chuan chit lwong: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong

39

Vi 6ng thong mach
vanh ¢6 2 nong
dung cho ton
thuong chd chia
nhanh

- Chiéu dai kha dung cta vi dng thong < 1400mm.

- Chiéu dai doan phu 4i nudc 1a < 30cm.

- Puong kinh dau tip < 0,45mm; chiéu dai dau tip > 2mm;
- Tuong thich v6i guidewire > 0.014"

- Tuong thich véi Guiding 4F- 8F

- Tiéu chudn chit lugng: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hodc tuong duong

40

Vi 6ng thong dan
duong cho bong
va stent

- Vi 6ng thong c6 loai thudng va loai mém

- Puong kinh trong dau gan < 0,55mm

- Puong kinh ngoai dau gan < 0,85mm

- Chiéu dai kha dung Catheter 135 - 150cm

- Tiéu chuan chit lugng: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hoéc tuong duong

41

Vi 6ng thong can
thiép mach vanh

- Chét lidu bén bang thép khong gi + Phit PTFE hodc tot hon

- C6 phu Hydrophilic.

C6 diém danh déu > 0,7mm

Kinh thudc:

- Puong kinh ngoai <1.8Fr (dau xa), < 2.6Fr (dau gan); Puong
kinh trong >0.018" (dau xa), >0.021" (dau gan)

- Chiéu dai: 130 cm - 150 cm

- Tiéu chuan chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong




42

B9 khan Can thiép
Tim, Mach

B6 khin Can thiép Tim Mach bao gom:

- Khan trai ban dung cu bang vai khong dét 5 16p kich thude >
200 x 260 cm: 01 céi

- Khan chup mach vanh bang vai khong dét 5 16p kich thude >
240 x 370 cm: 01 cai

- Bao chup dau dén kich thude o 65 cm: 01 céi

- Bao kinh chén chi kich thuéc > 80 x 90 cm: 01 cai

- Khan thim kich thuée > 30 x 40 cm: 06 céi

- Khan 16t kich thudc > 150 x 150 cm: 01 céi

- Bong nén tiét trung cam mau kich thude > 1,3 x 3,5 X 6 cm:
01 céi

- Bong nén tiét trung cAm mau kich thudc > 1,5 x 2,2 x 3,5 cm:
01 céi

- Ao phiu thuat bang vai khong dét 5 16p kich thudc > 150 x
130 cm: 03 céi

- Pat tiéu chuan FDA hoic twong duong

43

Day do ap luc

- Vit liéu 1am bang PVC cung.

- C6 dau khoa gitip loai bo khong khi, ddm bao an toan cho
bénh nhan

- Buong kinh trong <1,6mm.

- Chiéu dai: 15 - 250cm.

- Tiéu chuan chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hodc tuong duong

44

Bong nong mach
ngoai bién tuong
thich day dan
0.035", loai 1

- Bong nong mach ngoai vi chét liéu Polyamide, thiét ké 6ng
thong 161 kép

- Twong thich day dan 0.035"

- Puong kinh bong tdi thiéu < 3,0mm, t6i da > 12,0mm

- Chiéu dai bong t6i thiéu < 20mm, t6i da > 200mm

- Tiéu chuan chit luong: FDA hoic tuong duong

45

Bong nong mach
mau ngoai bién
0.035", loai 2

- Bong dung cho mach mau ngoai bién

- Puong kinh céc ¢ tir 3,0 — 12,0mm, chiéu dai béng ti da
280mm.

- Pau tip profile nho nhat < 0.04".

- Chét liéu bong Pebax.

- Béng dat duoc ap luc cao dén 13atm.

- Chiéu dai hitu dung: 80cm - 150cm.

- Tiéu chuan chit lugng: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong

46

Bong nong mach
ngoai bién tuong
thich day dan
0.018", loai 1

B6ng nong mach mau ngoai bién: vat liéu bong bén, kiém soat
thay doi duong kinh chi tir 4-8 %

- Chi diém bong rap sat (swaged) gitp khau kinh siéu nho (zero
profile) giap bong dé dang di chuyén va di t6i ton thuwong & vi
tri xa va giam thiéu bién chung.

- Catheter loai OTW

- Thiét dién béng nho

- Tuwong thich wire 0.018" va hé théng 4F, 5F




- Vit liéu bong lam bang SCP (Semi Crystalline Polymer), 5
fold (5 nép gap).

- Chiéu dai catheter 90cm, 130cm va 150 cm

- Puong kinh cac ¢d, trong 6 < 2,0 - >7,0 mm,; chiéu dai cac
c0, trong d6: <20 - > 200 mm.

- Tiéu chuan chit luong: FDA hoic twong duong

47

Bong nong mach
mau ngoai bién
0.018", loai 2

- Béng dung cho mach mau ngoai bién, OTW > 0.018".

- BPuong kinh cac ¢d tir 2,0 — 7,0mm, chiéu dai bong tdi da
280mm.

- Pau tip profile nhé nhat < 0.020".

- Chét liéu bong Nylon.

- Bong dat dugc ap luc cao dén > 18atm.

- Chiéu dai hitu dung: 80cm - 135cm.

- Tiéu chuén chit lwong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hodc tuong duong

48

Bong nong mach
ngoai vi trén day
dan 0.014", loai 1

- Béng nong mach ngoai bién.

- C6 2 loai béng thang va thuén:

- Duong kinh bong:

+ Bong thang: 1,5mm - 6mm.

+ Bong thudn: 2,0/1,5mm — 4,0/3,5mm.

- Chiéu dai bong: 20mm - 210mm.

- Chiéu dai hé thong: 90cm - 150cm.

- Ap luc trung binh: > 8atm; Ap luc vo bong: > 14atm.
- Thiét ké bng thong ddng truc.

- Twong thich véi day dan 0.014".

- Tiéu chuan chit luong: FDA hoic twong duong

49

Bong nong mach
ngoai bién tuong
thich day dan
0.014"

Bong nong mach méu ngoai bién: vat liéu bong bén, than bong
linh hoat.

- Bong ¢4 16p phu dan xen (patchwork) ai nude gitip bong dé
dang di chuyén qua ton thuong ké ca nhimng vi tri xa.

- Tang cuong tro lyc bang diy din cing & doan truc gan cia
than bong (stiffening wire) gitip bong co luc déy t6t hon han
trong khi phan bong van dé dang di chuyén linh hoat.

- Do ciu trac ddng truc (co-axial), Thoi gian xudng bong giam
t6i 3,8 lan.

- Catheter loai OTW

- Tuong thich wire 0.014"

- Loai bong ¢6 3 nép gip

- Puong kinh cac co, trong d6 <1,5- > 4,0 mm; chiéu dai
bong cac ¢, trong d6 <20 - > 4,0 mm; chiéu dai bong cac ¢,
trong d6 <20 ->220 mm

- Tiéu chuan chit luong: FDA hoic tuong duong

50

Bong nong ngoai
bién phu thudc
tuong thich véi
day dan 0.035"

Phu thubc Paclitaxel 3.5ug /mm2.
- Twong thich véi day dan 0.035" (0,89mm).
- Buong kinh bong: 4mm - 12mm.
- Chiéu dai bong: 40mm - 150mm.




- Tiéu chuan chit luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong

51

Bong nong ngoai
vi phu thube tuong
thich véi day dan
0.018", loai 1

Bong nong mach ngoai bién c6 tam thudc Paclitaxel:

- Puong kinh nho, dé di chuyén

- Béng phii thude Paclitaxel véi lidu Iwong 3.0pg/mm2.

- Bdo toan lugng thudc khong bi mét t6i 94% trong qué trinh
di chuyén dén ton thuong

- Loai hé théng 6ng thong: OTW

- BPuong kinh cac ¢, trong d6 < 2,0 - > 7,0 mm; chiéu dai cac
cd, trong d6 <40 -> 120 mm

- Tiéu chuan chit lugng: FDA hoic trong duong

52

Bong nong ngoai
vi phii thudc twong
thich voi day dan
0.018", loai 2

- Boéng nong mach ngoai bién phu thudc Paclitaxel

- Chiéu dai cac ¢d, trong d6 < 10 - >250 mm

- Buong kinh céc cd, trong d6 <1,5- >6,00

- Chiéu dai hé théng: 90cm, 135¢cm, 170cm

- Tiéu chuén chit lwong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hodc tuong duong

53

Khung gia d&
(stent) dong mach
ngoai vi, ngoai
bién

- Chat liéu: Nickel titanium alloy, OTW > 0.035", guide 6F.

