DAI HOC Y DUQC TPHCM CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN DAI HQC Y DUQC Poc lap - Tw do - Hanh phic
So6: 99 /BVDHYD-VTTB Thinh phdé Hé Chi Minh, ngay 08 thdng 01 ndm 2026

V/v moi chao gia
Kinh giri: Quy nha cung cép
Bénh vién Pai hoc Y Dugc Thanh phé HS Chi Minh kinh moi cac don vi ¢6 du

nang lyc va kinh nghiém cung cAp vt tu y té tiéu hao theo yéu cau dudi diy vui long
gtri ho so chao gia cho Bénh vién theo néi dung cu thé nhu sau:

1. Tén du toan: Cung cip vat tu y té tiéu hao nam 2026 (b6 sung).

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

3. Thoi gian cung cp hang hoa: 15 thang ké tir ngay hop dong c6 hiéu luc;
4. Loai hop déng: Hop ddng theo don gia cb dinh;

5. Pia diém thuc hién: Bénh vién Pai hoc Y Duoc Thanh ph Ho Chi Minh;
6. Hiéu lyc ctia hd so chao gia: téi thiéu 06 thang,

7. Yéu cau vé gia chao: gia chao da bao gom céc loai thue, phi, 1€ phi theo luat
dinh, chi phi van chuyén, giao hang va cic yéu cau khéac ctia Chu dau tu.

8. Thoi gian nhan hd so chao gia: trude ..09. gio, ngay ..19./..01./2026
9. Quy dinh vé tiép nhan hd so chao gia:
- Guri bdo gia online qua website: https://bvdaihoc.com.vn/Home/ViewList/31;
- Giri ban gidy 6 ky tén, déng déu vé dia chi sau day: Phong Vit tu thiét bi (To
Vit tu y té ti€u hao), Tang 4, Khu A, Bénh vién Dai hoc Y Dugc Thanh phf) Ho Chi
Minh — Co s& 1, s6 215 Puong Hong Bang, Phudng Cho Lén, Thanh pho HO Chi
Minh
Ngudi lién hé: Nguyén Thi Kim Loan S6 dién thoai: 028.3952.5243
10. Yéu cau khac:
Hb so chao gia cia nha thdu bao gdm cac tai lidu sau:
+ Thu chao gid, bang bédo gia ciia nha thau (c6 ky tén, dong dau);
+Hop ddng trung thau con hiéu luc d6i v6i cac mit hang da tring thau tai cac co
s& y té (néu co);
+ Tai liéu k¥ thudt cua hang hoa.
Trén trong./.
[
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- Nhu trén; ?7

- Giam ddc (dé bao céo);

- Pon vi Quan ly D4u thau (dé dang tin);
- Luu: VT, VTTB (J25-244-pnathu).
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BANG BAO GIA
Kinh guri: Bénh vién Dai hoc Y Dugc Thanh phé Hé Chi Minh
Dia chi: 215 Héng Bang, Phudmg Chg Lém, Thanh phé Hb Chi Minh
Theo Céng vin moi chio gia sb ......./BVDHYD-VTTB ctia Bénh vién, Cdng ty chiing tdi bdo gia nhu sau:
DANH MUC MOI CHAO GIA THONG TIN NHA THAU CHAO GIA
STT STT trong Tén danh Ching . Sb diing ky lwu S6 lrgng c6 X R 3,
danh myc méi | muc moi chao loai/ Ma e f:" hanh/ Gidy khi niing cung ‘?:,: g,:::;g ThaRk Gk cf Ghi cha
chio gi gid hing U3 bhép nhap khiu img (YND): || VAl (val)
Hop ddng tring thiu
s6...ngay... tai Bénh vién... |
1 gid tring thiu: ...,
Hop déng tring thiu dap img
56 lugng (néu co)
- Bdo gid ndy ¢6 higu lyc ...... théng ké tir ngay bdo gia.

- Chung t5i cam két vé don gia chio hang bang hojc thip hon gia trén thi trudmg cia ciing nha cung tmg hofic cing chiing logi.
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(Ky tén va déng diu)




DANH MUC MOT CHAO GIA

Tén danh myc moi S Ponvi [ So
L chao gid Ractinhkyitaigs tinh_| lirong
May tao nhip tim 2 buéng, cho phép chup MRI toan than 1.5T va 3T
May tao nhip 2 budng |- Chat li¢u: Titanium, Polyurethane, Silicone
6 dap img nhip theo |- Thé tich trong khoang 13 - 14cm’, trong luong trong khoang 31 - 32g
van dong trong lugng |- Tubi the pin trung binh I&n dén > 14 nam
I [31 = 32gkémddy |- Bao gdm: may, ddy din, kim choc B 30
dién cue tao nhip bo |- Kem ddy dién cuc HIS/ b6 trai <4.1F
His hoac bo trai kich | Tiét khudn
thuée <4.1F Tiéu chudn FDA (Cuc quén Iy Thyc phim va Duge phim Hoa K¥) hofic tiéu chudn CE (Chau
Au)
May tao nhip 2 budng c6 dap (mg theo van déng, ding ddy thugng tim mac
Méy tao nhip 2 buéng |- Pin may hoat déng > 10 nim, tdn s6 tao nhip co ban 1én tai 200 lan/phut, trong luong khoang
¢6 dap (mg theo van (20 - 25g, ddy 6 - 8mm
2 |déng, dung déy - Hai day dén tao nhip ludng cuc dai = 35cm B 3
thuong tdm mac, trong | Tiét khudn
lugng khoang 20 - 25g | Tiéu chun ISO hogc chimg nhan Chau Au (CE)/FDA (Cyc quan Iy Thuc phim va Duge phim
Hoa Ky)
Day din may tao nhip thugng tdm mac ludng cye, diit vao co tim nhi hodc that phai
veelindy s s | Chit li¢u lam bing Platinumyiridium, din lam bing MP35N
i " |- Kich thude: tir 7 - 8Fr, chiéu dai > 35cm =
3 [thugng tim mac ludng o s Cai 2
o - Tlct.khuan. ) . 3 . :
- Chimg nhan FDA (Cuc quan ly Thyc phim va Duge pham Hoa Ky) hodc chimg nhén CE
(Chau Au) hodc Tiéu chuin ISO
Dung cy dong mach mau vai kha niing ty tigu va co ché cAm mau kép
- Chét liéu collagen bén ngoai, chi tyr tiéu, duge hédp thy trong vong tir 60 - 90 ngay
Dung cu déng mach |- Kich ¢ c6 t6i thiéu cc c¢& 6Fr, 8Fr
mau vdi kha nang ty |- 01 ddy dan ¢& 0.035" hozc 0.038", dai 70-75cm
4 |tidu va co ché cdm - 01 que nong Cai 420
mau kép, bing - 01 dung cy mé dudng
collagen bén ngoai Tiét khudn
Tigu chuéin FDA (Cuc quén 1y Thyc phim va Duge phim Hoa Ky) hodc tiéu chuin CE (Chau
Au) va tiéu chudn san xuat 1SO
Di bao v mach sir dung trong can thiép ddng mach canh, déng mach vanh va dong mach
ngoai bién.
R - Chit lidu ludi loc: Nitinol
u e v “h"f‘g e Day dan gén luéi loc hinh chop nén, kém dng thong diin va thu héi.
5 |machhaluwuddng | b %o kinh luéi loc (filter) c6 thi thidu cac 3 3mm, 4mm, Smm, d6 dai ddy dy > 190cm cii 25
mach vanh va céc R " ey S u
i ; - Hé thong phit hop vai ca ddy dan 0.014" va 0.018
déng mach khac i i
Tiét khuan
Tiéu chuéin FDA (Cuc quén Iy Thyc phdm va Duge phim Hoa Ky) hogc tidu chuin CE (Chau
Au)
Dt déng 13 con éng dong mach va thong lién thit
D dong 13 con bng | Di b?ng hop kim nhd hinh Nitinol dang lu6i
6 |dong mach va thong 0o hff’" I.]fm h-oac-d'qmg hai dia Cai 25
S - C6 tbi thidu cac ci 3/4, 3/6, 4/4, 4/6, 5/4, 6/4, 8/6, 10/8, 12/10mm
lién that = 1
Tiét khuan
Tigu chudn FDA (Cue quan Iy Thyue phdm va Duge phdm Hoa Ky)
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DANH MUC MOI CHAO GIA

