BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN PA KHOA Doc lap - Tw do - Hanh phic
TRUNG UONG QUANG NAM
S6:5452. /BV-VTTBYT Oucng Nam, ngay Aé thing I nim 2023
YEU CAU BAO GIA

Kinh giri: Cac hang sin xuit, nha cung cip tai Viét Nam

Bénh vién Pa khoa Trung wong Quang Nam c6 nhu céu tiép nhan béo gia dé
tham khao, xdy dung gia goi thau, 1am co s& td chirc lwa chon nha thau cho géi thau
Mua séim 72 danh muc vit te y té ngoai 16ng ngwe, tim mach véi ndi dung cu the
nhu sau:

I. Théng tin ciia don vi yéu ciu bdo gia

1. Pon vi yéu ciu béo gia: Bénh vién Pa khoa Trung wvong Quang Nam x'/-
2. Thong tin lién hé cta nguoi chiu trach nhiém tiép nhéan béo gi: Vin thu i (
bénh vién u\q
3. Cach thuc ti€ép nhan bao gia: %

-Béo gi4 thuc hién theo phu luc dinh kém Yéu cau bao gia nay "

-Béo gia dugce niém phong gui truc tiép hodc glri qua duong buu dién dén dia
chi: Vin thu, Bénh vién Pa khoa Trung uong Quang Nam, Dia chi: Thén Nam
Son, xd Tam Hiép, huyén Nui Thanh, tinh Quang Nam

- * Luu y: Bén ngoai bi bao gia ghi ndi dung: “Cong Vs bao gia
Goi thAiu Mua sim 72 danh muc vét tw y té ngoai 10ng ngwe, tim mach s0 Thong
bA0 S0 vvverennes /TB-BV ngay ....../....../2023”

4. Thoi han tiép nhan bao gia: Tur-40.gio. %0.phut, ngay. 4. thang 4. nam
2023 dén trude AS. gid Q0. phut, ngay 2 thang AA. ndm 2023

Céc bao gid nhan dugc sau thdi diém néu trén sé€ khong dugc xem xét.

5. Thoi han c6 hiéu luc ctia bao gia: Ti thidu 180 ngay ké tir ngayZ# thang
Ad. nam 2023

I1. Noi dung yéu ciu bao gia:

1. Danh muc vt tu y té:




Mo ta yéu cau ve tinh ning,

Tiéu chudn chét
lwgng (Nguc’in gé(c,

Pon

STT S6 | Ténvat | thong sb6 ky thuit va cac | xudt xit; Gidy chitng = S6
phin | twyté |théng tin lién quan vé ky | nhdn lwu hanh tw do tinh | Iwong
thuit cda cdc nwdc tham
chiéu (%))
Pap Gng da cac dicu
kién : sau:
£ x 2 A . | -Pugc it nhat 01 nude
Kep ong dan, thiang, ngam co £ :
Pha Kep : o trong so cac nudc tham
1 a0 hiu | <08 dal 180mm | i) cp gidy chimg | Cai | 12
I PIaU | ot tiéu chudn ISO 13485 | S1'SU 4P Blay chumg
thuat o nhdn luu hanh tu do;
hoédc tuong duong : x : :
-San xudt tai nudc
tham chiéu hoidc san
xudt tai Viét Nam.
Dung cy m¢ dudng voi chire | Dap tng du cac dieu
BO dung | nang chdt tu dong, voi cdng | kién : sau:
cumé | nam phia bén/van cam mau va | -Duoc it nhat 01 nude
A dudng | dinh kém stopcock 3 nga. Bé | trong sb cdc nude tham
Phan : S Ry L e : =
2 5 vao m3t cua sheath phu lop i | chi€u cap giay ching | Bo 5
mach | nudc va dau tip ¢6 dénh dau | nhén luu hanh ty do;
mdu cdc | can quang, size 7F. Dat ti€u | -San xudt tai nudc
loai chuan ISO 13485 hodc tuong | tham chicu hodc san
duong xuat tai Viét Nam.
bap Gng du cac dicu
Cannulae | Cannulae dong mach dau L S
2 2 S -Dugc it nhat 02 nudc
dong | thang cac c& tur 10 Fr - 24Fr o :
X = s ! 3 trong soO cac nudc tham
Phan mach | voi co noi 1/4 inch hodc 3/8 e Eh e s 7
3 : : = chiéu cap gidy ching | Cai 40
3 chu inch, dai 1520 cm. e b r dor
thing cac | - Dat tiéu chuan ISO 13485 " £ B
&5 | hott tuong diromg, CE. FDA. |- 200 XVALRI Y
: e tham chiéu hodc san
xudt tai Viét Nam.
+ Cannula dong mach dui | Pap Ung du cac dicu
hodc tinh mach’cénh, Ehén’ Ii(\h kién : sau:
hoat, chong xodn, thict ké dau | -Dugc |t nhat 02 nudc
Cannulae
Phi 46 nhon. trong 56 cac nuge tham
4 4n Q;%T‘i + Cac céc cd 15Fr, 17 Fr, chiéu cap gidy chimg | Cai 2
g | 19Fr, 21 Fr, 23Fr, 25Fr ddu | nhin luu hanh ty do;

ndi 3/8, dai 12,5 in ( 31.8cm).
- bat tiéu chuan ISO 13485
hodc twong duong, CE, FDA

-San xuat tai nudc
tham chiéu hofic san
xudt tai Viét Nam.




A g A A A - -
Mo ta yéu cau ve tinh ning,

Tiéu chuan chat
lwong (Nguén goc,

Pon

S6 Tén vat | thong sb ky thudt va cic | xudt xit; Gidy chitng | . S6
STT A A ~ . ‘A A i P ‘ vl
phan | twyte |thong tin lién quan vé Ky | nhdn luwu hanh tu do tinh lwgng
thuat ciia cdc nwdc tham
chiéu (%))
Cannula goc dong mach chu | Dap (mg du céc dicu
thiang c& 4Fr, dau tip bat can | kién sau:
quang, gan voéi than nhya | -Pugc it nhat 02 nudce
Cannulae 2 e 2 :
Phin Sc don PVC. Chiéu dai tong thé | trong s cac nudc tham
5 £OC AONE | khoang 6,5 cm, c& 18G. DAu | chiéu cp gidy ching | Cai | 10
5 mach BRy e et : & %
A tip trang, méat bich trong. Di | nhdn luu hanh ty do;
chu 5 s o 2 p A . .
kém kim ch(_Jg tiéu chuan. | -San xuat tai nudc
- Dat tiéu chuan ISO 13485 | tham chiéu hodc san
hodc tuong duong, CE, FDA | xuat tai Viét Nam.
+ Cannula goc dong mach :
chu, c6 dudng thong khi riéng | Bap ang du cac diéu
biét, dau chan xa. | kién - sau:
Cannulae | + Kim choc mach lam tr thép | -Puogc it nhat 02 nuée
Phin goc dong | khong x : gi. | trong s0 cac nude tham
6 6 mach | +Chiéu dai tong thé >14.0 cm. | chiéu cap giay ching | Cai 20
chi céc | + Céccd tir 9 ga (11Fr), 12 ga | nhén luu hanh tr do;
co (11Fr), 14 ga (7Fr), dén 16 ga | -San xuat tai nudc
(5Fr). : tham chiéu hodc san
- Pat tiéu chuan ISO 13485 | xuat tai Viét Nam.
hodc tuong duong, CE, FDA
Cannulae tinh mach 1 ting, D.Eip g i o d]e}l
i e 7 | kién sau: -Pugc it nhat
dau kim loai, cd 10 thong va : B
Cannulae | . % R G 02 nudc trong sO cac
5 than chong xo0dn.Co tir 12Fr : G ok
A tinh £ TR e z. | nude tham chiéu cép
Phan dén 16Fr doi voi loai co ndi | .z g A 2
7 mach 1 TR 2 : giay ching nhan luu | Cai 20
7 3 .| 1/4.Chiéu dai tong thé khoang | °, i %
tdng cac VA 2 hanh tu do; -San xuat
2 35 cm.- Dat tiéu chuan ISO | . : v
cO s tai nudc tham chiéu
13485 hodc tuong duong, CE, T .
hodc san xuat tai Viét
FDA
Nam.
Cannulae tinh mach 2 tang cac ¢
s0 28/36Fr (9.3/12.0mm); | Pap Gng du cac dicu
36/46 Fr (12.0/15.3 mm); | kién . sau:
Caniln 32/40Fr (10.7/13.3mm); | -Puogc it nhat 02 nude
Phin finh 34/46Fr (11.3/15.3mm); | trong sc")rcélc n’ch’rc tham
8 g s 36/51Fr (12.0/17.0mm), co | chiéu cap gidy ching | Cai 20
tE‘mg noi 1/2" va 3/8", dai khoang 38 | nhan luu hanh tu do;

cm, than dugc thiét ké chéng
xoén.

