Chwong V. YEU CAU VE KY THUAT
Muc 1. Yéu ciu vé ky thuat
1.1. Gidi thiéu chung vé dw dn, g6i thiu

- Tén du an: Mua sam vat tu, dung cu dung trong can thiép noi mach than
kinh cua Bénh vién da khoa Ca Mau nam 2026 - 2027

- Tén goi thau: G6i thau sé 01: Vat tu - dung cu dung trong can thiép noi
mach than kinh

- Chu dau tu: Bénh vién Da khoa Ca Mau
- Thoi gian thuc hién hop dong: 12 Thang
- bia diém thyc hién hop dong: Bénh vién Pa khoa Ca Mau

- Quyét dinh s 340/QD-BV ngay 20/3/2026 cua Giam doc Bénh vién Pa
khoa Ca Mau vé viéc phé duyét chu truong va du todn Mua sim vat tu, dung cu
dung trong can thiép ndi mach than kinh cua Bénh vién da khoa Ca Mau nim 2026
- 2027;

- Quyét dinh s6 503/QD-BV ngay 08/4/2026 cua Giam doc Bénh vién Pa
khoa Ca Mau vé viéc phé duyét ké hoach Iva chon nha thau du toan Mua sam vat
tu, dung cu dung trong can thiép noi mach than kinh caa Bénh vién da khoa Ca
Mau nam 2026 - 2027

2. Yéu cdu vé ky thudt
a. Yéu cdu vé ky thugt chung:

- Nha thau phai cam két trong truong hop trdng thau s& cung cap hang hoa
va dich vu dang yéu cau vé sé luong, chat lwong trong hd so moi thau dong thoi
cam két hang hdéa méi 100%, chua qua st dung.

- C4c tiéu chuan ky thuat thiét bi trong E-HSMT néu ra 1a yéu cau téi thiéu,
nha thau co thé chao thiét bi c6 chi tiéu k¥ thuat twong duong hodc cao hon va
ching minh bang tai liéu cu thé (catalogue hoac tai liéu ki thuat caa chinh hang)
chirmg minh la twong duong vadi cac hang héa da néu trong E-HSMT.

- Hang hoa chao thau trong E-HSDT cua nha thau phai dép tng vé chung
loai, s6 luong, ngudn gdc xuat xir rd rang va c6 chi tiéu ky thuat dap tng tdi thiéu
cac yéu cau dudi day.

- Bat ky thuong hiéu, nhan hiéu, chat liéu ndo néu cé trong bang yéu cau ky
thuat déu mang tinh chat minh hoa céc tiéu chuan chat luong, tinh ning k¥ thuat
yéu cau. Nha thau co thé lya chon du thau hang hoa c6 ngudn géc, xuat xt, nha
san xuat, thuong hiéu phu hop voi diéu kién cung cip nhung phai dam bao yéu cau
c6 théng sd k¥ thuat, tinh ning st dung, tiéu chuan cong nghé “twong duong” hoic
t6t hon so v&i cac yéu cau cu thé ¢ dudi va cung cap tai liéu chang minh su dap



ng tét hon cua hang hda chao thau so véi yéu cau caa E-HSMT.

- Nha thau phai lap bang so sanh dic tinh théng sé k¥ thuat cua hang hoa
gitta HSMT va HSDT.

b. Yéu cau vé

ky thugt cu thé:

Tén hang hoa
hoac dich vu lién
guan

Thoéng sb ky thuat va cac tiéu chuan

Phan 1: Dung cu ¢

an thiép phinh mach néo phuwc tap

Ong théng dan
duong dung trong
can thiép noi mach
than kinh

Ong théng hd trg dung trong can thiép noi mach than kinh, than
6ng co6 phu 16p hydrophilic dai 20cm ¢ doan xa gilp giam ma
sat va ting kha niang diéu hudng trong hé mach ngoan ngogo;
duong kinh ngoai doan gan khoang 0.100” — 0.110”, doan xa
khoang 0.095” — 0.105”; duong kinh trong khoang 0.085” —
0.090”; chiéu dai lam viéc khoang 80cm — 100cm; tuwong thich
véi hé thong van cam mau va phu kién can thiép tiéu chuan; co
marker can quang gitp dinh vi dudi man huynh quang; vo
trung, st dung mot lan;

dat tiéu chuan quan Iy chat luong FDA, CE/MDR hoic tuong
duong. Xuat xi¢ G7

Vi day dan can
thigp siéu nho
chuyén dung cho
can thiép than kinh

Vi day dan can thiép c6 16p phu hydrophilic gitp ting kha ning
diéu hudng trong mach nao; duong kinh day khoang 0.007” —
0.014”; dau gan bang thép khdng gi ting kha nang truyén lyc,
dau xa bang hop kim nhé hinh gidp chéng gap va gitt hinh
dang; chiéu dai khoang 200cm — 220cm; dau day c6 kha ning
tao hinh phu hop giai phdu mach; vé tring, sir dung mot lan;
dat tiéu chuan CE/MDR, FDA hoic tuong duong. Xuat xt G7

Vi 6ng théng dan
duong dung trong
can thiép ndi mach
than kinh

Vi ong théng cé phu Iép hydrophilic & doan xa va 16p 16t trong
PTFE hoic tuong duong giup ting kha ning diéu hudng; kich
thudc ngoai doan gan khoang 2.0F — 4.0F, doan xa khoang
1.8F — 3.8F; tuong thich day dan duong kinh khoang 0.014” —
0.035”; chiéu dai khoang 130cm — 160cm; cd cac dang dau
thang hodc dau cong phu hop nhiéu ky thuat can thiép; c6
marker can quang giap dinh vi dudi man huynh quang; vo
tring, st dung mot lan;

dat tiéu chuan CE/MDR, FDA hoic tuong duong. Xuét xitr G7

Vong xoan  kim
loai bit tGi phinh
mach ndo khéng
phu gel

Vong xoan kim loai tAch bang dién, dung trong can thigp noi
mach dé gay tac mach dleu tri tdi phinh hogc di dang mach;
coil c6 nhiéu mirc 6 mém nhu tiéu chuan, mém va siéu mém;
chat liéu hop kim platinum hoic twong duong giup ting do can
quang; duong kinh sgi coil khoang 0.010” — 0.014”; duong
kinh vong coil khoang 1mm — 24mm; chiéu dai coil khoang
1cm — 65cm; hé thdng coil c6 kha ning tach bang dién nhanh




va chinh xac thdng qua dung cu tach chuyén dung; twong thich
v6i vi ong thong phu hop; vo tring, su dung mét lan;
dat tiéu chuan FDA, CE/MDR hoac tuong duong. Xuat xi G7