Tén danh myuc mdi ; Bonvi | SO
TT e Diic tinh ki thuit e
Béng nong can thiép mach mau ngoai bién siéu cimg
- Chét liéu composite véi thiét ké dang soi bén hon.
Bang oty | Dutng kinh ¢ t6i thiéu céc ¢& 4.0mm, 5.0mm, 6.0mm, 10mm, 12mm
. ..~ |- Chiéu dai c6 toi thieu cac c&: 2cm, 4em, 6¢m, 8cm, 10em
n}?ch fnau ngc?al bu?n - Chiéu dai 6ng théng 50cm hozc 75cm. -
7 |siéu cting, dudng kinh ; . R F Cii 20
410 — 1217im, 0 2 — -Tuong 1h1f:h vdj du:lg 1] mc"r dudng 6F / 7F / 8F.
10cm - Tuo'ng thich ddy dan 0.035
Tiét khuan
Tiéu chun FDA (Cuc quan Iy Thuc phim va Dugc phim Hoa Ky) hofc tiéu chudn CE (Chdu
Au) hozic Tiéu chudn san xudt ISO
Bong nong can thiép mach méau ngoai bién dung cho céc tinh mach chéu - dai
- Pudng kinh ¢6 t6i thiéu céc ¢ 12mm, 14mm, 20mm, 26mm
Bong nong can thidp |- Chiéu dai ¢6 i thidu céc c& 2cm, 4cm, 6cm
g | mach méu ngoai bién, |- Chiéu dai Catheter: 80 hogc 120cm ot o
duémg kinh 12 — - Ap suit < [8atm
26mm, dai 2 — 6em  |Tidt khuan
Tiéu chuin FDA (Cyc quén ly Thuc phim va Duge phim Hoa Ky) hotic tiéu chudn CE (Chau
Au) hogic Tiéu chudn san xuit 1ISO
Bong nong mach vanh phi thudc Paclitaxel
. . |- Chét ligu: Semi Crystalline Polymer
Bong nong mach vanh | b, o'k inh bong 6 thi thidu cAc & 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm
phu thuoc Paclitaxel, ST 7
= " - Chiéu dai bong c6 toi thiéu cac c& 10mm, 25mm, 30mm i
9 |dudng kinh bong 2.0 | 5 béne > 12 Cii 80
A BT [P sEbong > [2etm
30mm ]'1_<;t khuap . ) : . )
Tiéu chuan FDA (Cuc quan Iy Thuc pham va Duge phdm Hoa Ky) ho#c tiéu chuan CE (Chdu
Au)
Béng nong mach vanh phii thue Paclitaxel
- Chit ligu Nylon hofic Pebax
Bang nong mach vanh (- Puémg kinh bong c6 tdi thiéu cac ¢& 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm
phi thudc Paclitaxel, |- Chiéu dai bong c6 tdi thiéu cac c& 10mm, 25mm, 30mm, 40mm
10 |duong kinh bong 2.0 |- Ap lyc v bong = 14 atm Cai 50
— 4,0mm, dai 10 — |- C6 nghién ctru lim sang > 25000 Bénh nhin
40mm Tiét khuén
Tiéu chudn FDA (Cuc quén Iy Thuc phim va Duge phim Hoa Ky) hodc tiéu chudn CE (Chau
Au)
Béng nong mach vanh phi thuée Sirolimus
- Chét liéu bong: Nylon 12 (Polyamid 12)
. |- Duémg kinh bong téi thidu cac ca: 1.50, 2.00; 2.25,; 2.50; 2.75; 3.00; 3.25; 3.50; 3.75, 4.00,
Bd’f’g 08 r_nac_h Ve 4.5, 5.0mm
1 gﬂ;;;”;‘;f‘{"s"fus’ - Chiéu dai bong ti thidu d cac cdr: 10; 15; 20; 25; 30; 35; 40mm Cii 100
s, AR 10~ g L HENUboo= 13aim
’ - Tuong thich déy dan: 0.014"
Tiét khudn
Tiéu chudn CE (Chau Au) hodc Tiéu chudn san xudt ISO
Bong nong ddng mach vanh dang cit ding trong vdi héa ning hodc tai hep trong stent
- Chét ligu Nylon - 12, pht 16p siéu &i nude, gén 3 thanh td nylon doc theo bén ngoai bong vai
Bong nong dong mach Rl e PR
a .. |- Duong kinh bong co t6i thiéu cac ¢d 2.5mm, 3.0mm, 3.5mm
vanh dung trong voi R i
12 ha ning holic téi hep |~ Dai = 13mm Cai 190
b stei ’ - Ap luc zvﬁ béng = 14 atm
Tiét khuan

Tiéu chuén FDA (Cuc quén ly Thuc phim va Dugc phim Hoa Ky) hoéc tiéu chudn CE (Chu
Au) hoic tiéu chudn san xudt ISO
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'DANH MU/C MOT CHAO GIA

Tén danh myc moi R R Donvi [ So
TT \
bt Diic tinh k¥ thuft Uit T
Bong chen cd tai phinh mach mau ndo, hd trer tha coils
- Chét liéu Pebax, Polyurethane
- Buong kinh trong khoang 3 - Smm
e - Chiéu dai ¢6 t6i thiéu c& 10mm, 30mm
13 hmi m°ch oo |- Kém viday din 0.010" Cai 15
P ¥ - Catheter mang bong: dai trong khoang 140 - 150cm
Tiét khudn
Tiéu chudn FDA (Cyc quén 1y Thyc phim va Duge phim Hoa Ky) hofc tiéu chudn CE (Chéu
Au) hogc tiéu chudn san xudt ISO
Catheter tham do dién sinh ly tim loai 22 di¢n cuc, 5 nhanh
- Céy 7Fr, dai = 115cm
Catheter tham do dién |” Catheter t.hém f!p"22_ d]cP’CUC, 05 nhanh, klluoa_t}g c_ach d’u:'n CU? .2 _,6 -‘men E o
sinh 19 tim loai 22 - Tuong thich véi "Cap néi Catheter thim do dién sinh 1y tim véi hé thong 1dp ban do dién sinh
14 |,.. Y a, _|ly tim 3D " hodc "Cap nbi catheter tham do dién sinh ly tim loai cap ndi cho > 20 dién cuc” tai Bo 50
dién cuc, 5 nhanh, c¢& S sy
B % danh muc mai thau
7Fr, dai = 115cm " 2
Tiét khuan
Tiéu chudn FDA (Cuc quin 1y Thyc phim va Duge phim Hoa Ky) hofic tidu chudn CE (Chéu
.&u)
Catheter tham do dién sinh ly tim loai 10 di¢n cuc
- Cd 7Fr, dai= 115cm
X ; . - ) ALY s £ o, k
Catheter tham do dién Catheter tham dé 10 dién cue, d6 cong D; F, dau dién cyc dai 2mm, khoang cach dién cuc 2
bl tmloa 10, |0 o
15 Sy tmioal I ryong thich voi "Cap néi catheter tham do dién sinh 1 tim véi hé théng 13p ban dé dignsinh | Bd 30
dién cuc, cd TFr, dai= | . . Foid RN N
ly tim 3D, két noi catheter 34pin” tai danh myuc moi thau
115¢cm o2 i
Tiét khuan
Tiéu chudn FDA (Cyc quan 1y Thye phdm va Duge phim Hoa Ky) hodc tiéu chuan CE (Chiu
Au)
Cap ndi catheter chdn doan dién sinh Iy 4 dién cuc, do cong ¢ dinh
Cép néi catheter chdn | P
p = s 4 - Tuong thich vai "Catheter chin doan di¢n sinh 1y tim loai 4 di¢n cyc, d§ cong cb dinh, ¢
doén dién sinh 1y 4 S Ls s
16 |,.. % « |4Fr, SFr" tai danh myc mai thau Bo 4
dién cyre, d§ cong co i i
dinh Tiét khuan
: Tiéu chudn FDA (Cuc quan Iy Thyc phim va Dugc phdm Hoa K¥) hofc tiéu chun CE (Chdu
Au) hogic Tiéu chuén san xudt ISO
Bo dung cu m& duong vao déng mach
1. Dung cu m& duong
- Chit liéu bang ETFE
B dung cu mé duong (- Buong kinh co tdi thidu cac ¢ 5Fr, 6Fr, TFr
17 |vao dong mach, c& 5 |- Chidu dai > 25cm B 60
— 7Fr, dai = 25¢m 2. Day dn nho > 0.035", dai > 60cm
Tiét khudn
Tiéu chudn FDA (Cuc quan 1y Thyc phdm va Dugc phdm Hoa K¥) hodc tidu chudn CE (Chéiu
Au)
B6 dung cu mé duong vao mach mau
1. Chét lidu dung cy bing nhyra mém
. o - Kich ¢& trong khoang 4 - 9Fr
E’." dm”"ghc"’ g f;“i“g - Dai trong khoang 11 - 70cm
1g [FAoneER A, 2. Kim ludn B 400
— 9Fr, dai 11 — o "
70em 3. Ddy dan nho
Tiét khuéin

Tiéu chudn FDA (Cue quén Iy Thye phim va Dugc phim Hoa Ky) hoic tiéu chudn CE (Chéu
f&u)
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DANH MUC MOT CHAO GIA

| Tén danh myc moi

chio gid

Diic tinh k§ thuit

Don vi
tinh

-

19

Catheter cat dét dién
sinh ly tim, dd cong 2
chiéu, ¢ 8Fr, diu
dién cyc 3.5mm

Catheter cét dét dién sinh Iy tim diéu khién dd cong 2 chiéu

-COo8Fr,daiz115cm

- DAu dién cuc 3.5 mm, khoang cich dién cye 1 -6 -2 mm

-Ong ddn>8.5Fr

-2 d¢ cong c6 thé diéu khién (64 - 76 mm)/ (76 - 102 mm)

