PAI HOC Y DUGC TPHCM CONG HOA XA HOI CHU NGHIA VIET NAM
BENH VIEN PAI HQC Y DUQC Poc 1ap - Tu do - Hanh phic

S0: 6303 /BVDHYD-VTTB Thanh phd Ho Chi Minh, ngay 04 thang 12 nam 2025
V/v moi chao gia

Kinh gtri: Quy nha cung cép

Bénh vién Dai hoc Y Dugc Thanh pho HO6 Chi Minh kinh moi céc don vi ¢6 du
nang lyc va kinh nghiém cung cép vat tu y té tiéu hao theo yéu cau dudi day vui long
gtri hd so chao gia cho Bénh vién theo ngi dung cu thé nhu sau:

1. Tén dy toan: Cung cép vat tu'y té tiéu hao nam 2025 (bd sung).

2. Pham vi cung cép: chi tiét theo phu luc dinh kem.

3. Thoi gian cung cAp hang hoa: 18 théng ké tir ngay hop ddng co hiéu luc;
4. Loai hop ddng: Hop dong theo don gia cd dinh;

5. Dia diém thyuc hién: Bénh vién Pai hoc Y Dugc Thanh phé Ho Chi Minh;
6. Hiéu luc cta hd so chao gia: téi thiéu 06 thang.

7. Yéu cau vé gia chao: gia chao da bao gom cac loai thué, phi, 1¢ phi theo lut
dinh, chi phi van chuyén, giao hang va céc yéu cau khac ctia Chu dau tu.

8. Thoi gian nhan hd so chao gia: trudc ﬂ gi0, ngay 4 57 L[ﬁ../2025
9. Quy dinh vé tiép nhan hd so chao gia:
- Giri béo gia online qua website: https://bvdaihoc.com.vn/Home/ViewList/31;

- Guri ban gidy c6 ky tén, dong dAu vé dia chi sau day: Phong Vat tu thiét bi (TH
Vit tu y té tiéu hao), Téang 4, Khu A, Bénh vién Pai hoc Y Dugc Thanh pho Ho Chi
Minh — Co s& 1, s6 215 Puong Hong Bang, Phudong Chg Lén, Thanh phd Ho Chi
Minh

Ngudi lién hé: Nguyén Thi Kim Loan S6 dién thoai: 028.3952.5243
10. Yéu cau khac:
Hd so chao gid cua nha thau bao gdm cac tai liéu sau:
+ Thu chao gid, bang béo gid ctia nha thiu (c6 ky tén, dong dau);

+Hop ddng trang thau con hiéu lyc ddi véi cic mit hang da tring thau tai cac co
50 y té (néu co);

+ Tai liéu k¥ thuat ctia hang héa.\\/

Noi nhén: TUQ. GIAM POC

- Nhur trén; TRUO VAT TU THIET B]

- Giam doc (dé bao cdo); /

- Bon vi Quan ly Pau thau (dé dang tin);
S|g"aturyld

- Luu: VT, VTTB (B12-089-btmtram).
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MA SO THUES: ....ccvveerrreersrvecserrrssencecsssssessssessssssesses
DIA CHI: cocoeeeevrreneeeerrrerenessssseesssesnsseeessssssssmssseesssnssanons
SO PIEN THOAI NHAN SU PHU TRACH: ...c.vorvonssuessorsosnann . . .
BANG BAO GIA
Kinh giri: Bénh vién Dai hoc Y Dugc Thanh phé Hd Chi Minh
Dia chi: 215 Héng Bang, Phudmg Chg Lén, Thanh phd Hé Chi Minh
Theo Cong vin mbi chio gia s6 ....... J/BVDHYD-VTTB cia Bénh vién, Cong ty ching téi bdo gia nhur sau:
DANH MyC MOI CHAO GIA THONG TIN NHA THAU CHAO GIA
STT { STT tron, Tén danh Ching S6 dang ky tru . | séi 6
dank my¢ ot muc méi chao | Te0 :‘;’.‘"‘g losi/ M3 ﬁ;i;‘“& "““g"l"‘ N‘“"‘;f“ Nhiin higa | N3™ zf“ hbnby ('gﬁy ?!‘;" "“6': D::“: U g u:::gcuug 3:1." 33‘::’) T";;'.'l!' “é";° Ghi chd
chao gié gid % biog oft | u XUt | ohép ubgp khiu| 907E8 n img (VND) (VND)
Hop ddng tring thiu
s6...nghy... tai Bénh vién... ,
1 gié tring thiu: ...,
Hop déng tring thiu d4p img
6 lugmg (néu cb)
- Béo gid nay cé hiéu lyc ...... thing ké tir ngdy béo gid.
- Chiing t6i cam két v& don gia chao hang béing hofic thip hon gié trén thj trudmg ctia cing nha cung tmg hofic cling chiing logi.
-Cécyéu ciu khéc cia Céngty (néu (1) U R
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PAI DIEN THEO PHAP LUAT
(Ky tén va déng dhu)




TT

Tén danh muc

maoi chio gid

DANH MUC MOI CHAO GIA
~Dic tinh ky thuat

DPon vi
tinh

S6 lwgng

Miéng va tao hinh
cin co thai duong

Miéng vé tao hinh can co thai duong

- Chét liéu Polyethylene

- CAu tao: cac vi héc lién thong da hudng hd trg mo phat trién bén trong
v6i tdng thé tich rdng 1én dén 50% thé tich toan phan

- Miéng ghép c6 nhidu cubng, cac ¢ 76 x 61 x 19 mm; 90 x 73 x 19 mm;
101 x 85 x 19 mm (x 10%)

- Tiét khuén

- Chimg nhan FDA (Cuc quén 1y Thyc phim va Dugc pham Hoa Ky) hoic
Chimg nhan CE (Chau Au)

miéng

Chi khong tiéu, tu
nhién, bing kén
tim, da soi, sb 5-0,
dai > 75 cm, khong
kim

Chi khong tiéu, tu nhién, da soi

- Chi béng kén tdm, s 5-0, dai > 75 cm, phua chét béi tron (silicon hodc sap)
- Khéng kim

- 1 tép tdi thiéu 10 sgi

- Tiét khudn

- Tiéu chuén san xuit ISO 13485

tép

372

Miéng v4 tao hinh
Xuong va can co
thai duong

Miéng va tao hinh xuong va can co thai duong

- Chét li¢u Polyethylene

- Chu tao: céc vi hdc lién thong da hudng hd trg mo phat trién bén trong
véi tdng thé tich rdng 1&n dén 50% thé tich toan phan, miéng ghép c6
cubng

- Kich cor 45 x 44 x 7.0 mm x 3.0 mm (= 10%)

- Tiét khuén

- Chimg nhén FDA (Cuc quan ly Thye phdm va Dugc phiam Hoa Ky) hoic
Chimg nhdn CE (Chau Au)

miéng

(P8 ]

Dung cu khau da,
dung dong da

Dung cu khdu da dung dong da

- Bing thép khong gi

- Téi thidu 35 ghim dudng kinh khoang (5 - 6) x (3 - 4) mm

- C4u tao ctra sd nhin trong sudt

- Tiét khuan

- Chirng nhin FDA (Cuc quan ly Thuc phdm va Dugc phém Hoa Ky) hoic
Chimg nhin CE (Chau Au)

cai

300

Miéng va tao hinh
ving mét va san 0
mat

Miéng va tao hinh ving mat va san 0 mit

- Chét ligu Polyethylene

- Chu tao: cdc vi hdc lién thong da huéng véi tong thé tich rdng 1én dén
50% thé tich toan phan

- Kich ¢& 13 x 38 mm, day 3.0 mm hogc 6.0 mm; 30 x 50 mm, day 0.45
mm; 38 x 50 mm, day 0.85 mm hodc 1.5 mm

- Kich cd sai s6 cho phép = 10%

- Tiét khuén

- Chimg nhan FDA (Cuc quan 1y Thyc phédm va Duge phim Hoa Ky) hoic
Chimg nhin CE (Chau Au)

mieéng

Ludi ding trong
diéu tri thodt vi
thanh bung bing
polypropylene, 30 x
30 cm

Ludi ding trong diéu trj thodt vi thanh bung

- Chit liéu polypropylene (PP)

- Kich thuée 30 x 30 cm

- Trong lugng khoang 70 - 140 g/m*

- Kich thuéce 16 duéi 01 mm

- Bong goi riéng 1€, khong gip doi

- Tiét khuan

- Chimng nhén FDA (Cuc quan ly Thyc phdm va Dugc pham Hoa Ky) hoidc

Chimg nhan CE (Chau Au)

miéng
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DANH MUC MOI CHAO GIA

TT

Tén danh myc

Dic tinh ky thuat

DPon vi
tinh

S0 lwgng

moi chao gid

Miéng vé tao hinh
g0 ma, céc c&

Miéng v4 tao hinh go ma, cic c&

- Chét liéu Polyethylene

- Chu tao: cdc vi héc lién thong da hudéng hd trg mé phat trién bén trong
v6i tong thé tich rdng dén 50% thé tich toan phan

- C6 mau dinh vj gitip ghép can ddi va chinh xac

-Kich ¢& 52 x 26 x 3.0 mm; 52 x 27 x 4.0 mm; 52 x 28 x 5.0 mm, trai/ phai
- Kich ¢ sai s6 cho phép + 10%

- Tiét khuén

- Chimg nhan FDA (Cuc quan Iy Thuc phim va Duge pham Hoa Ky) hoic
Chimg nhan CE (Chau Au)

cai

e

Miéng va tao hinh

Miéng va tao hinh

- Chét liéu Polyethylene

- C4u tao: cac vi hoc lién thong da hudng véi téng thé tich rong 1én dén
50% thé tich toan phén

- Kich ¢& 38 x 50 mm, day 1.0 mm/1.7 mm ; 38 x 63 mm, day 3.0 mm/6.0
mm; 50 x 50 mm, day 2.0 mm

- Kich c& sai s6 cho phép = 10%

- Tiét khudn

- Chimg nhan FDA (Cuc quan Iy Thyc phdm va Dugc pham Hoa Ky) hoic
Chimg nhan CE (Chau Au)

cdi

Miéng vé tao hinh
mii

Miéng va tao hinh miii

- Chét liéu Polyethylene

- Cu tao: c4c vi hic lién thong da hudng hd trg mé phét trién bén trong
v6i tong thé tich réng 1én dén 50% thé tich toan phan

- Kichcd29x 19 x 6.0 mm; 35 x 26 x 9.0 mm

- Kich ¢& sai s6 cho phép £ 10%

- Tiét khuan

- Chimg nhan FDA (Cuyc quan 1y Thyc phdm va Dugc phdm Hoa Ky) hodc
Chimg nhan CE (Chau Au)

cai

Tam nang diéu tri
sa tang chdu qua
ngi 4m dao bing
polypropylene

Tam nang diéu trj sa tang chau qua nga 4m dao

- Chét ligu bing polypropylene

- Kich thuédce théan gitra khoang (5 - 6) x (7 - 9) cm, ¢6 6 nhanh
- Trong lugng khoang 20 - 25 g/m?