- Buong kinh cac kich co tu: 5,0 dén 1 1,0mm, dai nhat 175mm
va 200mm.

- D0 dai cia Catheter 1a 80cm va 120cm.

- C6 4 Tantalum marker & mdi du catheter gilip quan sat va
dinh vi tot hon.

- Thiét ké hé thong Pin Pull Delivery hodc twong duong gitp
thao tac an toan va dé dang hon.

- Tiéu chuan chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong

54

Khung gia 4o
mach ngoai bién
(Puong kinh t6i
thiéu < 5,0mm)

- Khung gia d& ngoai vi ty bung chat liéu Nitinol.

- Hé thong tha stent duoc thiét ké tha stent bang mot tay, thiét
ké ba truc giup tdng do chinh xéc cua vi tri tha stent, hé théng
bung stent don gian kiém soat bang banh xe.

- Tuong thich ddy dan 0.035" va hé thong 5F.

- BPuong kinh khung: 5Smm; 6mm; 7mm; 8mm.

- Chiéu dai khung: 20mm; 40mm; 60mm; 80mm; 100mm;
120mm; 150mm.

- Tiéu chuén chit lwong: C6 it nhit 1 trong cac ching nhan
FDA, CE, PMDA

- Khung gi4 d& (stent) dong mach ngoai vi tir giin nd bang
nitinol.

rangR%g('; idgién - Tuong thich ddy dn 0.035" va hé théng 6F.
55 (Euc‘mg ki.nh dida | Du’.(‘z*ng ki.nh khung: 9mm; 10mm; 12mm; 14mm.
> 14,0mm) - Chiéu dé{ khur}g: 20mm; 30mm;’ 40mm; 60mm; 80mm.
- - Tiéu chuan chat lugng: Co6 it nhat 1 trong cac chung nhan
FDA, CE, PMDA hodc tuong duong
56 Khung gia do - Stent mach chi loai tu ng, chat liéu hop kim Nickel Titanium

(Stent) dong mach

(Nitinol); Phi1 hdn hop thuéc Amphilimus gdm: Sirolimus va




chi loai ty no phu
thudc

axit béo

- Chiéu dai cic ¢d, trong d6 <20 dén > 150 mm

- Puodng kinh cac ¢, trong d6 < 6 d¢én > 8 mm

- Ong thong mang stent dugc thiét ké theo kiéu Over the wire
(OTW), chiéu dai: 85 cm va 135 cm

- Twong thich day dan 0.035", Sheath 6F

- Tiéu chuan chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong

Stent (Khung gia

- Khung gia do (stent) dong mach ngoai vi, chat liéu Nitinol tu
nd
- Phu Polytetrafluoroethylen (PTFE)

57 g"z)fi‘?&gérrlnfgh - Puomg kinh khung: 5 - 9mm
e o - Chiéu dai khung: 40 - 100mm
g 0¢ - Tiéu chuan chat luong: Co6 it nhat 1 trong cac chung nhan
FDA, CE, PMDA hodc tuong duong
- B6 bom béng c¢6 tay cAm tron hodc chit T, ¢6 day ndi trong
khoang tir 25cm - 50cm
58 Bd bom bong ap - Dung tich: <20ml, ap lyc > 30atm
Iuc cao - Van cam mau chit Y c6 3 loai bam, day, xoay

- Tiéu chuan chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong

59

Dung cu liy di vat
(Puong kinh to1 da
>35mm)

- Dung cu lay di vat chét liéu nitinol nhd hinh.

- Puong kinh: t6i thiéu < 5 mm, t6i da > 35 mm

- Chiéu dai dung cu: 65cm; 120cm.

- Chiéu dai 6ng thong: 48cm; 102cm.

- C6 marker ciia 6ng thong bang Platinum-Iridium.
- Tiéu chuén chit lwong: FDA hoic twong duong

60

Day dan duong 15i
nitinol, dai 260 cm

- Day dan duodng dung trong can thiép mach mau.
Chu tao:

- Chat liéu Nitinol + Polyurethane hodc tot hon

- Lop phu ai nuée Hydrophilic

Hinh dang dau: dau thang, ddu cong

Kich thudc:

- Chiéu dai day dan: 260 cm

- Chiéu dai cua phan dau linh hoat: 1; 3 cm

- BPuong kinh: 0.035"

- Tiéu chuén chit lugng: FDA hoic twong duong

61

Vi day dan duong
(micro guide wire)
cac loai, cac co

- Pau tip thiét ké v6i cong nghé ACTONE

- Cong nghé nhiéu loai 16p phu khac nhau: hydrophilic,
polymer.

- Chiéu dai 180 - 300 cm.

- Pau tip dang thang, dang uén sin (Pre-shape)

- Kha nang tai dau tip 1.0, 4.0, 3.0, 7.5, 12, 30, 40 gf.

- Buong kinh 0.014, 0.018 inch.

- Tiéu chuan chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong




62

Day dan duong
cho bong va stent
trong can thiép ton
thuong mach
ngoai bién

- Pau tip thiét ké voi cong nghé ACTONE

- Phu hydrophilic trén nén polymer.

- Lop phu hydrophilic dai 10,41 cm

- Chiéu dai 190, 235, 300 cm.

- Pau tip dang thang, dang udn sin (Pre-shape)

- Kha ning tai dau tip 3.0 gf.

- Chiéu dai cuén 16 xo: 3,0; 4,5; 8,5 cm

- Buong kinh 0.014; 0.018 inch.

- Tiéu chuan chat lwgng: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoic tuong duong

63

Day dan dung can
thi€p mach mau
ngoai bién duong
kinh 0.014"

- Day dan duong can thiép mach ngoai bién duong kinh 0.014"
chat liéu hop kim thép khong gi, phu ai nude ICE Hydrophilic
- Puong kinh <0.018"

- Tiéu chuén chit lwong: FDA hoic tuong duong

Day dan dung can
thi¢p mach mau

- Day dan duong can thiép mach ngoai bién chat liéu hop kim
thép khong gi, phu ai nuée ICE Hydrophilic

64 ngoai bién duong | - Puong kinh <0.018"
kinh 0.018" - Tiéu chuan chat lugng: FDA hodc tuong duong
Cau tao: >3 16p
- Vat liéu Nylon + Polyurethan + Thép khong gi hodc tot hon
Ong thong chén - Kich thudc: duong kinh 4Fr (Puong kinh trong > 1,03mm);

65

doan ngoai bién va
mach tang, loai 1

5Fr (Pudng kinh trong > 1,20mm). Chiéu dai < 65cm, >
125cm.

- C6 céc kiéu dau: CB, YSO, SM, VB..

- Tiéu chuan chat lugng: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hodc tuong duong

66

Ong thong chan
doan ngoai bién va
mach tang, loai 2

- Buong kinh trong 0.042"(1,07mm) loai 4F, 0.046" (1,17mm)
loai 5F; 0.054" (1,37mm) loai 6F

- Chiéu dai cac ¢d, trong d6 < 40cm - >120cm

- Hinh dang dau tip: Cobra 1-3, Simmon 1-5, Vertebral,
Headhunter 1-5, Hook, Bentson 1-3, Berenstein, Pigtail va
nhiéu loai dau tip khac.