- Tuong thich véi "Cap ndi catheter cit dét réi loan dién sinh ly tim voi h¢ thong lap ban do
dién sinh Iy tim 3D, két néi catheter 34pin” tai danh myc moi thiu

Tiét khudn

Tiéu chudn FDA (Cuc quan Iy Thuc phdm va Dugc phim Hoa K¥) hofic tiéu chudn CE (Chau
Au)

95

20

Catheter cit d6t dién
sinh ly tim, d§ cong 1
chiéu, ¢ 7Fr

Catheter cit dét dién sinh Iy tim didu khién d§ cong 1 chidu

-Co7Fr,dai>115¢cm

- Diu dién cye 4 mm, khodng cach dién cyc 1 -7 -4 mm

- Tuong thich véi "Cép ndi catheter cit d6t rdi loan dién sinh 1y tim v6i h¢ théng 1dp ban do
dién sinh 1y tim 3D, két ndi catheter 25pin" tai danh myc mdi thiu

Tiét khudn

Tiéu chudn FDA (Cuc quén Iy Thue phim va Duoc phim Hoa Ky) hodc tiéu chudn CE (Chiu
Au)

70

21

Ong théng hé tro cdy
dién cuc tao nhip hé
théng din truyén 3D

Ong thdng hd trg cdy dién cuc tao nhip hé théng dén truyén 3D tao diéu kién dé dua day dién
cuc tao nhip that phai qua da.

- Budng kinh trong 7.0Fr

- Budng kinh ngoai 9.0Fr

- Chiéu dai > 40cm

- Dung cu nong tuong thich ddy dén 0.035”

Gom:

+ Van cim mau

+ Déu nong gén chéng bire xa

+ Dung cy rach

Cai

22

Piu do siéu 4m mach
vanh, tén s6 60MHz,
chiéu dai > 135¢cm

Péu do siéu 4m mach vanh tin sé 60MHz

- Chét liéu day cap bing thép khong gi, phu 16p ai nuéce

- C6 t6i thiéu cac cor SFr

- Chiu dai = 135cm

- T4n s6 hoat déng 60MHz

- D phén giai tryc 1a 22 pm

Tiét khudn

Tiéu chudn FDA (Cuc quan 1y Thuc phdm va Duge phim Hoa Ky) hodc tiéu chuin CE (Chau
Au)

Cai

300

23

Miéng va tim bing
mang ngoai tim bo, c&
4 x 6¢cm (% 05%)

Miéng va tim nhan tao sinh hoc ding tao hinh mach méau

- Cht liéu mang ngoai tim bo

- Kich ¢&: 4 x 6em ( 05%), day 0.55mm + 0.2mm

Tiét khudn

"{'iéu chufin FDA (Cuc quén 1y Thyc phim va Duge phdm Hoa Ky) hofic tiéu chuén CE (Chéu
Au)

Miéng

42

24

Stent can thiép mach
mau ngoai bién phu
thude Paclitaxel,
duong kinh 6.0 —
7.0mm, dai 40 —
150mm

Stent can thigp mach mau ngoai bién tu bung, phti thude Paclitaxel

- Chit liéu Nitinol

- Pudng kinh ¢6 thidu ¢& 6mm, 7mm

- Chiéu dai trong khoang 40 - 150mm

- Chiéu dai dng théng c6 tdi thiéu ¢& 75cm; 130em

- Tuong thich dung cy m& duong 6F

- Tuong thich déy din 0.035"

Tiét khudn

Tiéu chuin FDA (Cuc quén ly Thuc phim va Dugc phdm Hoa Ky) va tiéu chuén CE (Chau Au)

Cai
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DANH MUC MUI CHAO GIA

Tén danh myc moi Ponvi | So
TT|  chaogis Diic tinh k§ thugt tinh | lwgng
Van tim sinh hoc kém dng ghép déng mach phdi cho phdu thudt tim
Van tim sinh hoc kém |- Chdt lidu: dugc am tir tinh mach canh cia bo, ¢6 danh déu xac dinh vi tri van trong doan
25 éng ghép dong mach | mach mau Cii -
phoi, dai 100 — - Kich ¢&: 12mm, 14mm, 16mm, 18mm, 20mm. Chiéu dai trong khoang 100 - 120mm,
120mm Tiét khun.
- Tiéu chuén FDA (Cuc quén Iy Thuc phim va Dugc phdm Hoa K¥)
B{ van tim déng mach chu thay qua da, khung van loai ty bung
- Chét ligu khung van biing Nitinol, I4 van lam bing mang tim heo
- Kich ¢ van ¢6 ti thiéu céc ¢ 23mm, 26mm, 29mm, 34mm
" ok - Chiéu cao van tir 45mm dén 55mm
B¢ van tim dong mach D PR
26 |chu sinh hoc thay qua Hilis Gl EE I S, Bd 6
da bing mang tim heo | g ounen ven
- Catheter chuyén van trong khoang 14Fr - 18Fr
Tiét khudn
Tiéu chudn FDA (Cyc quan 1y Thyc phdm va Dugc phdm Hoa K¥) hofic tiéu chudn CE (Chiu
Au)
B¢ van tim dfng mach chu sinh hoc thay qua da
- Khung van: cobalt-chromium, 14 van lam bing mé clia mang ngodi tim bo v 16p 4o bén ngoai
chat li¢u polyetylene terephthalate (PET)
- Puémg kinh ¢6 téi thiéu cac c& 20, 23, 26, 29mm
B¢ van tim dong mach |- Chiéu cao van cé téi thidu cac ¢& 15.5, 18, 20, 22.5mm
chir sinh hoc thay qua |Dung cu di kém gom:
da, khung van: cobalt |- Dung cu chuyén van .
27 i i Bo 15
chromium, 14 van lam |- Dung cu nap van
bing mé ciiamang |- Dung cu m& dudng vao dong mach
ngoai tim bo - Bong nong: Thé tich bong cd toi thiéu ¢ 11, 17, 23, 33 ml
- Dung cu bom bong
Tiét khudn
Tiéu chudn FDA (Cuc quén Iy Thuc phim va Duge phim Hoa Ky) hodc tiéu chuin CE (Chau
Au)
Van tim déng mach chu sinh hoc thay qua da
- Chét liéu khung van bing hgp kim Cobalt, 4 van lim biing mang tim bo. 16p 4o bén ngoai
chit li¢gu polyetylene terephthalate (PET)
Van im d8ng mach - Bu.c‘mg kinh van c6 téi thidu cac ¢c& 20mm, 23mm, 26mm, 29mm, 32mm
2 by - Thé tich bong nong tir 12 ml dén 40 ml, tuong tmg véi kich c& van '
28 |cha sinh hoc thay qua i . Cai 10
da bing ming timbs | Chlleu cac_) khung van trong khoang 15 - 25mm
- Duong kinh dung cu 14Fr
Tiét khudn
Tiéu chudn FDA (Cyc quan Iy Thyc phdm va Duge phdm Hoa Ky) hodc tiéu chudn CE (Chéu
Au)
Vi it Bt linhis Van ‘tim hai la nhén tao sinh h?c: y ‘ g:
, - Chét liéu 14 van tach roi ¢6 cAu tao tir mang tim bo duge gin vao mdt khung van biing Nitinol,
tao sinh hoc, mang : ; ; B
P e vong van bang hop kim Coban-chrome dugc phi 16p Polyester
29 figoat bin b, YOnE - C6 tdi thiéu cée ¢ 25mm, 27mm, 29mm, 31mm Cai 5
van bang hop kim 7 2
Coban chrom dugc T!et khuqn x 3 2 3
Sk Tiéu chuan FDA (Cuc quan Iy Thuc phdm va Duge pham Hoa Ky) hoiic tiéu chuan CE (Chéu
phu 16p Polyester Au)
Mach méu nhén tao 3 - 4 nhanh duing trong phdu thut tim mach
- Chit liéu soi Polyester ngam tim gelatin
Mach mau nhan tao 3 |- Nhanh chinh: duong kinh c6 tdi thiéu cac c¢& 26mm, 28mm, 30mm, 32mm, chiéu dai > 40cm
30 |— 4 nhanh, tdm - Nhanh phu: ba nhanh ¢6 téi thiéu céc c& 8mm, 10mm, chiéu dai > 15cm Cai 10

Gelatin

Tiét khudn .
Tiéu chudn FDA (Cuc quan 1y Thye phim va Dugce phdm Hoa Ky) hofc tiéu chudn CE (Chau
Au)
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chao gig
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31

Mach mau nhén tao cé
gén siin van, dai 100 -
120mm

Mach mau nhén tao c6 gin sin van ding trong phdu thuat tim

- Mach mau 1am tir mang ngoai tim bo, va co dang xép nép. Van gén trong doan mach, cdc la
van dugc lam tir van tim cia heo

- Pudmg kinh 6 t6i thiéu cac ¢ 13mm, 15mm, 17mm, 19mm, 21mm, chiéu dai trong khoang
100 - 120mm

- Dic diém: loe 2 ddu trén dudi

Tiét khudn

Tiéu chudn FDA (Cuc quan ly Thuc phim va Dugc phdm Hoa Ky) hoic tiéu chudn CE (Chéu
Au) hoac tiéu chudn ISO

80
lrong

32

B dung cu cit dbt
lanh dién sinh ly tim

B6 dung cu diéu tri rung nhi bing triét dbt lanh

- Catheter dinh vj dang vong (15cm hodc 20 cm) c6 8 dién cure, kich thude thén chi < 3.3Fr.

