SO Y TEHANOL CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN DA KHOA pUC GIANG Péc ldp - Ty do - Hanh phiic
' 86 :9$6/ BVPKDG-VTTB Ha Néi, ngéy M théng & nim 2024

V/v : Moi chao gié vat tu can thiép mach vanh,

mach néo ( LAn 2)

Kinh giti: Cac hing san xuét, nha cung cap vét tw y té tai Viét Nam

Bénh vién da khoa Dirc Giang co nhu ciu tlep nhén béo gia dé tham khao xdy dung
gia goi thiu, 1am co s& t chirc Ira chon nha thu cho gbi thdu Mua sdm vét tur can thiép
mach vanh, mach nfo ;

Bénh vién kinh moi cdc don vi, doanh nghiép kinh doanh ¢ kha ning cung cap,
quan tAm chao gi4, véi ndi dung cu thé nhu sau :

I. Thong tin cfia don vi yéu cAu bio gia

L.

Pon vi yéu cdu bao gi4 : Bénh vién Pa khoa Dic Giang s 54 ph6 Truong Lam,
phudng Dic Giang, quin Long Bién, TP Ha Noi.

Moi thong tin can lién hé v& bao gia: B/e Nguyén Thi Phuong Dung —Phong Vit
tur thiét bi - DT : 0912775060 hodc s6 024 38711751 dé dugce hd trg

Béo gid ( Theo mAu phu luc II dinh kém )
DPurge tibp nhin theo cdc hinh thic sau :

- Nhin tryc tiép tai dia chi : BO phén Vién thu — tAng 1 nha A, Bénh vién Pa
khoa Pitc Giang sb 54 phb Truong Lam, phudng Dic Giang, quin Long
Bién, TP Ha Ngi.

- Nhénqua Emaﬂ vttbytducgiang(@gmail.com.

Thoi gian tiép nhan bdo gid : Tir 08hngay 12 thang 06 nam 2024 dén trude
17h ngay 22 thing 06 nidm 2024.

Céc béo gid nhén dugc sau thoi diém néu trén s& khong duge xem xét.

Thoi han ¢6 hiéu luc cia bdo gia: Téi thiu g0 ngdy ( Ghi cu thé s6 ngiy nhung
khong nhd hon 90 ngay ké tirngdy/ thang 6 ndm 2024)

II.  Noi dung yéu ciu bdo gi4 :
1. Danh muc vét tu y t& ( Kém theo phy lucT).

2. Dia diém giao hang : Kho vét tur y t&, Bénh vién da khoa Pirc Giang, s6 54 phb
Trudng Lam, phudng Dtc Giang, Long Bién, Ha NoL

3. Thoi gian giao hang du kién :




4. Dy kibn v& cAc didu khoan tam tme, thanh toén hop dong : Khong tam (mg, thanh
todn theo tirng dot, sau khi thure hién hgp dong va day di ho so hgp I€.

RAt mong nhan dugc su quan tAm ctia Quy don Vi
Trén trong cam on!. 4/
Noi nhin:
- Nhu kinh giri;
- Luru VTTB.

Nguyén Vin Thuong

VoS o BN\



SO Y TE HA NOI
BENH VIEN PA KHOA PUC GIANG

Phu Iuc I

DANH MUC VAT TU CAN THIEP MACH MOI CHAO GIA

Danh mupe vit tw

bVT

86 hrgng

M ta thong s, dic tinh Ly thujt ciia vit tw

CAN THIEP MACH VANH

Bo phan két néi ding trong can thigp tim mach

Cai

300

B két ndi nhiéu cong (manifold).Chét lidu Polycacbonate.C6 3 cing C6 déu
6 khoa dé kit ndi véi bd chuyén dbi va diu ket ndi vai catheter. Chiu duge p
lyre > 500psi

i lanh c6 dAu xoy loai dung tich 10 ml, céc loai.

Cai

300

Xilanh ¢é diu xody chét lidu Polycarbonate.- Dung tich 10ml- Bat tiéu
chudn chit lwgng FDA (hosic PMA) hoiic CE.

Déy nbi do ap luc ding trong can thiép tim mach loai
ngan

Cai

120

Diy do p hre loai ngén (dai 30 cm), dutng kinh trong > 1,5mm.

DAy nbi do 4p Iyc ding trong can thiép tim mach loai dai

300

Déy néi do 4p lirc loai dai > 100 em, dudng kinh trong > 1,5mm.