- CAu tao d6 x4p trung binh khoang 58 - 60%

- Kich thuée 18 ludi khoang (1.1 - 1.2) x (0.6 - 0.9) mm

- Luc kéo sgi lugi > 72 N

- Tiét khuan

- Tiéu chudn san xuét ISO 13485

miéng

23

Stent kim loai dai
trang

Stent kim loai dai trang

- Chét liéu nitinol

- Budng kinh stent khoang 22 - 24 mm

- Pudng kinh diu loe khoang 26 - 28 mm

- Chiéu dai stent khoang 60 - 120 mm

- Buong kinh bg dat > 10 Fr

- Chiéu dai bd dat > 2300 mm

- C6 thé thu hdi sau khi bung stent > 70%

- Tuong thich day din <0.035

- Diém danh diu can quang > 4 diém

- Tiét khuén

- Chirng nhan FDA ( Cyc quan Iy Thuc Phdm va Dugc pham Hoa K¥) hodc
Chimg nhén CE ( Chau Au) hodc chimg nhén EU (Ch4u 4u)

cai
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DANH MUC MOI CHAO GIA

Tén danh muc Ponvi | .«
TT - r -~ A
méi chito eid s B?c tmh. ky thuat : tinh So lwgng
B phén gan dau bién ap lyc dé chuyén tin higu &p luc chinh xédc dén b
A da £ 43 phan cam bién niéu dong ding do ap lyc bang quang
12 bBiEIF:"m] Eii“ i - Pdu néi: Male cai 370
R - Tiét khudn
- Tiéu chuén san xuat ISO 13485
Dung cu hd tro dy chi dong 16 trocar
§ " 5 x o A . X 2 _
Diingcii batea dir Tucn‘g? thich "Trocar d'ung Irongzphau t'huat noi s:n, fi!uemg kinh l(‘)' ]Ii ) ’
13 cHil AR 1B et mm, dai 90 - 100 mm, tich hgp ho tr¢g dong trocar" tai danh muc moi thau céi 2
£ - Chimng nhédn FDA (Cuc quan ly Thyc pham va Dugc pham Hoa Ky) hodc
Chimg nhan CE (Chau Au)
Trocar dung trong phau thuét ndi soi
Bao gom:
- Thén:
* Chat li¢u; nhya trong
. * Chu tao: c6 ranh dé c6 dinh trén thanh bung, ¢6 van khi (c6 thé khi vao
Trocar ding trong z PR
x . . - [hay ra), van chong thoat khi
phau thudt néi soi, W : x i i
2 . * Thiét ké tuong thich dung cu ho trg dong 16 trocar
duong kinh 10 - 13 ; ; " -
14 i * Kich thudc: cai 50
mm, dai 90 - 100 3 ; 3
mm, tch hop hé trg + Dugng kinh khoang 10 - 13 mm
dén’i 1 troear " |+ Chiéu dai khoang 90 - 100 mm
& - Nong: nhua va thép khong gi, diu khong dao, tach co, khdng cét co
- Van chong xi khi: > 2 manh
- Tiét khuén
- Chirng nhén FDA (Cuc quan ly Thyre phdm va Dugc phém Hoa K¥) hodc
Chimg nhén CE (Chéu Au)
Chi khau khong Chi khau khong tiéu, don soi, khau két mac, gidc mac va cung mac
tiéu, bang nylon, - Chi bing nylon, sb 10-0, dai > 30 cm
15 |don sgi, s6 10-0, dai |- 2 kim hinh thang, bing thép khong gi, 6 mm, 3/8 C, phu silicon tép 216
>30 cm, 2 kim, 3/8 |- Tiét khuan
C - Tiéu chudn san xuét ISO 13485
Vit liéu cAm mau ding cam méu sau phau thuat mii xoang
- Chét liéu bing Hydroxilated Poly-Vinyl Acetate
- Kich thuée:
Lo : * Chiéu dai: > 7 cm
Vétligucammau |, | .»
ding cAmméu ding Cl‘ueu cao: =2 cm :
16 = 2 *Beday:> 1.5cm miéng 3.900
trong phau thuat e 4 ;
miii xoan - Bugc nén kép, khong bi vun
& - C6 kha naing tuong thich sinh hoc va cdm mau
- Tiét khuan .
- Chimg nhian FDA (Cuyc quan ly Thyuc pham va Dugc pham Hoa Ky) hodc
Chimg nhan CE (Chau Au)
Chi khau tiéu, téng hop, don s¢i .
- Chi bing polydioxanone, phu chét khang khuan triclosan, s6 6-0, dai > 45
Chi khéu tiéu, bing |cm, lyuc gitr vét md 40 - 50% it nhat 4 tuan, tiéu hoan toan < 240 ngay
polydioxanone, don (-2 kim, than kim tron, dau kim tron, thuén nhon, bing hop kim (t6i thiéu
17 |soi, sé 6-0, dai > 45 |c6 Chrome, Niken, Titan), dai 11 mm, dudng kinh <0.31 mm, 3/8 C, phu tép 900

cm, 2 kim, dai 11
mm, 3/8 C

silicon, do bén kéo hgp kim > 2500 MPa

- Tiét khuan

- Chimg nhan FDA (Cuc quéan Iy Thyc pham va Duge pham Hoa Ky) hogc
Chimg nhin CE (Chéu Au)

Page 3 of 19




DANH MUC MOT CHAO GIA

Tén danh muc Pon vi
T b | Dic tinh ki thuit tinh S6 lirgng
Vit li¢u cam mau xuong
- Thanh phn t6i thiéu 75% séap ong va tdi thiéu 20% chét 1am mém
Vit liéu cam mau (vaseline hodc paraffin)
18 |xuong, 70 - 75% - Trong lugng > 2.5 gr miéng 4.100
sép ong - Tiét khuan
- Chimg nhan FDA (Cuc quan Iy Thuc pham va Dugc phdm Hoa KY) hoic
Chimg nhan CE (Chau Au)
Stent kim loai thue quan
- Chat liéu nitinol, cé phu Permalume toan phan hodc ban phan
- Pudng kinh stent khoang 22 - 24 mm
- Pudng kinh dau loe khoang 28 - 30 mm
- Chiéu dai stent khoang 10 - 13 mm
. . - Duong kinh bg dat > 18 Fr
19 CSIL‘:: kim 0aithie | Chigu dai b dat > 780 mm Cii 2
- C6 the thu hoi sau khi bung stent > 75%
- Piém déanh déu can quang > 4 diém
- Tiét khuan
- Chimg nhan FDA ( Cuc quan Iy Thuc Phdm va Dugc phém Hoa Ky) hodc
Chimg nhan CE ( Chau Au) hodc chimg nhan EU (Chau 4u)
Chi khéu khong tiéu, téng hop, don sgi
Chi khiu khong - Chi bing Polyamid, s6 2-0, dai > 75 cm, lyc cing kéo nut thét téi thidu 31
5 ;'jiﬁf,'“;‘;’f‘f;d - 1 kim tam gidc, bing hgp kim (t8i thiéu c6 crome, titan), dai 30 mm, 3/8 - .
: .. .. |C, phusilicon
1 kim tam giac, dai ia A
30 mm, 3/8 C ~TiCkhuin . .
; - Chirng nhan FDA (Cuc quan ly Thyc pham va Dugc pham Hoa Ky) hoidc
Chimg nhin CE (Chau Au)
Chi khau tiéu, tong hop, da sgi
- Chi bing polyglactin, s6 2-0, dai > 75 cm, luc cing kéo nat thit téi thidu
Chi khdu tiéu, bing |24 N, luc cing ctia chi giam 50% it nhit 5 ngdy, tiéu hoan toan < 42 ngay
51 [Polyglactin, 6 2-0, |- 1 kim, than kim tron, du cit, bing hop kim (c6 tdi thidu Crome, Niken), i .
~ |dai>75cm, 1 kim, |dai 37 mm, 1/2C p ;
dai 37 mm, 1/2C |- Tiét khuén
- Chimg nhan FDA (Cuc quan 1y Thyuc phdm va Dugc pham Hoa K¥) hodc
Chimg nhan CE (Chau Au)
i 4 Chi khau khong tiéu, tu nhién, da sgi
Chikhdukhong | ot bing kén thm, s 2-0, dii > 75 om, phi chiit 561 tro (silicon hofic sép)
tiéu, tu nhién, bang : L . W A ) : 3 =
g s .« |- 1 kim, than kim tron, dau kim tron, thuén nhon, bing thép khong gi, dai
. |REDMAM Canen 80 e L 19 € ohiisilicon té 4.800
" 12-0,dai>75em, 1 |* .. 0 i 4 '
kim, dai 26 mm, 1/2 |~ L%t khuan : ;
C : = - Chimg nhdn FDA (CuE quan ly Thuc pham va Dugc pham Hoa Ky) hodc
Chumng nhén CE (Chau Au)
(.ihat nha:y dun,i; Chét nhiy dung trong phau thuét phaco, dat thiy tinh thé nhan tao:
trong phau thudt A :
S - Thanh phan: Sodium hyaluronate
ph»aco’ dae thuy - Trong lugng phén tir khoang 1 - 3 triéu Dalton
23 |thé nhan tao, trong 3 : dng 2.100

lugng phan tir
khoang 1 - 3 triéu
Dalton

- Tiét khuén
- Chimg nhan FDA(Cuc quan ly Thyuc phﬁm va Dugc phdm Hoa Ky) hodc
Chimg nhén CE (Chau Au)
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~ DANH MUC MOI CHAO GIA