- Catheter dét lanh véi bong bing Polyurethane - duémg kinh khi phéng > 23cm hodc > 28cm,
14i chuyén hudng 2 chiéu 45 dd, dinh va than bing vt liéu tuong thich sinh hoc Pebax, kich
thudce < 10.5Fr, dai = 140cm

Dat chimg nhén:

+ Tiéu chudn chét lugng FDA (Cuc quan ly Thue pham va Dugc phdm Hoa Ky) hodc FDA
510(k) (FDA Cleared)

+ Hodic Chimg nhin CE theo luit dinh EU dugc Té chirc chimg nhén (Notified Body) cip

]

33

Ong thong hd trg
xuyén vich lién nhi,
dai > 60cm

Ong thong hd trg xuyén véch lién nhi

- Co thi thiéu cac co 8Fr, 8.5Fr

- Chiéu dai > 60cm

- L3 bén 6 duong kinh < 0.025"

- Vo bén

- CO van cdm mau

Tiét khudn

Tiéu chufn FDA (Cuc quan Iy Thuc phim va Dugc phim Hoa Ky) hodc tiéu chudn CE (Chau
Au)

40

34

Bé dung cu mo duong
vao dong mach dui
(Long sheath), c¢& 4Fr
— 8Fr

B0 dung cu mé& dudong vao déng mach dui

- Kich ¢& c6 tdi thiéu cac ¢a 4Fr, SFr, 6Fr, 7Fr, 8Fr

- Chiéu dai > 45cm. t6i thiéu c6 2 c&

- Tuong thich véi diy din 0.035"

Tiét khudn

Tiéu chudn FDA (Cuc quan 1y Thuc phim va Dugc phim Hoa Ky) hodc tiéu chuén CE (Chdu
Au) hoac Tiéu chuén san xuat ISO

B

30

35

Ong théng dan duéng
hd trg xuyén véch, dai
70 = 72cm

Ong thong din dudng hd trg xuyén vach diéu khién do cong 2 chiéu

- Chiéu dai trong khoang 70 - 72cm

- Déu éng déin ¢6 can birc xa

- C6 van c¢im mau

- Tu dong khoa

- Than kim dang bén

Tiét khudn

Tiéu chudn FDA (Cuc quan Iy Thue phim va Dugc phdm Hoa Ky) hoic tiéu chudn CE (Chéu
Au)

Cai

30

36

Tui boe khang khuin
tu tiéu ding cho céac
thiét bj dién tir cdy
ghép tim mach

Tui boc khang khudn may tao nhip

- Lam tir lu6i dét kim da sgi bao gdm Glycolide, Caprolactone va Triethylene Cacbonat

- Chira cac khang sinh Rifampicin va Minocycline

Tiét khufn

Pat chimg nhén:

+ Tiéu chuin chét lugng FDA (Cuc quan ly Thue phim va Dugc phdm Hoa Ky) hodc FDA
510(k) (FDA Cleared)

+ Hoiic Chimg nhan CE theo ludt dinh EU dugce T6 chire chimg nhan (Notified Body) cép

Cai
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Tén danh myc moi DPonvj [ So
1T chao gisd Rictnbiloniust tinh | lwong
DAu ndi Y c6 ddng thari van cAm mau tu ddng va van khoa vin
Dhundi Y o déng = Cl:l?xtxli'éu nhuya Po]ycarbonate‘. .
thei van cdm mauty | DE.“ tc," da‘IOmrF, long u;o_ng FO' ﬂ.ueu QAF . =
3T LA g R - C6 nitt thong gi6 dé dudi khi khong cin mé van Cai 200
dgng va van khoa vin, ... i
dai tdi da 10cm it ltinas ; - .
Tiéu chudn FDA (Cuc quan ly Thuc phdm va Duge pham Hoa Ky) hodc tiéu chuan CE (Chau
Au) hogc tidu chudn san xuét ISO
Déu ndi Y loai ngéin c6 ddng thoi van cAm mau tu dong va van khéa vin
Péaundi Y loai ngin |- Chat li¢u nhua Polycarbonate
6 ddng thoi van cdm |- Dai c6 tdi thidu cac c& 54mm, 78mm, 80mm, long trong tdi thiéu 9F
38 |mau ty dong va van - Goc céng két ndi c6 loai <30 do Cai 600
khoa viin, dai 54 — | Tiét khuén
80mm Tiéu chudn FDA (Cuc quan Iy Thyc phdm va Dugc phim Hoa Ky) hogc tiéu chudn CE (Chau
Au) hoc tidu chudn san xudt ISO
Kim choc vach lién nhi
- Chat ligu thép khong gi
Kim choc vach lién - Géc vat ddu kim trong khoang 30° - 50°
39 [nhT, tuong thich nong |- Chiéu dai trong khoang 70 - 100cm Cii 25
kim din duong 8 — |- Tuong thich véi néng kim dén dudng trong khoang 8 - 8.5Fr
8.5Fr Tiét khuén
Tiéu chudn FDA (Cuc quén Iy Thue phim va Duge phim Hoa Ky) hodie tiéu chudn CE (Chau
Au)
Bom tiém cén quang:
- Chit ligu bng tiém Polycarbonate
- Thé tich 150ml
- Ap suét 1200psi
TR ———_— Bao gbm 01 xi lanh va 01 ong nap nhanh _
; .. |- Tuong thich véi may bom thudc can quang Medrad Mark 7 Arterion Injection System tai
go | Omitiongthich vol 1o, o Cii 700
mdy bom thuoc can 2 i
quang Medrad Mark 7 Liktkhudn
Pat chimg nhén:
+1S0 13485:2016
+ Hodc Tiéu chuin chit lugng FDA (Cuc quan Iy Thuc phdm va Duge phim Hoa Ky) hotic
FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhin CE theo luét dinh EU dugc T chire chimg nhén (Notified Body) cz‘ip
Day tao nhip b6 His hogc bo trai phi thude Beclomethason tuong thich MRI 1.5T va 3T
- Chét li¢u ddu xoén: Titanium Nitride pha Platinum Alloy
Day tao nhjp bo His - Chét liéu cach dién: bén ngoai Polyurethane, bén trong Silicon va ETFE
41 |nodic bo tréi ph thuée |- Puong kinh ddy <4.1F Cii 10
Beclomethason tuong |- Chiéu dai > 69cm
thich MRI 1,5T va 3T [Tiét khuén
Tiéu chudn FDA (Cuc quan 1y Thyc phim va Duge phdm Hoa Ky) hodc tiéu chuin CE (Chau
Au) hodc tiéu chudn san xuét ISO
Day tao nhip tam théi mang bong ludmg cyc loai SF
. . .. |- Chit ligu thép khong gi
Day mo'nhlp e that | Day di¢n cucpdz‘li 2 lg]gOcm
42 |Mane bong lutngieu, | DAu dién cuc Smm. Khoang cach giira 2 dién cuc 10mm Cai 65

day dién cuc dai >
110cm

Tiét khudn ) = _
Tiéu chudn FDA (Cuc quan Iy Thuc phdm va Duge pham Hoa Ky) hoic tiéu chuan CE (Chau
Au)
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Tén danh myuc moi
chao gid

Dic tinh k¥ thujt

Don vi
tinh

So

43

Dung cu thu hdi ludi
loc tinh mach chu
dudi qua da, loai 3
vong

Dung cu thu hdi ludi loc tinh mach cha dudi qua da, loai 3 vong

- Chét lidu: Ong bao ngoai duge gia ¢ bing sgi ddy thép khong gi. Day bén trong biing
Nitinol. Ludi by 3 vong chét liéu Platinum

- Kich thude

+ Ong bao ngoai 11F x 60cm

+ Ong bao trong 9F x 64cm

+ Ong nong 8F x 75cm

+ Ong thu lugi 7F x 76cm

+ Ludi bdy 3 vong 30mm x 93cm

- Bao gém: bd chuyén déi céng chit Y, tay cim md-men xodn, van cdm mau ¢6 cong bén phu,
Van khoa ap sudt cao

Tiét khudn

bat chimg nhén:

+1S0 13485:2016

+ Hode Tiéu chudn chét lugng FDA (Cuc quan ly Thye phdm va Dugc phim Hoa Ky) hofic
FDA 510(k) (FDA Cleared)