Kim choc mach ding trong can thiép tim mach: quay,
i

Cai

400

Kim choc mach quay, dui .Vt liéu lim bing thép khong gi hofic fuong
dwong Pau tip nhon. Pam bao téi thidu céc kich thude: 18G, 19G, 20G, 21G;
Thénh éng kim c6 nhiéu d6 ddy méng khac nhau.

B dung cu mé dudng mach mau: Dong mach quay

Cai

270

Dung cumd dudng vao déng mach quay

Phu kién di kém bao gbm: Day dfn dudmg + kim choc mach > 18 G.

Kich ¢ > 4F

- Dép tmg: Céc tiéu chudn chét luong cia FDA va CE ( Hogc céc nuée G7)

B dung cu m& dudng mach méu: Dong mach dui

Céi

30

Bo dung cu mé duwdng vao djng mach dui bao
ghm:

+ Dilator (Que nong gifin nd);

+ Sheath (ng thong ) ; chét lidu ; Sheath Jam
bing ETFE (ethylene tetrafluoroethylene) hofic
FEP;

+ Kim choc mach: 18G ;

+ Guide wire: 0,035”

- Pudmg kinh ¢6 t6i thiéu 4 c& SF, 6F, 7F, 8F;
_ Chitu dai ciia Sheath (éng thong ) cac ¢& tir = 9em dén <11 cm
- Pat 1 trong céc tiéu chufn chit lugng sau:
18013485 hodc CE hofic FDA.

Day dfn dudng cho catheter dai 150cm

Cai

200

Céu tao: Li lam tir hop kim Nitinol hofic twong dong d dan hdi cao, 16p
ngodi phi 4i nurde.

Diu tip téi thibu gdm céc dang dau thing, cong hofic hinh chit I.

Kich thuée: Chidu dai day din: 150 cm (£5%)Chiéu dai cia phén déu linh
hoat: >3 cm Pudmg kinh: 0.035"(*5%)

Day din dudmg cho catheter dai 250cm

Cai

100

Chu tao: Li lam tir hop kim Nitinol hozc trong dwong cé df dan hdi cao, 16p
ngoai phu i mrde.

Diu tip téi thidu gdm céc hinh dang déu thing, cong hogc hinh chi J.

Kich thuéc: Chidu dai day dAn: 260cm (+5%)Chiéu dai ciia phin du linh
hoat: >3 cm Pudng kinh: 0.035"

10

Déy din ( guide wire) trong can thiép ton thwong téc

man tinth ddng mach vanh ( CTO), dudng kinh 0,014 ",

d6 cimg > 1.0 gf

Céi

10

- Diy din ( guide wire) trong can thiép tbn thuong thc man tinh déng mach
vanh.

- Dudng kinh 0,014 ", d6 cting > 1.0 gf.

- Bu tip c6 nhidu hinh dang.

11

Dy dén ( guide wire) trong can thiép tén thuong tic
man tinh déng mach vanh { CTO), dutng kinh 0,014 ",
do cimg < 1.0 gf

10

Déy dfin can thiép déng mach vanh (guide wire), loai ding cho tbn thuong tic
mén tinh (CTO), dAu xa c6 bén xofn béing kim loi, thudn nhon, boc toan bd
bing polymer,chiu lyc thép <1.0 gf. Puong kinh 0,014".

12

Diy din dudmg cho bong va stent

Céi

50

Diu tip mém, dang dAu thiing hofic ddu chi . - Chiéu dai ti thidu < 165cm,
chidu dai t6i da > 190cm. - Kha ning t&i dAu tip 0.5gf - 0.7gf. - Cdu trac
dang mt 161 din xuyén subt tir ddu gén dén du xa.- Chidu dai 15 xo twong
{mg tir 8.5cm - 28cm.- Duge phi nhiéu 16p khac nhau béng silicone,
hydrophilic hogic twong dwong.

13

Déy dén dudmg cho béng nong va stent

Cai

50

Lép phit: silicone, hydrophilic hogc frong duong, Chifu dai: 180cm. Du:fmg
kinh d4u tip: 0.014 inch. Hinh dang ddu tip: dang thing Poan chéin xa bing
chét liéu Platinfum dai 3cm thiét ké cuén xofin 10 xo