TT

Tén danh myc.
_mi chdo gif

- Dic tinh ky thudt

Don vi
tinh

S6 lwgng

24

Ong théng khi cho
hom nhi

Ong thong khi cho hom nhi
- Chét liéu bang Fluoroplastic

- C6 hinh tru

- Pudng kinh trong 6ng khoang 1 - 1.5 mm

- Duong kinh trong mit bich khoang 2 - 3 mm

- Tiét khuén

- Chimg nhan FDA (Cuc quéan 1y Thyc phim va Dugc phdm Hoa Ky) hodc
Chimg nhan CE (Chau Au)

cai

70

25

B¢ khép hang ban
phan khong xi
mang, chudi dai >
180mm, phi HA
day > 140pum, chdm
trong > 30mm

B khdp hang ban phan khong xi mang

1. Chudi

- Chat ligu Titanium, phi HA day > 140um

- Chiéu dai > 180mm

- Géc cb than trong khoang 130° - 135°

2. Chém trong

- Chét liéu CoCrMo

-Cé6=4co

- Buong kinh ¢é ¢& > 30mm

3. Chém ludng cuc

- Chét liéu CoCrMo; Polyethylene cao phan tir
-C6=15co

- Pudmg kinh ¢6 tdi thiéu c& trong khoang 39 - 40mm
Tiét khuén

Ching nhan FDA (Cuc quan Iy Thuc phiam va Duge phdm Hoa Ky) hodc
Chitng nhan CE (Chau Au)

26

B¢ khdp hang toan
phan khéng xi
mang, chom
ceramic miéng 16t
polyethylene, chudi
phu toan bg calcium
phosphate, miéng
16t c6 chét dinh tam

B6 khép hang toan phin khong xi mang

1. Chuéi

- Chat liéu hop kim Titanium, phu toan b Calcium Phosphate

- C6 = 6 ¢, trong d6 c6 cd trong khoang 110 - 130mm

- Dang thing, c6 ranh dgc, rinh ngang

- Géce cd than trong khoang 125° - 130°

2. Chom

- Chét liéu Ceramic

- Pudng kinh > 28mm, mdi dudng kinh ¢6 > 3 ¢&

3. O cbi

- Chét liéu bang hop kim Titanium

- C4u tric t6 ong day trong khoang 150um - 200um, phu ngoai 16p HA
- C6>7 co, trong do co6 cd trong khoang 44 - 46mm

4. Miéng lot

- Chét liéu nhya siéu bén

- B& chéng trat cao > Smm

- O gira c¢6 chdt dinh tim

Tiét khudn

Chirng nhan FDA (Cuc quan ly Thye pham va Dugc pham Hoa Ky) hodc
Chimg nhan CE (Chau Au)
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DANH MUC MOI CHAO GIA

TT

Tén danh muc
maoi chao gid

Pic tinh ky thuat

DPon vi
tinh

S6 lwgng

27

Bo khép hang toan
phan khéng xi
mang, chom
Zicronium, 6 cbi
nguyén khéi

B khép hang toan phin khong xi mang

1. Chuéi:

- Chét lidu: Ti6Al4V, toan by bé mit dugc phun nham va phi 16p HA
-C6 =12 cd, trong do c6 cd trong khodang 110 - 130mm

2. Chom:

- Chat liéu: Hop kim Aluminium - Zirconium

- C6> 3 c& véi mdi dudng kinh

3.0 cbi

- Chét liéu: Polyethylene HXPLE lién két chéo cao cé vitamin E, phu TiCP
-C62> 12 ¢d, trong d6 co c& 44mm

- Thiét ké: O cbi nguyén khdi c6 > 3 13 bit vit;

- Chéng trat: > 10 do

4. Vit:

- Chét liéu: Titanium

- Puong kinh: trong khoang 3 - Smm véi chiéu dai > 20mm

Tiét khuan

Chimg nhan FDA (Cuc quéan ly Thyc phdm va Duge pham Hoa K¥) hoic
Chimg nhén CE (Chéu Au)

30

B¢ khdp vai toan
phén nhén tao dang
ngugc khéng xi
mang, Titanium

B khép vai toan phan nhén tao

1. Chubi canh tay khéng xi mang:

- Chét liéu: Titanium (Ti6Al4V )

- Budng kinh > 12mm

- Chiéu dai > 60mm

2. Pau canh tay véi vit khoa

- Chét liéu: Titanium (Ti6AI4V)

- Puong kinh: = 35mm

3. O chao:

- Chét liéu Titanium (Ti6Al4V) phti HA va Titanium
- Chit liéu bén trong chom: CoCrMo va Ti6Al4V
4. Phan dém 6 chao

- Chat lidu Polyethylene cao phan tir/ thép khéng gi
- Kich thudce trong khoang 32 - 38mm

5. Vit xuong:

- Chét liéu Titanium (Ti6AI4V)

- Puong kinh: trong khoang 6 - 7mm

- Dai > 20mm

Tiét khuan

Chimg nhin FDA (Cuc quan ly Thuc pham va Dugc phim Hoa Ky) hoiic
Chimg nhéan CE (Chau Au)

23

Chi ban det da soi
siéu bén, rong tir
2mm dén 5mm;
chiéu dai > 80cm

Chi ban det da soi siéu bén dung dé khau gan, mé mém trong phau thuat
chan thuong chinh hinh hoic ting cudng do chic trong phau thuat ndi soi
tai tao gan, ddy ching cac loai

- Chat ligu: Polyethylen cao phan tir UHWMPE

- Kich thuéc: rong tir 1.0mm dén 1.5mm; dai > 80cm

Tiét khudn

Chimg nhan FDA (Cuc quéan ly Thyuc phdm va Dugc phdm Hoa Ky) hodc
Chimg nhin CE (Chau Au)

Cai

65

Chi khau siéu bén,
luc kéo >
550N/mm?2

Chi khau siéu bén

- Chét liéu: Polyethylene cao phan tir siéu bén

- Kich thudc: bé rong chi > 0.5mm

- Thiét ké: 2 mau, luc kéo = 550 N/mm?2

Chimg nhin FDA (Cuc quan ly Thyuc phdm va Dugc phim Hoa K¥) hodc
Chimg nhén CE (Chéu Au)

Tép

325
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DANH MUC MOI CHAO GIA

Tén danh Iml‘l(!"

TT | Diic tfnh ky thudt Dg:: 186 lwong
Ludi bao khdp néi soi dung bao cat loc mo xo, sun
- Chét liéu thép khong gi
Ludi bao khép ndi |- C6 tdi thidu 3 ¢d, ¢6 ¢& > 4.5mm,
31 |[soi, dudngkinh> |- Ludi bao ¢6 rang/ khong ring, c6 > 6 thiét ké dau cit Cai 420
4.5mm Tiét khuan
Chimg nhén FDA (Cyc quan Iy Thyc phim va Dugc phim Hoa KY) hodc
Chimg nhén CE (Chau Au)
Vit treo ddy chang c6 dinh day chang str dung trén xuong chay
Vit treo dy ching -.\Afét l‘.iéu:"l"hanh ¢b dinh bing Titanium, Vong treo manh ghép bang chi
cb dinh day ching  [PouDENS0S : !
: 2 - Kich ¢c&: Thanh c6 t6i thi€u 2 ¢ trong khoang 12mm - 15mm . .
32 |sir dung trén xuong ; 2 3 Cai 85
S > |- Chiju dugc luc cang trong khoang > 950N
chay, Titanium, chi n 2
siéu bén s6 5 Tick khuzn : :
Chimg nhan FDA (Cuc quan ly Thyc pham va Dugc pham Hoa Ky) hodc
Chimg nhan CE (Chau Au) hogc Tiéu chuin san xuit ISO
Nep khéa dau trén xuong chay, mit ngoai, dau nep c6 2 do rong
- Chét liéu: Titanium
-Piaungp>415
- Thén nep du c& tir 3 16 dén 10 18, mdi ¢& c6 dang trai va phai
- Chiéu dai nhiéu ¢&, trong d6 c6 c& 300mm-320mm
Nep khoa ddu trén ;!Es:irll.l nep day trong khoang 2.5 - 3.5mm, than ngp day trong khoang 4.5 -
33 iUOTI.g ;i:ay, mét' - Rong: c¢6 2 dang dau nep rong trong khoang 20 - 25mm va trong khoang Cai 16
goaj, au nep c6 2 35- 45mm,
do rong - Tuong thich véi "Vit khéa dudng kinh 1.5 — 6.5mm", "Vit v xuong
cing duong kinh 1.5 — 4.5mm, ddu vit dang sao, chir thip va luc gidc",
"Vit xuong x8p 4.0 — 6.5mm, dau lyc gidc" tai danh myc mdi thiu
Tiét khuédn
Chimg nhin FDA (Cuc quan ly Thyc phdm va Dugc pham Hoa Ky) hoic
Chimg nhan CE (Chau Au)
Nep khod déu trén xuong dui
- Chét liéu Titanium
- Than nep c6 di c¢& tir 4 15 dén 10 13, trai/ phai
- Pau nep day trong khoang 2.5 - 3.5mm, than nep day trong khoang 5 -
= 6mm, rong trong khoang 20 - 30mm
” :fjgn';hgzldf‘;‘ﬂi’; - C6 13 khoa dbi trén toan b than nep oE 5
461 todn b;‘i thEnnep | Tuong thich véi "Vit khoa dubn% kinh 1.5 — 6.5mm", "Vit vo xuong
; cing dudng kinh 1.5 — 4.5mm, dau vit dang sao, chit thap va luc giac",
"Vit xuong x8p 4.0 — 6.5mm, déu lyc giac" tai danh myc moi thau
Tiét khuan
Chimg nhan FDA (Cuc quan ly Thuc phim va Dugc phim Hoa Ky) hoic
Chimg nhin CE (Chau Au)
Nep khéa nho ban ngén tay, dang chir T
- Chét ligu Titanium
- Nep day trong khoang 1 - 1.5mm, rfng dau nep trong khoang 10 - 14mm,
Nep khoa nho ban  |rdng than negp trong khoang 5 - 7mm
35 |ngén tay, dang chit |- Than nep ¢6 di ¢ tir 2 1 dén 6 13, khoang céch gitra cac 16 trong khoang Cai 70