+ Hogic Chimg nhén CE theo ludt dinh EU dugc Té chire chimg nhan (Notified Body) cp

Bo

44

Ong hut nudce bot,
dich trong thu thudt,
phau thuét nha khoa,
dai 18 - 20cm

Ong hut nude bot, dich trong tha thudt, phAu thudt nha khoa

- Chét lidu: inox, thép khéng gi

- Chu tao: Mét du hut cong, ¢6 ddy thong the biing thép khdng gi di kem. Mét ddu cé nhidu
néic gitip luu gitt chéic chiin véi day hat nha khoa. Trén tay ¢Am c6 18 thong gitp diu khién tat,
mé hut khi cén

- Chiéu dai: = 175mm (c6 tbi thidu c& 175mm)

- Pudng kinh trong; trong khoang 1.5 - Smm (c6 t0i thiéu 4 ¢&: 1.5; 3.0; 4.0; 5.0mm)

- Tiéu chudn cht lugng: FDA (Cuc quan 1y Thuc phim va Dugc phdm Hoa Ky) hodc CE (Tiéu
chudn Chau Au) hodc tidu chudn san xudt ISO

Cai

65

45

Bom tiém nha

Bom tiém nha dung dé lap dng thudc té nha va kim té nha trong gdy té ving ham mit

- Chét ligu: thép khéng gi ma Crém

- Kich thuée: chiéu dai trong khoang 11 - 12cm

- Dung tich: trong khoang 1.8ml - 2.2ml (t5i thiéu 2 ¢&: 1.8ml, 2.2ml)

- Chu tao: Gém bng bom va cén ddy trong long ng, can tay cdm c6 thé xoay, ddu tiép ndi kim
¢6 rinh xofin thich hop véi kim gdy té nha khoa céc loai. C6 2 loai: hut ngugc va khéng hut
nguoc.

- Tiéu chudn chit lugng: FDA (Cyc quan 1y Thuc phdm va Dugc phdm Hoa Ky) hozc CE (Tiéu
chuén Chau Au) hodic tiéu chudn san xudt 1ISO

Cii

46

Nham k&

Nham k& ding dé danh bong vi tri tiép xtic mat bén cta ring sau khi tram

- Chét liéu: inox, thép khéng gi

- Kich thudec:

+ Chiéu ngang cd tdi thiéu cic ¢& 2.6, 3.3, 4.0mm

+ Do day ¢6 t6i thiéu cac c&r 50, 70, 90, 140pmm

- C6 4 mau sic (do, xanh duong, vang, xanh |&) tuong tmg véi d§ nham min khac nhau (200,
300, 600, 1000 mesh)

- Tiéu chuin chét lugng: CE (Tiéu chuén Chau Au) hodc tiéu chudn san xudt ISO

Cai

50

47

Pai kim loai ho trg tao
hinh miéng tram rang

Dai kim loai hd trg tao hinh miéng tram riing

- Chét ligu: thép khéng gi

- Céu tao: dep, mong, déo, d& uén cong. C6 2 loai: tron va duc 13.
- D6 day: 2 0.04mm

- Quy céach dong géi: 12 cai/hdp

- Tiéu chudn san xuét: ISO

Cai

720

48

Chém gd

Chém g0 ding chén chit cac dung cy hd trg trdm, phuc hinh ring, chinh nha

- Chit ligu: gd

- Kich thuée: Size XS (mau xanh duong), size S (mau xanh 1a), size M (mau vang), size L (mau
tim).

- Clu tao: hinh tam gidc, tron, mét ddu nhon dep

- Tiéu chudn san xudt: ISO

Cai

70
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lirgng

49

Cay tram Composite

Cay tram Composite la cong cu lam lang, min bé mit chit phi tram réng bang vat ligu
composite, tao hinh thé rang nhu mong muén

- Chét lidu: thép khong gi

- Tay cAm dai trong khoang 15 - 20cm (c6 téi thiéu 2 c&: 15, 20em), bé mét nham, c6 ma hoa
mau theo cac size (co tdi thidu 5 mau: do, xanh duong, xanh 14, tring, vang)

- Déu tram: day trong khoang 0.1 - 0.2mm (c6 t5i thiéu 2 ¢&: 0.1 va 0.2mm), duéng kinh: trong
khoang 0.9 - 3.2mm (c6 t6i thidu 4 ¢5: 0.9, 1.5, 1.6, 3.2mm)

- Hai dAu duge phi 16p chdng dinh, hinh dang: tam gidc, tron, ludi liém, dep, xoay hai huéng
déi chiéu nhau

- Tiéu chudn chdt lugng: FDA (Cyc quan Iy Thye phdm va Dugc phim Hoa Ky) hodc CE (Tiéu
chudn Chéu Au) hoic tidu chudn sin xudt ISO

73

Cay trdm rang céc loai

Ciy tram cac loai dung dé dura vét lidu tram rang vao cac viing ring su trong tram ring

- Tay cAm dai trong khoang 10 - 20cm (c6 t6i thiéu 3 ¢ 10, 15, 20cm), dudmg kinh: trong
khodng 6 - 8mm (c6 tdi thiéu 3 ¢&: 6, 7, 8mm), bé mit nham

- Dau tram nhiéu hinh dang: tron, dep, tru, nham. DAu cimg, lang, nhiéu kich c&, duéng kinh:
trong khoang 1.0 - 3.5mm (co t6i thiéu 5 ¢&: 1.0, 1.5,2.2, 2.5, 3.5mm)

Tiéu chudn chét lugng: FDA (Cuc quan Iy Thyc phdm va Dugc phim Hoa Ky) hoic CE (Tiéu
chuén Chau Au) hofic tiéu chuédn san xudt ISO

55

51

Cay ngo nga rang

Céy nao nga rang ldy md nga min, nga hu trong thi thudt tram réng

- Chét liéu: Thép khéng gi

- Tay cAm dai trong khoang 15 - 20cm, bé mat nham

- Déu nao hinh 1éng méng, duomg kinh; trong khoang 1.5 - 2 mm, cimg, bén, hai déu nao dbi
chiéu nhau, nhiéu hinh dang

- Tiéu chudn chét lugng: FDA (Cyc quan ly Thue phim va Dugc pham Hoa Ky) hofic CE (Tiéu
chudn Chau Au) hoic tidu chudn san xuit ISO

Cai

20

52

Dao lam sap, cac c&

Dao lam sép, céc ¢ ding trong phuc hinh nha khoa

- Chét lidu: thép khong gi

- Chiéu dai: > 145mm

- Péu dao nhiéu kich ¢d, 1 ddu hofic 2 déu, thing, cong, long méng, nhon, tu.
- Tiéu chudn san xuit: ISO

Cai

70

Cay moc phiu thudt
nha khoa

Céy moc phu thudt nha khoa la cong cy gitt, kéo mé co niém mac ding trong thit thuit, phiu
thudt vung ham mat

- Chit ligu: thép khéng gi

- Tay cAm: dai trong khoang 10 - 20cm (c6 tdi thiéu 3 ¢ 10, 15, 20cm), dudng kinh trong
khodng 6 - 8mm (¢ t6i thiéu 3 cd: 6, 7, 8mm), bé mit nham

- DAu moée don hotic dbi co hai ddu dbi chidu nhau

- Diu moc cong hinh ludi liém, bén cimg, nhon, tiét dién nh, thing

- Tiéu chuin chat lueng: FDA (Cuc quan Iy Thyc phdm va Duge phim Hoa Ky) hoic CE (Tiéu
chufn Chau Au) hodic tiéu chudn san xudt ISO

Cai

30

54

Méu ham 3D trong
phuc hinh c6 sir dung
14y déu bing may ky
thudt sb 3D

Mu ham 3D trong phuc hinh (Iy ddu bing may ky thuat sb 3D) duge lay trén miéng ngudi
bénh nhér phuong phap k§ thuat s bing méy scan trén miéng ngudi bénh. Ly déu chinh xéc,
tranh kich tmg véi chét Iy déu theo kiéu 14y déu bing chét Iy dau, hofic cho céc chi dinh chinh
nha, phuc hdi cac ring mét

- Cdu tao: 01 hodc 02 ham

- Chét lid¢u: Nhya Acrylic

- Kich thuéc: Tuy theo kich thuée ham cia ngudi bénh dugc in ra tir phim chyp céit lop va
khuén dau ham,

- H3 trg may moe, k thudt vién khi Bénh vién 6 yéu cdu,

- Yéu céu khi sir dung: Chinh xéc, d& dang chinh sira theo nhu cau diéu tri,

- Quy cach dong goi: 1 cai/goi.