- Pat tiéu chuin ISO 13485
hoic twong duong, CE, FDA

-San xuat tai nudc
tham chiéu hodc san
xuat tai Viét Nam.

g /e2om\ L



A 42 A A A r -
Mo ta yéu cau ve tinh nang,

Tiéu chuan chét
lwgng (Nguén goc,

Pon

STT S6 | Ténvit |thong so ky thuit va_ cic | xudt xi; Gidy chimg | . S6
phan | twyté |thong tin lién quan vé ky | nhdn lwu hanh tw do tinh lrgng
thuét ciia cdc nwoc tham
chiéu (*)
Cannulae tinh mach 1 ting kDEp ung dieac dlel{
X e . % | kién sau:
Cannulae | dau cong, dau kim loai, c6 10 ;
= A e % 2 -Bugc it nhat 02 nude
tinh thong va than chong xoan.
A e = 2. | trong 50 cac nude tham
9 Phan mach | Cac ¢ 22Fr - 28Fr vdi co noi hiE ok sk shanad iow 30
9 | cong!l |3/8.Chidu daiténg thé khoang DG SR
X : nhan luu hanh tu do;
BNg Gdc 10 2 ‘M| _San xuét tai nudc
cd - Dat tiéu chuan ISO 13485 e e
e frins deoie CE FDA tham chiéu hodc san
e nE LY xudt tai Viét Nam.
C‘annulae tinh mach mdt ’téng’ Eiaél; g Bl Cas (:;u
dau thang, than dugc thiet ké : ; !
Cannulae X : ; . -Duogec it nhat 02 nude
A chong xodn, c6 marker danh
A tinh z A 5 | trong s& cdc nudce tham
10 i mach dau 49 , S8 chidu cdp gidy ching | Cai 50
10 |, 28" | Ca tir 32Fr - 36 Fr, Chidu dai R B} & 8
thang cac | z x 0-4 nhin luu hanh tu do;
cd Mg st o0tz o) -San xuit tai nudc
- Dat ti€u chuan ISO 13485 e
hoéc tuong duong, CE, FDA tham Soiou Mo s
S e e xuét tai Viét Nam.
Cannulae dong mach vanh
loai DLP, dau ro. :
Céc co SFr (1.5mm), 7Fr | Dap tng du cac diéu
Cahnilae (2.3mm), 9Fr(3.0mm), 10Fr | kién : sau:
Foai (d6 dai 3.3mm), 12Fr ( d6 dai | -Duoc it nhét 02 nudc
A o 4.0mm),14 Fr (dg dai 4.7 mm) | trong s0 cac nude tham
Phan dong SRy S RS : "
11 1 oach: | oL thi€t keé than bang thép chiéu cip gidy ching | Cai 40
.+ | khong ri, c6 khoa & vi tri két | nhan luu hanh tu do;
vanh cac | z. 5 £ : ;
5 noi. -San xuat tai nudc

Chiéu dai tdng thé 6 in (15,2
cm)

- Pat tiéu chuin ISO 13485
hodc tuong duong

tham chiéu hodc san
xuat tai Viét Nam.




STT

Tén vat
try te

MO ta yéu cau vé tinh ning,
thong s6 ky thuit va cac
thong tin lién quan vé ky
thuit

Tiéu chuin chat
lwgng (Ngudn goc,
xudt xit; Gidy chirng
nhin luwu hanh tw do
cia cdc nwdc tham
chiéu (*))

Pon
Vi
tinh

S6
lwong

12

Phan
12

Cannulae
dong
mach tré
em cac
co

Cannulae dong mach c6 dau
tip duoc vat, gin voi than dai,
mdt manh, chéng giy gap.Di
kém kim choc cé thé diéu
chinh, ¢6 chirc nang cam mau,
¢6 danh dau do sdu. Ding cho
tré em.Chiéu dai tdng thé
khoang 23 ¢cm.Céng két ndi
1/4 in khong thong khi. Céc cd
dau tip: 8 Fr (2.7 mm), 10 Fr
(3.3 mm), 12 Fr (4.0 mm), 14
Fr (4.7 mm), 16 Fr (5.3 mm)
Pat tiéu chudn ISO hoic
tuong duong, CE, FDA

Pap tng di cac diéu
kién sau:
-Puogc it nhit 02 nudc
trong s6 cac nudc tham
chiéu cp gidy chimg
nhdn luu hanh tu do;
-San xudt tai nudc
tham chiéu hodc san
xuét tai Viét Nam.

Cai

30

13

Phén
13

Canuyn
dong
mach dui
15Fr
ECMO

Cannula dong mach dui co
15Fr, co6 thanh mong va than
chéng xoén linh hoat cho dong
chay tdi da, c6 vong khau gitp
¢ dinh cannula mot cach dé
dang hon, co ndi 3/8 dai 31-
33cm, dau tip dai khoang 18
cm. Cap silicon va choc mach
lam tir PVC non-phtalate gitp
ting cuong chic nidng cula
cannula.

Dat tiéu chuan ISO 13485
hodc tuong duong
Tuong thich véi HE THONG
TRAO POI OXY NGOAI CO
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)

Pap tng du cac diéu
kién sau:
-Puoc it nhat 02 nudc
trong s cac nudc tham
chiéu cdp gidy ching
nhdn luu hanh ty do;
-San xuét tai nudc
tham chiéu hodc san
xudt tai Viét Nam.

Cai




A 4 ~ A A yr -
M0 ti yéu cau vé tinh ning,

Tiéu chuin chét
lwong (Nguén géc,

Pon

S6 Tén vat |thong sé ky thuit va cac | xudt xi; Gidy chimg | . S6
STT A X P . on A 1~ A - V1
phan | twyte |thong tin lién quan veé k¥ | nhdn lwu hanh tir do tinh lwgng
thuat ciia cdc nwoc tham
chiéu (%)
Cannula dong mach dui c&
17Fr, ¢4 thanh mong va than
chong x0dn linh hoat cho dong
chay toi da, c6 vong khéu giap
co dinh cannula mét cach dé 3
dang hon, co n6i 3/8 dai 31- | Dép mg du cac diéu
33cm, dau tip khoang 18 cm. | kién sau: -Duoc it nhat
Canuyn | Cap silicon va choc mach lam | 02 nudc trong s6 cac
A dong tir PVC non-phtalate giGp ting | nudc tham chiéu cap
Phan s 5 : M . ‘k : . -
14 14 mach dui | cuong  chic  ndng cua | gidy ching nhén luu | Cai 2
17Fr cannula.Dat tiéu chuén ISO | hanh ty do; -San xuat
ECMO | 13485 hodc tuong | tai nudc tham chicu
duongTuong thich véi HE | hodc san xuat tai Viét
THONG TRAO DOI OXY | Nam.
NGOAI CO THE (MAY
ECMO) (Model: Bio-Console
560BC1 Speed Controllers,
Hang: Medtronic Perfusion
Systems)
Cannula dong mach dui c&
19Fr, c6 thanh mong va thén
chong xoan linh hoat cho dong
chay t0i da, c6 vong khau giip
co dinh cannula mot cach dé Bie e B0 chotisg
dang hon, co ndi 3/8 dai 31- | P & _
33cm, dau tip khoang 18 cm e ; i
Canuyn o : .| -Pugc it nhat 02 nudc
3 Cap silicon va choc mach lam FER :
A dong : s trong sO cac nudc tham
Phan .. | tt PVC non-phtalate gitp tang T g 5 =
15 mach dui : s . chiéu cap giay chung | Cai 2
15 cuong chirc nang cua cannula. X 3 :
19Fr o 2 nhédn luu hanh tu do;
Pat tiéu chuan ISO 13485 . £ ; ;
ECMO ; -San xuat tai nudc
g aC Higng: - - dypue tham chiéu hodc san
Tuong thich voi HE THONG <t tal Viet Nam
TRAO BbOI OXY NGOAI CO T :

THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)




: Tiéu chuan chat
MO ta yéu clu vé tinh niing, | lwgng (Nguén gc, Bon
S6 | Ténvat |thong sb ky thuit va cac | xudt xit; Gidy chirng | . S6
STT A £ a . in R A N Vi
phan | twyté |thong tin lién quan vé ky | nhdn luu hanh tir do @l lrgng
thuat cia cdc nwdc tham
chiéu (%)
Cannula dong mach dui c&
21Fr, ©6 thanh mong va than
chong xoan linh hoat cho dong
c}}éy toi da, co vong khau gitp
c6 dinh cannula mot cach dé aRTe e
dang hon, co noi 3/8 dai 31- k.ﬁp g ¥
33cm, du tip khoang 18 cm. | o s
Canuyn e i . | -Pugc it nhat 02 nudc
. Cap silicon va choc mach lam e .
A dong < R trong s6 cac nude tham
Phan .. | tr PVC non-phtalate giap téng STk o 3
16 mach dui : e 5 : chiéu cap giay chung | Cai 1
16 cuong chirc ndng cua cannula. 8 2 :
21Fr . 2 nhan luu hanh ty do;
Pat tiéu chuan ISO 13485 J £ . ;
ECMO = -San xudt tai nudc
o Song duong | 4 om chiéu hodc sin
Tuong thich véi HE THONG b Vi Nars
TRAO DOl OXY NGOAI CcO BRI, :
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)
Cannula dong mach dui dung
cho tré em ¢ 10Fr, chiéu dai
khoang 23cm, dau tip dai|p. oo 4y csc didu
khoang 10.5cm. San phidm co Kia 3
Canuyn | thanh méng, chéng vin xodn, | o ; i
= : Pl e > | -Puoc it nhat 02 nudce
: dong san xuat khong chira DEHP. o bkl tham
Phin | mach dui | Dat tiéu chudn ISO 13485 | [005 50 24¢ 179F g
17 . z chiéu cap giay chung | Cai 1
o fcem .| hoflc g Slok e nhan luu hanh tu do;
10Fr Tuong thich voi HE THONG T e 'nu'dc,:
ECMO | TRAO BOI OXY NGOAI CO ;

THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)

tham chiéu hodc sin
xuat tai Viét Nam.




Tiéu chuin chét
; Mo ti yéu cu vé tinh ning, | lwong (Ngudn goc, D
STT So Tén vz’_it thong s6 ky thuit Vi‘li cac | xudt xir; Gidy chirng vi(m S6
phan | twyté |thong tin lién quan veé k¥ | nhdn lwu hanh tw do tinh lwgng
thuit cia cdc nwdc tham
chiéu (%))
Cannula ddng mach dui dung
cho tré em ¢& 12Fr, chiéu dai
ﬁ"m’ dau tip dai Khodng | o0, oo di chc dida
cm. San pham c6 thanh | .. :
Canuyn | méng, chdng van xoén, san kilgn i kG0 e
‘ dong | xuat khong chia DEHP. t;or:rq:c‘:tcgc iiréc :;1}:; (;S
Phin | mach dui | Pat tiéu chudn ISO 13485 | "1045 50 8¢ TI9C 1 .
4 18 tr¢ em | hodc tuong duong Chl,e SR en Shng - Col :
12Fr | Tuong thich véi HE THONG “g‘%“ i Jt‘a“th. o
ECMO |TRAODOIOXYNGOAICG | o7 g & Thr
THE (MAY ECMO) (Model: gl
Bio-Console 560BC1 Speed Mt Vig ey
Controllers, Hang: Medtronic
Perfusion Systems)
Cannula dong mach dui dung
cho tré em c& 14Fr, chiéu dai
khoang 23cm, dau tip dai| ., . Sei
khoang 11.5cm. San pham €0 Ei?; ng dn.aie Csl;iu
Canuyn | thanh mong, chong van xoan, “Duoc it nhit 02 nuc’rc;
‘ dong san xuat khéng chira DEHP. trong.sé S ARt
Phan | mach dui | Pat tiéu chuan ISO 13485 e TR 7 =
19 19 £ hod g chiéu cap giay chiung | Cai 1
= i L YON2 | hhan luu hanh tu do;
14Fr | Tuong thich véi HE THONG "S-, e
ECMO | TRAOBOIOXYNGOAICG | (=t e (& B
THE (MAY ECMO) (Model: 4t tai Viet Nam
Bio-Console 560BC1 Speed e e 2
Controllers, Hang: Medtronic
Perfusion Systems)
Cannula dong mach dui dung
cho tré em c& 8F1:, chiéu dai
khoang 23cm, dau tip dai |, . i
khoang 10cm. San pham co Ei?r)l ngdi G i;iu
Canuyn | thanh méng, chong van xoan, | 5 = . 4 o nuér(;
: dong | san xuat khong chira DEHP. A Al et
Phin | mach dii | Dat tiéu chudn ISO 13485 | 1058 °0 48 08 1 >
20 20 et ol fuong duorix chlaeu cap giay chung | Cai 1
8Fr | Twong thich voi HE THONG | e M L
ECMO | TRAODOI OXY NGOAI CO g

THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)

tham chiéu hodc sin
xuat tai Viét Nam.