T

4 - 6mm
- Tuong thich véi "Vit vé 2.0mm, dau lyc gidc " tai danh myc mdi thau
Chirng nhin FDA (Cuc quan ly Thye phz’im va Dugce pham Hoa Ky) hodc

Chtmng nhan CE (Chiu Au)
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DANH MUC MOT CHAO GIA

TT

Tén danh mue
moi chao gia

Pac tinh ky thuat

Don vi
tinh

S6 lwong

36

Vit khoa dudng
kinh 4 - 6mm, dau
vit hinh nén > 2°

Vit khoa dung trong phéu thudt két hop xuong

- Chét liéu Titanium

- budng kinh: trong khoang 4 - 6mm

- Dai = 10mm, ¢6 ¢& = §0mm

- Déu vit hinh nén > 2°

- Tuong thich véi “Nep khoa dau dudi xuong dii, ron vit khéa bén trong 15
nep” tai danh muc moi thau

Tiét khuan

Chimg nhan FDA (Cuc quan ly Thuc phém va Dugc phé‘im Hoa K¥) hodc
Chimg nhan CE (Chau Au)

Cai

280

Nep khéa dau dudi
xuong dui, ron vit
khéa bén trong 15
nep

Nep khéa dau dudi xuong dii ¢6 dinh dau dudi xwong dui

- Chét liéu thép khéng gi, ron vit bing Titanium

- Pau nep c6 > 7 16 khoa, thin nep c6 di c& tir 4 15 dén 8 15 khoa

- C6 ron vit khéa bén trong 15 nep, co ché khoéa kiéu thiét ké hinh nén con.
- Tuong thich véi "Vit khoa duong kinh 4 - 6mm, dau vit hinh non > 2°" tai
danh muc mdi thau

Tiét khuan

Chirng nhan FDA (Cuc quan 1y Thyc pham va Duqc phdm Hoa Ky) hoic
Chlmg nhan CE (Chau Au) hodc Tiéu chuin san xuat ISO

Cai

Miéng vé chop xoay
nhan tao

Miéng vé chép xoay nhan tao

- Chat liéu: soi poly (ethylene terephthalate)

- Kich thude 16 xdp: trong khoang 200-250pum

- Kich thuée: 30mm x 20mm, 35mm x 25mm.

Tiét khuan

Chimg nhdn FDA (Cuc quan 1y Thuc phidm va Dugc phim Hoa Ky) hodic
Chimg nhin CE (Chéu Au)

10

39

B6 do ap luc ndi s
va dan luu ndo that

B do 4p lyc ndi s¢ va dan luu nio that ding trong phau thuat so ndo

1. Bé chuyén doi ap luc (DPT) dé do tang ap luc ndi so (ICP)

2. Khoang kiém soét dich dan luu: Thé tich > 100ml.

3. Van d6i luu khong khi khang khuén, van diéu luu 1 chiéu chéng trao
nguoc, tiép hop chéng xodn dang chir L

4. Thang ap luc kép vai 2 loai don vi mmHg va CmH20

5. Thé tich tai dan luu > 800ml

Tiét khudn

Chimg nhin FDA (Cuc quan Iy Thyc phim va Dugce phdm Hoa Ky) hoiic
Chimg nhan CE (Chéu Au)

14

40

Bo nep vit gom 1
nep tron, 6 vit

B nep vit vé so diing trong phau thudt than kinh so ndo dé c¢6 dinh so

- Chat liéu Titanium

- GOm 1 nep tron 6 13, kém 6 vit

- Bé day ban nep 0.25mm, 0.5mm

Tiét khuén

Chimg nhin FDA (Cuc quéan ly Thyuc phdm va Dugc phim Hoa K¥) hoic
Chtmg nhan CE (Chau Au)

19

4]

Bé 1ap chuong trinh
cho ngudi bénh dat

dién cuc kich thich

nio siu

B 1dp chuong trinh cho ngudi bénh dit dién cuce kich thich ndo sdu dung
trong phﬁu thuat diéu trj bénh ly rbi loan vén dong

- Dung chinh stra céc thong s6, danh cho ngudi bénh

- Gom may cam tay, phu kién két ndi ngudi bénh, day sac
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Tén danh muc

DANH MUC MOI CHAO GIA

T | e e  Pic tinh ky thut DtVi':_h‘”-‘ S6 lwong
Bo thiét bj kich thich ndo sau dung trong phau thudt diéu trj bénh ly rdi
loan vén dong
1. Déy cap két ndi vi dién cuc
S 08— 2. Vi dién cuc kich thich ndo sidu
B? Rict by Euch 3 3. B{ dau dién cuc kich thich ndo sau, dai > 40cm
thich ndo sau (gébm e e s
.3 .z 4. B§ ddy noi dai dién cuc, dai > 60cm
dicu khién trung 5. Dtz cilitap dubnmbam
42 |tam, b lap trinh, SEaRR P e Bo 9
day ndi dai, day 6. Thffi:t b¥ kfm tr:?.;tm hiéu dAlgn If'or ' , o :
S 7. Thiét bj diéu khién trung tdm kich thich ndo sau, loai khong sac lai dugc,
cap, vi di¢n cyre), 2. 2 o
khong sac lai e th? tr'unfg; bmh‘z g rllam .
T 8. Thiét bj diéu chinh pin danh cho nguoi bénh
Tiét khuan
Chimg nhan FDA (Cuc quéan 1y Thuc phim va Dugc phdm Hoa Ky) hodc
Chimg nhan CE (Chau Au)
B thiét bj kich thich ndo siu ding trong phau thudt didu trj bénh 1y ri
loan van dong
1. Day cap két ndi vi dién cuc
&AL 2. Vi dién cyc kich thich ndo sau
Bo thict bi kich 15 B4 4du dién cuc kich thich ndo sdu, dai > 40cm
thich ndo sdu (gom NG SN e
=y 53 4, B§ day noi dai dién cuc, dai > 60cm
di€u khién trung : ; A
i, b8 lBp ik, (2> VOB WO AUME B o )
43 day 6 d‘:’xi day 6. Thu?t bi klu?m tra tin hiéu dién tro L Bo 14
ST e 7. Thiét bj diéu khién trung tdm kich thich ndo séu, loai sac lai dugc, tudi
cap, vi dién cuc), .
pin sac str dung the trﬂng bm},l Ps }0 né'm : o
nhidu IAn 8. Thiet l::; diéu chinh pin danh cho ngudi bénh
9. B thiét bj sac pin di dong cho ngudi bénh
Tiét khuan
Chirng nhan FDA (Cuc quan ly Thue pham va Dugc phém Hoa Ky) hodc
Chimg nhan CE (Chau Au)
Pia dém cot song cb co khop dong toan phéan duing trong phau thuét cot
séng cb 16i trude
- Chét liéu Cobalt Chromium Molypden dugc phti 2 16p Titan x6p va HA
Pia dém cot song |- Loi di dong chat lisu UHMWPE
44 ¢b ¢6 khép dong - Rong trong khoang 15 - 19mm, rpéi budce taing 2mm Céi -
toan phan, cao 4 - |- Sau trong khoang 13 - 19mm, mdi bugc tang 2mm
9mm - Cao trong khoang 4 - 9mm
Tiét khuan
Chimg nhdn FDA (Cuc quan ly Thyc phim va Dugc phim Hoa Ky) hodc
Chimg nhin CE (Chau Au)
Dia dém cdt sdng cd, ¢6 rang cua ding trong phau thuét thoat vi dia dém
cot song cd
- Chét liéu Polyether Ether Ketone (PEEK)
Pia dém cotséng |- Cao trong khoang 4 - 10mm, t6i thiéu > 4 c&
45 cd, co ring cua, cd |- Rong > 14mm Ci 70

san xuong, cao 4 -
10mm

- Dai ¢6 i thiéu c& 13mm

- C6 sdn xuong nhén tao dé ghép

Tiét khuan

Chirng nhdn FDA (Cuc quan ly Thyc phdm va Dugc phém Hoa Ky¥) hodc
Chimg nhan CE (Chau Au)
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DANH MUC MOI CHAO GIA