STT Danh muc vt fir PVT | S6lrgng M@ i thong sb, dic tinh ky thuft ciia vit tr
Déy din trong can thiép dong mach vanh (guide wire) -Diy déin trong can thiép d6ng mach vanh (guide wire) logi thng dung
14 [loi thong dung (workhorse), 16i kép béng nitinol, dau i 50 (workhorse), 161 kép bing nitinol, d&u xa c bén xodn biing kim logi, c6 phi
xa c6 bén xofin biing kim loai, c6 phit chét 4i nwéc, kha chét 4 nudc, kha nang diéu huéng tir diu gin dén dAu xati 1§ 1:1.
néing didu huéng tir déu gin dén diu xa ti 18 1:1. - Duimg kinh 0,014". ,
C#u tao: Thiét k& theo cdng nghé sui bén kép.
- Chét litu: Céc loai Polyamide khic nhau.
- Tuong thich guidewire 0.038
A : : . - Chidu dai ¢6 t5i thifu 2 d0 d&i > 100cm.
5 = . : 0 dat >
15 |Ong thang (catheter) chyp tim, mach vanh 2 bén Céi 200 | Dang dhu dng Tiger
- Kich thuéc dutmg dng 5F
- Pat 1 trong céc tiéu chuan chét Iugng sau: ISO
13485 hoic CE hodc FDA.
Catheter chup dong mach vanh, budng tim v& mach méu (phai/trai/thAt trai).
s e i i Hinh théi da dang theo yéu cAu.Chét liéu nylon bén hoiic polyurcthan, chét
16 E}a@;éelrﬁ‘fo@‘;ubzﬁfg‘; v F’Eg’; "i’;ll.‘ Jost ke Cii 100 [liéu o6 cin quang.C6 céc loai JL, JR, AL, AR, PIG. IM. MP... Chiéu déi éng
A B ' B R théng t6i thifu < 100cm, chidu dai éng thong t6i da > 125 cm Kich ¢& t6i
thidu < 4F, kich c@ t6i da > SE. Tuong thich guide wire 0.0357/0.038”
* Ong théng trg gitip can thiép dong mach vanh ( Guiding Catheter).
* Pyc diém va cdu tao:
; - C6 thibt k& bén xodn, chéng xo#n vin khi can thiép.
17 |Ong théng dén dudng (guiding catheter) c4c loai, cdc ¢ | Cai 130  |* Hinh dang, kich thude:
- C6 nhidu loai dAu cong: EBU, EBU, IL JR, AL, SAL, MB...
- Dudng kinh > 5 F. Chiu dai > 90cm.
* Chét luong: PAp tmg tiéu chi FDA va CE ( hofic cde nuée G7)
, . A s g x A o % ~
Ong thong (Guiding catheter) 16 tro dy su trong can ;2;% théng (Guiding catheter) h trg ddy siu trong can thiép tdc dong mach
18 ;l%ei thc dorll)gMn;ach\ngél. Pat tiéu chun chét lugng Céi 10 | pat tiew chudn chét lugng FDA (hoic PMA) va CE.
(hegs Jvh - Dudmg kinh t&i da < 7Fr
_‘ , sk s P - Ong théng siéu nho (vi dng thong - micro catheter) dang xofin dic biét dimg
19 nvliéong thdng (micro catheter) dang xoan dau tip thuon Cai 10 |cho tn thuong tic mén tinh, duomg kinh déu Tip < 1.4Fr
- Chidu dai t6i thiéu > 135 cm, chidu dai t6i da > 150 cm
£ . . , i . -Ong théng siéu nho (vi dng théng - micro catheter) loai 2 dudng ra
20 |Vi éng théng (micro catheter), logi 2 dudmg ra Cai 2 Turong thich véi guidewire 0.014"
B dung cu I4y huyét khdi trong long ddng mach vanh, B6 dung cu J4y huyét khdi trong Iong ddng mach vanh bao gdm:Catheter hit
21 |cac ¢ (bao gbm: dng hit, vi bng thong, khoan huyét B 30 |duongkinh téi thiéu < 6F. Tuong thich déy d&n 0.014". BG phu kién kém theo
Kkhéi, gia di kéo huyét khéi...) (bng nbi dai, day dAn (Stylet), bom hit, khoa, b loc € bio...)
- Bom p lyc d& bom béng nong dong mach vanh, kém phu kién bao gbm:
. : P Kkhéa chit Y dang bim/kéo ddy, que 14i, torque).
22 |Bom 4p luc céc loai, céc off B 120 | pom chiu &p e t6i 30 atm,
* Tiéu chufin dép tmg: FDA va CE
: - Bom #p lirc dé bom bong nong d9ng mach vanh, kém phu kién bao gbm:
3 A 3 g =
23 ? o ap' 11,.rc~de b llJo.ng ROng d}(’_:ng m;lagh ;anh @balc‘ Bd 60 Kkhoa chit Y dang bim/kéo dy, que l4i, torque).
gbm khoé chit Y, que f’n’,‘torque), om chiu duge ap luc - Bom chju dp huc t61 30 atm.
toi 30 atm,
- Dy dién cuc tao nhip c6 béng.
- Chét ligu thép khéng gi hofic trong duong,
24 |Day dién cuc tam thoi Bo 25 - Khoang céch giita céc dién circ (2 dién cire) = 10 mm.
- Chiku dai day dién cye> 110 cm
Dung ou ldy dj vt (multi-snare) trong tim mach cdc cai i Dung cu liy dj vAt trong tim mach, céc c&. .Dat tiéu chuén chit lrgng FDA
25 loai, cAc cif (hosic PMA) hodic CE.
- Béng nong d6ng mach vanh loai 4p lyc thudng.
- ‘ 4 ; T ;
Béng nong dong mach vanh logi ap lye thudng (4p luc ggﬁa{’&;ﬁ;ﬁﬁbm > 6 atm, &p lyc gy v3 bong 2 12 atm
; & bong > 12atm), dhu : ) a1 _
5 | binh > Gatm, &p lyo iy vO bONS = "5 .60 | g 80 |- Puomg kinh diu béng (Entry Tip) < 0.45mm;
béng (Entry Tip) duomg kinh < 0.45mm; Dat tidu chuin s e S 3
hit 1 FDA (hoic PMA) va CE ( hofic cée nudc G7) - Pudng kinh béng téi thiéu < 1.5 mm, dudng kinh béng t6i da > 4.0 mm.
i ¢ - Chidu dai béng ti thidu < 10 mm, chidu dai bong tbi da > 20 mm.
- C6 diém dénh déu bit can quang,
- Pat tiéu chuén chét lrong FDA (hosic PMA) va CE
Bong nong djng mach vanh loai 4p lyc thuong.- C6 ép lyc trung binh > 6
. . . o atm, 4p luc gy v bong > 12 atm.- Budmg kinh dhu béng (Entry Tip): bt k.-
Bong nong dang mach vaoh logi ap luc thudng (&p luo . Phi 16p i nuéc. C6 diém dénh déu bt cén quang.- Bubng kish bong t6i
27 |rung binh > 6 aim, #p luc goy vo béng > 12atm). Dat | C&L | 70 lyigy 21 5 mm, dubng kinh béng téi da > 4.0 mm.- Chidu déi bong tbi thiu