Mo ta yéu cau vé tinh ning,

Tiéu chuin chit
lwgng (Nguon géa

Pon

S6 Tén vat | thong sé ky thudt va cac | xudt xie; Gidy chitng | . So
STT A A A . oa X v a N vl
phin | twyté |thong tin lién quan ve kY | nhdn lwu hanh tw do tiah lwong
thuat cia cdc nwoc tham
chiéu (%))
Ong hit mém tryuc tiép trong B_a}p g A e dle‘u
U TR e kién sau: -Pugc it nhat
C hoédc ngoai tim cac ¢ tir 16Fr- : s
anuyn e : .. | 02 nudc trong sO cac
S 20Fr, dau noi 1/4 inch, dai > e
X hit tim : .5 1 4 | nuéc tham chiéu cap
Phan o khoang 30-40cm. Thiét ke | .: ; « -
21 trai cac A \ .. . | gidy chimg nhan luu | Cai 70
21 ., | than cannulae mém giap dé | 7, : %
loai céc : it A ? 2 | hanh tu do; -San xuat
S dang hat va khong lam ton | _ . ; o
co % e : | tai nudc tham chiéu
thuong mo. - Pat tiéu chuan hofic san xudt tai Viat
[SO 13485 hoic tuong duong : : d
Nam.
Cannula tinh mach dui dung
cho tré em cd 10Fr,‘ dau noi
1/4"(0.64cm),  chiéu  dai
khoing 23cm, dau tip dai|., . S
khoang 10.5cm, thanh day E.%p g du cie d]m{
: 2 . | kién sau:
Canuyn | 0.37-039mm. San pham co oA ;
5 g - £ . P -Buoc it nhat 02 nudc
tinh : thanh mong, chong vén xoan, REE TR R
2 Phan | mach c0 | san xuat khc"mg chira DEHP. chiéﬁ ol piko ol Céi 1
22 | tréem |Dat tiéu chudn ISO 13485 | SSY caP g1y chumg
% nhan luu hanh ty do;
et hoge Yol Ll -San xuat tai nudc
ECMO | Tuong thich véi HE THONG B ki e
TRAO DOI OXY NGOAI CcO ikt s Ve N A
THE (MAY ECMO) (Model: : i :
Bio-Console 560BCI1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)
Cannula tinh mach dui
Biomedicus NextGen dung
cho tré em ¢& 12Fr,\ dau noi
1/4"(0.64cm),  chieu  dai :
khoang 23cm, dau tip dai | Pap Gng dia cac diéu
Comiives khoang Ilcm,théph day 0.37- | kién 3 sau:
s 1 0.39mm. San phim c6 thanh | -Duoc ft nhét 02 nude
Phikn | = mack ch mépg, chong van xoan, san trong sércéc n}réfc tham
23 23 8 o xuat khong chaa DEHP. chiéu cap giay ching | Cai 1
ope | Pat tiéu chudn I1SO 13485 | nhin lwu hanh ty do;
ECMO hodc tuong duong | -San xuat tai nudc
Tuong thich véi HE THONG | tham chicu hodc san
TRAO POI OXY NGOAI CO | xuat tai Viét Nam.

THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)




STT

Tén vat
twy té

Mo ti yéu ciu vé tinh niing,
thong sb ky thuit va cac
thong tin lién quan vé ky
thuit

Tiéu chudn chat
lwgng (Nguon goc,
A - o £ »
xuat xir; Giay chirng
nhin luwu hanh tw do
cia cdc nwoc tham

chiéu (%))

Pon
vi
tinh

Sb
lwgng

24

Phan
24

Canuyn
tinh
mach cb
tré em
14Fr
ECMO

Cannula tinh mach dui dung
cho tré em c& 14Fr, dau ndi
1/4"(0.64cm),  chidu  dai
khoang 23cm, diu tip dai
khoang 11.5cm, thanh day
0.37-039mm. San pham cé
thanh mong, chong vin xoén,
san xuét khong chira DEHP.
Pat tiéu chudn ISO 13485
hodc tuong duong
Tuong thich véi HE THONG
TRAO BOI OXY NGOAI CO
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)

Pap ung du cac diéu
kién sau:
-Duoc it nhat 02 nudc
trong sb cac nudc tham
chiéu cép gidy ching
nhdn luu hanh tu do;
-San xuét tai nudc
tham chiéu hodc san
Xudt tai Viét Nam.

Cai

25

Phan
25

Canuyn
tinh
mach cbd
tré em
8Fr
ECMO

Cannula tinh mach dui dung
cho tré em c& 8Fr, dau ndi
1/4"(0.64cm),  chidu  dai
khoang 23cm, diu tip dai
khoang 10cm, thanh day 0.37-
0.39mm. San pham c6 thanh
mong, chéng vin xodn, san
xuat khong chira DEHP.
Pat tiéu chuin ISO 13485
hoac tuong duong
Tuong thich véi HE THONG
TRAO DOl OXY NGOAI CO
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)

Pap (g du cac diéu
kién sau:
-Puogc it nhat 02 nudc
trong sb cac nudc tham
chiéu cép gidy ching
nhéan luu hanh tu do;
-San xudt tai nudc
tham chiéu hodc san
Xuat tai Viét Nam.

Cai




M@0 ta yéu cau vé tinh ning,

Tiéu chudn chat
Irgng (Nguc’)‘n géc,

grp | S8 | Ténvit | thong sb ky thudt va cac | xudt xis Gidy ching o | sb
phan | twyte |thdong tin lién quan ve Ky | nhdn lwu hanh tw do ik lwgng
thuat cia cdc nwdc tham
chidu (%)
Cannula tinh mach duai va bd
kit dat kiéu bicaval, c6 thanh
mong va than chong xoén linh
hoat cho dong chay toi da, ¢
vong khau chin xa gidp cb
dinh vi tri, 16 bén tai vi tri tinh Din: e & ol did
mach chu trén va tinh mach .E}p e et
Canuyn | chi dudi gan tinh mach éan klgn  nhét 02 il
] tinh | cho phép dan luu kiéu bicaval, t;or:Iggélt(:zc ?111‘(’)‘0 ?l; Or;(]:
%6 Phan | mach dui | conoi 3/8 khong thong khi,dai h"g B . ok . =
2% S 65 hidy dai ddy | MieY cdp gidy chung | Cai 1
2 gHnEs0a0H, o A | hhan luu hanh tu do;
I6n 15Fr | tip khoang 49 cm, ¢& 15Fr. Son bt .mrc’rc,
ECMO | Dat tiéu chuan ISO 13485 et
hoac tuong duong thap ?hlefl.j hodo so
Twong thich véi HE THONG Rl VI DA,
TRAO DOI OXY NGOAI CO
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)
Cannula tinh mach dui va bd
kit dat kidu bicaval, ¢6 thanh
mong va than chng xoén linh
hoat cho dong chay t6i da, co
vong khau chin xa glup cd
dinh vi tri, 15 bén tai vi tri tinh Dép {mg di chc didu
mach chu t‘rén va tinh mach kleﬁ S e 1t Ch&t
Canuyn | chu dudi gan tinh mach gan 02 nude: trong 567G
: tinh cho phép dan luu ki€u bicaval, o thatii chiby o
Phin | mach duii | conbi 3/8 khong thong khidai | Toe© e
27 o gidy chimg nhéan luu | Cai 1
27 ngudi | khoang 65cm, chiéu dai dau Bioh tirdo: San xuat
I6n 17Fr | tip khoang 49 cm, ¢& 17Fr. Dat dai diiide il chiad
ECMO |tiéu chuan ISO 13485 hodc | °

tuvong duongTuong thich véi
HE THONG TRAO DOI
OXY NGOAI CO THE
(MAY ECMO) (Model: Bio-
Console  560BC1  Speed
Controllers, Hang: Medtronic
Perfusion Systems)

hodic san xuat tai Viét
Nam.




oA A A
Tiéu chuan chat
M0 ta yéu ciu vé tinh ning, | lwong (Ngudn goc, Pon
STT S«;} Tén vat | thong s6 ky thuat va cc | xudt xi; Gidy chirng o Sb
phin | twyté |thdng tin lién quan vé k§ | nhdn luu hanh tw do tinh lwgng
thuat ciia cdc nwée tham|'™"
chiéu (*))
Cannula tinh mach dui va bg
kit dat kiéu bicaval, c6 thanh
mong va thin chdng xoin linh
hoat cho dong chay tdi da, c6
vong khau chén xa gitp cb
dinh vitri, 16 béntai vitritinh | o 4l L e
mach chu trén va tinh mach oD THEC T bR
Canuyn | chi duéi gan tinh mach gan klgn  nhét 02 SO
‘ tinh | cho phép dén luu kiéu bicaval, t;o:ggéltc:gc iu'c'yc ?}:; c:;:
28 Phan | mach dui | condi 3/8 khéng th@ng khi,d‘e‘li h"g ke e g Céi |
5 ; .2 axe a3 | chi€u cap giay ching ai
28 ngudi | khoang 70cm, chiéu dai dau S ey
lén 19Fr | tip khoang 54.0 cm, G 19Fr. S ‘nuc'rc;
ECMO | bat tiéu chuan ISO 13485 S e
hoac tuong duong tha{m 9h1€.:? Hioge: san
Twng fhleh vér G THONG | ALattaLMce Nam,
TRAO POI OXY NGOAI CO
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)
Cannula tinh mach dui va bd
kit dit kiéu bicaval, c6 thanh
mong va than chng xoan linh
hoat cho dong chay t6i da, c6
vong khau chin xa gip cb
dinh vi tri, 16 bén tai vi tri tinh Biip g 40 edc Mib
mach chu trén va tinh mach kiéﬁ e
Canuyn | chu dudi gan tinh mach gan Puoc it nhit 02 nué’(;
: tinh cho phép dan luu ki€u bicaval, trong <5 ol G aham
Phan | mach dui | conoi 3/8 khong thong khi,dai S L ; s
29 < ; .2 S, x| chiéu cap giay ching | Cai 2
29 nguoi | khoang 70cm, chiéu dai dau Al b e i
I6n 21Fr | tip khoang 54 cm, c¢¥ 21Fr. s T 'nuc’rc’:
ECMO | Pbat tiéu chuan ISO 13485 :

hodc tuong duong
Twong thich véi HE THONG
TRAO DOl OXY NGOAI CO
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)

tham chiéu hodc san
xuat tai Viét Nam.