Dung cu cit vong

Dung cu cat coil tich san dién, cit coil siéu nhanh dudi <
0l1giay, c6 kha nang cat 60 coil lién tuc, khdng can day nguon,

xoan kim loai tiét kiém thoi gian 1am thu thuat, vé tring, st dung mot 1an;
dat tiéu chuan FDA, CE/MDR hoic tuong duong. Xuat Xt G7.
Stent dang ludi bén bang hop kim nhé hinh nhu nitinol hoic
Stent chuyén | twong duong, ¢ cac marker can quang gitip dinh vi chinh xéc;

hudéng dong chay
diéu tri t4i phinh
mach nédo dung
trong can thiép noi
mach than kinh

thiét ké dang ludi bén nhiéu soi gilp chuyén hudng dong chay
va bam sat thanh mach; duong kinh danh nghia khoang 3.5mm
— 5.0mm; chiéu dai khoang 15mm — 30mm; twong thich voi Vi
6ng thong c6 duong kinh trong khoang 0.0217; vo trung, sir
dung mat lan;

dat tiéu chuan CE/MDR, FDA hoic tuong duong. Xuat xi G7

Dung cu lay huyét
khdi dang stent
dung trong can
thiép than kinh

Stent dang luéi ty no bang hop kim nhé hinh nhu nitinol, c6
cac marker can quang gitp quan sat dudi man huynh quang;
thiét ké dang lu6i cho phép bat giir va kéo huyét khéi hiéu qua
trong diéu tri dot quy thiéu méau ndo cap; duong kinh stent
khoang 4mm — 6mm; chiéu dai khoang 20mm — 70mm; twong
thich véi vi dng thong co duong kinh trong khoang 0.017” —
0.021; v6 trung, str dung mot lan;

dat tiéu chuan CE/MDR, FDA hoic twong duong. Xuat xt G7

Vi 6ng thong can
thigp dung trong
can thiép ndi mach
than kinh

Vi 6ng thong trdi theo dong chay caa mach méau, ding trong
can thiép di dang mach mau ndo. Chat liéu vi éng thdng 1a su
két hop giita hop kim polyurethan va TORVER & doan gan,
hodc twong duong. Kich thudc trong khoang 1.2F - 1.9F, dung
véi day dan .007"- .010" vO tring, st dung mot 1an;

dat tiéu chuan CE/MDR, FDA hoic tuong dwong.Xuat X G7

Ong théng can
thiép dung trong
can thi¢p ndi mach
than kinh , cac ¢&

- Ong théng can thiép mach mau bén doc than 6ng bing cac
day, chat liu Polyamide hoic twong duong. .Kich thudc ngoai
doan gan/ doan xa: 6.0F/4.9F,va 6.0F/6.0F, duong kinh trong
1,46mm(0.058"),val,78mm (0.070"). Chiéu dai da dang 95cm,
105 cm, 115 cm, 125¢cm, 135 cm.

Pat tiéu chuan : CE/MDR thudc Lién minh Chau Au. Xuét xu :
G7

Phan 2 Dung cu can thiép hep ddng mach ndi so

Ong théng can
thiép dung trong
can thiép ndi mach
than kinh , cac c&

Kich thude: Buong kinh trong khoang 0.088"; duong kinh
ngoai dau gan/xa khoang 8F/8F; chiéu dai lam viéc khoang
80cm — 100cm; dau 6ng c6 dang thang hoac cong (vi du MP
hodc twong dwong) phu hop giai phau mach mau. Chat liéu:
Than éng duoc gia cd bang cau tric kim loai nhu thép khong gi
hoac hop kim tuwong duong két hop nhiéu 16p polyme khac
nhau nham ting kha nang truyén lyc va kiém soat khi thao tac.




Dic tinh: Than 6ng c6 cau tric nhiéu doan chuyén d6i d6 cing
tir doan gan dén doan xa gilp can bang gitta d6 cimg va do linh
hoat; doan xa c6 16p phu wa nuéc (hydrophilic) giup giam ma
sat khi di chuyén trong 1dng mach; long dng 16n hd trg dua cac
dung cu can thiép ndi mach than kinh hoac hé thong hat huyét
khdi: c6 dau can quang ¢ dau xa giap dinh vi dudi man huynh
quang. Tiéu chuan: 1SO 13485, FDA, CE/MDR hoic tuong
duong.

Vi 6ng théng dan
duong dung trong
can thiép noi mach
than kinh

Vi ong thong can thiép mach ndo da kich thude: Kich thuéc:
buong kinh trong khoang 0.016" — 0.039"; duong kinh ngoai
dau xa khoang 1.9F — 4.0F; duong kinh ngoai dau gan khoang
2.3F - 4.1F; duong chiéu dai lam viéc khoang 125¢cm — 167cm.
Chét liéu: Than ong c6 16p phu hydrophilic giup giam ma sat;
cau trdc than co 16p bén hozc cudn kim loai tang do bén va kha
nang truyén luc; 16p 16t trong PTFE hoac vat liéu twong duong
gilp giam ma sat khi dua dung cu qua long 6ng. Pic tinh: Vi
6ng thong dung trong can thiép ndi mach than kinh nhu dua
coil, stent hodc dung cu lay huyét khbi; dau dng co thé dinh
hinh phi hop giai phau mach; c6 marker can quang dé dinh vi
chinh x4c dudi man huynh quang. Tiéu chuan: 1SO 13485,
CE/MDR hoac tuong duong.