tidu chuén chét lwong FDA (hodc PMA) va CE

<10 mm, chidu dai béong t6i da > 20 mm.- Dat tiéu chudn chét rong FDA

(hozic PMA) va CE




STT Danh muyc vat tw DVT | S6lwong M6 ta théng sb, djic tinh k§ thujt cia vit fw
Béng nong dong mach vanh loai 4p lyc thuong.- Co 4p lyc trung binh > 6
Béng nong dong mach vanh loai ép Iuc thudng (ap Iye atm, 4p lye gdy v& bong > 12 atm.- Phi lfrp 4i nuéc.- Puong kinh du béng
28 trung binh > 6atm, 4p luc géy v bong > 12atm), dhu Cai 30 (Entry T1p) <0.42mm.- Dutmg kinh hong t6i thidu < 1.5 mm, ducmg kinh
lxmg (Entry Tip) dudmg kinh < 0.42mm; Dat tiéu chudn béng t6i da> 4.0 mm.- Chidu dai béng tHi thidu < 10 mm, chiéu dai béng tbi
chit logng FDA (hotic PMA) hodc CE da> 20 mm.- C6 &iém danh du bét cin quang - Pat tidu chudn chit lugng
FDA (ho#c PMA) hoiic CE.
- Bong nong dong mach vanh loai 4p luc cao.
Béng nong dong mach vanh loai ap lwe cao (ip hue - C6 &p lyc trung binh > 12 atm, 4p luc gy v bong > 20 atm.
59 |trung binh> 12afm, &p Trc ghy vG bong > 20 atm). Dau i I Déu béng (Entry Tip) dudng kinh <0.43mm
bﬁng (Entry Tip) dudng kinh < 0.43mm , Pat tiéu chufn - Pudmg kinh bong t0i thicu < 2.0 mm, duéng kinh béng thi da>4.5 mm.
chét lugng FDA (hosic PMA) va CE - Chiu dai béng t4i thidu < 10 mm, chidu dii bong téi da> 20 mm.
- Pat tiéu chufn chit lugng FDA (hodic PMA) va CE
- Cé 4p lyc trung binh > 12 atm, &p lyc gy v& bong > 18 atm.
Béng nong dong mach vénh loai dp lyc cao (&p lwe - BAu béng (Entry Tlp) bét ky.
30 [trung binh > 12atm, 4p lye gy v& bong > 18 atm). Dat Céi 70 - Buﬁmg kinh béng t6i thidu < 2.0 mm, dmmg kinh b{mg t6i da> 4.0 mm,
tigu chudn chét lrong FDA (hoic PMA) va CE - Chidu dai bong thi thidu < 10 mm, chiéu dai béng téi da > 20 mm.
- Pat tiéu chudn chét lrgng FDA (hodc PMA) v CE
-- Béng nong déng mach vanh loai 4p lyc cao.
Bong nong dfng mach vanh loai ép Iyrc cao (dp lwe - C6 ép lyc trung binh > 12 atm, ép lic gy v& bong > 20 atm.
31 trung binh > 12atm, 4p lyc gy v& béng = 20atm). Phu Cai 30 - Déu béng (Entry T1p) duo'ng kinh < 0.43mm.
bong (Bntry Tip) dudng kinh < 0.43mm, Dat titu chuén - DBudng kinh bdng t5i thidu < 2.0 mm, dudmg kinh béng ti da> 4.5 mm.
chét lugng FDA (hodic PMA) ho#ic CE - Chidu dai hong ti thidu < 10 mm, chidu dai bong t6i da > 20 mm.
- Pat tiéu chudn chét lrgng FDA (hofic PMA) hotic CE.
. a . A . . a A A
32 |Béng nong mach vanh phi thudo Cai 10 Erc;;i x;%li iﬁggﬂ:ﬂ ‘;a:éla];tht_hch Sirolimus, céc ¢@. Pat ti€u chudn chat
- Khung bing chit ligu kim loai,
- P thube
33 Khung ddng mach vanh bing kim loai, pht thube, Cai 20 - Khong trn Polymcr