- Tiéu chudn san xuit; ISO

Cai

140

55

Nhip phéu thuit cé
méwkhéng mau

Nhip phiu thuat ¢6 mAwkhéng méu giiip kep va giir chit md, co trong subt qué trinh phau thuat
thu thudt

- Chét lidu: Thép khong gi

- Kich thugc: trong khoang 120 - 150mm (co téi thiéu 2 c: 120, 150mm)

- Péu nhip khong méu: < 1.0mm (c6 tdi thidu c& 1.0mm)

- Piu nhip ¢6 miu: < 1.2mm (c6 tdi thidu c& 1.2mm)

- Céu tao: Mat trong ddu nhip nham gitip gil chit mé co. Tay ¢Am c6 khia, vach tao dd nham

- Tiéu chudn san xuat: ISO

Cii

50
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56

Kéo cdt phu thuat
cong, thiing céac c&

Kéo cit phiu thudt cong, thing céc ¢ ding phiu thudt th thudt ving ham mit

- Chét li¢u: Thép khong gi

- Kich thuéc: trong khoéng 80 - 150mm (c6 tdi thiéu 5 cd: 80, 100, 110, 120, 150mm)
- D4u nhon, manh

- Tiéu chudn san xudt: 1SO

Cai

S0

30

Gidy kiém tra khép cén

Gidly ciin ghi lai tinh trang khop cén cia cac ring

- Chét ligu: gidy, nhiéu mau: xanh, d6

- D6 day: > 100um (t6i thiéu cé c& 101um)

- Yéu cdu: Cac déu ciin duge ghi lai chinh xac nhe céc chét chuyén mau trong gidy cn dugc
luru gii lai trén rang khi thir khop

- Quy cach: xdp tdi thiéu 12 t&

- Tiéu chudn chét luong; CE (Tiéu chufin Chau Au) hofc tidu chudn san xudt ISO

1.840

58

Dung cu giup kep gitr
kim khau trong qua
trinh phiu thudt, tha
thudt viing ham mit

Dung cu gilp kep giir kim khau trong qué trinh phdu thuft, thi thuat ving ham mat

- Chit ligu: Thép khong gi

- Kich thude: > 134mm (6 tdi thiéu ¢ 134mm)

- Chu tao: dAu kep thing, déu bo tron, c6 ranh khia gitp gitr chic kim khau khong tron trugt
- Tuong thich voi kim khiu c6 dudng kinh trong khoang 0.38 - 0.63mm

- Tiéu chudn san xuit: ISO

40

59

Dung cu banh méi ma
dung trong chinh nha

Dung cu banh méi, ma ding trong chinh nha sir dung banh, giir méi ma, m& réng miéng trong
qué trinh chinh nha.

- Chiit ligu: Nhyra

- Kich thudc: size S, M, L

- Quy cach dong goi: > 40 cai/hop

- Céiu tao: Tay ¢dm hinh phéu c6 khoang mé co gian tity theo khuén miéng, déu banh miéng
cong hinh long mang, 6m tron vién méi ma, tranh tron trugt va tdn thuong méi ma, niém mac

Cai

60

Dung cu banh duing
trong phau thudt, tha
thuét ham mat

Dung cu banh dung trong phau thudt, thi thuit ham mit sir dung banh, giit méi ma mé rong
trong qua trinh phau thudt thi thudt ving ham mat

- Chit li¢u: Thép khéng gi va silicone

- Kich thudc: trong khoang 15 - 20cm (c6 tdi thidu 2 ¢d: 15¢m, 20em)

- Chu tao: Tay cAm gén truc c6 rang cua hodic khdng, tao trong khoang mé ¢b dinh, diu banh
miéng cong hinh phéu

- Luc cin: < 1400N (c6 toi thiéu c 1400N)

- Tiéu chudn san xudt: 1SO

61

DAu xit tay khoan

DAu xit tay khoan dung dé bdi tron tay khoan giup gia ting tudi tho ciia vong bi va tay khoan
trong cac thi thudt, phiu thuét nha khoa

- Diéu c6 db tinh khiét toi da

- Chiju dugc nhiét cao khi hdp tiét tring

- Khéng chira cac thanh phin dgc hai, khong gy hai cho co thé ngudi va thin hién vai méi
truong

- Tuong hop vit liéu cao, bao vé an toian cho do bén cuia cie b phén nhua, ron cao su, thiy
tinh...

- Thé tich: > 400ml

- Chai dang xit kém ndp xit tuong thich cho tat ca c4c tay khoan nha khoa chim, nhanh, thing,
Khuyu.

- Tiéu chun chét lugng: FDA (Cuc quan ly Thyc phdm va Duge phim Hoa Ky) hoic CE (Tiéu
chufin Chau Au) hogc tiéu chudn san xuét 1SO

Chai

62

Can dao dung cho lu@i
daomd 11, 15

Can dao dung cho ludi dao md s6 11, 15

- Chét liéu: Thép khong gi

- Chiéu dai cac c& trong khoang 10 - 15¢m (c6 t6i thidu c& 12.5¢m)

Tiéu chudn chit lugng: CE (Tiéu chudn Chau Au) hoic tidu chudn san xuft ISO

Cai

65
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Tén danh muc moi : Donvi [ So
T chaosis Dicdnh 5 thut tinh | lrong
Dung cu ndi nha diing dé tao hinh va vé sinh éng tiry nho, hep, tic ding nong bing tay
- Chat li¢u: thép khéng gi
- Chu tao:
+ Mat cit hinh tam giac, nhiéu gai sic bén
+ Canh ct séc va bé mat phiing min
Dxung cu ndi nha ding |+ Ludi cit mong két hop voi dong téc xoay va gitia theo hudng chop Ong tay
dé tao hinh va vé sinh |- Kich ¢t ;
6 dng tiy nho, hep, téc, |+ Do thuon: > 2% el 702
mat cit tam gidc + Chiéu dai: trong khoang 18 - 31mm (c6 cic ¢& 18, 21, 25, 28, 31mm).
+ Nt chan silicon
- Céc civ: tir b 45 dén sb 140
- Goc xoay khi lam viée 90 do
- Quy cach dong géi: 6 cai/vi
- Tiéu chudn chét lugng: CE (Tiéu chuin Chau Au) hoic tiéu chudn san xuét [SO
Dung cy ni nha gitp tao hinh va vé sinh dng tiy lon
- Chit ligu: Thép khong gi
- Céu tao:
+ Mat cit hinh vudng, hinh tam gidc, nhiéu gai séc bén
+ Canh cit sic va bé mat phing min
+ Ludi ciit mong két hop voi dong tc xoay va gilia theo hudng chop ong tay
Dung cundinhatao |- Kich co:
64 hinh va vé sinh Sng + Mat cét hinh vudng: tir sb 6 dén s6 40 Cii 930
tiy 16n mat it hinh |+ Mt it hinh tam gidc: tir s6 45 dén s6 140
vuéng, hinh tam giac |- Chiéu dai:
+ Trong khoang 18 - 31mm (cd tdi thiéu 5 co: 18, 21, 25, 28, 31mm)
+ Nut chan silicon
- B§ thudn: > 2%
- Géc xoay khi lam viée 120 49
- Quy cach dong goi: > 6 cai/hdp
- Tiéu chudn san xuit: ISO
Chét diit cé dinh trong éng tiy ding trong didu tri tiy ring, phuc hinh than rang c6 chdt
- Thanh phén: Titanium
- Co tdi thiéu 4 ¢&: 6.25mm x 2mm, 7.5mm x 2mm, 9.25mm x 2.25mm, I 1lmm x 2.5mm
: g - Pudng kinh: trong khoang 0.8mm - 1.0mm (c6 t6i thiéu ¢& 0.8mm)
65 9]"“ fﬂ!t £6 dinirtrong: |, Céu lago: gbdm n.hiégu ranh ﬁinh xofin dc, thudn din déu phu hop vai d thudn ciia ng tiy, d& Cai 180
ong tay 3 : 4 .
bé cong theo hinh dang ong tay
- Déng goi: > 25 cailvi
- Tiéu chuén chét luong: FDA (Cuc quan ly Thye phdm va Duge phdm Hoa K¥) hoge CE (Tiéu
chudn Chiu Au) hodic tidu chudn san xuit 1ISO
Céy lén doc hofic ngang ding dé Ién va chén vét liéu trdm riing vao budng tity va dng tuy trong
diéu trj ngi nha
- Chit ligu: Thép khang gi
- Tay cAm: chiéu dai: trong khoéng 15 - 20cm (o t6i thiéu 2 ¢&: 15cm, 20cm), dudng kinh:
trong khodng 6 - 8mm (c6 tdi thiéu 2 ¢&: 6mm, Smm), bé méit nham
66 Cay lén doc hodic - Mt déu hofic hai ddu Ién dai: trong khoang 23 - 28mm (c6 tdi thidu 2 ¢&: 23mm, 28mm), Cii 30
ngang duéng kinh: trong khoang 0.25mm - 0.6mm (cé t6i thiéu 3 ¢d: 0.25, 0.4, 0.6mm), dd thudn <
3% (co téi thidu | e 3%) nhon, gdp goc trong khoang 90 d6 - 120 dd (c6 tdi thidu 2 ¢d: 90 dd
va 120 dg)
- Dhu cdy lén cimg, lang, nhiéu kich c&
- Tiéu chudn chat lugng: FDA (Cuc quén Iy Thuc phim va Duge phim Hoa Ky) hodc CE (Tiéu
chudn Chéu Au) hodc tiéu chudn san xudt ISO
Dung cu ly voi ring trén va dudi nudu ding trong diéu trj nha chu viém béng séng siéu dm
véi nhidu cuong dé khac nhau
- Chét liéu: Thép khong gi Titanium
- Céu tao:
Dung cu ldy véi rang |+ Cén (tay cém) két ndi tay diy ciia may ldy véi
&7 |trén va duéi nugu + Thén c6 chiéu dai trong khoang 10 - 20cm ki &

dung trong diéu tri
nha chu viém

+ Dhu 4y voi két ndi dudmg din nude. Hinh dang diu 14y vai nhicu hinh dang: cong, thiing,
dep, nhon hodic t phi hop cho ldy véi trén va dudi nudu