Vi 6ng thdng can
thigp dung trong
can thiép ndi mach
than kinh

Vi ong thong can thiép mach ndo da kich thude: Kich thuéc:
buong kinh trong khoang 0.016" — 0.021"; duong kinh ngoai
dau xa khoang 1.9F — 2.2F; duong kinh ngoai dau gan khoang
2.3F - 2.6F; duong chiéu dai lam viéc khoang 155cm — 167cm.
Chét liéu: Than ong c6 16p phu hydrophilic giip giam ma sat;
cau trdc than co 16p bén hoic cudn kim loai tang do bén va kha
nang truyén luc; 16p 16t trong PTFE hoac vat liéu twong duong
gilp giam ma sat khi dua dung cu qua long 6ng. Pic tinh: Vi
6ng thdng dung trong can thiép ndi mach than kinh nhu dwa
coil, stent hodc dung cu ldy huyét khdi; dau dng cé thé dinh
hinh pht hop giai phau mach; c6 marker can quang dé dinh vi
chinh xac dudi man huynh quang. Tiéu chuan: 1SO 13485,
CE/MDR hoac tuong duong.

Stent hd tro nt tai
phinh  mach néo
(stent ndi so)

Stent noi so tu gidn no: Kich thude: Puong kinh stent khoang
3.0mm — 5.0mm; chiéu dai khoang 15mm — 30mm. Chat liéu:
Hop kim nhé hinh nitinol hoac vat liéu twong duong. Pac tinh:
Stent ty gidn ng, duoc ché tao bang céng nghé cat laser hoic
tuong duong; thiét ké phu hop véi thanh mach noi so; co céac
marker can quang gitp dinh vi dudi man huynh quang; cé kha
nang thu hoéi va tai dinh vi mot phan trong qué trinh trién khai
khi can thiét; tuong thich véi céc hé thong ng thdng can thiép
than kinh phu hop. Tiéu chuan: 1SO 13485, CE/MDR hoic
tuong duong.




Bdng nong mach
hao dung trong can
thiép than kinh

Bdng nong mach noi so: Kich thudc: Puong kinh bong khoang
1.5mm — 4.0mm; chiéu dai béng khoang 8mm — 15mm; chiéu
dai ng théng khoang 150cm. Chét liéu: Bong ban dan hdi hoic
vat liéu twong duwong. Bac tinh: Bong nong hai long, dung
trong can thiép diéu tri hep hoic xo vira dong mach noi so; &p
luc danh nghia khoang 6 atm; ap luc toi da khoang 14 atm hoic
tuong duong; twong thich voi cac hé théng day dan va éng
thong can thiép than kinh tiéu chuan. Tiéu chuan: 1SO 13485,
CE/MDR hoac tuong duong.

Ong thong hat
huyét khdi mach
ndo dung trong can
thiép than kinh

Kich thudc: Puong kinh ngoai dau gan khoang 6F; duong kinh
trong cO cac lua chon khoang 0.062 inch; 0.068 inch; 0.072
inch; chiéu dai 1am viéc khoang 132cm hoic 138cm. Chat liéu:
Than éng duoc gia cd bang hop kim kim loai nhu nitinol hozc
vat liéu trong duong, c6 16p phu va nudc (hydrophilic coating)
giup giam ma sat khi thao tac; 16p 16t trong PTFE hoac vat li¢u
tuong duong giup tang kha nang dua dung cu qua Iong ong
than 6ng c6 cau truc nhiéu doan chuyén doi vat liéu nham toi
wu do cung doan gan va do linh hoat doan xa. bac tinh: Thiét
ké 1ong 6ng l6n, @6 tron cao, giup ting kha ning diéu hudng va
giam ma sat khi di chuyén trong hé mach, hd trg dua cac dung
cu can thiép noi mach than kinh hoic hé théng hat huyét khéi:
dau xa c6 dau can quang gitp dinh vi dudi man huynh quang.
Tiéu chuan: 1SO 13485, FDA, CE MDR hoic twong duong.

Dung cu lay huyét
khdi dang stent
dung trong can
thiép than kinh

- Kich thudc: Puong kinh: 2.5mm- 6.0mm. Chiéu dai: 16mm-
50mm

- Chat liéu: Nitinol.
- Pic tinh: Khung gia d& chét lidu nitinol ding dé lay huyét
khoi trong can thiép diéu tri dot quy mach n&o. Thiét ké lai két
hop gitra mat lugi 16n va mat lugi nho. Thiét ké mo neo hd trg
gitt huyét khéi hiéu qua hon. C6 2 soi nitinol tong hop can
quang doc chiéu dai stent va 3 ddu can quang tia X ¢ dau xa.
Tuong thich vé&i éng thong cd kich thudc: 0.0165", 0.021",
0.027"

- Tiéu chuan: ISO 13485 va

- Yéu cau khac: Xuat xi hang héa: G7, Chau Au.

MDR  (CE)

Phan 3 Dung cu can thiép phinh mach nio théng thwong

Ong thong dan
duong dung trong
can thiép noi mach
than kinh

Kich thudc: Puong kinh ngoai d¢au gan khoang 6F, 7F, 8F; bo
6ng thong tuong ung khoang 4F, 5F, 6F; duong kinh trong
khoang 1.80mm (0.071 inch), 2.05mm (0.081 inch), 2.28mm
(0.090 inch); chiéu dai 1am viéc khoang 80cm — 110cm; dau tip
c6 dang thang hoic cong (angled hoic twong duong).
Chét liéu: Than dng duogc gia ¢b bang cau tric kim loai va 16p
polyme véi do cimg tang dan, 16p ngoai phu ai nudc tir dau tip
dai khoang 5cm va 15cm gildp giam ma sat khi thao tac; di kém




dilator phu hop.
Dic tinh: Dau tip mém va truc éng doan xa linh hoat glam
thiéu tbi da chén thuong mach mau.
Tiéu chuan: 1SO 13485, CE hoic twong duong.

Day dan can thiép
mach ndo

Kich thudc: Puong kinh day dan khoang 0.008 inch; 0.010
inch; 0.014 inch; 0.018 inch; chiéu dai khoang 200cm hoac
300cm.