- Tuong thich day dan: 0.035", 0.038”

- Tiéu chuén chit lwong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoic tuong duong

- Dung cu dong mach tu tiéu
- 01 day dan ¢ > 0.035" hodc <0.038" dai < 70cm
- 01 dilator

67 | Dung eu dong 01 sheath
: Kich ¢o tur < 6Fr, >8Fr
Tiéu chuan chét luong: Co it nhat 1 trong cac chimg nhan FDA,
CE, PMDA hodc tuong duong
B6 khan Can thiép Tim Mach bao gém:
68 B0 khan Can thi€p | - Khan trai ban dung cu bﬁng vai khong dét 5 16p kich thudc
Tim, Mach 200 x 260 cm: 01 cai

- Khin chup mach vanh bang vai khong dét 5 16p kich thudce




240 x 370 cm: 01 cai

- Bao chup dau dén kich thudc @ 65 cm: 01 cai

- Bao kinh chén chi kich thude 80 x 90 cm: 01 cai

- Khian thdm kich thuéc 30 x 40 cm: 06 cai

- Khan I6t kich thude 150 x 150 cm: 01 cai

- Bong nén tiét tring cam méu kich thude >1,3 x 3,5 x 6 cm:
01 cai

- Bong nén tiét trung cAm mau kich thuée >1,5 x 2,2 x 3,5 cm:
01 cai

- Ao phiu thuat bang vai khong dét 5 16p kich thude > 150 x
130 cm: 03 cai

- Tiéu chuén chit lwong: FDA hoic twong duong

69

B6 dung cu mé
duong vao mach
mau

- Bao gém: Kim choc ndi mach, Guide wire pht hydrophilic
(dau thang, dau J hodc ddu cong > 135 d6), dao mod, sheath,
Xylanh, dilator

- Chiéu dai wire > 45cm

- Kich thudc > (4Fx5cm) (kim choc 20G, Puong kinh wire
0.025"), 4Fx11cm (kim choc 20G, 18G, Buong kinh wire
0.025", 0.035")

- Kich thudc 5F - 10F, chiéu dai S5ecm- 11cm (Kim choc 18G,
Duong kinh wire 0.035"- 0.038")

- Tiéu chuén chit lugng FDA hoic tuong duong

70

Ong théng m&
duong mach mau
ngoai bién dau
thang va dbi bén

Ong thong m& dudng can thiép mach mau ngoai bién

- Kich thudc 4F, SF, 6F dai 45- 65 - 90 cm.

- Chét lidu: Quan dang soi bang thép khong gi cuong luc, phi
polymer.

- Thiét ké chong gay gap long 6ng

- Pau xa thiét ké thuon dan dé dang day va tranh lam ton
thuong mach méu luc di chuyén

- C6 loai thang va ddi bén crossover

- Tiéu chuén chit luong: FDA hoic twong duong

71

Kim choc mach

- Kim choc mach quay, dui
- Chat li¢u thép khong gi
- Kich thudc: 18G, 19G, 20G, 21G

72

18G - 21G - C6 nhiéu do day thanh éng kim khac nhau: mong, thudng,
siéu mong
- tiéu chuan chét lugng: FDA hoic twong duong
- Vi Ong thong hd trg can thiép mach mau ngoai bién
.« . x| -Chiéu dai t5i thiéu < 65cm, toi da > 150 cm
Vi ong thong ho

trg can thi¢p mach
ngoai bién

- C6 2 loai dau thiang va dau cong

- Pau xa catheter phu 10p ai nudc

- Pudng kinh tiép can t6n thuong 0.014", 0.018", 0.035"
- C6 chung nhan FDA va CE hoac tuong duong

73

Vi 6ng thong hd
trg can thi¢p mach
ngoai bién

- Vi ong thong hd trg can thiép mach mau ngoai bién
- C6 3 & twong thich day dan 0.014", 0.018", 0.035"
- Chiéu dai to1 thiéu < 65cm, toi da > 150cm




- C6 2 loai du thang va cong
- bau xa catheter phu 16p ai nudc
- C6 chung nhan FDA va CE hoac tuong duong

- Khung gia d& tinh mach ty bung chét liéu nitinol, trong thich
véi dung cu mo duong < 9F

74 Eﬁgﬁg gia dotinh | puomg kinh t6i thiéu < 10 mm, t6i da > 20 mm
: - Chiéu dai khung toi thiéu <40 mm, t6i da > 150 mm.
- Tiéu chuén chit luong: FDA hoic twong duong
Vit liéu Nitinol Hypotube cit bang Laser. Téi 30mm duong
Ludi loc tinh mach kinh. Dé da:mg thu, lai, voi 6 m~()c neo. St dung Guidwire <
75 i ; 0.035. Chi¢u dai 6ng thong dan: 70cm.

chu dudi

- Tiéu chuan chat lugng: C6 it nhat 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong

76

Bong nong mach
ngoai bién tuong
thich day dan
0.035"

- Boéng nong mach chi ap lyc cao thiét ké dng thong Ii kép
- Tuong thich ddy din 0.035", hé thong 6F va 7F

- Duong kinh bong tdi thiéu < 4,0mm, t6i da > 12,0mm

- Chiéu dai bong tdi thiéu < 20mm, t6i da > 100mm

- Ap lyc v& bong > 24 atm

- Tiéu chuan chat lugng: FDA hodc trong duong

77

Bdng nong ngoai
bién phu thude
tuong thich véi
day dan 0.035"

Phu thudc Paclitaxel 3.5ug /mm2, chat ddn Urea. Cong nghé
phu thude va giai phong thude dic biét FreePAC.

- Tuong thich véi diy dan 0.035" (0,89mm).

- BDuong kinh bong: 4mm - 12mm.

- Chiéu dai bong: 40mm - 150mm.

- Tiéu chuan chat luwgng: C6 it nhat 1 trong cac chimg nhan
FDA, CE, PMDA hoic tuong duong

78

Bd bom bong ap
luc cao

- B6 bom bong c¢6 tay cam tron hodc chit T, ¢ day ndi trong
khoang ttr 25cm - 50cm

- Dung tich: <20ml, ap luc > 30atm

- Van cam mau chit Y ¢6 3 loai bAm, day, xoay

- Tiéu chuén chit lwong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong

79

B6 dung cu mé
duong vao mach
mau

- Bao gém: Kim choc ndi mach, Guide wire pht hydrophilic
(déu théng, dau J hodc dau cong > 135 d9), dao md, sheath,
Xylanh, dilator

- Chiéu dai wire > 45cm

- Kich thudc > (4Fx5cm) (kim choc 20G, Puong kinh wire
0.025"), 4Fx11cm (kim choc 20G, 18G, Puong kinh wire
0.025", 0.035")

- Kich thuée 5F - 10F, chiéu dai 5cm- 11cm (kim choc 18G,
Puong kinh wire 0.035"-0.038")

- Tiéu chuan chit luong: FDA hoic tuong duong

80

Day dan duong 15i
nitinol, dai 260 cm

- Day dan duodng dung trong can thiép mach mau.
Chu tao:

- Chat liéu Nitinol + Polyurethane hoac tot hon

- L&p phu ai nudec Hydrophilic




Hinh dang dau: dau thang, dau cong

Kich thudc:

- Chiéu dai day dan: 260 cm

- Chiéu dai cua phén dau linh hoat: 1; 3 cm

- Puong kinh: 0.035"

- Tiéu chuan chit luong: FDA hoic twong duong

B0 khéan Can thi¢p Tim Mach bao gém:

- Khin trai ban dung cu bang vai khong dét 5 16p kich thudc
200 x 260 cm: 01 cai

- Khan chyp mach vanh bang vai khong dét 5 16p kich thudc
240 x 370 cm: 01 cai

- Bao chup dau dén kich thudc @ 65 cm: 01 céi

- Bao kinh chin chi kich thudce 80 x 90 cm: 01 cai

81 B0 khan Can thi¢p | - Khan tham kich thude 30 x 40 cm: 06 cai
Tim, Mach - Khan 16t kich thude 150 x 150 cm: 01 cai

- Bong nén tiét tring cam méu kich thudc > 1,3 x 3,5 x 6 cm:
01 céi
- Bong nén tiét trung cAm mau kich thudc >1,5x 2,2 x 3,5 cm:
01 céi
- Ao phiu thuat bang vai khong dét 5 16p kich thude > 150 x
130 cm: 03 céi
- Tiéu chuén chit lugng: FDA hoic twong duong
- Ong thong tinh mach st dung song cao tan, ddt theo doan
phat nhiét 6n dinh.