A L2 A A A gr o
M0 ti yéu cau vé tinh ning,

Tiéu chuin chat
lwong (Nguén goc,

Pon

S6 | Ténvat | thong s6 ky thudt va cac | xudt xie; Gidy ching | . | S6
STT A X A . on A L= A \ V1
phan | twyte |thong tin lién quan veé Ky | nhdn lwu hanh tir do tinh lwgng
thuat cia cdc nwdc tham
chiéu (%))
Cannula t:fnh mach dui va bd
kit dat kieu bicayal, Cé’ thanh
mong va than chong xoan linh
hoat cho dong chay tbi da, cd
vong khau chin xa grup cb
dinh vi tri, 18 bén tai vi tri tinh TR T
mach chd trén va tinh mach AR E
Canuyn | chu dudi gén tinh mach gan kdkn ‘ A
i % i -Dugec it nhét 02 nude
i tinh cho phep dan luu kiéu bicaval, o cc nudc tham
Phan | mach dui | co ndi 3/8 khong thong khi dal 2 o
30 o chiéu cép gidy chimg | Cai 2
30 ngudi | khoang 76cm, chidu dai dau
; nhan luu hanh tu do;
16n 23Fr | tip khoang 60 cm, c¢& 23Fr. DN
ECMO | Dat tiéu chuan ISO 13485 o
5 tham chiéu hodc san
o it do0E xuét tai Viét Nam
Tuong thich véi HE THONG ? a :
TRAO DOI OXY NGOAICO
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)
Déap ng du cac diéu
E kién : sau:
C Cannula than bang Silicon, | -Puoc it nhat 02 nude
anuyn ; R Bt Lo :
X X dung cho ngudi 16n hodc tré | trong so cac nudc tham
Phan truyén s s : e e ; 4
3 3] nowoe | €M €0 bong ¢& khoang 15Fr chiéu cap giay ching | Cai 10
dgon' (5.0mm), chidu dai khoang | nhan luu hanh tu do;
& | 32cm, tiéu chudn FDA -San xudt tai nude
tham chiéu hodc san
xuat tai Viét Nam.
- Vit li¢u 2 16p bao gom mang
polyethylene  hodc  wiong | poy oo 4y cac didu
v duong bén trong va l6ép vai | .. ;
Chéan 5 s 5 y kién sau:
S khong dét bén ngoai, chdng i :
lam am £ 5 z ; > | -Dugc it nhat 01 nudc
; tham dich, chong rach va i :
A tré em . 5 . 3 trong so cac nudc tham
Phan - thung. Khong can tia X. Spa 5 r
32 39 dung Kho 5 chit sy di chiéu cap gidy chung | Cai 1
trong {mgong o a0 s-gey ol nhén luu hanh ty do;
phiu o T -San xuat tai nude
thuat - Micng che dau bing nhya tham chiéu hodc san

déo ’
- Dat tiéu chuan ISO 13485
hodc tuong duong

xudt tai Viét Nam.




A

A g A A A Lr ~
Mo ta yéu cau ve tinh ning,

Tiéu chuin chat
lrgng (Nguén géc,

Pon

STT S? Tén vz:it thong s6 ky thuat vz‘l1 cac | xudt xir; Gidy chirng = Sb
phan | twyté |thong tin lién quan vé Ky | nhdn luu hanh tw do tinh lwgng
thuat cia cdc nwdc tham
chiéu (%))
Chi dién cuc da soi sb 2/0 | Pap tng du cac dicu
Chi dién béng thép khong gi 316L phu | kién sau: -Duoc it nhét
e i bing blue p_olyethylepe dai | 02 nudc trong.'sé cac
Phin s&i 6 69-65cm; 2 k!m: mot kim tron nu'c'rc tham chiéu céap
33 33 2/0‘(]102,10 dau tron dai 17-19mm 1/2 | gidy ching nhén luu | Tép 170
tu‘o‘ng. vong tron .Vél mot kim thang | hanh tu do; -San XEj'ﬁt
dirong) dau tam giac 60-65mm. Dat tai nudc th?.m chiéu
tiéu chuan : ISO 13485 hodc | hodc san xuat tai Viét
tuong duong, CE, FDA. Nam.
k}?("?r:g 1 Pép (mg di cdc didu
ohtone Chi khong tan tong hop dorr.n kién , sau:
hop don soi polyprop)flene s0 3/0 dai | -Duogc it nhat 02 nudc
Phin . 90-95cm; 2 kim tron dau tron | trong sO cac pgéc tham
34 34 polyia e bang hop kim Ethalloy, dai | chiéu cap giay ching | Tép 140
Vlono sh | 26-28mm 1/2 vong tron. Dat | nhdn luu hanh ty do;
3/0 (hoc tiéu chuan : ISO 13485 hoac | -San Xl.‘liit tai nudc
tucmg. tuong duong, CE, FDA. thaﬂm (.Zhlf:’,l‘.‘l hodc san
duong) xuat tai Viét Nam.
kggrllg : ; Dﬁ'}p tng du cac diéu
tiine Ch.i khong tan tong‘hgp doir} kién e sau:
hop dom Qi polyprop)flenez s0 5/0 c.ial -Dugcﬂrlt r}hat Q2 nudc
Phin e 75-80cm; 2 kim bang hop kim trong s cac nuge tham :
35 35 polyi) - Ethalloy than tron dau tron, | chiéu cap giay ching | Tép 360
o nik dai 1.3:15mm: 1/2 vong tron. | nhan luu ihanh_ tu df’;
5y/0 (oA Davt tiéu chuan : ISO 13485 | -San Xl.lilt tr;nv nu(?c
tchmg. hoédc tuong duong, CE, FDA. tha;m (':hlﬁ?l;l hodc san
diione) xuat tai Viét Nam.
k%}:g 3 Pap tng du cac diéu
e téng Chi khong tan t(")ng'hgp do’r} kién T sau:
hop dom sgi polypropylene so 6/0 d‘éu -DLI'QC’:II nhat QZ nuge
Phin o 60-65cm; 2 kim tron dau tron tro_r}g so{ca’tc nude th,am :
36 36 polybrop béang hgp kim Ethalloy dai !1- chiéu cap giay ching | Tép 240
e 13rqm 3/8 vong tron. DPat tiéu | nhén luu ’he‘mh- tu do;
6y/0 (hodic chuén : ISO 13485 hodc tuong | -San xge}t tz_uv nuc?c
tuong' duong, CE, FDA. thaAm c_:hlglnj hodc san
ditone) xudt tai Viét Nam.




i Tiéu chuan chat
; MO ta yéu ciu vé tinh ning, | lwgng (Nguén gic, S ;
spp | S0 | Ténvit | théng s6 ky thudt va cdc | xudt xit; Gidy ching & S6
phin | twyté |thong tin lién quan vé ky | nhdn luu hanh tw do | ; lwgng
= s . : tinh
thuat cia cdc nhwdc tham
chiéu (%)
o : Pép (ng du céc didu
i té.% Chi khéng tan téng hop don | kién s
2 dorﬁ soi polypropylene s6 7/0 dai | -Duoc it nhat 02 nudc
Phin 'Ecri 69-65cm; 2 kim tron dau cat, trong sﬁ’céc ngc’rc tham
o 37 i bang hgp kim Ethalloy, dai 9- | chiéu cap gidy ching | Tép 30
p?eﬁgrsg 10mqm 3/8 vong tron. Pat tiéu | nhan luu ’hz‘mh tu do;
73:,0 (hoae | chudn ;130 13485 hofc wong | -Sin xudt tai nuée
tucm. duong, CE, FDA. tham chiéu hoidc san
ducrng) xuat tai Viét Nam.
kl?glrig Pap tng du cac diéu
2 At 2 kién sau:
tan tong Ch.l khong tan tong‘hgp dcr‘n' Bivge T nlish Dlminde
hop don | sgi polypropylene so 8/0 dai £ .
X X . ai. ... | trongsdcdemrée tham
Phan soi 45-50cm; 2 kim tron dau tron, Ty 2 b
38 X ; % chiéu cap giay ching | Tép 20
38 polyprop | bang hop kim Ethalloy, dai 6- : d ?
X ; < .~ | nhan luu hanh ty do;
ylene so | 7mm 3/8 vong tron. Tiéu Rk el e
8/0 (hodc | Chuan ISO, CE, FDA TR
fonp tham chiéu hodc san
duong) xuat tai Viét Nam.
Cl:;lfgtau Chi khéng tan tong hop da soi
Kkhon polyeste, bao phu bang p
t ‘t’;g polybutylate s 2/0, dai 75- | Dap tmg céc diéu kién
Eg 0;5 SQcm; 2 kim tron dau tron | sau: :
39 Phan ’ %i bang hop kim Ethalloy dai 22- | -Duoc it r]hét Q2 nLI‘(:)‘C Té 500
39 IS ¢ 24mm 1/2 vong tron. Pledget | tham chiéu cdp giay P
p o;yze /sbe c6 kich thude khoang 7mm x | ching nhén luu hanh
S(E - 3mm x 1,5mm. Dat tiéu chuan | tu do;
tu,gﬁ ISO 13485 hodc tuong
du‘o’ng) duong, CE, FDA.
Chi phau
ﬁﬁggt Chi khéng tan tong hop da sgi
e polyester, bao phu bang| ., . o e
tan tong £ = Dép g cac dicu kién
polybutylate s6 2/0, dai 75- : Lt S
A hop da : : 5o . | sau: -Pugc it nhat 02
Phan 2 80cm; 2 kim tron dau tron ; el >
40 SOl 3 : e nudc tham chiéu cap | Tep 200
40 : biang hgp kim Ethalloy dai 22- | % : 0
polyeste : 5 .~ | gidy chung nhan luu
£9/0 24mm 1/2 vong tron. Dat tiéu bhchrdor
Sﬁ © chuin : ISO 13485 hoic tuong Rt
t(ufiﬁ; duong, CE, FDA.
duong)