Chat ligu: LGi day dan bang thép khdng gi ¢ kha nang truyén
luc xoan tdt, doan distal c6 16p polymer va Iop phi giam ma sét
glup tang kha nang diéu hudng trong long mach. Chiéu dai
vong xoan ngoai tir 9 - 34cm va chiéu dai can quang tir 3 - 9
cm

Pic tinh: Day dan cd cau trlc 18i xoan hoac nhiéu 16p vat liéu
nham duy tri hinh dang dau tip va ting phan hoi momen xoan;
l6p phi &i nudc va l6p phi &i nudc trén nén polymer dai
khoang 170 - 180cm; dau tip c6 thé ¢ dang thang, cong nhe
hoac cong 90° hoic tuong duwong. Tiéu chuan: 1SO 13485, CE,
FDA hoac tuong duong.

Vi diay dan can
thi¢p loai mém cac
loai, cac co

Kich thudc: Puong kinh day dan khoang 0.008 inch; 0.010
inch; 0.014 inch; 0.018 inch; chiéu dai khoang 200cm hoac
300cm.

Chét liéu: Cau truc day dan 16i kim loai két hop 16p polymer
doan distal, c6 16p phi giam ma sat giup ting kha ning diéu
huaong.

Pic tinh: Thiét ké tang kha nang phan hoi momen xoan va duy
tri hinh dang dau tip, hd tro thao tac trong cac nhanh mach nho
va n90an ngoco; dau tip co cac dang dau thang, dau cong tron
hoic dau cong goc (khoang 90°) hoic tuong duong. Tiéu
chuan: 1SO 13485, CE, FDA hoic tuong duong.

Vong xoan
loai siéu

hoan  thién
phinh mach néo

kim
mém
tai

Coil gay tic mach dung trong can thiép noi mach: Kich thudc:
Coil dang 3D hoac 2D (helical); duong kinh sgi coil khoang
0.010 inch; 0.012 inch; 0.014 inch; duwong kinh vong coil
khoang 1mm — 20mm; chiéu dai coil khoang 1cm — 50cm.
Chét liéu: Coil 1am tir hop kim platinum hoic vat liéu tuong
duong, day day bang thép khdng gi phu PTFE hoac vat liéu
tuong duong.
bic tinh: Coil ¢c6 nhicu mirc do mem khéac nhau phii hop céc
giai doan gay tac tli phinh; thiét ké giup tang kha nang lap day
khong gian tdi phinh va han ché hién twong vi 6ng théng bi day
lui; twong thich véi hé thdng tach coil chuyén dung. Tiéu
chuén: 1SO 13485, CE, FDA hoic tuong duong.

Dung cu cit vong
xoan kim loai

Bo diéu khién tach coil: Dic tinh: Thiét bj dung dé tach coil
trong can thiép ndi mach, cho phép xac dinh vi tri tach coil
théng qua tin hiéu &m thanh hoac dén bao; twong thich véi day
day coil va hé théng vi dng thdng phl hop; co co ché két ndi




v6i pusher va hg thong clip bénh nhén dé thyc hién qué trinh
tach coil an toan. Tiéu chuan: I1SO 13485, CE, FDA hoac tuong
duong.

Bdng nong mach
mau ngoai bién

Kich thudc: Puong kinh bong khoang 1.5mm — 6.0mm; chiéu
dai bong khoang 15mm — 240mm:; chiéu dai éng thdng khoang
150cm; twong thich day dan 0.014 inch. Chat liéu: Bong lam tir
nylon, Pebax hoac vat liéu twong duong, loai khong gidn no
(non-compliant).

Pic tinh: Thiét ké hé thong rapid-exchange (RX) gitp tang kha
nang thao tac; dau tip nho giup ting kha ning di qua ton
thuong; c6 2 — 4 marker can quang gitup dinh vi dudi man
huynh quang; ap luc danh nghia khoang 12 atm, ap luc v& bong
khoang 18 — 22 atm.
Tiéu chuan: 1SO 13485, CE hoic tuong duong.

B0 bom bong ap
luc cao dung trong
can thiép mach

Thiét bi dung dé bom va kiém soat ap luc béng trong can thi¢p
mach, co dong hd do 4p luc chinh xéc, co ché khoa va xa &p on
dinh; ap luc t6i da khoang 30 atm; dung tich bom khoang 20
ml; c6 thé di kém van cdm mau, day ndi, cong chia hoic phu
kién twong duong. Tiéu chuan: 1SO 13485, CE hoic tuong
duong.

Dung cu dong
duong vao mach

Dung cu ding dé dong vi tri choc mach sau can thiép noi mach,
bao gom hé théng trién khai, cong quan sat va co ché chi bao
dong mau:; thiét ké giup xac dinh vi tri chinh xac trugc khi trién
khai vat liéu cam mau; vat liéu nat tac c6 kha ning phan hay
sinh hoc va dugc hap thu theo thoi gian. Kich thudc twong
thich sheath 5F, 6F, 7F. Tiéu chuan: 1SO 13485, CE, FDA hoic
twong duong.

Ste’nt
khoi

kéo huyét

Kich thuée: Puong kinh stent khoang 3 - 6 mm:; chiéu dai stent
khoang 20 - 50 mm; dung dwgc cho mach méu téi thiéu 2mm
hogc 1.5mm hd trg nhing ca huyét khoi mach sau bén trong;
chiéu dai day day khOang 2000 mm; twong thich vi dng théng
0.017 0.021 inch.
Chét liéu: Nitinol hOac tuong duong ; khoang 4 marker (mot
marker doan gan va 3 marker doan  xa)
Pic tinh: Stent thiét ké xoin ¢ doc than; mat cao kép gilp giir
cuc mau dong sau, vong khép kin dam bao ma on dinh va &p

sét thanh mach trong qua trinh rGt huyét khoi ra
Tiéu Chuan: 1SO 13485, CE hoac tuong duong.
Xuat xu: G7