khong polymer - Bucmg kinh khung t5i thidu < 2.5 mm, dubng kinh khung t6i da > 4.0 mm.
- Chitu dai khung t6i thidu < 15 mm, chléu dai khung t61 da > 38 mm,
- Pat tiéu chuin chit lugng FDA (hodc PMA) hosic CE.
Khung bang chét liéu hop kim Phit thudc Sirolimus ¢6 trdn voi
34 Khung dong mach vénh bing hop kim, phi thude Cai 30 polymer. Ducmg kinh khung tbi thidu < 2.5 mm, dmmg kinh khung thi daz>
Sirolimus c6 trfn vdi polymer. 4.0 mm, Chidu dai khung t6i thifu < 15 mm, chiu dai khung tbi da> 38 mm.
Dat tiéu chuéin chit lwrgng FDA (hoiic PMA) hoiic CE;
- Khung biing hop kim cobalt chromium, ¢6 phi thubc trdn véi polymer, phit
T
Khung d6ng mach vanh bang hop kim cobalt chromium; thgoc o s
. - odqdayth:‘mhkhung<81pm
35 |c6 @ day <81pm, phu thudc Sirolimus ¢6 tron véi Céi 30 i Ducmg Kinh khung i thidn <2.25 mm, duimg kish khung & da> 4.0 mm.
polymer. - Chiéu dai khung 11 thidu < 10 mm, chién dai khung t5i da > 38 mm.
- Pat titu chufn chét lrong FDA (hodic PMA) va CE ( hodc céc nude G7);
- Khung bing hop kim cobalt- platinium, ¢6 phi thubc Zotarolimus trén voi
Khung dong mach vanh bing hop kim cobalt— polymer.
36 |platinum; c6 d§ day < 81pm, phu thude Zotarolimus o Céi 30 Bubng kinh khung t6i thiéu 2. Omm t6i da 5.0mm
trdn véi polymer - Chiu dai khung t6i thidu 8mm, t6i da 38mm
C6 chimg nhén FDA ( hodc PMA) va CE
- Khung d6ng mach vanh bang kim loai phii thubc Slrollmus ¢c6 trn polymer
- Co 16p phit dfin xuét té bao gbc hotic khéng thé khang té bao D34, hoiic cong
Khung gi4 4 dgng mach vanh phi thude: Sirolimus 66 | . 5o [nehésinh hoc.
# CD34( Céc ciy) - Duong kinh khung t4i thidu < 2.5 mm, dwémg kinh khung t6i da> 4.0 mm.
- Chidu dai khung t6i thidu < 9mm, t6i da > 38 mm.
-Pat chimg nhén: ISO, CE hofic EDA.
I |CAN THIEP MACH NAO
Kim choc mach quay, dui. V4t liéu lam bang thép khéng gi hodc twong
1 |Kim choc djng mach Cai 10 dwongDau tip nhon.Dém bao t5i thidu céc kich thudc: 18G, 19G, 20G, 21G
hoiic hon. Thanh éng kim co nhidu d6 day méng khéc nhau.
Dung cu gdm: Kim choc mach & 18G hofic trong duong; guide wire c&
; . 0.035", dai >450m Bom tiém 2.5ml hodic 3,5ml; Introducer sheath; que nong,
2 BY md dudmg véo ddng mach dui L 10 |xich fhude: thi thidu gbm cac o 4F, SF, 6F, 7F, 8F; Chiéu déi >10emC6 van
chm méu
Chutao 3 16p, doan xa c6 phi &i nudc, Dudng kinh 1ong éng: dudng kinh t6i
thidu <1.1mm, dudng kinh tdi da>1.03mm.
3 |Catheter chyp mach nfio, mach ngoai vi 4i nudc Cal 10 Kich c&: T61 thidu gbm cdc c& 5Fr, 4Fr
Chidu dai t4i thibu <65cm, chidu dai ti da>100 cm. Dap {mg tiéu chuén CE.