- Tuong thich mdy lay vdi dentsply Professional ciia B¢nh vién

- Quy cach dong goi: 1 cai/hop

- Tiéu chudn chat lugng: FDA (Cuc quan Iy Thuc phdm va Duge phdm Hoa K¥) hodc CE (Tiéu
chudin Chau Au) hoic tiéu chudn san xudt ISO
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68

Chéi danh bong nha
chu

Chéi danh béng nha chu duge sir dung trong viée dénh bong, lam sach lai bé mat rang sau thi
thuat diéu trj nha chu

- Dau chi bing nylon, nhiéu hinh dang. Can chdi bing thép khong gi.

- Chiéu dai trong khoang 2.5 - 3em.

- Tiéu chudn san xudt: 1SO

780

69

Cay nao nha chu viém

Cay ngo nha chu viém ding nao cdc mé co, niém mac viém, nhiém tring & ving nudu viém va
ving phiiu thuat ham mit

- Chit ligu: Thép khong gi

- Tay cAm dai: trong kheang 15 - 20cm (c6 t6i thidu c& 15em), duong kinh < 6.5mm (6 ti
thiéu & 6.5mm), bé mét nham

- Diu nao hinh long mang, dep dai, ddu vat tron, cimg, bén, dudng kinh trong khoang 1.9 -
2.0mm (c6 téi thiéu 2 c&: 1.9, 2.0mm)

- Diu nao gép khic, 2 diu nao doi chiéu nhau

- Chiéu dai dAu nao trong khodng 2 - 3cm (c6 tdi thiéu 3 c&: 2, 2.5, 3cm)

- Tiéu chudin chit lugng: FDA (Cuc quan 1y Thuc phim va Dugc phdm Hoa Ky) hoiic CE
(Tiéu chudn Chau Au) hoc tiéu chudn san xuat 1SO

Cai

35

70

Ron mic cai don

Ron méc cai don c6 tac dung két ndi giita ham khung lién két va rang gia trén khung, tao su cb
dinh, bén chiic cia ham rang gia.

- Chit li¢u; Cao su

- Kich thuée: Tay theo kich thuée ham cia nguai bénh, 1ip thiét ké 1én ham, phu hop theo timg
chi dinh cua bac st

- Tuong thich v&i méc cai don cting hang,

- Quy cach doéng goi: 1 cai/goi.

- Tiéu chudn san xudt: ISO

7

Ong dén trye tiép rang
ham

Ong dén tryc tiép ring ham dung trong cac thi thudt chinh nha, duge gn truc tiép ring ham,
rang cbi nho ham dudi.

- Chit li¢u: Thép khong gi

- Cfu tao dang mét, hai hogic ba éng tao thanh khéi, long éng vudng hoic tron nhidu kich cd, co
chia theo céc phan ham (trai, phai)

- Pudng kinh éng trong khoang 0.018 - 0.022 inch (c6 tdi thidu 2 ¢&: 0.018 va 0.022 inch)

- Kich thuéce ranh giira cac dng: c6 tdi thiéu 2 ¢&: 0.018 x 0.027 inch, 0.018 x 0.031 inch

- Tiéu chuén cht luong: CE (Tiéu chudn Chau Au) hoc tiéu chudn san xuat 1ISO

100

72

Déy thép buge chinh
nha (dang soi thing)

Diy thép bugc chinh nha c¢d dinh ham, rang trong cac thi thudt chinh hinh rang moc léch lac,
niéng ring

- Chét li¢u: thép khong gi

- Kich thuée: duong kinh trong khoang 0.012 - 0.045 inch (t6i thiéu 13 ¢@ tron, tdi thiéu 7 co
chir nhét)

- Hinh dang; si thang, tiét dién tron, chir nhit, vudng. D& bé cong, d& cét theo hinh dang cung
rang

Ong

70

73

Day thép ¢6 dinh ham,
thép khong gi, cac co

Diy thép ¢6 dinh ham, thép khdng gi, cdc ¢ trong cac chan thuong ving ham mat
- Chit li¢u: thép khong gi

- Dang cufn, d& bé cong, d& ciit theo hinh dang cung ring

- Kich thudc: dudng kinh 0.5mm £ 0.01mm

- Chju luc nén: trong khoang 1800 - 2000N/mm?2

- Chiéu dai: > 50m/cudn

Cudn

20

74

Ddy thép bude chinh
nha (dang cudn)

Déy thép buge chinh nha ¢é dinh ham, ring trong céc thi thudt chinh hinh ring moe léch lac,
niéng ring

- Chat liéu: thép khéng gi

- Kich thude dudmg kinh: trong khoang 0.009 inch (0.23mm) - 0.014 inch (0.36mm) (c6 tdi
thiéu 5 ¢&: 0.009 inch (0.23mm), 0.010 inch (0.25mm), 0.011 inch (0.28mm), 0.012 inch
(0.30mm), 0.014 inch (0.36mm))

- Trong lugng: = 500g

- Hinh dang: dang cudn, d& bé cong, d& cit theo hinh dang cung rang

Cugn

75

Cay n khau

Céy 4n khau ding dé hd tro tao luc ddy khéu ring xudng than ring, bao trim xung quanh ring
khit sat vai than rang. Gitp dét khiu va lam lang bé khéu

- Chit ligu: thép khong gi

- Can (tay cdm): dai trong khoang 10 - 12cm (c6 t6i thiéu 2 ¢&: 10em; 12em), ¢6 vin nham
chéng trugt