Tén danh muc SRS Donvi |«
JrTr e Dic tinh ky thuat e So lrgng
Pia dém cot song lung loai cong in 3D nguyén khéi diing trong phau thuét
cot soéng lung, nguc
- Chat liéu Ti6AI4V ELI
Pia dém cot song |- Cao > 4 ¢&, trong khoang 6 - 14mm
46 lung loai cong, cao |- P6 nghiéng > 12° ' ‘ Cai 13
6 — 14mm, in 3D |- Dai trong khoang 28 - 32mm, t6i thiéu c6 c¢& 28, 32mm
nguyén khoi - Dau hinh vién dan, hai mat 16i. Bé mt trén va dudi dia cé rang cua
Tiét khudn
Chimg nhan FDA (Cuc quan 1y Thyuc phim va Dugc pham Hoa Ky) hoic
Chtmg nhan CE (Chau Au)
Dién cuc ap vo ndo hinh ludi sir dung do dié¢n ndo trong luc mb
- Chét liéu céc dién cyuc dang silicon mong, déo c6 dia tiép xtc bach kim
. . v6i khoang cach 1em va nhan c6 danh sd dé phén bigt
Bien cuf:’ap vomde | Dang ludi 2 day x 4 dién cuc i
47 df_ipg ludi 2 day x 4 - Déy dén dai > 2.5m Cai 8
dién cuc 2
Tiét khuan
Chimg nhan FDA (Cuc quan ly Thuc phim va Dugc phdm Hoa Ky) hodc
Chimg nhan CE (Chau Au)
Ludi cat dot bang  |Ludi cit dot bing séng cao tan plasma, dau ludi dot udn dugc dung trong
song cao tan phau thuat ndi soi cot séng mot cong
plasma, dau ludi dt |- Pudng kinh 2.8mm, chiéu dai lam viéc 400 £+ 10mm
48 |udn dugc dung - Dau dao dbt uén Cai 21
trong phau thuit ndi |Tiét khuan
soi ¢t sdng mot Chimg nhan FDA (Cuc quan ly Thuc phim va Dugc phdm Hoa Ky) hoic
cong Chimg nhan CE (Chau Au) hodc Tiéu chuin san xuét ISO
Nep tron vé so dung trong phau thudt so ndo dé ¢6 dinh so
- Chét liéu Titanium
49 [Nep tron va s, 5106 |- Dang tron, ¢6 5 16 Cai 20
Chimg nhén FDA (Cuc quan Iy Thirc phfim va Dugc phém Hoa Ky¥) hodc
Chimg nhan CE (Chau Au)
Ong soi duing trong ndi soi cot séng 2 cdng
- Chiéu dai 1am viéc c6 t6i thiéu c& 142mm, dudng kinh c6 tdi thiéu c&
Ong soi ding trong  [4mm, géc nghiéng 30 d6/90 d¢, nang 60g
50 |ndisoicotsong?2 |- Thiét ké quang hoc duge cip bing sédng ché tao ra hinh anh chét lugng 4K Cai 7
céng Tiét khuén
Chimg nhan FDA (Cuc quan ly Thyc phz‘im va Dugc phim Hoa K¥) hodc
Chimg nhéan CE (Chau Au)
Vit cot séng lung da truc réng dudi vit roi, ¢ 16 bom xi ming duiing trong
phau thuat c6t séng lung, nguc
- Chét liéu hop kim Ti-6Al-4V ELI
Vit ¢t sdng lung da |- Pudmg kinh: trong khoang 4.5 - 9.5mm, dai trong khoang 25 - 100mm
51 |truc dudi vit roi, - Kém vit khoa trong Cai 160

kém vit khéa trong

- Tuong thich véi "Nep doc dai 50 - 125mm loai thing, ding cho vit loai 2
ren bom xi mang, bit vit qua da" tai danh muc mdoi thau

Chimg nhan FDA (Cuc quan ly Thyc phim va Dugc phdm Hoa Ky) hoidc
Ching nhan CE (Chau Au)
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DANH MUC MOI CHAO GIA

TT

Tén danh muyc
maoi chao gia

Pic tinh ky thuit

Don vi
tinh

SO lwgng

52

Nep doc dai 50 -
125mm loai thing,
dung cho vit loai 2
ren bom xi ming,
bat vit qua da

Nep doc ding cho vit 2 ren bom xi ming dung trong phau thuat cft song
lung, nguc

- Chét lidu Titanium

- Chiéu dai trong khoang 50 - 125mm, dudng kinh ¢6 t6i thiéu ¢& 5.5mm

- Hinh try, thing

- Tuong thich véi "Vit c6t song lung da truc dudi vit rdi, kém vit khéa
trong" tai danh myc moi thau

- Chimg nhan FDA (Cuc quan ly Thyc phiam va Dugc phim Hoa Ky) hodc
Chtg nhan CE (Chau Au)

Cai

120

53

Xi mang sinh hoc
kém dung dich pha
trong bom than sdng

Xi mang sinh hoc kém dung djch pha dung trong phdu thuét tao hinh than
sbng

- Bt xi mang 20g (£ 5%) va dung dich pha xi mang 8ml (£ 5%)

- Thanh phan:

+ Bot xi ming: Polymethyl Methacrylate (PMMA) 12.5g (£ 5%); Barium
Sulphate (BaSO4): 7.0g (+ 5%); Benzoyl Peroxide (BPO) 0.3g (£ 5%)
+ Dung dich pha: Methyl Methacrylate (MMA) khoang 7.5 - 8.0ml,
Dimethylparatoluide (DmpT) khoang 0.1 - 0.2ml, Hydroquinone (HQ):
75ppm

Tiét khudn

Chimg nhan FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky) hodc
Chimng nhan CE (Chau Au)

Cii

54

Nep va sg, tdi thiéu
16 16

Nep vé so diing trong phau thuit than kinh so ndo

- Chat liéu Titanium

- C6 tdi thiéu 16 15, dai > 10cm, khoang cach 16 6mm

- Tuong thich véi "Vit vé s¢ ty khoan, ty tao ren, dudng kinh > 2.0mm, dai
5 - 6mm" tai danh muc moi thau

Tiét khuan

Chimg nhin FDA (Cuc quan Iy Thyc phim va Dugc pham Hoa Ky) hogc
Chimg nhan CE (Chdu Au) hogc Tiéu chuin san xuat ISO

Cai

150

55

Vit vé so tur khoan,
tu tao ren, dudng
kinh > 2.0mm, dai 5
- 6mm

Vit va so tu khoan, tu tao ren, ding trong phau thuét than kinh so ndo

- Chét liéu Titanium

- Pudng kinh c6 ti thiéu ¢& 2.0mm, dai trong khoang 5 - 6 mm

- Tuong thich véi "Nep va so, t6i thiéu 16 13" tai danh myc méi thau
Tiét khuan

Chimg nhén FDA (Cuc quan ly Thuc phdm va Dugc pham Hoa K¥) hodc
Chimg nhan CE (Chau Au) hogc Tiéu chuin san xuat ISO

Cai

56

Nep doc thing
dudng kinh ti thiéu
5.5mm dai > 470mm

Nep doc thang dung trong phau thudt cft séng thét lung, nguc

- Chét liéu: Ti6Al4V ELI

- Pudng kinh c6 tbi thidu ¢& 5.5mm

- Chiéu dai > 470mm

- Thiét ké: dau nep doc hinh thap gidc

- Tuong thich vé&i "Vit c6t séng lung da tryc, hai bude ren, mii vit ty dan
hudng", "Vit khoa trong cho vit cit song da truc, 2 budc ren” tai danh myc
moi thau

Tiét khuan

Chimg nhan FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hoidc
Chimg nhan CE (Chau Au)

Cai
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DANH MUC MOI CHAO GIA

Tén danh muc Ponvi | .«
TR T | ‘ Dic tinh ky thuat : e So lwgng
Nep noi ngang tu di¢u chinh véi 2 truc xoay dung trong phau thuat c6t
song thit lung, nguc
- Chat liéu: Ti6Al4V ELI
- Kich thuéc trong khoang: 33 — 34mm; 34 — 36mm; 36 — 40mm; 39 —
47mm; 47 —61mm; 61 — 90mm
Nep nbi ngang tr |- Thiét ké ¢6 thé co rat duge véi 2 tryc xoay va chiéu dai ¢6 thé diéu chinh
57 |diéu chinh kich ¢ |dugc. Kém vit khoa trong Cai 4
vai 2 truc xoay - Tuong thich vé&i "Vit cot séng lung da truc, hai budc ren, mii vit tir dan
hudng", "Vit khoa trong cho vit cét séng da truc, 2 budce ren" tai danh myc
moi thiu
Tiét khun
Chimg nhan FDA (Cuc quéan ly Thyuc phdm va Dugc phim Hoa K¥) hodc
Chung nhan CE (Chau Au)
Vit cot song lung da truc, hai budce ren, miii vit ty dan huéng ding trong
phau thuat cot séng
- Chét liéu: Ti6Al4V ELI
- Buong kinh cé t6i thiéu cac ¢ 5.2mm, 6.2mm, 7.2mm
- Chiéu dai > 6 c&
Vit ¢t séng lung da |- Budc ren doi, hai budce ren, mili vit tu ddn huéng, khoang cach ren Smm,
58 [truc, hai budc ren,  |mili vit tu ddn hudng. Goéc dao dong: 52° Cai 39
miii vit ty ddn hudng|- Tuong thich véi "Nep doc thing dudng kinh tdi thiéu 5.5mm dai >
470mm" hodc "Nep nbi ngang tu diéu chinh kich ¢& véi 2 truc xoay", "Vit
khéa trong cho vit cot song da truc, 2 bude ren" tai danh muc moi thau
Tiét khuédn
Chirng nhdn FDA (Cuyc quan ly Thuyre phfim va Dugc pha"m Hoa Ky¥) hodc
Chung nhén CE (Chau Au)
Vit khoa trong cho vit c6t song da tryuc, 2 budc ren dung trong phiu thuét
cOt song
- Chét ligu: Ti6Al14V ELI
- Thiét ké: L3 6c khoa hinh ngdi sao, ren vudng
Vit khoa trong cho |- Tuong thich véi "Nep doc thing dudng kinh t6i thiéu 5.5mm dai >
59 |vit cot séng da truc, [470mm" hodc "Nep nbi ngang ty diéu chinh kich c& véi 2 truc xoay", "Vit Cai 100
2 budce ren cot song lung da tryc, hai bude ren, miii vit ty din huéng" tai danh muc
moi thau
- Tiét khuan
Chirng nhdn FDA (Cuc quan ly Thyc phflm va Dugc pham Hoa K¥) hodc
Chimg nhan CE (Chau Au)
Nep théng vé so dung trong phau thudt so nio dé c6 dinh so
- Chat liéu Titanium
60 Nep thing vé so,> |- Day 1mm, dai 50mm, dang thing, ¢6 > 8 18, khoang cach 18 bét vit 6mm 2
x ‘A x Cai 470
810 Tiét khuan
Chimg nhén FDA (Cuc quéan ly Thyc phdm va Dugc phim Hoa K¥) hodc
Chimg nhan CE (Chau Au) hogc Tiéu chufn san xuét ISO
Keo sinh hoc v4 mang cirng ving ndo va cft song
Keo sinh hoc va - Hon hop gdm: tién chit Polythylene Glycol (PEG) va trilysine amine/
61 mang cing ving buffer Tugp 50

nio va cot séng, =
Sml

- Dung tich > 5ml
Chimg nhin FDA (Cuc quan ly Thyc phdm va Dugc pham Hoa K¥) hoic
Chimg nhan CE (Chau Au)