STT Danh muye viit tw DVT | S6lrgng M3 A thdng s6, ddc tinh ky thut ciia vit tw
R " il Day din dudmg cho éng thong chét liéu nitinol hoic trong duong. Co phi 16p
D& d 6 h ¥ _ R e
4 M)ygﬁa?éulaﬁic;ooocﬁlg Th(ing SR Bl o Cai 10 |hydrophilic. C6 t6i thibu céc loai déu thing, diu gip goc.Chiéu dai>
’ - 200¢m, Dudng kinh ddy din 0.035".C6 ca logi cimg va mém -
s [Py dZn dudng cho ng théng chup mach (guidewire Ci 10 Chiéu dai day dfin: 150 cm. Déy dfn dudmg cho catheter ¢& 0.035. Phi 16p &
M), Chica dii 150 cm nuéc hydrophilic. Hinh dang d3n tip: ddu cong hoc hinh chit J
p ‘Dyme oo mi drime vao ding mach logi dai thin clmg s 10 Budng kioh trong > 0.088" Chiéu dai sheath > 80cm . Dudng kinh ngoai
(Long sheath) 8F/SF.
Chit liéu thép khong gi, dudng kinh 0.014” , dai 205 cm. Thudng dugc ding
A aE ” N, = kém voi éng thong va chét thc mach dang 16ng d& 1am cAc can thiép hodc 1a
7 {Veddy Gan o Shigymochnde Gt 10 diing kém véi éng théng thing, gip va coils dé 1am céc can thiép vé phong
d6ng mach m#u Tiéu chudn: FDA. (Hoic tuong duong)
Stent ding d& L4y huyét khéi mach ndo. Dudng kinh stent: t6i thiéu gbm céc
o i 5 ¢ 3, 4, 5, 6(mm). Chidu dai kha dung tir 20mm-50mm, Tuwong thich véi vi
e dng thong c6 dudmg kinh trong (ID): 0.021inch, Tigu chudn chét lrgng: 1SO,
CE
Vit liéu: Polycarbonate
9 |Bophinkétndi Y Cai 20  |Dac difm ky thut: chiu dp luc 500psi
Tiéu chudn: CE, ISO 13485
Vi 6ng théng mach néo phit hop véi stent 14y huy#ét khéi.- Puémg kinh ngoai
10 |Vi éng thong tha stent 14y huyét khéi. Cai 5 tir 2.4Fr dén 2.7Fr.- Chidu dai vi éng thong 150cm (5%). Tiéu chufn chét
lugng: ISO 13485, CE.
-k A , A A A N
1 Z;g’;in thng hiit huyét khoi mach ndo trvetiep dubng | - ¢y 5 |Dutng kinh trong 20,062". et tiéu chudn ISO 13485
” Vi éng thong hit huyét khbi mach ndo truc tiép duong Cé . Puong kinh trong dau xa: 0,035". Dudng kinh ngoéi diu xa-ghn: 3,8F-
kinh nhd 4,7F.Chidu dai > 153cm.. Dat tiéu chuéin ISO 13485.
13 |Déy do ép Juc Cai 10 Diy nbi do 4p luc loai dai > 100 cm, dudmg kinh trong > 1,5mm.
Déy bom do 4p luc: Vit liu Jam bing PVC, Nylon/ Polyurethane hoic twong
14 |Day 4p luc cao bom thudc cin quang Cai 5 duong.C6 dau khéa dam bao duge loai bd khéng khi. Chiu 4p lyc tir S00PSI -
1200PSI . Chiéu dai téi thiéu < 25em, chilu dai tdi da > 183cm
Diu thing hofic cong Pudng kinh ngoai d4u xa trong khoang tir 1.7F - 1.9F.
& M éng théng can thigp mach nfio (Micro catheter) dé - 5 Dhu xa c6 didm d4nh déu can quang,Chidu dai vi dng théng > 150cm.Pudng
tha coil va bom chét tic mach deng long, ¢ M kinh Jong trong trong thich véi vi déy dén 0.014".C6 thé ding dé tha vong
xofin kim loai va c6 thé bom vAt liéu nit mach dang long.
Vong xofin kim logi nit phinh mach nfo chét liéu kim loai Puémg kinh vong
; i i tha c6 nhidu kich ¢& khéc nhau, c& nhé nhét < Pudng kinh
Viing xofin kish logi ( Coil) mit phinh mach nfo Cutn 15 coil sau khi tha c6 nhidu kich ¢ khac nhau, & nhd nhat < Imm. Pudng ki