Tiéu chuin chit
MG ta yéu cu vé tinh ning, | lwong (Ngudn goc, D
STT Sé Ténvit | thong s6 ky thudt va cic | xudt xir; Gidy chirng vi(m S6
phan | twyte thong tin lién quan ve k§ | nhdn luwu hanh tw do tinh luwgng
thuat cua cdc nwdc tham
chiéu (%)
Chi phau
l:;lgﬁtg Chi khong tan tong hop da soi :
tan thng polyester, bao phu bang | Déap g cac dicu kién
; hop da polybutylate s6 2/0, dai 90- | sau: :
A1 Phan e 95¢m; 2 kim tron dau cat bang | -Pugc it nhat Q2 nuc:rc Té 100
41 SOl | hop kim Ethalloy dai 17- | tham chiéu cép gidy | "7
olyeste | ./ 5 : S : = :
psé 20 19mm 1/2 vong tron. Pat tiéu | chimg nhan luu hanh
(hotld chuan : ISO 13485 hoic tuong | tu do;
7 duong, CE, FDA.
tuong
duong)
Chi phau
I:Egitg Chi khong tan tong hop da soi 2
Gmitone polyester, dugc bao phﬁ'béng Dap ng céac diéu kién
. Hop da polybutylate so6 3/0 dai 75- | sau: :
4 Phan e SQcm; 2 kim tron dau tron, | -Pugc it qhét QZ mrc:rc Tép 840
42 e bang hop kim Ethalloy, dai | tham chiéu cap giady
pséy3/0 17-19mm 1/2 vong tron. Dat | ching nhéan luu hanh
(hoic tiéu chuan : ISO 13485 hodc | tu do;
2 twong duong, CE, FDA.
tuong
duong)
Chi phau
ktﬁgitg Chi khéng tan tong hop da soi e
i polyester, dugc bao phl’f bang | Pap Umg cac dieu kién
‘ b polybutylate s6 3/0 dai 75 - | sau: :

43 Phan 'Sl;i SQcm; 2 kim tron dau tron | -Pugec it r}hét Q2 nu@rc Té 390
43 - bing hop kim Ethalloy, dai | tham chiéu cdp gidy | P
p°;y§/53e 22-24mm 3/8 vong tron. Dat | chimg nhan luu hanh
Those | tiéu chudn : ISO 13485 hodc | ty do;

(hode tuong duong, CE, FDA.
tuong
duong)




Tiéu chuin chat
MBS ta yéu ciu vé tinh ning, | lwong (Nguén gic, D
spp | S8 | Tenvat | thongsdky thuitva cic | xudt xit; Gidy chitng g
phan | twyte thong tin lién quan ve ky | nhdn lwu hanh tw do ik lwgng
thuat cia cdc nwoc tham
chiéu (*))
Chi tan tong hop da soi
Polyglactin 910, Idp voé A S iy
khoang 50% polyglactin 370 Eg‘r’l (g -cae ‘;:;‘f
Chitan | & khoang 50% chat bdi tron -Puoc it nhét 02 nu'é(;
tong hop | Calcium Stearate, chi s0 1, dai e ;
% : o . 4% ... | trong sd cac nude tham
m Phan dasgi | 90-95cm; kim tron dau tron Chibt cin iy chie | Tép 20
44 1/0 (hodc | bang thép Ethalloy cé phu e i tohot e
twong | silicone, dai 40-44mm, 1/2 S £ s e
duong) | vong tron. Thoi gian tu tidu | a Xl.l?t tal- T
. ; - tham chiéu hodc san
hoan toan: 50-70 ngay. Dat 4 tai V&t Nam
tiéu chun : ISO 13485 hogc | “"7 ! V¢ '
tuong duong, CE
Chi tan tong hop da soi
Polyglactin 910 duoc boc bai Bip g A oo iditn
Chitan | khoang 50% la Polyglactin Kien o
tong hop | 370 va  khoang 50% la -Duoc it nhét 02 nuéc.
3 dasgi | Calcium Stearate so 2/0 dai trong: B oke e tinm
Phan | Polyglact | 75-85cm; kim tron dau tron, Rk ; -
45 ; FE . : . | chiéu cap giay ching | Tép 90
45 in 910 s0 | bang thép Ethalloy c¢6 phu ae [l e
2/0 (hodc | silicone, dai 26-28mm 1/2 San koo 'nuc’ﬂ;
twong | vong tron. Thoi gian tu tiéu tilam c)l?ilgu 55 v
duong) | hoan toan: 50-70 ngay. Dat udt tal Vigt Nam
tiéu chuédn : ISO 13485 hoic g ; :
tuong duong, CE
Chi tan tong hop da soi
Polyglactin 910 dugc boc boi | ., e
g:hi tan | khoang 50% la Polyglactin E;;E ingqeil e (Z:;u
tong hop | 370 va  khoang 50% la “DPuoc it nhit 02 nuc'fc;
: dasgi | Calcium Stearate so 3/0 dai trong' bk datha
46 Phan ?olyglac} 7?-800m: kim tron dau’ tron‘, chibu cp. giky chime | Tép 90
46 in 910 s6 | bang thép Ethalloy cé phu ShEn b harh b
3/0 (hoic | silicone, dai 26-28mm 1/2 AR e .mrér(;
twong | vong tron. Thoi gian tu tiéu TR
duong) | hoan toan: 50-70 ngay. Dat skt tai Vist Nam
tiéu chuan : ISO 13485 hodc : ; S
tuong duong, CE




L Tiéu chuin chat
: M ti yéu cAu vé tinh niing, | lwgng (Ngudn goc, o
grr | S0 | Ténvdt | thongso ky thuit va cic xudt xit; Gidy chitng | . S6
phan | twyté thong tin lién quan vé ki | nhdn lwu hanh tw do ri!nh lwong
thuat cia cdc nwdc tham
chidu (%)
Pap (ng du cac dicu
Gl 'Ehep Chi thép khau xuong uc s6 1 kigy ; sel;
khau N : A R -Duogc it nhat 02 nude
: SIS, bing thép khong gi dai 45- ; th
47 Phan °e 50cm; kim tron dau cat dai 40- s 0 g NGy Tl :
47 e 45mm 1/2 vong tron. Dat tiéu chiéu cap giay chimg | Tép o
(hodc ) B nhan luu hanh tu do;
chuan : ISO 13485 hodc tuong . £ : :
twong | 4 ine CE. FDA -San xuat tai nudc
duong) e : tham chiéu hodc san
xuat tai Viét Nam.
ot 5 TR bap ung du céac diéu
Chi thép Ch,rl thip i xuon% V6. 5005 kién sau: -Puoc xt nhat
S chét liéu 316L (hoac tuong
khau duong), dai 45-50cm. Kim 02 nudc trong so cac
Phian | *YL€ Y | tron cong 1/2 vong tron, dai nuée tham chicu cép 2
48 48 s0 5 48-53mm. Diu kim cét holic gidy chimg nhan luu | Tép 104
t(ggﬁc tam giac. Dat tiéu chudn ISO ?;n};;%soth;iancﬁrjﬁ
, & 113485 ho#c twong duong, CE, | © . . VR
duong) FDA hodc san xuat tai Viét
Nam.
béap (mg du céac dicu
R kién sau:
- La cat noi thang, c¢6 khoa, ; z
Gt i i ther Wb nbigad ob 114" <aJ16" |, Do et O ke
A - X trong 50 cac nudce tham
Phan 1/4 - - Dugc lam bang Ee 0
o 49 3/16 ¢6 | Polycarbonate chiéu cap gxa}}; giung . Lol :
luer lock | - Pat tidu chuan ISO 13485 nha,n hry Ahan o df)
hodc twong duong e Je U
: tham chiéu hodc san
xuat tai Viét Nam.
Pap ung du cac dicu
kién sau:
g ;La et noi tlj&.mg EO khoa" -Buoc it nhat 01 nuéc
Catndi |ddu két ndi co 1/ Wi cic nude st
Phdn | 1/4x 1/4 |- Dugc lam  bing | x> S
50 : chiéu cip gidy chimg | Cai 20
50 ¢ luer | Polycarbonate wlian Tow banh -t do:
lock - Pat tiéu chuan ISO 13485 - :

hodc tuong duong

-San xuat tai nudc
tham chiéu hodc san
xuat tai Viét Nam.