82 Ong thong RF diéu | - Chét lidu: nhwa Polymer (Fluorinated ethylene propylene)

tri tinh mach

- Kich thudce dng théng: 6Fr, 7Fr.
- Chiéu dai dau d6t toi thiéu < 3 cm, t6i da > 8 cm
- Tiéu chuan chat lugng: FDA hoac twong duong

83

Soi Laser dung
trong diéu tri suy
tinh mach

- Tuong thich véi may Laser trong diéu tri suy tinh mach Laser
MedArt 1470nm

- Nang lugng xuyén tam: Radial Tip

- Chiéu dai soi: 2,5m + 0,2m

- Tiéu chuén chit luong: FDA hoic twong duong

84

B9 Stent graft cho
dong mach chu
bung (Bao gém 01
than chinh va 02
doan nbi phu), cb
ngan

B Stent graft cho dong mach chii bung (Bao gém 01 than
chinh va 02 doan ndi phu), c6 ngin

- Chét liéu: Hop kim nh¢ hinh Nitinol

- Puong kinh (ctia miéng chinh) t6i thiéu < 23mm, t6i da >
36mm.

- Puong kinh (cua miéng phuy) ti thiéu <12mm, t6i da >
24mm.

- Tiéu chuan chit luong: FDA hoic twong duong

85

B¢ Stent graft cho
dong mach chu
Nguc tuong thich
v6i1 b dung cu vit

B0 Stent graft cho dong mach chu Nguec.

- Chat liéu: hop kim nhé hinh

- Puong kinh stent ti thiéu < 22mm, duong kinh stent t6i da >
45mm

- Tiéu chuan chit luong: FDA hoic twong duong




¢ dinh StentGraft
dong mach chu

86

Dung cu ntt mach
bang du

- Dung nit mach cho khu vuc ngin

- Thiét ké nho gon: Y tuong thiét ké ludi Nitinol mét cudn cho
khu vuc dat ngén

- Tuong thich dng thong can thiép hodc dung cu mé dudng:
Tuong thich véi dung cu mo dudng 4-6F hoic ng thong can
thiép 5-8F tuy thiét bi

- Khoang mach diéu tri duoc la: 2,5-12,5 mm

- Puong kinh du: 4 -16 mm; Chiéu dai khi khong ép: 7 - 8 mm.
- Tiéu chuan chit lugng: FDA hodc twong duong

87

Du dang ludi kim
loai tu n& thé hé
méi loai 2 canh, dé
bit cac duong ro

- Tac mach khu vuc dit da dang

- Tac mach nhanh: Thiét ké lu6i Nitinol nhiéu cudn, da 16p
mang dén tac mach nhanh trong long mach

- Chinh xéc vi tri: Nhiéu diém tiép xuc voi thanh mach cho
chinh xac vi tri trong mach c6 dong chay vira va manh

- Tuong thich dng thong can thiép hodc dung cu mé duong:
Tuong thich dung cu mo dudng 4-7F hodc 6ng thong can thiép
5-9F tuy vao kich thudc thiét bi

88

PALthUONE | K hoang mach diéu tri dugc la: 2,0 17 mm
- Buong kinh du: 3 - 22 mm; Chiéu dai khi khong ép: 6 - 18
mm.
- Tiéu chuan chit luong: FDA hoic twong duong
Dung cu déng - Dung cu dong mach méu bang chi ngoai khoa Polypropylene.

mach méu bang
chi ngoai khoa

- Kha nang déng mach mau c6 kich thude 1én téi < 21F doi véi
dong mach va < 24F do6i voi tinh mach.
- Tiéu chuan chat luong: FDA hoac twong duong

89

B6 dung cu mé
duong dong mach
dui

- Bao gém: Kim choc ndi mach, Guide wire phu hydrophilic
(dau thang, dau J hodc dau cong > 135 d0), dao md, sheath,
Xylanh, dilator

- Chiéu dai wire > 45cm

- Kich thudce > (4Fx5cm) (kim choc 20G, Puong kinh wire
0.025"), 4Fx11cm (kim choc 20G, 18G, Puong kinh wire
0.025", 0.035")

- Kich thuée 5F - 10F, chiéu dai 5cm - 11cm (kim choc 18G,
Puong kinh wire 0.035"- 0.038")

- Tiéu chuén chit lvgng: FDA hodc twong duong

90

Day dan duong 15i
nitinol, dai 260 cm

- Day dan dudng dung trong can thiép mach mau.
Cau tao:

- Chét liéu Nitinol + Polyurethane hodc tdt hon

- Lop phu ai nuwéc Hydrophilic

Hinh dang dau: dau thang, dau cong

Kich thudc:

- Chiéu dai day dan: 260 cm

- Chiéu dai cuia phan dau linh hoat: 1; 3 cm




- Buong kinh: 0.035"
- Tiéu chuan chat luong: FDA hoac twong duong

91

Catheter trg gitip
can thi€¢p dong
mach vanh va
ngoai bién

- Chiéu dai t6i thiéu < 47cm, i da > 100cm

- Kich thudce: C& 5,6,7,8 Fr 1ong rong t6i thiéu 0.07 linch (véi
6F)

- Téng cong hon 230 loai dau cong bao gom: RDCK, NOTO,
CHAMP, 3DRIGHT,...

- K§ thuat dan luéi long dng

- L6p 40 ngoai bang chat liéu Vest-Tech Nylon

- Tiéu chuan chit luong: FDA hoic twong duong

92

Hat nhua nut mach

- Vit liéu: hat vi cau hydrogel, phii polymer Polyzene® - F
hoac tuwong duong, twong thich sinh hoc, khong tan trong dung
mol.

- Kich thuéc hat: 40 pm — 1.300 pm.

- Bong goi: dang long chira trong 2ml.

- Loai khdng mau hoic c6 mau (dé d& dang phan biét cac kich
c0 hat).

- Tiéu chuén chit lugng: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hoac twong duong

93

Vi 6ng thong can
thi€p cac cd co 1
marker, c& 1.8F,
2.2F va 2.7F,
khong kem vi day
dan

- Puong kinh: 1.8; 2.2; 2.7F. Hinh dang: loai du thing, dau
cobra va dau chéch 45°. Chiéu dai st dung: 70cm; 105¢cm;
110cm; 125¢m; 135¢m; 150cm. B phu Hydrophilic: 60 cm; 80
cm; 110 cm. Kha ndng tuong thich guidewire: 0.016 inch,
0.018 inch; 0.025 inch. Kha ning tuong thich dng thong
catheter: 0.038 inch; 0.041 inch. Thiét ké dong truc doc dao tao
diéu kién thuan lgi cho & ong thong va d¢ tron tru qua nhing
khitic quanh co, phitc tap. Ong dan bén trong thon cung cép tbc
d6 dong chay cao, kha ning thuyén tic tha coi va twong thich
hat nit mach.

- Tiéu chuan chat lwgng: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hoic tuong duong

94

Vi day dan duong
can thiép mach
tang

Céu tao dong truc gom:

- Nitinol + Polyurethane hoic tot hon

- Phu ai nudc hydrophilic

- Pau xa c6 phan can quang dai < 2cm

Kich thudc:

- Chiéu dai ddy dan: < 180cm; > 200cm

- PK: Tbi thiéu 03 ¢ tir <0.012" dén>0.016"

- Hinh dang dau vao: Angled 45° x 4 mm; Angled 90° x 4 mm;
Angled 1.5 mm J curve; Double Angled 90°+150°

Dat t6i thiéu mot trong cac chimg chi: FDA ( My) hoic PMDA
hodc MHLW hoac tuong duong

95

Ong thong chan
doan ngoai bién va
mach tang long
rong

CAu tao: >3 16p

- Vit liéu Nylon + Polyurethan + Thép khong gi hodc tt hon
- Kich thudc: duong kinh 4Fr (Puong kinh trong > 1.03mm);
5Fr (Puong kinh trong > 1,20mm). Chiéu dai < 65cm, >




125cm.