Stent dong mach
canh

Kich thudc: Buong kinh stent khoang 5 - 10 mm; chiéu dai
stent tir 20 - 40 mm; Tiét dién tham nhap khoang 0.065 inch va
0.078 inch; twong thich day dan 0.014 inch; chiéu dai éng
thdng khoang 135 cm
Chét liéu: Nitinol hoac tuong duong
Dic tinh: Thiét ké hé théng rapid-exchange (RX) gitp ting kha




nang thao tac; Thiét ké Peak-to-valley

Tiéu Chuan: 1SO 13485, CE, FDA

Phan 4 Stent kéo huyét khoi

Ong théng can
thiép dung trong
can thiép noi mach
than kinh , cac ¢&

Ong thong hd tro tiép can chuyén dung, dung dé dan dudng va
hd trg tricn khai coil hogc stent doi dong chay. Cau tao than
ong da 16p (tol thiéu 5 I6p) vei l6p trong cung bang PTFE gilp
giam ma sat tdi da. Thiét ké doan dau xa c6 tinh linh dong cao,
chiéu dai doan mém dau xa khoang 8cm gidp tiép can sau vao
cac mach mau xodn van ma khéng gay sang chan. Théng sé:
Co céc lva chon kich thudce twong duong 5F va 6F; Buong kinh
trong tor 0.058" - 0.072"; buong kinh ngoai trong khoang
0.070" - 0.084"; Chiéu dai lam viéc da dang tr 95cm dén
130cm. Tiéu chuan chat luong: 1SO, FDA hoic CE. Xuat xu:
G7/Chéu Au.

Vi 6ng thong can
thigp dung trong
can thiép ndi mach
than kinh

Vi 6ng thong dugc thiét ké chuyén biét dé tuong thich véi cac
chat gay tic long (DMSO). Than 6ng c6 cau tric gia ¢ bang
cac soi thép khdng gi quan vong quanh gidp chéng gap va duy
tri d6 on dinh long ong tuyét voi khi bom ap luc. Dau ngoai Vi
thiét ké mém va thang, c6 kha nang dinh hinh nhiét bang hoi
nudc; Lop ngoai cung phu ai nuse (Hydrophilic), 16p gitra
bang nhyua Pebax va lép 16t Iong trong bang PTFE. Tuong thich
véi day dan c6 kich thudc téi da 0.018". Thong s6: Puong kinh
ngoai gan-xa la 2.7Fr-2.4Fr, duong kinh trong 0.021" , chiéu
dai >153cm. Tiéu chuan chat lugng: 1SO, FDA hoic CE. Xuit
xt: G7/Chau Au.

Dung cu lay huyét
khéi dang stent
dung trong can
thiép than kinh

Dung cu lay huyet khoi mach ndo C6 cau tric mg, thiét ké
parametric gap cudn, tw bung co thé thu hdi hoan toan; Hé
thdng marker can quang duogc bé tri chién luoc bao gom 01
marker dau gan, tir 3-4 marker dau xa va cac marker phan bd
doc than dung cu gilp quan sat rd rang trang thai bung cua
stent dudi man hinh ting sang. Thong sé: Puong kinh stent tir
3mm - 6mm; Chiéu dai stent da dang tir 20mm - 40mm; Phu
hop cho mach mau duong kinh tr 1.5mm - 5.5mm. Tuong
thich véi vi ong thong co duong kinh tir 0.021" - 0.027"; Day
day c6 duong kinh khoang 0.018" va chiéu dai khoang 200cm.
Tiéu chuan chat luong: 1SO, FDA hogc CE. Xuat xir: G7/Chau
Au.

Ong thong it
huyet khoi dang
coil dét

- Kich thudc: Puong kinh trong 0.068" va 0.071" ; duong kinh

ngog}li 0.083" va 0.0855".
Chiéu , dai 132 cm.
- Chat liéu: Nitinol

- bgc tinh: Thiét ké dang coil dét, Dau ong vat mem.
HJ trg/Twong thich stent 1ay huyét khoi trong can thiép diéu tri
dot quy mach nao




Day din c6 the
xuyén qua huyet
khoi

- Tieu chuan. FDA va CE va ISO.
- Dong go1: 1 cai/ hop
- Xuat xtr: G7

- Kich thudc: Buong kinh 0.014", dai 205cm, dau xa c6 cudn 10
X0 platinum dai 5cm, l6p pha ai nuéc dai 38 cm
- Chat liegu: thép khdng @i, wa  nudc.
- Dong got: 1 cai/ hop

- Tiéu chuan: FDA va CE va ISO.

Coil nat mach ndo
loai khéng phu gel
cac vong xoan kim
loai 18i tran

- Kich thuéc: c6 cac loai 3D va Helix, duong kinh soi coil

0.0115", 0.0125", 0.0135", 0.0145".
Puong kinh coil tir 1.5-25mm, chiéu dai cudn coil tir 1-50 cm.
- Chat lieu: Platinum
- Pic tinh: Puong kinh coil ting dan theo duong kinh vong
coil sau khi tha.
Coil dugc cat bang dung cu co hoc, khdng phu thuoc vao
nguon dien.
- Tiéu chuan: FDA va CE va ISO.

- Pong gobi: 1 cai/ hop

Phan 5 Vi 6ng thong hat huyét khdi mach nhé

Vi 6ng théng dan
duong dung trong
can thiép noi mach
than kinh

Vi ong théng chuyén dung c6 kha niang tuong thich véi chat
gay tic long (nhu DMSO). Chét liéu: Long ong 16t PTFE
chéng bam dinh, 16p ngoai phu 4i nudc (Hydrophilic) ting tinh
tron truot.
Thiét ké dau tip c6 nhiéu hinh dang: Thang, 45 d6, 90 do hoic
hinh chit J; Dau tip c6 kha niang dinh hinh nhiét bang hoi nuéc.
Thoéng sé: Puong kinh trong tir 0.017" - 0.027"; Puong kinh
ngoai dau gan tir 2.4F - 3.1F; Pudng kinh ngoai dau xa tir 1.7F
- 2.6F. Chiéu dai st dung trong khoang 150cm - 156¢cm. CO téi
thiéu 02 markers can quang & dau xa dé hd tro quan sat vj tri
chinh xéc. Tiéu chuan chat lugng: 1SO 13485, CE hoic FDA.
Xuat xir: G7,Chau Au.