Tiéu chuin chat
MBS ta yéu ciu vé tinh ning, | lwong (Nguon goc,
S6 Tén vit thong s6 ky thuit va ca uit xie; Gidy chit B(m S6
STT 0 A Ong so ky thuatva cic | xuat xit; Gidy ching | .
phan | twyté thong tin lién quan vé k§ | nhdn lwu hanh tw do tinh lwgng
thuat ciia cic nuwéc tham |
chiéu (%)
Pap ung du cac diéu
Gtz | S dudug uh mach gt lillgrtlmc itnhdt 01 i
; dav tinh cho thiét bi do SpO2 Data ¢ o
Phan Y Master/B-care5 cac co 1/2" rong 0 cac mroc A
51 mach > | chiéu cép gidy chimg | Cai 10
: < - : p gidy chimg ai
21 Bcare 5 S8 e L4 nhdn luu hanh tu do;
.. | Pat tiéu chuan ISO 13485 . £ Rl R
caced | <. tuong duong -San xggt tai nudc
: tham chiéu hofic san
xudét tai Viét Nam.
Pap (g du cac diéu
Bo 6ng mau cho may do do | kién sau:
Kit thir | déng méu. Vit tu tuong thich | -Pugc it nhét 01 nudc
Phin dodd | voi Thiét bi c6 model ACT trong s6 cac nude tham
52 57 dong 200 Medtronic thudgc s¢ hiru chidu cdp gidy ching | Cai 300
mau cua bénh vién. | nhan luu hanh ty do;
(ACT) |- Dat tiéu chudn ISO 13485 | -San xuét tai nudc
hodc tuong duong tham chiéu hodc san
xuét tai Viét Nam.
Phoi nhén tao ding cho tré em
<10kg, Hé théng phdi nhén
tao co tich hgp phin loc dong
mach, khoéng gin heparin,
giam sy hoat hoa va két dinh
tiéu cau.Bo tim phdi nhan tao
Phoi dung trong tudn hoan ngoai co
nhén tao | thé:- Dién tich mang trao dbi | Pap ung du céc diéu
dung cho | 0.5-0.7m2- Luu luong mdu | kiénsau: -Dugc 1tnhat
tréem | trao ddi 0.1 -> 2 lit/phat.- C6 | 01 nudc trong 5O cac
Phin cho hang | van diéu tiét 4 ap lyc dm/dwong nude tham chiéu cdp :
53 53 can va thé tich thap nhat dé van gidy chimg nhén luu | BO =
<10kg | hanh la 20ml- Thé tich mbi | hanh tu do; -San xut
kém day | khoang 43-48ml- Thé tich | tai nuéc tham chiéu
dinva | binh chira mau khoang 1000- | hodc san xuét tai Viét
chcphu | 1200ml- Kém déy dan, hé | Nam.
kién thong gia d&, cac cut ndi va
cac phu kién- Kem So dd
huong dan chi tiét md ta cach
lip dat diy dan va céac phu
kién di kém- Dat tidu chuan
ISO 13485 hodc tuong duong,
CE




AL A A A s -
M0 ta yéu cau ve tinh ning,

Tiéu chuian chit
lwgng (Ngu3n goc,

STT Sé Tén vat | thong sb ky thudt va cac | xudt xit; Gidy chiing Bon. | o5
phidn | twyté thong tin lién quan vé ki | nhdn lwu hanh tw do :.1 h lwgng
thuit ciia cdc nuéc tham |
; chiéu (%)
Phoi nhén tao dung cho tré em
10kg e 20kg
Hé thong phoi nhan tao cd tich
hop phin loc dong mach,
khong gén heparin, giam su
hoat hoa véq két dinh tiéu cau.
Bo tim phdi nhén tao ding
: trong tuan hoan ngoai co thé:
Phoi - Dién tich mang trao doi B e 3 che. didn
nhén tao | khoang 0.5-0.7m2 Wi s & :
: : 1 o | XKiEN sau:
dung cho | - Luu lugng mau trao doi tir o LR A
; e -Puoc it nhat 01 nudce
treem |0.] -=> 2 lit/phat. rElEe e
A 2 : Al o trong so cac nude tham
Phan | hangcin | - C6 van dieu tict ap luc Trgt Ry : 5
54 ; S % | chiéu cap giay chung | BO 10
54 10-20kg | &m/duong va thé tich thép H 4 g
. s e o : : nhan luu hanh ty do;
kém day | nhat dé van hanh la 20ml 33 £ : ;
AL %o X 4 -San xuat tar nuoc
danva |- Thé tich moi khoang 43- B e
; tham chiéu hodc san
ciephu | 48] xudt tai Viét Nam
kién - Thé tich binh chira mau ! : :

khoang 1000-1200ml
- Kém day din, hé thong gié
da, céc cht ndi va cac phy kién
- Kém So dd huéng din chi
tiét md ta cach lap dat day dan
va cac phu kién di kém
- Dat tiéu chuan ISO 13485
hoac tuong duong, CE




A g A A, -
M0 ta yéu cau ve tinh ning,

Tiéu chuin chit
lwgng (Nguén goc,

STT S(:) Tén v%t thong sb ky thuat va cac | xudt xit; Gidy chitng ?lon Sb
phan | twyte thong tin lién quan vé k§ | nhdn lwu hanh tw do tinh lwgng
thuat cia cdc nwdc tham
: chiéu (*)
Phoi nhén tao kém day cho céc
hang can 20 -50kg , over 50 kg
Hé thong phoi nhén tao ¢6 tich
hop phin loc dong mach,
khong gin heparin, giam su
hoat héa va két dinh tiéu cu.
Phdi nhan tao ding cho ngudi
16n:
Phdi |- Luu lugng méu trao dbi 1- | o, FRVES o
nhan tao | 7lit/phut Dip lmg di i
; 2 AT e s kién sau:
kém day | - Dién tich bé mat mang trao Pug it hheal fde
chocac |ddi khi khoang 2.5m2
A 4 e A .. | trong s6 cac nu'orc tham
55 Phan | hangcan | - C6 mang loc bén trong voi Shikh aho iy chim Bo 15
55 | 20-50kg | kich thudc 13 loc khoang 25 | £ =P B0 B8 | 8
kéem ddy | micromet nse_l’n st 2 .tt'r 9
dinva |- Thé tich binh chira mau | >0, o L e
: : tham chiéu hoac san
cac phy | khoang ! 4000-4500ml. ikt tai Viet Nam
kién - Thé tich moi tinh khoang : : -

250-270ml

- Kém déy dén, hé thong gia
d&, cac cut ndi va cac phu kién
- Kém So d6 huéng dan chi
tiét md ta cach lap dit ddy dan
va cac phu kién di kem
- Dat tiéu chuén ISO 13485
hoac tuong duong, CE




: Tiéu chuan chat
: M5 ti yéu ciu vé tinh ning, | lwong (Nguén goc, Pon
STT S? Tén vat thong s6 ky thuit va cac xudt xiv; Gidy chitng | . S6
phin | twyté thong tin lién quan vé k§ | nhdn lwu hanh tir do :i!nh lwgng
thuat ciia cdc nwdc tham
1 chiéu (%)
Phoi nhéan tao tich hop phin
loc dong mach cho cac hang
can trén 50kg kem day danHé
thong phoi nhén tao c6 tich
hop phin loc dong mach,
Phéi khong gan heparin, giam su
& hoat hoa va két dinh tiéu
nhéan tao
: cAu.Phéi nhén tao dung cho
tich hop e , .| Pép tng du cac didu
: nguoi Ién: - Luu lugng mau
phin loc - oo 2R Lkien sau: -Bagc 1tnhat
45 trao doi 1-7lit/phut- Dién tich
ong = v 5 220101 nude trong s6 cac
bé mat mang trao doi khi
X mach g A nude tham chiéu cap
Phan ; khoang 2.5m2- C6 mang loc 3
56 choeat . | =y ol gidy chimg nhén luu | B 40
56 h ~_ | bén trong vdi kich thude 16 loc
ang can : ; L hanh tu do; -San xuét
khoang 25 micromet- Thé tich | __. :
>50kg 5 ! . " tai nugc tham chiéu
) > | binh chra mau khoang 4000- = LR e
KEm day 4500ml- Thé tich mdi tinh hodc san xuat tai Viét
dan va i e g Nam.
che phu khodng 250-270ml- Kem day
Eien dan hé thong gia do, cac ct

ndi va cic phu kién- Keém So
do hudng dan chi tiét mo ta
cach ldp dat day din va cdc
phu kién di kem- Dat tiéu
chuin ISO 13485 hoic tuong
duong, CE




A g2 A A A s ~
MG ta yéu cau vé tinh ning,

Tiéu chuan chat
lwong (Nguon goc,

Pon

S6 | Ténvat | thongsd ky thuitva cic | xudt xir; Gidy ching | . | S6
STT 2 X o ey X A s Vi
phan | twyte thong tin lién quan vé k¥ | nhdn luwu hanh tw do tinh lrgng
thuat ciia cdc nudc tham
chiéu (%)
Qua loc rut nudc dugc su
dung trong qué trinh phau
thuat tim dé kiém soat su
lodang mau va muc do
hematocrit trong qud trinh
phau thuat
- Qua loc di kém bg ddy dan
va tui dung nudce thai. Toan b
da duoc moi san va tiét trung
bang tia Beta
- Co6 céc loai khac nhauco the | ., et
’ . 5 ety bap tng du cac diéu
Qua loc | str dung cho bénh nhén tir so Kién S
maurat |sinh  dén  ngudi  16n: SR -
; £ x ; -Bugc it nhat 01 nudc
meéc |- Chat ligu sgi  loc: | o' o8 cdc nudc tham
Phan | kém day | Polyethersulfone ol : 73
57 ; Sarens ; chieu cap giay chiung | Cii 5
57 dung cho | - Dién tich mang loc: 0,25- % : 2
& nhén luu hanh tu do;
nguoi 0,35 m2; 0,75-09 m2 X £ ; :
; ; < p . -San xudt tai nudc
I6n, tré | - Puong kinh trong soi loc: SR W
em 200-220 micro meét :

- Do day thanh soi loc: 30-35
micrg mét
- Thé tich mdi: 20-25 ml ; 55-

60 ml
- Hé sb siéu loc: 11-13
ml/h/mmHg 22-26
ml/h/mmHg

- Do dai day dan mau: 900 -
1000mm

- Thé tich tai thai: 500 ml ;
2000ml

xudt tai Viét Nam.




A A A gr -
M0 té yéu cau ve tinh nang,

Tiéu chuin chat
lwong (Ngm’;n goc,

Don

STT So‘::) Tén vat thong so k¥ thuit va ic:’ac xudt xit; Gidy chitng 4 Sb
phan | twyte thong tin lién quan ve k§ | nhdn lwu hanh tiw do ¢k lwrgng
thuat cua cdc nwoc tham
chidu (%)
- Van va 1§ van lam tir chat
liéu Pyrolytic Carbon, tuong
thich sinh hoc, chdng huyét
khdi.
- Canh van mao rong > 85 do,
Vanco |ty s6 16 ho/vanh > 84% | Pap ung du cac diéu
hoc cd |- Van cdy ghép & vi tri canh | kién sau:
khung | van va vong van ngdi trén | -Dugc it nht 01 nudc
Phin bao vé duong vién 16 van tu nhién. | trong 56 cac nudce tham
58 53 chot van | - C6 tinh can quang dé nhin chiéu cép gidy chung | Cai 10
dong | thdy khi chup X-Quang thong | nhdn luu hanh tu do;
mach | thuong va X-quang ting sang, | -San xudt tai nudc
chu, cac | twong thich khi chup cong | tham chiéu hozc san
cd hudng tir. | xudt tai Viét Nam.