- C6 c4c kiéu dau: CB, YSO, SM, VB...

- Tiéu chuan chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong

96

B0 khén Can thiép
Tim, Mach

B6 khan Can thiép Tim Mach bao gém:

- Khin trai ban dung cu bang vai khong dét 5 16p kich thugc >
200 x 260 cm: 01 cai

- Khin chup mach vanh bang vai khong dét 5 16p kich thude >
240 x 370 cm: 01 cai

- Bao chup dau dén kich thudce > g 65 cm: 01 céi

- Bao kinh chén chi kich thuéc >80 x 90 cm: 01 céi

- Khan tham kich thude > 30 x 40 cm: 06 cai

- Khan 16t kich thudc > 150 x 150 cm: 01 cai

- Bong nén tiét trung cAm mau kich thudc >1,3 X 3,5 X 6 cm:
01 cai

- Bong nén tiét tring cam mau kich thude > 1,5 x 2,2 x 3,5 cm:
01 cai

- Ao phiu thuat bang vai khong dét 5 1p kich thude > 150 x
130 cm: 03 céi

- Tiéu chuan chat lugng: FDA hodc trong duong

97

Khung gia d&
dong mach than

Stent can thiép dong mach than bung bang bong:

- Chét liéu Cobalt Chromium L605

- b§ day thanh stent 120 pm (0,120mm)

- Thiét ké Hybrid: mit cao dong va mit cdo md, co dau ndi
Flexi-S hoac twong duong

- Buong kinh ¢6 cac ¢d, trong d6 < 5,00

- Chiéu dai c6 céc cd, trong d6 > 12

- Twong thich sheath 5F, day dan 0.014" (0,36 mm).

- Tiéu chuan chat lwgng: C6 it nhit 1 trong cac chirmg nhan
FDA, CE, PMDA hoac tuong duong

98

Khung gia d&
mach canh chat
li€u nitinol

- Khung gi d& (Stent) mach canh tu gidn nd chat liu nitinol.
- Khung gi4 d& gém 02 loai: Thang va Thuén (dau to - dau
nho), phu hop véi dong mach canh.

- Pau thang:

+ Puong kinh khung: 6mm;7mm; 8mm; 9mm; 10mm.

+ Chiéu dai khung: 20mm; 30mm; 40mm; 60mm

- Pau thuédn:

+ Puong kinh khung: 8/6mm; 10/7mm

+ Chiéu dai khung: 30mm; 40mm

- Tiéu chuan chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong

99

Khung gia d&
dong mach canh

- C6 chi dinh cho xo vita manh canh, c6 nghién ctru 1am sang
tién ciru trén thé giGi

- Thiét ké san pham cho phép dung mot tay

- Thiét ké mat stent tiiy bién cho d6 khoe hudng tam va phu ton
thuong




- Thiét ké stent dang mat dong

- Tiét dién cat ngang nho 5.7F

- Kich thudc stent théng: Puong kinh cac ¢, trong d6 7,0; 8,0;
9,0; 10,0 mm va chiéu dai cac c0, trong d6: 20, 30 mm

- Kich thudc stent thuén dau: Puong kinh céc c&, trong d6: 8-6
mm, 9-7 mm, 10-8 mm va chiéu dai cac ¢&, trong do6: 30, 40
mm

- Twong thich day dan 0.014"

- Tiéu chuan chat lwgng: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hoic tuong duong

Dung cu bao v¢

- D bao vé chdng tic mach ha luu trong can thiép dong mach
canh chat liéu luéi loc Nitinol.

- Puong kinh tdi thiéu < 3,0mm, t6i da > 7,0mm

- Chiéu dai day day: tdi thiéu < 90mm, téi da > 320mm

100 mach ngoai bién - Miéng ludi loc ¢6 1 khung tron chét liéu Vang - Tungsten.
- C6 ca 3 chi dinh trong can thiép mach canh, mach ngoai vi,
mach vanh.
- CO chitng nhan FDA va CE hodc twong duong
Day dan chét lidu thép khong gi
- Puong kinh > 0.014"
- Chiéu dai: > 205cm
- Chiéu dai 16p phu &i nudc: > 38cm
101 Day d?ln‘ can thi¢p | - DPau tip:’ > %CH}, c? thé gén, kha nang xoén’ 1:1. ) q
mach than kinh Puoc thiét ké dé ho trg toi uu cho cac h¢ thong theo dau, co thé
di xuyén qua huyét khbi va dam bao 6ng thong ludn giit nguyén
Vi tri.
- Tiéu chuan chat lwgng: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong
Ong thong can thiép dang coil bang thép khong gi, duong kinh
ngoai gan-xa 13, 2.4Fr-2.7Fr va 2.8Fr-2.8Fr duong kinh trong
Vi 6ng thong can | 0.021" va 0.027" , chiéu dai 1a 145 va 153cm, tuong thich vai
102 | thi¢p mach than day dan 16n nhat 0.018", 0.021". Pugc sit dung trong can thié¢p
kinh mach thén kinh.
- Tiéu chuén chit lwong: C6 it nhit 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong
Stent thiét ké dang gap cudn.
buong kinh stent 3mm, 4mm, 6mm, chiéu dai stent 20mm,
24mm, 40mm, ’dl‘mg cho mach duong kinh 2-4mm, 2-5,5mm.
N A tuong thich vi ong thong duong kinh 0.021"-0.027".
103 E.la 4% mach than S6 marker dau xa la 3,4, s marker dau gﬁn la 1, khoang cach
inh )
gitra cac marker la Smm, 6mm, 10mm.
Bugc sir dung dé lay huyét khoi trong diéu tri dot quy.
- Tiéu chuan chit luong: C6 it nhit 1 trong cac ching nhan
FDA, CE, PMDA hodc tuong duong
104 Ong thong hut Ong thong chat liéu Nitinol, thiét ké dang coil dét;

huyét khoi

Puong kinh trong rong 0.068" va 0.071",




duong kinh ngoai toi da 0.083" va 0.0855". Chiéu dai 132cm.
HO tro gia d& mach nao trong can thiép diéu tri dot quy mach
néo.

- Tiéu chuan chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hodc tuong duong

Cuodn nat mach

Cuon nut mach c6 chat liéu: Platinum

Puong kinh soi coil 0.0115",0.0125",0.0135", 0.0145"
Puong kinh coil tir 1,5-25mm, C6 cac kich ¢& duong kinh half
size nhu la: 1,5mm, 2,5mm, 3,5mm.

105 nao Chiéu dai cudn coil tir 1cm dén 50 cm.
Cit bang co hoc.
- Tiéu chuan chat lugng: C6 it nhat 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong
Cudn nt mach c6 chét liéu: Platinum
Puong kinh soi coil 0.0115",0.0108"
Puong kinh coil tir 1-6mm, C6 cac kich c& duong kinh coil nho
106 Cudn nat mach va h‘alf size nhu la: 1mm, 1,5mm, 2,5mm
nao Chiéu dai cudn coil tr lcm dén 20 cm.
Cit bang co hoc.
- Tiéu chuan chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong
Ong thong c6 thé udn bang hoi nudc, dang nitinol dét véi dau
xa linh hoat, duong kinh ngoai 2.1Fr-1.7Fr, 2.4Fr-1.9Fr, duong
Vi 6ng thong can | kinh trong 0.017", tong chiéu dai 155cm, chiéu dai sir dung
107 | thi¢p mach than 150cm, tuong thich véi DMSO, hinh dang dau tip théng. Puoc
kinh thang sir dung trong can thiép mach than kinh.
- Tiéu chuén chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong
Bong lién 6ng dan va kém day dan ¢& 0.010", duong kinh bong
3mm, 4mm, Smm, chiéu dai bong 10, 15, 20 va 30mm, chiéu
, Z dai dau tip 4mm, duong kinh ngoai dau gan/ dau xa 2.8F/2.2F.
108 | Bong tic mach Puoc st gung trong cai thi¢p nglach ‘[heklng kinh.
- Tiéu chuén chit luong: C6 it nhat 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong
- Hé thong thay d6i nhanh (RX)
- Chiéu dai béng: 15, 20, 30, 40 mm
- Chiéu dai dng thong: 80 cm va 135 cm
Bong nong dong - Tuong thich dng thong 6F va chiéu dai day din ngin nhat 130
109 | mach canh, dong cm
mach than - Béng XCELON ap lyc t6i da 14 atm
- buong kinh bong: 4,0, 4,5, 5,0, 5,5, 6,0, 6,5, 7,0 mm
- Ap luc dinh danh 8 atm
- Tiéu chuan chit luong: FDA hoic twong duong
Bong nong mach | Béng nong dugc gan trong 6ng thong 2 nong, ding trong can
110 | ndo loai 2 nong (2 | thiép diéu tri xo vita dong mach ndi so. Puong kinh cac cd,

long)

trong d6 < 1,5, chidu dai bong nong 8mm, duong kinh trong




0.0165"- 0.017". Pudng kinh ngoai dau xa-gan 1a 2.7F/ 3.7F,
chiéu dai 150cm. Ap luc danh nghia 6atm, ap lyuc t6i da 14 atm.
- Tiéu chuan chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong

Khung gia do
(stent) mach nao
tu gidn no, dung

Stent tw gidn nd dung trong can thiép diéu tri xo vira dong
mach ndi so, chét liéu nitinol, duong kinh 3,0mm, 4,0mm,
5,0mm, chiéu dai 15mm, 20mm, 25mm, 30mm. Stent tuong
thich véi mach méau duong kinh 2,0-2,5mm, 2,5-3,5mm, 3,5-

il trong diéu tri xo 4,5mm. Tuong thich véi dng thong gin bong duong kinh 1,5-
vira déng mach no6i | 4,0mm. C(’3 thé thu hoi sau khi thé.’ 90% chiéu dai stent.
s0 ¢6 the thu hoi - Tiéu chuan chat lugng: Co it nhat 1 trong cac chung nhan
FDA, CE, PMDA hoic tuong duong
- San xuat theo cong nghé ACTONE vong xoan kép gitip duy
tri hinh dang dau tip. Lo1 thép khong gi.
Dav din duon - Buong kinh 0.014 inch.
o & | - Lép phu SLIP-COAT dai 170 cm
dung trong can . . ..
oA \ - Lop phu polymer dai 150 cm
thi¢p mach mau TR
112 N . - B9 hién thi dau tip dai: 3,5 cm
than kinh (guide A qae oA e
wire) céc loai, cdc | | Chiéu dai cudn 16 xo0: 30 cm
5 loail ’ - Pau tip loai thang, Round curve, Angled 90
co,oa - Chiéu dai t6i 200cm - 300cm.
- Ti€u chuan chat lugng: Co6 it nhat 1 trong cac chung nhan
FDA, CE, PMDA hoic tuong duong
- San xuat theo cong nghé ACTONE vong xoan kép gitip duy
tri hinh dang dau tip. Ldi thép khong gi.
Dav din duon - Buong kinh 0.010 inch
dur}; rond ca f - Lép phu SLIP-COAT dai 170 cm, 180 cm.
g frong car - Lép pha polymer déi véi Asahi Chikai X 010
thi¢p mach mau A LA 1s AR i qx:
113 than kinh (guid - D0 hién thi dau tip dai: 3 cm, 16cm
an S ASUICE | - Chidu dai cun 16 x0: 9,5 cm, 16cm
wire) cac loai, cac X 2
5 loai 2 - Dau tip loai thang.
€0, 108 - Chiéu dai t6i 200cm - 300cm.
- Ti€u chuan chat lugng: Co6 it nhat 1 trong cac chung nhan
FDA, CE, PMDA hodc tuong duong
- Cau tao > 3 16p: Nylon + SUS + Polyurethane hoic t6t hon
- Phu chon loc 16p hydrophilic
114 Ong thong chan - Buong kinh trong tir: 1,03mm dén>1,1 mm
doan mach nao - Chi€u dai Ong thong c6 cac cd: tir <70 cm dén =100 cm
- Hinh dang dﬁu’: YSO; MN; SM; CB ...
- Tiéu chuan chat luong: FDA hoac twong duong
- Buong kinh trong 0.042"(1,07mm) loai 4F, 0.046" (1,17mm)
Catheter chu loai S‘F; 0.054" (1,37mm) loai 6F
~ :p - Chiéu dai: 40cm, 65cm, 80cm, 90cm, 100cm, 110cm, 120cm
115 | mach ndo va mach

ngoai Vi

- Hinh dang dau tip: Cobra 1-3, Simmon 1-5, Vertebral,
Headhunter 1-5, Hook, Bentson 1-3, Berenstein, Pigtail va
nhi€u loai dau tip khac.




- Tuong thich day dan: 0.035", 0.038”
- Ti€u chuan chat lugng: Co6 it nhat 1 trong cac chung nhan ISO
13485, FDA, CE hodac tuong duong

Ong thong hut Puong kinh trong dau xa: 0.035". Puong kinh ngoai dau xa:
116 | huyetkhoimach | >1,26mm; o ‘
ndo duong kinh Duong kinh ngoai dau gan: 4,7F. Chiéu dai lam viéc: 160cm
trong nho Tiéu chuan chat lwong: FDA hoic twong duong
Chét liéu: Nitinol. Phu 16p ua nudc.
Ong hut huyét Kich c& duong kinh ngoai dau gan: 6F.
117 khéi mach nio Puong kinh trong 16n nhat. ¢au xa c6 cac kich thude: 0.062";
duong kinh trong | 0.068"; 0.072".
16n céc cd Chiéu dai > 132 cm
Tiéu chuan chét luong: FDA hoic tuong duong
Vit liéu lai giita thép khong gi v6i Nitinol. Thiét dién nho va
dugc thiét ké khong gdy chan thuong cho kha nang dua dén
Ong thong hit doa}l xa. ’Du’(‘mg F.in}: tron'g dau xa: .0.043”
118 huyét Khd: doan xa Puong kinh ngoai dgu xa: 1,52mm;
: Puong kinh ngoai dau gan: 5F.
Chiéu dai 1am viéc: < 160cm
Tiéu chuan chét luong: FDA hoic twong duong
Ong thong chuyén Hé :[héng, tiép cér‘l'n(f)i s0. C6 nhiéu doan vat liéu chuyén tiép,
dung can thiép Dugn & lfl.nh ngoai 6F' . ,
119 | .5 % ", Chiéu dai: 115¢cm, 105¢m, 95¢m. Puong kinh trong 0.071".
than kinh loai . en o
mém 6F C_o loai dau da’dung MP , dau thang
Ti€u chuan chat lugng: FDA hodc tuong duong
Vat liéu thép khong gi, phu 16p Ua nudce. Vung linh hoat 4cm.
Ong thong can D(’)flg géi.dakng vo boc ngoai. Ki‘ch C(~)”6F. Duoc phﬁ 16p 1'1'2'1'
120 | thiép chuyén dung nudc. 10:.;1} dau da dung MP. ‘Duon,g kinh t‘r‘ong 16n 0.’088 "
8F Chi€u dai: 80cm; 90cm. Duong kinh ngoai 8F/8F . ¢6 loai dau
thang va dau MP (c6 toi thiéu 4 loai)
C6 chting nhan: ISO 13485; FDA hodac tuong duong
- Chat liéu Polycarbonate
- Loai dong mé bang 16 xo, c6 van kép. Co kém insertion tool
191 Van cam méau bang kim loai va torque diéu khién day dan 0.014"
dang chr Y - Buong kinh trong 0.096" (2,44 mm)
- Tiéu chuan chat luong: C6 it nhat 1 trong cic ching nhan
FDA, CE, PMDA hoéc tuong duong
B6 khin Can thiép Tim Mach bao gom:
- Khan trai ban dung cu bang vai khong dét 5 16p kich thude >
200 x 260 cm: 01 cai
B¢ khin Can thiép | - Khan chup n.lach Vanh bang vai khong dét 5 16p kich thude >
122 | . 240 x 370 cm: 01 céi
Tim, Mach

- Bao chup dau dén kich thudc > g 65 cm: 01 céi

- Bao kinh chén chi kich thuéc > 80 x 90 cm: 01 cai
- Khin thim kich thude > 30 x 40 cm: 06 céi

- Khan 16t kich thuéc > 150 x 150 cm: 01 céi




- Bong nén tiét trung cAm mau kich thuée >1,3 x 3,5 x 6 cm:
01 céi

- Bong nén tiét trung cam mau kich thude > 1,5 x 2,2 x 3,5 cm:
01 céi

- Ao phiu thuat bang vai khong dét 5 16p kich thude > 150 x
130 cm: 03 céi

- Tiéu chuan chit luong: FDA hoic twong duong

123

Dung cu dong
mach dui

- Dung cu dong mach tu tiéu

- 01 day dan ¢ >0.035" hodc < 0.038" dai < 70cm

- 01 dilator

- 01 sheath

Kich c& tu < 6Fr, >8Fr

- Tiéu chuén chit lwong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoéc tuong duong

- Dung cu dong mach mau cho dong mach dui VQi 3 budc thuc
hién don gian d¢€ sir dung va mang lai kha nang cam mau nhanh
choéng.