Page 12 of 19



DANH MUC MOI CHAO GIA

Tén danh muc

Don vi

U ' Dic tinh ky thuit tinh S6 lwgng
Nep doc cét song lung
- Chét liéu Titanium
Nep doc cot sdng - Chiéu dai trong khoang 250 - 500mm, dudng kinh ¢6 tdi thiéu ¢ 5.5mm,
62 lung, dai 250 - nep thing g Cai 20
500mm, duong kinh |- Tuong thich vai "Vit ¢ft song lung da truc dudi nho, kém vit khoa trong"
t6i thiéu 5.5mm tai danh myc moi thau
Chimg nhén FDA (Cuc quan Iy Thyc phdm va Dugc pham Hoa Ky) hoic
Chimg nhan CE (Chau Au)
Vit cbt séng lung da truc
- Chét liéu Titanium
Vit ¢t sdng lung da |- Dai trong khoang 25 - 60mm, kém vit khoa trong
63 |truc dudi nho, kém |- Tuong thich v&i "Nep doc cot sdng lung, dai 250 - 500mm, dudng kinh Cai 400
vit khoa trong t6i thiéu 5.5mm" tai danh muc moi thau
Chirng nhin FDA (Cuc quan ly Thue phém va Dugc pham Hoa Ky) hoic
Chimg nhin CE (Chau Au)
Xi ming héa hoc tao bom than séng dung trong phau thudt tao hinh than
dét song
. : - Thanh phan: polymetyl - metacrylate, c6 tinh can quang
64 |Ximanghbahoc | o0 I]irqng khodng 27.0 - 27.% bot va 9.0 - 9.5¢ dich Lo 90
bom than song e 2
Tiét khuan
Chimg nhén FDA (Cuyc quan Iy Thyc phim va Dugc pham Hoa Ky¥) hodc
Chimg nhin CE (Chau Au)
Nep doc thing dung trong phau thuét cft song lung, nguc
- Chét liéu Titanium
- Budng kinh ¢6 téi thiéu cac ¢ 5.0, 5.5, 6.0mm, dai trong khoang 40 -
Nep doc cft séng 450mm
65 thing, dai 40 - - Thing, uén cong dugc i Ci 20
450mm, dudng kinh |- Tuong thich véi "Vit cft song lung da truc hai ranh mi vit kém vit khoa
5.0-6.0mm trong ct sdng lung, dudng kinh 4.5 - 7.5mm, dai 25 - 120mm" tai danh
muc mdi thau
Chtmg nhén FDA (Cuc quéan Iy Thyc phim va Dugc phadm Hoa Ky) hodc
Chimg nhan CE (Chau Au)
Vit ¢6t song lung da truc ding trong phéau thuat cot song lung, nguc i
Vit ¢t séng lung da |- Chét li¢u Titanium '
truc hai ranh ma vit |- Pudng kinh: trong khodng 4.5 - 7.5.mm, mdi budc ting Imm i
kém vit khéa trong |- Dai trong khoang 25 - 120mm
66 |cot séng lung, - Vit tu tao ren, da truc, géc dao dong lén dén 60 do, kém vit khéa trong Cai I4t)r
duong kinh 4.5 - - Tuong thich véi "Nep doc cot séng thing, dai 40 - 450mm, dudng kinh _
7.5mm, dai 25 - 5.0 - 6.0mm" tai danh muc moi thau
120mm Chumg nhan FDA (Cuc quan ly Thyuc phdm va Duge phdm Hoa Ky) hogc
Chimg nhin CE (Chau Au)
Nep doc tron danh cho mat d§ xuong trung binh va thap
Z. - Chat liéu: Hop kim Titanium(Ti - 6A1-4V)
Nepdoc rontoi | g oo kinh téi thidu 5.5mm, dai > S00mm
UHiCHia S, UL - Tuong thich v&i "Vit ¢t séng lung da tryuc 2 kiéu ren", "Vit khéa trong
67 [500mm, diing cho ’ Cii 13

vit cot séng 2 kiéu
ren

ddng b vit da truc 2 kiéu ren" tai danh myc moi thau

Tiét khudn

Chimg nhén FDA (Cuc quan ly Thuc phdm va Dugc pham Hoa Ky) hodc
Chimg nhin CE (Chau Au)
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DANH MUC MOT CHAO GIA

Tén danh muc 2 Ponvj |«
i moi chao gia : D'ﬁc IRy (O $ : tinh pocone
Vit cdt song lung da tryc 2 kiéu ren dung trong phau thudt cft song
- Chat liéu Hop kim Titanium (Ti - 6A1-4V)
- Pudng kinh > 7 ¢& tir 4.0 dén 8.5mm, budc ting 0.5mm
- Chiéu dai tir 30mm dén 55mm, budc ting Smm
68 Vit ¢t séng lung da |- Tuong thich véi "Vit khoa trong ddng bo vit da truc 2 kiéu ren", "Nep doc Céi 5
truc 2 kiéu ren tron tbi thiéu 5.5mm, dai > 500mm, ding cho vit cot séng 2 kiéu ren" tai
danh muc moi thiu
Tiét khudn
Chirng nhan FDA (Cuc quan ly Thyuc phdm va Dugc phim Hoa K¥) hoic
Chimg nhan CE (Chau Au)
Vit khéa trong tuong thich vit da truc 2 kiéu ren diing trong phau thuat cét
sbng
- Chét liéu Hop kim Titanium(Ti - 6Al-4V)
Vit khéa trong ddng | Kich thudc lron.g khoang 9 - 9.5mm 5 -
69 |bd vit da truc 2 kidu |- T!.rong thich v&i "Vit ¢t song lung da truc 2 !qcu ren:, "Nep doc tron toi Cai 57
i ; thiéu S‘.Smm, dai = 500mm, dl;lng cho vit cgt song 2 ki€u ren" tai danh muc
moi thau tai danh muc maoi thau
Tiét khudn
Chung nhén FDA (Cuc quan ly Thuce pham va Dugc pham Hoa K¥) hoic
Chimg nhéan CE (Chau Au)
Nep doc diing trong phiu thuat cét séng lung, nguc
- Chét liéu bing hop kim titanium/ CoCr
- Chiéu dai < 500mm, c6 t6i thiéu c¢& 500mm, dudng kinh < 6.0mm, c6 t6i
thiéu ¢ 6.0mm
- C6 dang cong va thing, dau nep doc hinh luc gidc
e dseatabie | 'l:uo’rng‘lhich \:C'.'(i "Vit ot song lung d:z truc Pmn xi(méng 1‘5 16, f:é ranh
i m vit hinh vudng bét qua da trong phau thudt cgt song, dudng kinh 4.5 -
lung ngue, dai < i i s | i
70 S00mm. Adtie kidh 10mm, dai 25 - 60mm" hodc "Vit c¢ft song ]-ung da truc c6 ranh mdt trong Cai 70
- 6.0mr:n rqﬁ vit hinh vudng, fiuémg kinh > 4,0mm, dai 25 - 60mm" hodc "Vit ct
= song lung da truc ¢6 dinh kép ranh mi vit hinh vuéng, dudng kinh >
4.0mm, dai 25 - 60mm", "Vit khda trong co budc ren ngang véi goc ma
12°" tai danh myuc mdi thau
Tiét khudn
Chimg nhan FDA (Cuc quan ly Thuc phém va Dugc phém Hoa K¥) hoic
Chimg nhan CE (Chau Au)
Nep doc diing trong phau thuat cot séng lung, nguc
- Chat li¢u bing hop kim Titanium/ CoCr
- Chiéu dai trong khoang 60 - 95mm, dudng kinh < 6.0mm, c6 tdi thiéu c&
6.0mm
- Dang cong va thing, dau nep doc hinh luc giac
Nep docicgtsbig - 'I:uc{ng‘thich \:c'vi "\{it 6t song lung d;c} truc Po‘nz xi{méng 15 18, Fé rén_h
lune newc. dai 60 - |M9 vit hm’h vubng bat qua da trong phau thudt cot song, duong kinh 4.5 -
71 o i 10mm, dai 25 - 60mm" hodc "Vit ¢t song lung da tryc c6 ranh mat trong Cai 50

95mm, duong kinh
<6.0mm

mil vit hinh vudng, dudng kinh > 4.0mm, dai 25 - 60mm" hodc "Vit cit
song lung da tryc ¢6 dinh kép ranh mi vit hinh vuéng, dudng kinh >
4.0mm, dai 25 - 60mm", "Vit khoa trong cé budc ren ngang véi gbc mé
12°" tai danh myc mdi thau