- C6 nhiéu cac kich ¢& khac
nhau: kich thudc vong van 19,
21, 23; 25 mm.
- Pat tiéu chuan ISO 13485
hodc tuong duong




: Tiéu chuin chit
MO0 ta yéu cau vé tinh ning, | lwong (Nguon goc,
3 a a A Koy m i R £ . T 7 Pon iy
So Tén vat thong so ky thudt va cic | xuat xu; Gidy chung | . SO
STT A % = Sets X A ; Vi
phan | tuyte thong tin lién quan ve k§ | nhdn lwu hanh tw do ti.n h lwgng
thuat cua cdc nwoc tham
chiéu (*)
Van tim nhén tao co hoc dong
mach chu thi€t ke go noi, cay
ghép kiéu ngoi trén vong van.
- Vit lidu:
+ Khung van: titanium hodc
twong dwong, thanh phan hop
kim  cobalt-  chromium.
+ L&p pht ngoai: solid
pyrolytic carbon. | v Frat e
- & A 1z ac
+ Thiét ke 14 van dang truc D.E}p mg dilg dleu'
Vanco | treo giup la van dap ung linh e ‘ s
3 ; -Puoc it nhat 02 nude
hoc g& | hoat theo luu lugng mau. e :
3 e ; a g trong s0 cac nude tham
Phan | ndidong | + Vong khau dugc dét bang he g tox > o
59 o i chiéu cap giay ching | Cai 10
59 mach | vai Polyester véi thiét ke 2 % :
P A X nhén luu hanh ty do;
chi cac | tang, co 3 marker. o suht ol uce
cd - Thiét ké Go& ndi tao ra chirc :

nang rira thu dong lién tuc, tao
cho dong mau chay qua van
nhe nhang, giam sy hinh thanh
huyét khdi.
- Van dugc thiét ké cdy ghép
trén 1 mat phéng.
- Van cé céc co: tr 16, 18, 20,
22, 24, 26, 28mm
- Dat tiéu chuan ISO 13485
hoic tuong duong

tham chiéu hodc san
xuat tai Viét Nam.




Tiéu chudn chit
M@ ta yéu ciu vé tinh niing, | lwong (Nguon goc, D
STT St’f‘; Tén v:fit thong sb ky thuit va cac xudt xit; Gidy chitng vi(m S6
phan | twyte thong tin lién quan vé k§ | nhdn lwu hanh tu do tinh lwong
thuat cia cdc nwdc tham
chiéu (%)
Van tim nhén tao co hoc hai la
thiét ké go ndi, cdy ghép kiéu
ngdi bén trong vong van.- Vat
liéu: + Khung van: titanium
hoic tuong duong, thanh phan
hop kim cobalt- chromium.+
L&p phu ngoai: solid pyrolytic
carbon.+ Thiét ké 14 van dang | Pap tng du cac diéu
truc treo gitp 14 van dap ung | kién sau: -Dugc it nhit
linh hoat theo Iluu Ilugng | 02 nudc trong sO cac
Van co : . ; : ; SR
A . | mdu+ Vong khau dugc dét | nudéc tham chi€u cap
Phan | hoc go 3 * M M : n 5
60 60 ndi hai bang vai Polyester vi th.l?t ke | giay chimg nhan lu;u Cai 25
ol o 2 tang, ¢6 4 marker.- Thiet ké | hanh tu do; -San xuét

Go ndi tao ra chirc ning rira
thy dong lién tuc, tao cho dong
mau chay qua van, gidm su
hinh thanh huyét khdi. - Van
duoc thiét ké cdy ghép trén 1
mit phing.- Van c6 cdc cd: tir
190202825, 270031,
33mm.- Pat tiéu chuin 1SO
13485 hoic twong duong, CE,
FDA

tai nudc tham chiéu
hodc san xuat tai Viét
Nam.




A 29 A A A - -
M@ ta yéu ciu vé tinh ning,

Tiéu chuin chit
lwrgng (Nguén gérc,

Pon

STT S6 | Ténvat | théng sé ky thujt va cac xudt xir; Gidy chitng i S6
phan | twyte thong tin lién quan vé Ky | nhdn luwu hanh tir do tinh lwgng
thuat ciia cdc nudc tham
chiéu (%))
- C6 kha nang huyét dong on
dinh, dé tiép cén trén 16 van
dong mach chu.
- Canh van dugc khau bén
ngoai khung van, gitup tdng
\an Sith dién tich hiéu ::iung va E(hfi
hoc dong néng iyt : dong Py SRy
S panh van d'u‘qc ‘lam;.bén'g. D_eip tmg du cac diéu
chit hinh | Mang ngoai tim 'bo noi Vi kién B sau:
Gk k‘hung\ van qua céc ‘ngm noi -Duc_ycilt phat Ql nudc
Phin| khuyén lam bang mang ngoai tim lon trong s cac nuoce tham :
61 % va duge xur ly tranh tinh trang | chiéu cép gidy ching | Cai 5
ol ket.lj P | canxi hoéa van | nhan luu hanh ty do;
magnl ;E;im - Khung van lam Fir h?'p kim | -San xga:it tai nu'(”)fc
hon ol Titan, can quang va chon:g g:i}y thafn c.:hle.:al hodc san
% o ga;?. Vron’ga van mém de' uon xuat tai Viét Nam.
::6 v6i chat liéu polyester c6 cac
diém danh dau dé dinh vi khi
khau. Céc chét lidu trong van
déu khong chia latex
- Puong kinh 15 van: 19, 21,
23, 25 mm véi chiéu cao van
tuong mg 15, 16, 17, 18 mm
- Canh van mé& rgng > 85 do
- Tuong thich khi chup cdng
hudng tur.
- L4 van lam béang chét ligu
Pyrolytic’carbon giaptz:}ngk%ﬁ Dép (mg di cie didu
Van tim nan:g khang ’tE}O hu.(yet kho‘;.l- kién sau:
hailaco | i s o che A5 0 -Puoc it nhét 01 nuée
dang dicu chinh vi tri khi phau LR it
x khung 5 o5 dsnh dbu 48 d dan trong sO cdc nudc tham
g2 | Phan | a5 e |thult,codinhdaudededang | .0 o4y oify chimg | Cai | 10
62 z dinh vi van vao tim khi khéu 7 2 ;
chot van ok nha%n luu ;hanh_ tur d?’
o hoe . B nhitu el hich op tidle| o AN
cac cd tham chiéu hodc san

hgp vdi cac bénh nhan khac
nhau: kich thudc vong van 25,
27,29,31,33, 35,37 mm (van
hai 14)
- Dat tiéu chuin ISO 13485
hodc tuong duong

xXudt tai Viét Nam.




M0o ta yéu cau ve tinh niing,

Tiéu chuin chit
lwogng (Ngudn goc,

Pon

STT S6 | Ténvat | thongsd ky thulit va cac | xudt xit; Gidy chitng vi S6
phin | twyté thong tin lién quan v&é k§ | nhdn lwu hanh tw do tinh lwgng
thuat ciia cdc nwdc tham
chiéu ()
Ong van tim sinh hoc c¢oé
ngudn goc tir tinh mach canh
cua bo.
- M6 van méng, mém mai, cé
thé m& rong va chinh stra theo
nhu cdu phau  thuit. S S
Siong ... .. | Pap Umg du cac dicu
: - Thanh 6ng van dan hoi gilr | .,
Vantim | op; khau va h3 trg duomg khau | <10 e
sinh hoc A ; g ok -Dugc it nhat 02 nude
3 kém ong p - . | trong s0 cac nude tham
Phan : - Ong van duogc bao quan LS 7 %
63 dong : ~_ | chiéu cap gidy ching | Cai 5
63 trong dung dich dém 5 : 3
mach 4 » . | nhdn luu hanh tu do;
z. .| glutaraldehyde, khong can rd g X . :
phoi, cac & -San xuat tai nudc
cd Be o <. .. |tham chiéu hodc san
- Chiéu dai tir 10-12cm doi voi Pl
: ; ¥ xuat tai Viét Nam.
cac kich ¢& 14mm, 16mm,
18mm, 20mm, 22mm;
- Vong van c6 céc kich c& 12,
14016 18- 20" mm
- DPat tiéu chuan ISO 13485
hoédc tuong duong
- Hinh dang yén ngua cuia
vong van gilp giam ap luc lén :
la van va gia tdng d¢ bén. - | Pap tng du cac dicu
Von Pugc thiét ké dé phuc hoi hinh | kién : sau:
o 3% dang tu nhién ctia vong van 2 —Dugc’it nhat 01 nudc
o e la. - Li titan duy tri hinh dang | trong s6 cac nudc tham
o4l hinf 5, | gidi phdu va dinh hinh lai vong | chiéu cép gidy ching | Cii 5
& u:; van. Vong van dugc danh dau | nhén luu hanh tu do;
céi'cé dang tam gidc déu, giup dé | -San xuat tai nudc

dang dinh dang cac mdi khau.
- Kich thuéc: Cac cd. - Pat
tiéu chuan ISO 13485 hoic
tuong duong, CE

tham chidu hodc san
xuat tai Viét Nam.