B§ dung cu dong - Co ché mo neo va collagen kep chat dong mach va cAm méu
124 mf;lch méu sau can nhaph tai vi tri choc kim.
thi¢p bang nut - Hap thu trong vong 90 ngay.
collagen - Kich thudc: 6F va 8F
- Chiéu dai: 155-205mm
- Tiéu chuan chat lwgng: C6 it nhat 1 trong cac chimg nhan
FDA, CE, PMDA hodc tuong duong
- Bo bom béng c6 tay cam tron hodc chit T ¢6 day ndi tir 25cm
va 50cm
195 Bo bom bong ap - Dung tich: <20ml, ap lyc >30atm
luc cao - Van cam mau chr Y ¢6 3 loai bam, day, xoay
- Tiéu chuan chat luong: C6 it nhat 1 trong cic ching nhan
FDA, CE, PMDA hoac tuong duong
- Dung cu lay di vat chét liéu nitinol nhd hinh.
Dung cu lay di vat | - Pudng kinh: t6i thiéu < 2,0mm, t6i da > 7,0mm
126 | (Puodng kinh tdi - Chiéu dai 6ng thong: 150mm; 175mm
thiéu < 2mm) - C6 marker ctia 6ng thong bang Platinum-Iridium.
- Tiéu chuén chit luong: FDA hoic tuong duong
- Bao gém: Kim choc néi mach, Guide wire phu hydrophilic
(déu théng, dau J hoac dau cong > 135 d9), dao md, sheath,
Xylanh, dilator
B6 dung cu mé - cpiéu dai wire > 45em o
197 T i - Kich thudc > (4Fx5cm) (kim choc 20G, BDuong kinh wire

duong dong mach
dui

0.025"), 4Fx11cm (kim choc 20G, 18G, Buong kinh wire
0.025", 0.035")

- Kich thuéc 5F - 10F, chiéu dai 5cm - 11cm (kim choc 18G,
Puong kinh wire 0.035"-0.038")

- Tiéu chuan chit luong: FDA hoic tuong duong




128

Day dan duong 15i
nitinol, dai 260 cm

- Day dan dudng dung trong can thiép mach mau.
Chu tao:

- Chét liéu Nitinol + Polyurethane hoac tdt hon

- Lop phu ai nuéc Hydrophilic

Hinh dang dau: dau thang, dau cong

Kich thude:

- Chiéu dai day dan: 260 cm

- Chiéu dai cta phan dau linh hoat: 1; 3 cm

- Buong kinh: 0.035"

- Tiéu chuan chit luong: FDA hoic twong duong

129

Day dan duong 15i
nitinol, dai 150cm

- Chat liéu Nitinol + Polyurethane hodc tot hon

- Lop phu a1 nude hydrophilic.

Hinh dang dau tip: du thing, dau cong

Kich thudc:

- Chiéu dai ddy dan: 150 cm

- Chiéu dai ctia phan dau linh hoat t6i thiéu > 2 kich thudc
trong khoang: < lcm, >8cm

-Buong kinh: 0.035"

- Tiéu chuén chit luong: C6 it nhit 1 trong cac ching nhin
FDA, CE, PMDA hoac tuong duong

130

B9 day truyén dich
¢6 chirc nang dudi

khi va ngat dich tu
dong

-Day PVC nguyén sinh, mém déo, khong chira doc t6 DEHP,
thay bang DEHT/DOTP an toan (cé gidy test kiém dinh chimg
nhan)

- Chiéu dai day > 1,8m

- Chiu duoc ap lyc 3 bar

- Thé tich bau > 15 ml va khong can dudi khi cho lan truyén
dich tiép theo.

- Mang loc dich PES 8 pum c6 chtrc ning dudi khi va ngit dich
tu dong.

- Mang loc c6 chirc nang loc vi khuén tai van thong khi véi
hiéu suét 99,99%

- C6 chung nhan ISO 13485 va Chung nhan danh gia phu hop
TCVN 6591-4:2021 hoac tuwong duong

131

Dién cuc tao nhip
tam thoi

- Day dién cuc tao nhip Eledyn c6 bong.

- Ong thong Polyurethane chong huyét khéi, c6 marker cach
nhau mdi 100mm dé xac dinh d6 sau. chan cim: 2mm duoc ma
vang.

- Day dién cyc 110cm, dai 5 mm, khoang cach gitra 2 dién cuc
10mm. C6 bom tiém Omnifix kém theo dé bom bong.

- Tiéu chuan chat lugng: C6 it nhat 1 trong cac chtimg nhan
FDA, CE, PMDA hoac tuong duong

132

May tao nhip vinh
vien 2 budng

- Ché d9 tao nhip DDDR, DDD, VVIR, VVI, AAIR, AAI
DOO, VOO

- Tao nhip dap tng tan sb

- Twong thich MRI > 1,5T

- Cho phép lap trinh bién d6 tao nhip an toan géap 4 lan




- Lap trinh co ban dya vao cac diéu kién cta bénh nhan: Tinh
trang bu6ng nhi, dan truyén nhi thét, suy tim, tudi va muc do
hoat dong.

- Tiéu chuan chat lugng: FDA hoic trong duong

B¢ may tao nhip 2
budng c6 dap g
tan s6, cho phép
chup MRI toan

- Bo may tao nhip tim 2 budng c6 dap ung tan sb (gom: 1 than
may, 2 day dién cuc tao nhip, 2 introducer

- Tuwong thich MRI 1,5 Tesla, cho phép chup MRI toan

than

- C6 tthé kich hoat va tit kich hoat ché do chup MRI béng thiét
bi cam tay

133 thAan’ chu}:en Ch?; - Ty dong nhan cam, dan truyén that ndi tai; tao nhip
do MRI bang thiét PN . , . ~
I x , kiém nén rung nhi; c6 canh bao loan nhip nhanh nhi.
ké cam tay nho A A A 1a 2k ,
gon, c6 nhan cim | - Lu‘l;l (?wn tam do leﬂn (?en 14 phut
m‘ d’f)n : - Thé tich 10,4cc, d§ day 6mm
+aong - Day dién cuyc tao nhip phu titanium nitride (TiN)
- Tiéu chuén chit lugng: FDA hoic twong duong
- B6 may tao nhip tim 1 budng c6 dap ung tan s6 (gom: 1 than
may, 1 day dién cc tao nhip, 1 introducer)
- Co thé chup MRI toan than 1,5 Tesla
, .. | - Co thé kich hoat va tit kich hoat ché d¢ chup MRI bang thiét
May tao nhip vinh S a
1341 vizn 1 budng bi cam fay. .
- H¢ thong tao nhip dap ung toi da ngudng tao nhip, ghi nhan
tao nhip that thanh cong
- Day dién cyc tao nhip phu titanium nitride (TiN)
- Tiéu chuan chit luong: FDA hoic twong duong
Dién cuc tao nhip b His c¢é dién cuc xoén ¢é dinh. Kich thuéc
- Déy dién cuc tao g?ry nho 4.1F, cho phép chup cong huong tir toan than 1.5 va
nhip HIS - Tiéu chuan chat lwgng: C6 it nhit 1 trong cac chimg nhan
FDA, CE, PMDA hoac tuong duong
- Catheter tao nhip hé thong dan truyén gdm: catheter, que
nong, day dan 0.035"", dao cit
Catheter dan - Puoc tich hop van cam méau va phan dau tip c6 kha ning can
huong dua day quang
136 | dién cuc tao nhip - Chét liéu truc: pebax
vao duong dan - Bbuong kinh trong < 7F, duong kinh ngoai > 9F
truyén - Chiéu dai 42 cm, 45 cm
- Tiéu chuin chat luong: C6 it nhat 1 trong cac ching nhan
FDA, CE, PMDA hoac tuong duong
Miéng dan theo dbi dién tim c6 thoi gian ghi 1én dén 168 gio (7
, ngay). L ~
Miéng dan cam - Nut ghi lai cac biéu hi¢n bat thuong ciia bénh nhan moi khi
137 | ung theo doi dién xuat hién triéu ching