16

soi coil vira voi vi éng thong ¢ tir 1.7F dén 1.9F Hinh dang vong coil sau khi
tha c6 tbi thidu cac dang hinh cAu hoc hinh xoféin 6¢ 2D

or¥ -]

= Lol

A4

) 8

N\



- iRt 20— AN\

Phu luc 1T
Tén cong ty bao gia

BANG BAO GIA

Kinh giti : ........{ Ghi rd tén ciia Chi d4u twr yéu ciu bdo gia
Trén co s& yéu mwc béo gid cva.... [ghi rd tén cua Chul ddu tur yéu cdu bdo gid], ching toi .... {ghi tén, dia chi cia hdng sin xudt, nha cung cdp;
truong hop nhiéu hdng san x:mﬁ nha cung cdp ciing tham gia trong mot bdo gid (goi chung la lién danh) thi ghi ré tén, dia chi cia cdc thanh vién
lién danh] bao gia cho céc thiét bj y t€ nhu sau -
1. Béo gi4 cho céc thit bi y té va dich vu lién quan :

Ciau Ky, mé, Chi phi Thud
Dank muc | hinh ki | nhén N&m ; sé Poy | ShOChC hi,1d | Thanh

K gt 4 hiéu,. Ma sdn Xuat £ i dich e W a ké
STT E_mm%m% W-‘ﬂm.:“: model, | HS® | xult M_va _...o.._mjﬁo_ gis® _Mm-“:.h phi Aﬂwz tian(D ﬁ“@

té A0 L2 | ) ang san ® lwong™ | (VND) | o6 c6)’ w (VND)

Mzm,;@ (VND)

1 Thiét bi A
i Thiét bi B
n e

~ (Giri kém theo cdc tai liéu chimg minh vé tinh ndng, thong s6 ky thudt va cdc tai liéu lién quan cia thiét bi y té)
2, Bfio gi4 ndy c6 hiéu lyc trong vong; .... ngdy, ké tir ngdy ... théng ... nim ... [ghi cy thé s6 ngy nhung khéng nhé hon 90 ngay], ké tirngdy ... thing...
nim ... [ghi hgdy ....thang...nam. .. két thic nhn bAo gi4 phi hop v&i thong tin tai khoén 4 Muyc I - Yéu cau béo gié)
3, Chiing t6i cam két:
- Khéng dang trong qua trinh thyre hign thi tuc giai thé hoic bi thu hdi Gidy chimg nhin ding ky doanh nghiép hoiic Gidy chimg nhén ding ky ho kinh doanh
holic che tAl liéu twong duong khéc; khéng thue trudng hop mét kha ning thanh toan theo quy dinh ctia phép ludt vé doanh nghiép.
- Gié tr] ciin chc thiét b y t& néu trong bio gi4 12 phit hop, khéng vi pham quy dinh ciia phap luét v& canh tranh, bén phé gi4.
- Nhitng thOng tin néu trong béo gi 1a trung thye
...... , ngay.... thdng....ndm....
Dai dién hgp phép ciia hing sin xuft, nha cung cap™®
(Ky tén, déng dAu (néu c6))