i Tiéu chudn chit
M0 ti yéu ciu vé tinh ning, | lwong (Nguén géc, Do :
STT S6 | Ténvat | thong sd ky thudtva cac | xudt xir; Gidy chitng v S6
phin | twyté thong tin lién quan vé k§ | nhdn liew hanh tw do tinp | 1WONE
thuat cua cdc nwoc tham
: ’ chiéu (*))
Léi van bang nhiéu tam
cobalt-chromium  ghép lai
giip cimg ¢ phan trudge dé | . . p S
dinh hinh lai vong van va mém EEP U‘!lllg -%luccrgcit g;gi
déo & phan sau dé duy tri cur F g gl
” . . gy 01 nudc trong soO cac
y dong binh thuong cta tim. ; X
3 Vong RS - R nudc tham chiéu cap
Phan .| Thiet ké hinh yén ngua. Vong | .x . A o
65 van hai st > | gidy ching nhan luu | Cai 15
65 . .~ | khau silicone, dugc bao phu | 7, : z
14 cac ¢co STy X . | hanh tu do; -San xuat
boi 16p vai polyester. Cé 3 vi | . . g
o sty B % | tai nudc tham chieu
Eetip dinh vj yong van. by hodc san xuét tai Viét
thao tay cam ra chi voi 1 cho Mo : g
cit. C& 20-40mm.Dat tiéu :
chuén ISO 13485 hoidc tuong
duong
3 R noi TR B :
66 | B CUNUL s Gos Siiian T80 13485 | 0 Y PIER IR S | 0n
66 1/2-1/2 : san pham
hodc tuong duong
| TCabnol e ol 1438 eb 6L ey :
67 | PHM | 14358 |- Pat tieu chudn IS0 13485 | OBy PReP BN | cgi | 9
¢6160 | hoic tuong duong P
. | Catndi | Cut noi 1/4-3/8-3/8 | ~. .z .. :
68 | "M | 1/4-3/8- | - Dat tieu chudn 1SO 13485 | S0 EY PP b e |
3/8 hoéc tuong duong P
ol CltnoT =100 ol 3838 ed ol i o :
69 | PP | 3/8-3/8 |- Dat tiéu chuin ISO 13485 Sé%gfgnfhep hphanttf car - 90
¢610 | hoic twong duong P




70

Phan
70

B9 tim
phoi
nhan tao
ECMO
trong hoi
strc cap
clru

* Ecmo danh cho nguoi 1on
- Thoi gian sir dung phdi va
6ng day lén t6i 14 ngay
- Mang loc:
Polymethylpentene (PMP) -
Phu 16p Phosphorylcoline én
dinh, giam viém va huyét
khdi thdp, chdng bam dinh vi
khuan va lang dong protein. -
Thé tich mdi: 225 ml - Dién
tich bé mt trao dbi khi: 1.81
m? - Dién tich bé mit trao ddi
nhiét: 0.08 m? - Hé s trao ddi
nhiét 1=0.64 ( tai 4 l/phut) -
Vit liéu trao ddi nhiét: Thép
khong gi
- Luu luong mau: 04 - 7.0
I/phit - Luu lugng khi: 0.2 —
14 I/min
- Ty 1¢ tdi thiéu dong khi/mau:
0.5:1 - Ty & toi da dong
khi/mau: 2:1
- Ap sudt t6i da duong dén
mau: 750 mmHg (100 kPa) -
Ap suét t&i da duong dan khi:
100 mm H20 - Ap suét thi da
dudng dan nudc: 1500 mmHg
(200 kPa) - Luong méau du:
135 ml - Loai mang:
Polymethyl pentene (PMP) -
Cong vao tinh  mach:
3/8°*(9.35mm) - Cong ra dong
mach: 3/8’’ (9.35mm) - Cdng
khi vao: 1/4” (6.35 mm) -
Cbng khi thoat: 3/8” (9.53
mm) - Pau ndi nuée vao/ ra:
1/2” (12.7 mm) Hansen-quick
couplings - Cong theo dai ap
luc tinh mach: Female Luer
ISO 594-1/2 - Céng theo ddi
ap luc dong mach: Female
Luer ISO 594-1/2;
- Pat tiéu chuan ISO 13485
hoac tuong duong
Tuong thich véi HE THONG
TRAO BOI OXY NGOAI CO
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)

Dép (ng di cac diéu
kién sau:
- Pugc it nhit 01 nuée
trong s céc nudc tham
chiéu cdp gidy chimg
nhéan luu hanh ty do;
- San xuft tai nudc
tham chiéu hodc san
Xuat tai Viét Nam.




STT

phan

Tén vit
twy té

MO ta yéu ciu vé tinh ning,
thong s6 ky thuit va cic
thong tin lién quan vé ky

thuat

Tiéu chuan chat
lwong (Ngudn goc,
xudt xit; Gidy chitng
nhdn lwu hanh ty do
cia cdc nwoc tham
chiéu (%))

Pon
vi
tinh

S6
lwong
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Phan
70

Diu bom
ly tdm

* Pau bom ly tdm ding cho
may chay ECMO
- Dat tiéu chuan 1SO13485
- Thé tich mdi: 32ml
- Luu lugng: 0-7 I/phit
- Ap lyc tdi da ddu ra (mmHg):
750mmHg

- DPau  két néi: 3/8”
- Pat tiéu chuin ISO 13485
hoic tuong duong
Tuong thich véi HE THONG
TRAO BOI OXY NGOAI CO
THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic
Perfusion Systems)

Pap (mg du cac diéu
kién sau:
- Bugc it nhat 01 nuée
trong sb cac nude tham
chiéu cdp gidy chimg
nhan luu hanh ty do;
- San xudt tai nudc
tham chiéu hodic san
xudt tai Viét Nam.

Cai

72

Phan
70

B¢ day
dan mau
cho
Ecmo

Tich hgp véi B Ecmo, co
dudng chi thi va pha chét
chéng dong PC toan bo- Pat
tiéu chuan ISO 13485 hoic
twong duongTuong thich vdi
HE THONG TRAO BOI
OXY NGOAI CO THE
(MAY ECMO) (Model: Bio-
Console  560BCI  Speed
Controllers, Hang: Medtronic
Perfusion Systems)

Dap ang du cac diéu
kién sau: - Puoc it
nhét 01 nudc trong sb
cdc nudc tham chiéu
cép gidy chimg nhén
luu hanh tu do; - San
Xudt tai nudc tham
chiéu hodc san xuét tai
Viét Nam.

Cai




Ghi chii: Poi voi cde mdt hang khéng phai la vt tw'y té nha thau van Bdo gid theo
mdu Bdo gid (dinh kém théng bdo).

2. Dia diém cung cép, lap dat; cac yéu cau vé vén chuyén, cung cap, lap dit,
bdo quan viat tu y té:

- Phong Vit tu — Thiét bi y t&, Bénh vién Pa khoa Trung vong Quang Nam.

- Thoén Nam Son, xa Tam Hiép, huyén Nui Thanh, tinh Quang Nam.

3. Thoi gian giao hang du kién: 07 ngay.

4. Dy kién céc diéu khoan tam {mg, thanh toan hop ddng: Thoi gian thanh
toan toi thi€u 120 ngay keé tir ngay bén ban xuit hod don va c6 bién ban nghiém thu
cho tirng lan nhép hang.

5. Cac thong tin khac (néu cé%
( /

Noi nhiin:
- Nhur trén;
- Luu: VT, VI-TBYT

1vig
"HOA

vap
i NAN
—




BANG MO TA TiNH NANG, YEU CAU KY THUAT CO BAN CUA CAC
VAT TU' Y TE

(Kém theo yéu cau bdo gid sé6 ..... /BV-VITBYT ngay ... thang ... nam 2023 cua
Bénh vién Da khoa Trung wong Quang Nam)



chung la lién danh) thi ghi r6 tén, dia chi ciia cdc thanh vién lién danh] bao gia cho cac vat tu y té sau:

BAO GIA

1. Béo gi4 cho cac vat tu y té va dich vu lién quan:

Kinh gtri: Bénh vién Da khoa Trung wong Quang Nam

Trén co s& yéu cau bao gia cua Bénh vién Pa khoa Trung uong Quang Nam, ching t6i .

.. [Ghi tn, dia chi cua
héng san sudt, nha cung cap; truong hop nhiéu héang san xudt, nha cung cdp cing tham gia trong mot bao gia (goi

Kjami, Chimg nhén o g
Tén ey chit lugng (CO Quy (e bao
~ ~ A w ' L] ' A A
s | vat | Yem | Dic | higu, |\ Nam | < | C00 CF, 150, | PO | cach | s |Eomthué | o h
STT 2 thwong | tinh k§ | model, san 5 ; vi g phi, cac Y
phan | twy . & = HS £ xir | FDA,...), chirng | . dong | lwgng s eyt | tien
£ mai thuat hing xuat 4 . tinh % phi va lé
te : nhan lwu hanh goi e
san phi lién
£ tu do
xuat : quan)
1
2
3

(Gui kem theo cdc tai liéu chimg minh vé cau hinh, tinh ndng ky thudt va cdc tai liéu lién quan ctia vat tw y té)

3. Chung t6i cam két:

2. Bao gia nay co hiéu luc trong vong ...

ngay, ké tir ngay ....

thang ...

.. ham 2023.

. Khong dang trong qué trinh thyuc hién thi tuc giai thé hoc bi thu hdi Gidy chimng nhén déng ky doanh nghlep

hoac Gidy chimg nhan dang ky ho kinh doanh hoac c4c tai lidu tuong duong khac; khong thude truong hop mét kha
ning thanh toén theo quy dinh cua phap luét vé doanh nghiép.

tranh, ban pha gia.

- Gid tri ctia c4c thiét bi y t& néu trén trong béo gia 1a phi hop, khong vi pham quy dinh ciia phap luat vé canh




- Nhiing théng tin néu trong bao gia la trung thuc.
........ , hgay .... thang ..... nam 2023
Dai dién hgp phap ciia hiing sin xuit, nha cung cip

(Ky tén, dong ddu (néu cé))

s, T gl



* DANH MUC CAC NUOC THAM CHIEU

1. Céc nude khu vuc Chéau Au:
- Cong hoa Ao;

- Cong hoa Ba Lan;

- Cong hoa Bo Pao Nha;

- Cong hoa Bulgaria;

- Cong hoa Croatia;

- Cong hoa Estonia;

- Cong hoa Hungary;

- Cong hoa Hy Lap;

- Cong hoa Ireland;

- Cong hoa Latvia;

- Cong hoa lién bang Duc;
- Cong hoa Litva;

- Cong hoa Malta;

-Cong hoa Phéan Lan;

- Cong hoa Phap;

- Cong hoa Romania;

- Cong hoa Séc;

- Cong hoa Sip;

- Cong hoa Slovakia;

- Cong hoa Slovenia;

- Cong hoa Tay Ban Nha;
- Cong hoa Y;

- Pai céng quéc Luxembourg;
- Lién bang Thuy S¥;

- Vuong qudc Anh;

- Vuong quéc Bi;

- Vuong quéc Pan Mach;
- Vuong qudc Ha Lan;

- Vuong quéc Thuy Dién.

2. Hop chung quéc Hoa K.

3. Nhat Ban.

4. Thinh vuong chung Ukc.

5. Ca-na-da.