Ong thdng hat
huyét khéi mach
ndo dung trong can
thiép than kinh

Ong théng huat huyét khoi thiét ké dang cau trdc lai két hop
cudn day xoan va bén gilp téi wu héa kha ning chong gap va
truyen lyc ht. Bé mit ngoai c6 phu 16p ai nude (Hydrophilic).
Dau xa mém mai, c6 kha nang ubn tao hinh bang hoi nudc dé
tiép can cac mach mau xoan van. Théng sé: Puong kinh trong
> 0.070"; Puong kinh ngoai dau gan tir 0.0825" - 0.084";
Puong kinh ngoai dau xa khoang 0.0815". Chiéu dai hoat dong
tir 125cm - 131cm; Trong d6 chiéu dai doan dau xa linh hoat
khoang 19cm va chiéu dai than gan khoang 106cm - 112cm.
Tiéu chuan chat lugng: 1SO 13485 va CE hoic FDA. Xuat xir:
G7,Chéu Au.

Phan 6 Stent va bong nong dung trong can thiép ddng mach canh




Stent dong mach
canh (ngoai so)

Stent tu nd véi thiét ké mat ludi dong (Closed cell) gitip bao vé
t6i uu chdng sa bui huyét khéi. C6 kha ning thu hoi va tai dinh
vi stent sau khi di bung mot phan (t6i thiéu 50% chiéu dai).
Thiét ké hé thdng truyén tai kiéu Monorail; Chiéu dai truc than
khoang 135cm. Chat liéu: Puoc lam tir hop kim Cobalt-
Chromium-Iron-Nickel-Molybdenum hoac twong duong, co6 10i
Tantalum hoic cac dau can quang gia cé gitp tang kha ning
quan sat dudi man hinh ting sang. Thong s6: Puong kinh stent
tr 6mm - 10mm; Chiéu dai stent da dang tir 20mm - 40mm;
Tuong thich ddy din 0.014" va Sheath tir 5F - 8F. Tiéu chuan
chét luong: 1SO, FDA hoic CE. Xuat xir: G7

Bong nong mach
mau ngoai bién

Bong duoc 1am tir chat liéu Pebax hoic twong duong, bé mat
phu 16p ai nude (Hydrophilic) giap tang kha nang di xuyén qua
cac ton thuong hep khit. Thiét ké dau tip thuén nho, khau kinh
dau vao < 0.020". Hé théng truyén tai cd cac dang: Monorail
hoac Over-The-Wire (OTW). Than dng cau tao dong truc gidp
t6i vu thoi gian xep (xa) bong nhanh (khoang 10 giay). Co cac
diém chi dlem can quang (vi du bang vang hoac vat li¢u tuong
duong) & mdi dau bong. Thong sé: Puong kinh bdng tir 2.0mm
- 10mm; Chiéu dai bdng tir 10mm - 220mm; Chiéu dai than
6ng thdng tir 40cm - 150cm. Ap luc v& bong téi da (RBP) < 14
atm. Tuong thich day dan: 0.014" hoac 0.018". Tiéu chuan chat
luong: 1SO, FDA hoic CE. Xuat xa: G7

Phan 7 Dung cu vao mach va ong théng chan doan dung trong can thiép mach

Nnao

Ong théng chan
doan dung trong
chup mach néo cac
co

Thiét ké chuyén dung cho chup va chon loc mach néo, dau éng
mém gilp han ché ton thuong thanh mach khi thao tac. Cau tao
thén ong da 16p (toi thieu 3 16p) bang vat liéu Nylon Elastomer
hodc twong duong, g1a cd bang ludi dan thép khong gi (SUS)
cho kha ning day va truyén luc xoan tét. B&é mat phu 16p vat
liu giam ma sat (nhu Polyamide hoac 16p phu i nuéc); Pau
tip bo tron, cdu trac dong truc. Thong sé: Kich thudc twong
duong 5Fr; Buong kinh trong 16ng éng > 0.043"; Chiéu dai 1am
viéc khoang 100cm. Kiéu dau da dang: Kiéu hinh dét séng
(Vertebral), kiéu hinh chit chit S (Simmons)... B& mat c6 kha
ning cdn quang rd nét. Tuong thich diy dan (guidewire)
0.038". Giéi han &p luc toi da 16n hon hoic bing 1000psi
(6,895kPa).

Tiéu chuan chat luong: 1SO 13485 va CE hoic tuong duong.
Xuét xi: Vit Nam

Bo vao mach dung
trong can thi¢p
mach, cac loali, cac
co

Bo dung cu tich hop day du dé thiét l1ap duong vao mach mau.
CAu tao géom: Kim choc mach ¢& 18G hoic 20G; Day dan dan
duong (Mini plastic guide wire) ¢ 0.025" hodc 0.035", dai
khoang 45c¢cm; Bom tiém 2.5ml; Ong dan (Introducer sheath) va
Que nong (Dilator). Pac diém: Van cam mau thiét ké kiéu chir




thap (Cross-Cut) hogc twong duong gitp han ché mat mau va
chéng trao nguoc; Que nong bang vat liéu Polypropylene, Ong
dan lam béng vat liu ETFE hoac tuong duong gitip giam ma
sat va chéng gap. Thong s6: Kich thuéc da dang tir 4F dén 8F;
Chiéu dai ong dan trong khoiang 7cm - 10cm.
Tiéu chuan chat luong: 1SO 13485 va FDA hoic CE.
Xuét xi: Viét Nam

Phan 8 Stent va lwdi loc can thiép déng mach canh

Stent dong mach
canh (ngoai so)

Khung gia d& (stent) dong mach canh ty bung bang hop kim
Nitinol, thiét ke 0 ludi phu hop giai phau dong mach canh, hé
thong stent gan san trén ong thong trién khai nhanh, chiéu dai
hé théng khoang 130140 cm, tuong thich day dan 0.014 inch;
gom 02 dang: loai thang duong kinh danh dinh khoang 6-10
mm, chiéu dai khoang 20-60 mm va loai thudn (tapered)
duong kinh khoang 8-6 mm, 10-7 mm, chiéu dai khoang 30
mm va 40 mm; stent c6 do linh hoat cao, kha nang bam thanh
mach tét, phil hop can thiép diéu tri hep dong mach canh;

san xuat tai cac nuéc thugc nhdém G7 hoic Chau Au; dat tiéu
chuan 1SO 13485 va c6 chiing nhan CE hoic FDA con hiéu
luc.