tim 7 ngay

- Miéng dan bao gom:
-1 Mif:ng dan dién cuc
- 1 Giay nhat ky st dung cua bénh nhan




- 1 Khung dinh hinh

- 1 Miéng gidy tam con

- 2 Miéng tay da chét

- 1 Miéng gac

- Tiéu chuan chit luong: FDA hoic twong duong

B6 khan Can thiép Tim Mach bao gém:

- Khin trai ban dung cu bang vai khong dét 5 16p kich thude >
200 x 260 cm: 01 cai

- Khin chup mach vanh bang vai khong dét 5 16p kich thude >
240 x 370 cm: 01 cai

- Bao chup dau dén kich thudc > g 65 cm: 01 céi

- Bao kinh chan chi kich thudc >80 x 90 cm: 01 céi

138 B6 khin Can thiép | - Khin thdm kich thudc > 30 x 40 cm: 06 cai
Tim, Mach - Khan 16t kich thudc > 150 x 150 cm: 01 cai
- Bong nén tiét trung cAm mau kich thudc >1,3 X 3,5 X 6 cm:
01 cai
- Bong nén tiét tring cam mau kich thuée > 1,5 x 2,2 x 3,5 cm:
01 cai
- Ao phau thuat bang vai khong dét 5 16p kich thude > 150 x
130 cm: 03 céi
- Tiéu chuan chat lugng: FDA hoic trong duong
- Bao gom: Kim choc ndi mach, Guide wire pht hydrophilic
(dau thang, dau J hoic dau cong > 135 d9), dao mo, sheath,
Xylanh, dilator
- Chiéu dai wire > 45cm
B6 dung cu m¢ - Kich thudce > (4Fx5c¢m) (kim choc 20G, Puong kinh wire
139 | duong vao mach 0.025"), 4Fx11cm (kim choc 20G, 18G, Puong kinh wire
mau 0.025", 0.035")
- Kich thudc 5F - 10F, chiéu dai 5cm- 11cm (kim choc 18G,
Puong kinh wire 0.035"-0.038")
- Tiéu chuén chit luong: FDA hoic twong duong hodc twong
duong
- Gom 2 da‘@u: Pau ndi cap duc loai N va dau péi cap cai SMA:
A X A + Cap nguon vi song cd dau noi loai N cho dau may phat va
140 | o b | ddu ndi loai SMA cho diu do cip
+ DJ§ dai day dan > 2,4m (tuong thich vo1 may Avecure MWA
Generator)
Str dung cho may dét vi song
- Chiéu dai 1am viéc: >10 cm
141 Kim dbt song cao | - Kim dé§ cd mini >16G
tan - Vung dottr 1 cm—1,5cm
- C6 cam bién nhiét & dau kim
- Khong can lam mat kim
NP Kich thude:
147 | PaudicutriShock |\ 'p oo Kinh > 105 mm

Wave

+ Chiéu dai > 75 mm




- Khéi lugng > 640 gr

- B§ sau tham nhap 30mm dén 155 mm
- Han sur dung:

+ U6t: > 8 thang sau khi kich hoat

+ Kho: > 18 thang tir ngdy san xuat

- Tudi tho: > 120.000 1an dénh sbc

1.3. Céc yéu cau khac
* Nha thdu phdi ngp cing véi E-HSDT cdc tai liéu sau ddy:
Dbi vdi toan bo hang hoa:

- C6 Catalog hodc tai liéu ki thuat khac cua Nha san xudt c6 day da ndi dung
chtrng minh cac dic tinh, thong sb k¥ thuat dbi v6i cac hang hoa chao thau (Néu 1a
ngdn ngit nudc ngoai phai co ban dich sang tiéng Viét) co day du ndi dung chimg
minh théng s6 k¥ thuat ddi véi cac hang hda tham du thau theo yéu cau cia E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh x4c giira ban gdc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong so cu thé ciia hang héa dap vng
yéu cau ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

Dbi v6i hang hoa 1a Thiét bi y té: Nop thém céc tai lidu sau.

- C6 gidy chung nhan dat tiéu chuan quan 1y chat lugng ISO 13485 hodc CE
hoac FDA hodc tuong duong cua nha san xuét con hiéu luc véi cac mit hang tham
du.

- S6 Iwu hanh con hiéu luc bao gdm Sb cong bd tiéu chuan ap dung d6i véi
Thiét bi y té thudc loai A, B do S&' Y té cap hodc S6 gidy chimg nhan dang ky luu
hanh d6i v6i Thiét bi y té thudc loai C, D do BO Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/NB-CP ngay 08/11/2021, Nghi dinh
s6 07/2023/NB-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
ctia Chinh phu. Dbi véi trudng hop SO luu hanh hét hiéu lyc, dé nghi Nha thau giai
trinh kha nang cung tmg hang hoa.

Luuy:

- Trong trudng hop Nha thau chimg minh hang héa chao thau khong phai 14
Thiét biy té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té hodc
thiét bi phu tro dimng cho y té) thi Nha thau khong can nop SO luu hanh va Két qua
phan loai Thiét bi y té cho hang hoa d6.

- Hang héa dy thau da dugc ké khai gia (D6i v6i hang hoa bat budc ké khai
gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay 03/11/2024 cia Bo Y té)



hodc niém yét gia Thiét b y té theo Khoan 9 & 10, Piéu 1, Nghi dinh 07/2023/ND-
CP ngay 03/03/2023 va cam két gia ban khong cao hon gia ké khai hodc gia niém
yét theo Diéu 17 Nghi dinh sb 85/2024/ND-CP ngay 10/07/2024

- Nha thau c¢6 cam két tai thoi diém ddi chiéu tai liéu hodc hoan thién hop
ddng: Nha thau phai ndp cac tai liéu ching minh kha ning cung ing hang héa cé
ngudn goc rd rang va hop 1§, nham dam bao dap tmg yéu cau vé ning luc ky thuat
theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Diéu 66 Luat ddu thau s6
22/2023/QH15. Trudong hop Nha thau khong thé cung cép tai liéu ching minh, Nha
thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Biéu 140
Nghi dinh s6 214/2025/ND-CP.

Dbi vai yéu cau lap dit, giao hang, tudi tho caa hang hoa:

- Cam két tat ca hang hoéa cung cap méi 100%, chua qua st dung, c6 nguon
gbC Xuat Xt 16 rang, con nguyén dai, nguyén kién theo quy cach dong géi cua nha
san Xuat.

Muc 2. Ban vé: Khong co

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cc hang hoa

duoc yéu cau s& duge to chirc tai Bénh vién Da khoa Nong nghiép; Pia chi: X3 Ngoc
Hbi, Thanh phé Ha Noi. Hang héa nha thau cung cip trude khi duge nghiém thu s&
duoc bén moi thau kiém. Bat ctr hang hoa nao khong dam bao chéat luong theo yéu
cau ctia E-HSMT va E-HSDT s& khong dugc nghiém thu.