Tiét khuan

Chtng nhén FDA (Cuc quan ly Thyuce phdm va Dugc phdm Hoa K¥) hodc
Chung nhan CE (Chau Au)
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~ DANH MUC MOI CHAO GIA

THE T:;hd:; :om;:: : Ay e --}.)jﬁc.-:tinlhfk_j_" thuft _ D;;;’ SO lwgng
Vit ot sdng lung da truc bom xi ming qua da ding trong phu thut diéu
tri bénh Iy thodi hod ¢t séng lung & nhom ngudi bénh loang xuong
- Chét ligu Titanium
Vit cot song lung da |- Pudng kinh: trong khoang 4.5 - 10mm
tryc bom xi mang |- Dai trong khoang 25 - 60mm, mdi budc ting Smm
1518, coranh mii |- Vit ¢6 15 13, dudng kinh 16 bom xi mang khoang 1.0-1.2mm, ng nong
vit hinh vudng bit  |qua da khoang 15 - 20mm.
72 |qua da trong phdu |- Ty tao ren, gbc xoay * 30° Cai 100
thuat cot song, - Tuong thich véi "Vit khoa trong c6 buéce ren ngang véi goe mo 12°",
dudng kinh 4.5 - "Nep doc cot sdng lung nguc, dai < 500mm, dudng kinh < 6.0mm" hodc
10mm, dai 25 - "Nep doc cot séng lung nguc, dai 60 - 95mm, dudng kinh < 6.0mm" tai
60mm danh muc mdi thau
Tiét khuan
Chimg nhén FDA (Cuyc quan ly Thyuc phdm va Dugc pham Hoa Ky) hodc
Chimg nhan CE (Chau Au)
Vit ¢t séng lung da truc ding trong phiu thuat cot song lung, ngyc
- Chat liéu Titanium
- Pudng kinh > 4 ¢& tir 4.5mm dén 10mm
Vit cot song lung da |- Chiéu dai tir 25mm dén 60mm (budc ting Smm)
truc ¢o ranh mit - Ty tao ren, géc xoay + 30°
73 trong mu vit hinh |- Tuong thich \-:(.'Ii "Vit khoa trong c6 budc ren ngang véi goc mo 12°", Céi 350
vudng, duong kinh  |"Nep doc cdt song lung ngue, dai < 500mm, dudng kinh < 6.0mm" hoéc
>4.0mm, dai 25 - |"Nep doc cét séng lung nguc, dai 60 - 95mm, dudmg kinh < 6.0mm" tai
60mm danh muyc moi thau
Tiét khuan
Chimg nhan FDA (Cyc quan Iy Thyc phim va Dugc pham Hoa KY) hoic
Chimg nhan CE (Chau Au)
Vit ¢6t song lung da truc c6 dinh kép ding trong phau thuét cft song lung,
nguc
- Chét li¢u Titanium
Vit ¢t séng lung da |- Puong kinh > 4 ¢, ¢6 t6i thiéu trong khoang 4.0 - 10mm !
truc c¢b dinh kép - Chiéu dai tir 25mm dén 60mm (budc ting Smm)
74 ranh mil vit hinh - Tuong thich \:c'ri "Vit khoa trong c6 bude ren ngang véi géc mo 12°", Cai 100
vudng, duong kinh  |"Nep doc c¢dt song lung ngyc, dai < 500mm, dudng kinh <6.0mm" hodc
>4.0mm, dai 25 - |"Nep doc cét séng lung ngyc, dai 60 - 95mm, duong kinh < 6.0mm" tai
60mm danh muc moi thau
Tiét khuan
Chimg nhan FDA (Cuc quan ly Thyc pham va Dugc phim Hoa Ky) hogc
Chimg nhan CE (Chau Au)
Vit khoa trong diing trong phau thudt cot song lung, nguc
- Chat liéu Titanium
- Budce ren ngang véi gbe md 12° va rong cua budce ren 0.45 £ 0.05mm
- Tuong thich véi "Vit c6t séng lung da tryc ¢6 ranh mét trong mi vit hinh
Vickhbatrongd vuéng; d}r('mg ’kinlj > 4.{2mr'n, c‘iéi 25 Z 60m::n" h(?:'}ic "Vit ¢t séng: .ll.mg da
L . .. |truc co dinh kép ranh ma vit hinh vudng, dudng kinh > 4.0mm, dai 25 - i :
75 [budc ren ngang véi Cai 600

gbc ma 12°

60mm" hodc "Vit ¢t séng lung da truc bom xi mang 15 13, c6 ranh mi vit
hinh vudng bt qua da trong phau thudt cot séng, duong kinh 4.5 - 10mm,
dai 25 - 60mm" tai danh muc moi thau

Tiét khuén

Chimng nhdn FDA (Cuc quan ly Thyc phim va Dugc phiam Hoa K¥) hoic

Chimg nhén CE (Chau Au)
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DANH MUC MOI CHAO GIA

Tén danh muc o Pon vi |«
TT g Dic tinh ky thuat toh So lwgng
Vit cot song lung da truc rong nong, ren doi, hai budc ren, mii vit ty din
hudng dung trong phiu thudt cot song xam 14n t6i thiéu
- Chét ligu: Ti-6Al-4V ELI
- Pudmg kinh ¢6 téi thiéu cac ¢& 5.2mm, 6.2mm, 7.2mm
Vit cot song lung da |- Chiéu dai trong khoang 25 - 80mm
76 truc rong nodng, ren |- Thiét Ifé: Thén vit ¢6 budce ren déi, hai budce ren r5ng nong, miii vit tyr ta Cai 100
d6i, hai budc ren,  [rd. C6 10 cho phép bom xi mang. Bude ren doi 5 mm. Géc dao dong: 52°
miii vit tw dan hudng|- Tuong thich véi "Dung cu dua xi mang sinh hoc vao vit da truc rong
nong, 2 bude ren" tai danh muc mdi thau
Tiét khudn
Chimg nhéan FDA (Cuc quan 1y Thyc phim va Duge pham Hoa Ky) hodc
Chimg nhén CE (Chau Au)
Dung cu dua xi ming sinh hoc vao vit da truc rong nong, 2 buéce ren ding
trong phau thuét cot séng lung xam 14n t6i thiéu + bom xi mang
Dung cu dua xi - Chét liéu: Thép khong gi
77 mang sinh h_v(,)c vao |- Tuong thich v({i "Vit cot séng lung da truc rér}g nong, ren doi, hai budc Cai 20
vit da truc rong ren, miii vit ty dan huéng" tai danh myc moi thau
nong, 2 budc ren Tiét khuan
Chimg nhén FDA (Cuc quan ly Thye phdm va Dugc pham Hoa K¥) hodc
Chimg nhan CE (Chau Au)
Nep doc cot song lung ding trong phau thuat cft song nguc, lung, that
lung & ngudi bénh lodng xuong
- Chét liéu Titanium
Nep doc cot sbng |- Pudmg kinh < 5.5mm, ¢6 t6i thiéu c& 5.5mm, dai trong khoang 40 -
lung dung trong 200mm
78 phau thuat loang |- B& mat tron lang . Cii 56
xuong, dudng kinh |- Tuong thich véi "Vit ¢ot song lung da truc 10ng rong kém xi mang sinh
<5.5mm, dai 40 — |hoc ren d6i, duong kinh 5.5 - 7.0mm, dai 35 - 60mm" tai danh muc moi
200mm thau
Tiét khuan
Chimg nhan FDA (Cuc quan ly Thyc phim va Duge pham Hoa Ky) hoic
Chimg nhan CE (Chéu Au)
Vit cot song lung da truc ding trong phau thuat ¢t song nguc, lung, that
lung trén nguodi bénh lodng xuong
- Chat liéu Titanium
Vit cot song lung da |- Pudng kinh trong khoang 5.5 - 7.0mm, ¢6 t6i thiéu cdc ¢ 5.5, 6.0, 6.25,
truc long rong kém  |6.5mm, dai trong khoang 35 - 60mm
xi mang sinh hoc - Ren déi, géc xoay 30° long vit réng, ¢6 céc 16 doc ddu than vit, co kém xi 5
79 s ; o |5 Cai 200
ren d6i, duong kinh [mang sinh hoc
5.5- 7.0mm, dai 35 |- Tuong thich v&i "Nep doc cot song lung dung trong phau thuét loang
- 60mm xuong, duong kinh < 5.5mm, dai 40 — 200mm" tai danh muc moi thau
Tiét khuan
Chimg nhin FDA (Cuc quéan ly Thyuc phdm va Dugc phim Hoa Ky) hodc
Chirng nhan CE (Chau Au) hodc Tiéu chudn san xudt ISO
Nep thfmg va so dung trong phéu thuét than kinh so ndo dé ¢d dinh SO
- Chét ligu Titanium
- Pudng kinh 18 nep trong khoang 1.5 - 2.0mm, day trong khoang 0.5 -
1.0mm
Ne ihing vaiso - Nep thdng, c¢6 16 hodc 18 hoic 34 16
80 Iéf 18/34 13 : - Tuong thich védi "Vit vé so ty khoan, duong kinh < 1.6mm, dai 4 - 6mm" Cai 78

hodc "Vit va s¢ tu khoan, dudng kinh t6i thiéu 2.0mm, dai 4 - 8 mm" tai
danh muc moi thau