Dung cu bao vé
mach mau (chong
tic mach) trong
can thiép mach

Dung cu bao vé mach dang luéi loc dung trong can thiép dong
mach canh, dong mach vanh va d@ong mach ngoai bién; hé
thong day dan gan ludi loc dang chop nén kém ng théng dan
va hé théng thu hoi; duong kinh ludi loc khoang 3-7 mm;
chiéu dai day dan khoang 190 cm va 320 cm; tuong thich day
dan 0.014 inch hoic 0.018 inch; ludi loc 1am tr hop kim
Nitinol; hé théng co ciu hinh vuot ton thuong nho, khoang
<3.2 Fr; ludi loc c6 marker can quang gitp quan sat dudi man
huynh quang; thiét ké cho phép kiém soét va cé dinh vi tri luéi
loc 6n dinh trong qué trinh can thiép;

san Xuat tai cac nudc thugc nhém G7 hodc Chau Au; dat tiéu
chuan 1SO 13485 va c6 chiing nhan CE hoic FDA con hiéu
luc.

Phan 9 Day din do phan xuit dy trit lvu lweng dong mau

Ong théng chan
doan dung trong
chup mach néo cac
co

Ong thdng chan doan dung trong can thiép mach mau ndo,
mach mau tang, mach vanh va mach ngoai bién; than éng thdng
lam tir vat liéu polymer y sinh (nhu Pebax hodc tuong duong),
co 16p gia cuong bang ludi kim loai giup tang kha nang truyén
luc va han ché XOan gap; 1ong 6ng thong tron gitp dwa dung cu
thuan loi; than dng théng cd kha ning can quang dudi man
huynh quang; dau xa mém va linh hoat, duy tri hinh dang tét,
phl hop nhiéu dang giai phdu mach mau; c6 nhiéu dang dau
thong dung nhu Cobra, Vertebral, Simmons, Yashiro, Judkins




Right, Judkins Left, TIG, Pigtail hoac twong duong; kich thudc
khoang 4F, 5F, 6F; chiu ap luc bom can quang cao khoang
<1200 PSI; nhiéu chiéu dai khac nhau khoang 40—150 cm; dat
tiéu chuan quan Iy chat luong 1SO 13485 va cé ching nhan CE
hoac tuong duong.

Day dan chan doan
mach nédo

Day dan can thiép mach mau dung trong cac tha thuat chan
doan va can thiép ndi mach; 16i day lam tir hop kim Nitinol
hodc tuong duong c6 do dan hoi cao, kha nang truyén mo-men
xoan tot, chéng gap gdy; bé mat pha 16p polymer &i nudc
(hydrophilic coating) gitip ting kha niang diéu huéng va di
chuyén tron tru trong long mach; dudng kinh khoang 0.035
inch; c6 nhiéu chiéu dai khac nhau khoang 45 cm, 80 cm, 110
cm, 150 cm, 180 cm; ¢ nhiéu dang dau day khac nhau nhu
Angled, J-tip, Beak, Straight hoic tuong duong; dat tiéu chuan
1SO 13485 va c0 chiing nhan CE hoic twong duong.

Vit tu két ndi —

dau ndi chit Y
dung trong can
thiép

Bo dau noi chir Y dung trong chup chan doan va can thiép
mach mau, dang van cam méu c6 co ché khda bam va van gidp
kiém soat dung cu trong qua trinh thao tac; duong kinh trong
van khoang 9 Fr; céd cong két néi phu cho phep gan thém cac
duong truyén hoic thiét bi hd trg trong qua trinh can thiép; bo
san pham bao gom dau néi chit Y, dung cu gitr va xoay day dan
(torque device), kim choc dai khoang 10 cm va day truyén co
khoa Luer nhiéu cdng dai khoang 25 cm; ¢ céc cong két ndi
linh hoat thuan tién cho thao tac; chiu dugc ap luc bom khoang
<500 psi; dat tiéu chuan quan ly chat luong 1SO 13485 va co
chirng nhan CE hoac tuong duong.

Phan 10 Béng non

g va diy bom ap luc dung trong can thiép mach néo

Bdong nong mach
hao dung trong can
thiép than kinh

Than boéng bang polymer y sinh (nhu Pebax hoic tuong
duong), bé mit phu 16p ai nuéce gilp giam ma sét; thiét ké nép
gap thap d& vuot ton thuong; tip profile <0.016 inch, crossing
profile <0.023 inch; c6 marker can quang dinh vi dudi man
huynh quang; twong thich 6ng thong dan duong 6F; duong kinh
bong khoang 1.0-4.0 mm, chiéu dai khoang 5-30 mm; ap luc
danh dinh khoang 6 atm, ap luc v& bong téi da >14 atm; dat
tiéu chuan 1SO 13485 va c6 ching nhan CE MDR hoic tuong
duong.

Day bom ap luc
cao dung trong can
thiép mach 90-150
cm

_Day bom thudc 4p luc cao bang vat ligu Polyurethane khong
DEHP, duoc bén, ap luc t6i da dong chay 1200psi, duong kinh

trong 0.093".
_Chiéu dai tir 90cm-150cm
_Cong  két ndi dang luer lock hoic dang xoay.
_San xudt tai nuéc thuoc khu vyc Chau Au - G7.

_Tiéu chuan CE dugc cap béi Co quan duoc Co quan Y té
Chau Au (EMA) chap thuan.




3. CAc yéu cau khac
a. Cam két vé cac dich vu sau ban hang:

- Cam két c6 ndng lyc ty thyc hién cac nghia vu bao hanh, cung cap phuy ting
thay thé hoac cung cap cac dich vu sau ban hang theo yéu cau cia E-HSMT.