Ghi chii:
(1) Hang san xudt, nha cung cdp dién ddy dil cdc théng tin dé bdo gid theo Mdu nay. Truong hop yéu cdu giri bdo gid trén H¢ théng mang ddu théu quéc gia,
héing sén xudt, nha cung cdp ding nhép vao HE thong mang dau thau quoc gia bang tai khoadn ciia nha thau dé giri bdo gid va cdc tai liéu lién quan cho Chil
ddu tu theo hudng ddn trén HE théng mang ddu théu quéc gia. Trong trudng hop nay, hing sin xudt, nhi cung cdp khong phdi ky tén, déng ddu theo yéu cdu
tai ghi chi 12, ) ; . . . .
(2) Hang san xudt, nhi cung n&c ghi ching logi thiét bj y té theo dimg yéu cau ghi tai cot “Danh myc thiét bi y té” trong Yéu cau bdo gid. )
(3) Héing san xudt, nha cung cdp ghi cu thé tén goi, ky hiéu, ma hiéu, model, hang san xudt cia thiét bi y té tuong iing véi ching logi thiet bi y té ghi tai cot
“Danh muc thiét bj y 1", ) i ) )
(4) Hang san xuat, nhé cung cap ghi cu thé ma HS cua timg thiét bi y té. )
(5), (6) Hang m&:‘ﬁﬁw nha cung cdp ghi cu tmm. ndm san wn:mw xuat xit ciia thiet bi y té. ; .
(7) Hang sdn xudt, nha cung cap ghi cu thé s6 luong, khoi luong theo diing s6 lwong, khoi luong néu trong Yéu cdu bdo gid.
(8) Hang sdan xuadt, nha cung cap ghi cy thé gid tri ciia don gid tuong ing Vi tumg thiét bi y té. ) . ) .
(9) Héing sin xudt, nha cung cap ghi cu thé gid tri dé thuc hién cdc dich vy lién quan nhue ldp ddt, vén chuyén, bdo qudn cho tieng thiét bi y té hodc todn bg thiét
bi y té; chi tinh chi phi cho cdc djch vy lién quan trong nudc.

r r 7 r

(10) Héing sdn xudt, nhix cung cdp ghi cu thé gid tri thué, phi, I¢ phi (néu c6) cho timg thiét bj y 1 hodic todn bg thiét bi y té. Béi véi cdc thiét bi y té nhdp khdy,

hang san xwm_., nha cung cdp phdi tinh todn cdc chi phi nhdp khdu, hdi quan, bao hiém va cde chi phi khdc ngodi lanh thé Viét Nam dé phdn bé vao dom gid ciia
thiét bj y té,

(11) Héing sdn xudt, nha cung cdp ghi gid tri bdo gid cho timg thiét biy té. Gid tri ghi tgi cgt ndy dugc hiéu 1a toan bg chi phi ciia timg thiét bi y té (bao gom
thué, phi, 1¢ phiva dich vy lién quan (néu c6)) theo diing yéu cau néu trong Yéu cdu bdo gia.

’

Heing sdn xudt, nhd cung cdp ghi don gid, chi phi cho cdc dich vu lién quan, thué, phi, 1é phi va thamh tién bang dong Viét Nam (VND). Truong hop ghi bang

mmqw tién mide ngodi, Chit dau tur s€ quy déi vé dong Viét Nam dé xem xét theo ty gid quy doi ciia Ngdn hang Ngogi thuong Viét Nam (VCB) céng bo tai thoi
diém ngdy két thilc nhén bdo gid. . o .

(12) Nguo dai dign theo phdp lut hodc nguoi dugc ngudi dai dién theo phdp ludt tly quyén phdi ky tén, déng dau (néu cd). Truong hop 1y quyén, phai giri kém
theo gidy 1y quyén ky bdo gid. Truong hop lién danh tham gia bdo gid, dai dién hop phdp cia tat ca cdc thanh vién lién danh phdi ky tén, déng dau (néu cd)
vao bdo gld,

Trueong hop dp dung cdch thirc giri bdo gid trén HE thong mang ddu thdu quic gia, hiing san xudt, nha cung cdp dding nhdp vao Hé théng mang déu thdu quoc

gia béng 10l khodn nhé thdu ciia minh dé givi bdo gid. Truomg hop lién danh, cdc thanh vién N&mﬁw Eﬁw\“ cie mgt dai dign thay mt lién danh ndp bdo gid trén Hé
%mmw.@eah?:%mw%:&\.m:mi.m&m:&ﬁ.%.m:mmzmnax?%n@ewomm%m:hﬁaa.m%m: %mxazmnmu.hmm:mnmmxwmmﬁhmn&u%cs&m%n:n&a_&?&%

by
a

giri bdo gid, Viéc dién cdc thong tin va ngp Bdo gid thirc hién theo hudng dén tai Mdu Bdo gid va hudng dén trén H¢ théng mang ddu thau quic gia.