Tiét khuén

Chimg nhan FDA (Cuc quéan ly Thyc phdm va Dugc phim Hoa Ky) hodc
Chimg nhan CE (Chau Au)
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DANH MUC MOI CHAO GIA
TT Ti’;f:::ﬁ“‘;‘:; Dic tinh ky thudt B:’;'l: ' 186 lwong
Nep thfmg va s¢ duing trong phau thut than kinh so nao dé c6 dinh so
- Chét liéu Titanium
- Pudng kinh 16 nep t6i thiéu 2.0mm, day > 1.0mm
- Nep thing 12 13, khoang cach 16 nep 4.5mm, rong 3.7mm
81 T\ie_:p thidng va so, 12 |- Tuong thich véi "Vit vé so tu khoan, du‘cmg kinh < 1.6mm, dai 4 - 6mm" Céi 78
16 hodc "Vit va so tu khoan, dudng kinh t6i thiéu 2.0mm, dai 4 - 8§ mm" tai
danh muc moi thiu
Tiét khudn
Chimg nhian FDA (Cuc quan Iy Thuc pham va Duge phdam Hoa Ky) hodc
Chimg nhin CE (Chau Au) !
Vit va s ty khoan dung trong phéu thuat than kinh SO ndo dé co dinh so [
- Chat liéu Titanium
e buong ki'nh cé' .tf:ili thiéu co 1.5’mm, dai trong k]‘:?é?g 4- 6mm '
82 |duomg kinh < -;Euo"ng thich véi I\ff;p :héng va s, 16/ 18/ 34 16", "Nep thang va s, 12 Céi 910
L6, dal 4~ Gt ioutgl dagnh muc moi thau
Tiét khuan
Chimg nhén FDA (Cuc quan Iy Thyc phdm va Dugc pham Hoa Ky) hodc
Chimg nhan CE (Chau Au)
Vit va so tw khoan dung trong phau thuat than kinh so ndo dé c6 dinh s¢
- Chét liéu Titanium
- Pudng kinh ¢6 téi thiéu 2.0mm
Vit va s¢ tu khoan, |- Dai trong khoang 4 - 8mm, c6 tdi thiéu > 3 ¢&. Ty khoan, ty taro
83 |dudng kinh t6i thiéu |- Tuong thich véi "Nep thing va so, 16/ 18/ 34 13", "Nep thing vé so, 12 Cai 975
2.0mm, dai 4 - 8 mm|13" tai danh muc mdi thau
Tiét khuan
Chimng nhén FDA (Cuc quan ly Thuc phdm va Dugc phim Hoa Ky) hoic
Chimg nhan CE (Chau Au)
B khép hang ban phan khong xi mang
1. Chudi
- Chét liéu: Titanium
- C6 > 14 ¢cd, trong d6 c6 ¢& trong khoang 107 - 144mm E
- Géce ¢b chudi 131 do '
B khép hang bén - Cci) chuc:)i con lZIla}, loai ¢ dinh dau gan, ¢6 ranh & phia déau xa
ph£‘in khéng xi -Co c.hum dang thudn gon
ohting, ELAE i 107 [ RORHUOnE oue 3 )
74 |- 188mm, duing - Vit liéu: hgp kim Cobalt Chrome, bén trong phu Polyethylene Bo 26

kinh ngoai chom
ludng cue c6 > 20
cd

- Dudng kinh trong ¢6 > 2 ¢, ¢6 téi thidu c& 22.2mm, 28mm

- Pudng kinh ngoai ¢6 > 20 ¢, trong d6 cé c& trong khoang 38 - 40mm

- C6 khéa chom béan phan va 16p 16t bing kim loai dang vong tron

3. Chom khép

- Vit liéu: hgp kim Cobalt-Chromium Molybdenum

- Pudng kinh > 5 ¢d, t6 thiéu c6 c& trong khoang 22.2 - 44mm

Tiét khuédn

Chimg nhén FDA (Cuyc quan Iy Thyc phdm va Dugc pham Hoa Ky) hodc
Chimg nhén CE (Chau Au)
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DANH MUC MOIT CHAO GIA

Tén danh muc A Don v |z
TT L Pac tinh ky thuat tinh So lwgng
Bé khép hang toan phan khong xi ming
1. Chuoi:
- Chét liéu: Titanium
- C6 > 14 ¢, trong d6 c6 cd trong khoang 107 - 144mm
- Goc cd chudi 131 do
- C chubi con 12/14, loai cé dinh ddu gin, ¢6 ranh & phia ddu xa, C6
chu6i dang thuén gon
2. Chom:
L . - Chét liéu: Ceramic hé thir 4
Bl‘-’,.,khﬁp, hANgt0aN [ ~s > 3 ety véi mBi dwdng kinh
URNLSEAANE X1 - Budng kinh > 3 ¢§, trong d6 c6 c& trong khoang 28 - 40mm
méng, chom ATk A
Ceramic miéng 16t #4Q01gaIE Bonicay (10 R
85 Poljiathylen &abu [ Chat liéu: Titanium, phu 1&p Titanium Bo 10
ban cAu béng, -Co 2 l% cf_Sr, tr"ong do cod cfr' trong kh(léng 44 - 68mm '
S - - Thiét ké: O c6i nguyén khoi co > 3 16 bit vit, 12 go chong xoay
Titanium, phu l6p WD
Titanium - M’:en.g 196 a0t ALl
- Chat liéu: Polyethylene cao phén tir c6 pht Vitamin E
- Pudng kinh ngoai: trong khodng 40 - 80mm, mdi buéc ting 2mm
- Puong kinh trong: trong khoang 22 - 36mm, méi buéc ting 4mm
- C6 go chong trat> 15 do
5. Vit tu taro
- Pudng kinh: trong khoang 4 - 6.5mm. Chiéu dai > 15mm, ti thidu> 4 c&
Tiét khudn
Chimg nhan FDA (Cuc quéan ly Thuc phdm va Duge phim Hoa K¥) hodc
Chimg nhan CE (Chau Au)
Vit chi neo khiu chép xoay khap vai diing b dinh chép xoay vai
Vit chi neo khédu - Chét liéu 96L/4D PLA (Poly L-Lactic Acid)
chop xoay, bing - Duong kinh: trong khoang 5 - 6.5mm
36 96L/4D PLLA - Chiéu dai trong khoé.‘ng ]xS - 17mm Céi 100
(Poly L-Lactic - Kém 2 s¢i chi siéu bén s6 2
Acid), dudng kinh 5 |Tiét khuén
- 6.5mm Chimg nhan FDA (Cuc quéan ly Thye phdm va Dugc phdm Hoa K¥) hodc
Chimg nhan CE (Chau Au) hogc Tiéu chuén san xudt ISO
B6 tron va phan phdi xi mang ding cho phiu thuit tao hinh than dét séng
- Binh trdn c6 tay quay
- Bom tiém xi mang (10ml)
- Khoa van
B¢ tron va phan -1 éng ndi
87 |phdi xi ming héa - 1 tay cAm B§ 90

hoc bom than sng

- Tuong thich "Kim choc do bom xi mang than séng, ¢& 11G, 13G, dai
khoang 100 - 130mm" tai danh myc moi thau

Tiét khuan

Chung nhan FDA (Cuc quéan ly Thyc phdm va Dugc phim Hoa K¥) hodc

Chirng nhin CE (Chéau Au)

Page 18 of 19



DANH MUC MOI CHAO GIA

TT

Tén danh muc
moi chao gia

Pic tinh ky thuat

Pon vi
tinh

S6 lwgng

88

Catheter dong
mach, tinh mach
dudi don tré so sinh

Catheter dong mach, tinh mach dudi don tré so sinh ding do huyét ap dong
mach, truyén dich, truyén thudc

- Chat ligu bing polyurethane

- Gom 1 catheter dudng kinh 2Fr, chiéu dai khoang 4 - 8cm; 1 kim dén
dudng cd 21 - 22G, chiéu dai 42 + Imm; 1 guidewire 23 + lcm, dudng
kinh 0.45 - 0.47mm

- Téc d¢ truyén dich 17 ml/phit

- Tiét khuén

- Pat ching nhén:

+1SO 13485:2016 va FDA (Cuc quan ly Thyuc phdm va Duge pham Hoa
Ky) hodc FDA 510(k) (FDA Cleared)

+ Hodc [SO 13485:2016 va Ching nhéan CE theo ludt dinh EU (MDR
2017/745) dugc T chic chimg nhin (Notified Body) cap

cai

89

Hé théng day din
trong loc méau

Bo ddy méu 4 trong 1 bao gém:

- Déy dong mach:

+ Day chinh, duong kinh 4.5 x 6.8, dai 310 - 330cm, 05 nhanh nbi dy
déng mach, duong kinh 2.2 x 4.1

+ Tdng chiéu dai cdc nhanh néi 105 - 110cm

+ Bau dong mach, duong kinh ngoai 19 - 25mm, dai 12 - 13cm.

+ Day Heparin, dudng kinh 1.0 x 2.5, dai 60 + 2cm. Doan day chay qua
bom mau, dudng kinh 8.0 x 12mm, dai 40 + 2cm.

+ Téng chiéu dai day déng mach (bao gdm chiéu dai day chinh, chiéu dai
béu va chiéu dai doan diy bom méu): 370 - 375¢m

- Déay tinh mach:

+ D4y chinh, dudng kinh 4.5 x 6.8, dai 270 - 275c¢m, 02 nhanh néi déy tinh
mach, dudng kinh 3.5 x 5.5 (01 nhanh) va 2.2 x 4.1 (01 nhénh)

+Tdng chiéu dai céc nhanh ndi 60 = 2cm. Bau tinh mach, duomg kinh ngoai
19 - 30mm, dai 12 - 14cm

+ Téng chiéu dai day tinh mach (bao gdm chiéu dai day chinh va chiéu dai
bau): 280 - 290cm.

- 2 transducer protector. C6 2 két ndi tai tudn hoan

- Déy truyén dich: 150 - 155 ¢cm

- TGi nu6e thai thé tich 2.000 mL. Thé tich mdi 157 +2 mL

- Pat chimg nhén:

+1SO 13485:2016 va FDA (Cuc quan Iy Thyc phim va Dugc phim Hoa
Ky) hodc FDA 510(k) (FDA Cleared)

+ Hoic ISO 13485:2016 va Chang nhan CE theo luat dinh EU (MDR
2017/745) dugc Té chitc chimg nhan (Notified Body) cép

13.000
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