- Cam két néu hang hda xay ra viéc khong dap tng yéu cau vé mot trong
nhitng yéu té nhu: chit lwgng, chung loai, s lugng, khéi lugng. .. nhu di néu trong
hop ddng, hd so moi thau va hd so thau dy thau cua nha thau, trong vong tdi da 48
gio, nha thau phai cung cap hang héa méi cing loai dé thay thé. Trong trudong hop
nay, nha thau phai c6 trach nhiém thu hdi hang hoa khong dat yéu cau.

b. Cam két vé hang hoa du thau:

- Cam két hang hda nha thau cung cip duoc cac co quan ¢6 tham quyen cap
phép st dung va luu hanh trén toan lanh thd Viét Nam. Pham chat, chat luong
dung theo céc chi tiéu do nha san Xuat dua ra, khong co cac khuyet tat nay sinh dan
dén bat loi trong qua trinh str dung hang hoa va co du gidy to vé xuat xu, chat
lugng.

- Cam két hang hoa duoc giao méi 100%, chua qua st dung, dugc bao quan
trong kho va bao quan trong qua trinh van chuyén dap tng yéu cau caa nha san
xuat, dam bao chét lugng cho dén khi hang duoc giao toi kho va khong duoc hu
hao, bé v& trong qua trinh van chuyén, néu c6 sé duoc doi lai.

- Cam két hang hoa c6 nhan hoic c¢d kém theo nhdn phu véi day du cac
thong tin theo quy dinh tai Nghi dinh s6 43/2017/NDB-CP va Nghi dinh
111/2021/ND-CP va cac quy dinh phap luat lién quan hién hanh.

- Cam két gia chao thau ctia hang hoa dam béo khong vuot gia ké khai trén
Cong thong tin dién tir cua co quan c6 tham quyen da cong bo. Gia chao thau cua cac
loai hang hda cua Nha thau la phu hop véi mat bang chung tai cac co so y té trén dia
ban phu hop vai gia thi truong.

- Cam ket vé han st dung cua hang héa phai duoc in trén bao bi cua san
pham hodc theo quy dinh cua nha san xuat. Hang hoa con han khi giao hang cho
bénh vién va han st dung dugc Bénh vién chap nhan.

- Hang hda s& duoc cung cap lam nhicu dot theo nhu cau ciia Bénh vién va du
kien hoan thanh trong vong 12 thang keé tur ngay hop dong co hiéu luc.

- Cam két hang hoa dam bao ding quy cach dong géi theo yéu cau.

- Camqkét tat ca cac ban sao tai liéu, khi cé yéu cau thi nha thau phai xuat trinh

ban goc dé doi chiéu.

- Cam két cung cip hudng dan sir dung ctia hang hoa bang tiéng Viét.

- Cam két vé tinh chinh xéc cua tat ca tai ligu cung cap trong E-HSDT. Trong
truong hop phét hién tai liéu co sai Iéch, nha thau chiu moi trach nhiém trugc Chu
dau tu theo quy dinh cua phéap luat..

- Cam két nha thau s& xuét trinh tai liéu néu duoc yéu cau khi giao hang bao



gom:

+ Pbi voi hang héa nhap khau: Ban géc hoic ban sao cong chiing Gidy ching
nhan xuét x (CO), Giay ching nhan chat lugng (CQ); Ban sao to khai hai quan,
van don, packing list va cac tai liéu chang minh thiét bi duoc thdng quan hop
phap; Gidy phép nhap khau (néu co);

+ D6i voi hang hoa san xuat tai Viét Nam: Gidy chung nhan chat lugng xuét
xudng doi vai cac thiét bi san xuat trong nudc; SO dang ky luu hanh (néu co).



BANG KE KHAI HANG HOA Du THAU

HOP LE CUA HANG HOA Dy THAU

Gidy PKLH/ GPNK/
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STT Dic tinh i didu kién san| ol (khong thude Gi4 Niém yét / Gia Ké

x R Tén A £ Chung loai . . |Héang . |Hang |Gidy phép Py, DM cap GPNK, Bang phan loai .
theo Ma  —Danhmychang oo kY thudt pop 180 e gen s g Nam sanlo S Xuat e s hang caa [UAL(HANE SX 0y W% BTN an dung Chimg khai
TT |hang |phan/l6 |héa moi thau . hang hoa luong 3 hic xuat L, [xu hi ha s3 &, [tai Viét Nam) |, . . chi chat
hoa mai dur thiu ma hiéu xuat tru  [nha san xuat hang hoa loai A, B.
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p cap x
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Ghi chu: Truong hop goi thau chia nhi€u phan (16), Nha thau tham dy phan (16) thi Nha thau dién cot (2.1) va (2.2).
+ (2.1):1a STT tuong tng theo Danh muyc hang héa moi thau;
+  (2.2): la Ma phan/ 16 dugc quy dinh trén Hé thong.

= Cot "3": Tén hang hoa theo Danh muyc hang hoa tai Phu luc 01A;
= Cot "4": Tén thuong mai cia hang hoa du thau.
- (ot "16": Gidy phép ban hang cua NSX:

Vi dy: Hang ... Gy quyén ban hang cho Céng ty ... ngay .../.../... (Hiéu luc dén ngay .../.../...); Cong ty ... iy quyén ban hang cho Coéng ty ... ngdy .../.../... (Hiéu luc dén ngay
)

- Gia Niém yét / Gia ké khai: Nha thau co thé dién thdng tin va phai cung cap ban PDF thé hién gia niém yét/ ké khai trong E-
HSDT.




Muc 2. Ban vé (Khong c6 ban vé)

Danh muc ban vé

Ban vé sb

Tén ban vé

Muc dich str dung

Truong hop co6 ban vé thi phai dinh kém theo ban Ve,
Muc 3. Kiém tra va thir nghiém
- Thuc hién kiém tra va nghiém thu hang héa trude khi dua vao str dung.

- Bat ky hang hda nao qua kiém tra, tha nghiém ma khong phi hop véi dic
tinh ky thuat theo hop ddng thi Chu dau tu ¢6 quyén tir chdi va nha thau phai c6
trach nhiém thay thé bang hang hoa khéac hoic tién hanh nhitng diéu chinh can
thiét dé dap mg dung cac yéu cau vé dic tinh k¥ thuat. Truong hop nha thau
khéng co kha néng thay thé hay diéu chinh céc hang héa khong phu hop, Chu dau
tu ¢O quyén to chic viéc thay thé hay diéu chinh d6 néu thay can thiét, moi rai ro

va chi phi lién quan do nha thau chiu.