- Diu 4n khau nham, ¢é van nho, hinh tam gidc

- Tiéu chudn san xudt: ISO

Cai

25
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Tén danh myc moi : Donvi [ So
T SRR Dic tinh ky thuat Al
Thanh ning d& trong cdy ghép 1 tru chén rang tiép theo gitp nang d& cho phuc hinh ham nhua
pha trong phyc hinh Implant.
- CAu tao; Thanh bar cad/cam Titan dugc tiép ndi véi thanh nang d@ trén 1 tru chan rang tiép
theo.
Thanh ning d& trong |- Chat ligu: Titanium nguyén khdi hogic két hop véi théi Zirconium,
76 |cAy ghép | truchdn |- Kich thudc: tiy theo kich thudc va vi tri ring dugc 1y ddu trén miéng cta ngudi bénh, ding Goi 25
ring chi dinh cia Bac st
- H3 tro ky thuat khi Bénh vién c6 yéu ciu
- Yéu chu khi str dung: ¢6 kha niing dé khang vai sy lan truyén nirt gay.
- Quy cach dong goi: 1 cai/goi.
- Tiéu chudn san xuat: ISO
Dung cu nay chin rang céc logi ding dé l4y chin ring trong céc thii thudt, phiu thudt nhd rang
- Cht ligu: Thép khong gi
- Kich thuoc: dai trong khoang 10 - 15¢m
77 |Pwng cu nay chin - Chu tao: bao gbm tay cim va diu nay Cii 25
rang cic loai + Tay cAm hinh tru thuén mét du, bé mit nham
+ Pau nay nhiéu hinh dang;: long mang, nhon, dic, ludi hai
-Tiéu chudn chit luong: FDA (Cuc quan 1y Thuc phim va Dugc phim Hoa Ky) hoic CE (Tiéu
chuin Chau Au) hotc tidu chudn san xudt ISO
Ciéy nao 6 rang ding nao cac md co, niém mac viém, nhiém tring & 6 ring va ving phéu thuat
ham mit
- Chit ligu: Thép khong gi
- Tay cAm dai trong khoang 15 - 20cm (c6 t6i thiéu c& 15cm), bé mat nham
- Péu nao hinh long mang, chidu dai trong khodng 2.8 - 7.0mm (c6 téi thiéu 7 c&: 2.8; 3.6; 4.0;
78 |Cay nao & rang 4.4; 5.0; 6.0; 7.0mm), chiéu ngang trong khoang 2.0 - 5.0mm (c6 t6i thiéu 4 ¢&: 2.0; 2.5; 3.0; Cai 30
5.0mm), sic bén
- Pau nao gdp khuc tao thanh goc trong khoang 90 d¢ - 180 do (co tdi thibu 2 cd: 90 do, 180
d@), 2 ddu nao déi chiéu nhau
- Tidu chudn cht lugng; FDA (Cuc quan 1y Thue phdm va Duge phim Hoa Ky) hodc CE (Tiéu
chuin Chau Au) hojc tiéu chudn san xudt ISO
Ciy dila xuong ding dé lay di phan xuong du thira, lam min, nhin viing xuong sau tha thudt,
phdu thudt ham mat
- Chit ligu: thép khéng gi
- Chiéu dai cdy diia xuong: trong khodng 18 - 20cm (c6 tdi thiéu 2 cd: 18cm; 20cm)
- Péu diia xuong;: chidu ngang trong khoang 4.0 - 9.5mm (c6 t6i thiéu 5 ¢: 4.0mm; 5.0mm;
79 Céy duia xuong trong  [5.5mm; 5.8mm; 9.5mm), chiéu dai trong khoang 12 - 27mm (c6 tdi thiéu 5 cd: 12; 15,17, 18; Cai 10
phau thuat him mat ~ [27mm)
- Pau diia xwong céc c&: chiéu ngang trong khoang 4.0 - 9.5cm, chiéu dai trong khoang 12 -
27mm
- Mot hoic hai ddu diia xuong nghiéng 2 chiéu, bé mét nham, bén
- Tiéu chudn chit luong; FDA (Cuc quan Iy Thuc phim va Duge phim Hoa Ky) hodc CE (Tiéu
chuin Chau Au) hodc tiéu chudn san xudt ISO
Ciy dyc xuong dung dé got, ldy di phin xuong du thira hofic xuong bénh Iy tao hinh xuong
trong thu thudt, phiu thudt ham mit
- Chat ligu: thép khéng gi
- Chiéu dai cay duc xuong: 180mm = Smm (tdi thiéu c6 c& 180mm)
80 |Cay duc xuong - Ddu dyc xuong séc bén, phing Cai 30
- Hinh dang déu dyc xuong: hinh thang, chép, tu, nhon.
-2 déu cong ngugc chiéu nhau, d md rong trong khoang 2.0 - 3.5mm (c6 tdi thiéu céc cd:
2.0mm; 2.5mm, 3.0mm va 3.5mm)
- Tiéu chudn san xuat: ISO
Ciy bac tach mang xuong, boc tach nudu ving ham mat
- Chét li¢u: thép khéng gi
o ; - Chiéu dai trong khoang 10 - 12¢m (6 tdi thiéu 2 loai: 10cm, 12cm), ¢6 van chéng tron truot
g1 |Cdyboctachmang 1 » 44 boc tach nhidu hinh dang: tam gidc, hinh long méng, nhon, tron. Cii 40

xXuong, nudu

- DB§ day: trong khoang 3.0 - 10mm (c6 t6i thiéu cac cd: 3.0; 3.5, 4.0, 4.5; 5.0; 7.0, 7.5; 8.0;
10mm)
- Tiéu chudn san xudt: ISO
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82

Vit liéu dung dé sat
trung ong tuy, dang
kem

Vit ligu diing dé sat tring dng tiy, dang kem ndm trong nhém xi méng han rang duge sir dung
dé dat khir tring tam théi vao chd bit tic cia c‘mg tay, cé thé dugc sir dung trong k¥ thudt gian
tiép v truc tiép, didu trj tiy nhiém tring

- Thanh phan: Canxi hydroxit

- b6 pH: trong khoédng 12 - 13

- Dang hén hop kem min, cin quang

- Trong lugng: 1.5g x 2 éng/hép

- Sir dung kém vat ligu chira tuy ring cdc loai

- Tiéu chuén chéit lugng: CE (Tiéu chudn Chau Au) hoc tiéu chuén san xuét ISO

Ong

30

83

Vit ligu gin tam céu
mdo ring

Vit liéu gén tam cAu mdo ring ding dé gin tam cac ring tam, gén tam mio ring, cdu ring, gin
chu va mdo trén try implant...Dic biét phu hop dé sir dung cho ngudi bénh nhay cam vai
Eugenol

- Thanh phén: trong khoang 80 - 90% Zine Oxide, khong chira Eugenol

- Dang: hén hop sét va chat xuc tic

- Thoi gian trén = 30 gidy.

- Téng thoi gian lam viée tir lae trdn > 1 phit 30 gidy

- Théi gian dong sau khi tron > 3 phat 30 gidy

- Dong goi gdm 2 1o (01 1o 30g + 1 lp 13g chit xiic tac)

- Tiéu chudn chit luong: CE (Tiéu chudn Chau Au) hoiic tiéu chudn san xudt 1ISO

Hop

40

84

Thude do chiéu day
léng mio ring

Thude do chiéu day long mdo riang

- Chit liéu: Thép khéng gi

- Hinh dang thudc: dai va tam gidc

- Cdu tao: hinh tam giac két ndi biri ba thanh, canh day ¢6 chia vach.
- Chidu dai: < 130mm (c6 t6i thiéu c& 130mm)

- Tiéu chudn san xut: ISO

Cai

85

Thudce do chiéu dai
6ng tiy

Thude do chiéu dai dng tuy

- Chiit liéu: nhya cing

- CAu tao: c6 vach chia va cac 13 chia trong tmg kich thude trong khoang 12 - 27mm, c6 cac c&
12, 13, 14, 16, 18, 20, 24, 27mm tuong Ung voi chiéu dai ong tiy

- Chitu dai: trong khoang 10 - 15¢m

- Tuong duong véi chidu dai cia cac dung cy diéu tri éng tay

- Quy cach déng goi: 1 cai/hop.

- Tiéu chudn chét lugng: FDA (Cuc quan Iy Thue phim va Dugc phim Hoa Ky) hodc CE (Tiéu
chuéin Chéau Au) hoic tidu chudn san xuit 1SO

Cai
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Tén danh myc mi | Ponvi | So
TT s Dic tinh k¥ thudt e
Thun chudi bude méc cai, cac loai ding trong tha thuat chinh nha
- Chét li¢u; cao su latex
- Cdu tao: hinh chudi dai nhiéu 13 lién tiép.
36 Thun chudi buge mic |- Chiéu cao dan héi thun cé thé dat dugc la trong khoang 0.015" - 0.030" (c6 t6i thiéu 3 cd: Cuén 120
cai, céc loai 0.015", 0.025", 0.030") ) -
-Mau sfic; nhiéu mau (t6i thiéu 24 mau)
- Déng goi: Cudn/ > 151t (tdi thidu co cd 15 ft)
- Tiéu chuin sin xuit: ISO
Méc cai sir 1 vét ligu néin chinh réng, danh cho thii thudt chinh nha thdm my
- Chét lidu: sir don tinh thé, mau trong sudt
- Chu tao; bé mat siéu min, mat lung ¢6 ranh ludi, bo tron goc canh, hinh vom, khéng bam bin,
khéng di mau. Chéng gay mé-men xoén cao hon ba lin so véi méc cai da tinh thé. D& pha
2Bl T alumina. .
B [ Nca o) - Canh budc duoe thidt ké véi ban kinh nhin & phin géc cia méi cénh BY 2
- P9 diy canh buc giam trén mdi mic cai
- Quy céch: > 20 cai/bd
Tiéu chudn chét lugng: FDA (Cuc quan 1y Thuc phdm va Duge phim Hoa Ky) hodc CE (Tiéu
chudn Chau Au) hodic tiéu chudn san xudt ISO
Mc cai kim loai danh cho rang céi nho
- Chét ligu: kim loai khong gi
- Kich thude: riinh (khe) trén mic cai 0.022 = 0.001 inch (0.56 + 0.01mm)
- Sap xép: Mt bo bao gdm 20 méc cai tuong duong vi tri 20 rang trén cung ham
- Céu tao mot manh mic cai:
+ Canh bo tron
28 Mic cai kim loai danh |+ Chi thj méu‘phﬁn biét timg mic cai Bo 75
cho ring c6i nhé + Trén mdi mic cai ¢ danh s6 tuong duong vi tri cla ring
+ Mat lung c6 ranh ludi
+ Trén méc cai ¢6 cac dudng gitta giup gin chinh xdc trén rang
+ C6 canh sau dé budc thun hoac ¢t day
- Tuong thich v6i cac ddy cung, ddy thun céc loai
- BO t6i thiéu 20 ci
- Tiéu chufn san xudt: ISO
Mie cai don lién két giira ham khung va réng gia trén khung, tao su cd dinh, bén chéc ctia ham
rang gia
- Chat li¢u: kim loai khong gi
- Sép xép dom 1¢, phu hop hinh thé ctia mdi ring
- Cdu tao:
i + C6 chi thj mau phan biét timg mic cai va cd danh s6 tuong duong vai vj tri timg ring s
89 Mo cai don + Mit lung co rfm!; ludi, canh bo tron ot 40
+ Trén mic cai c6 cac dudng giira, ¢6 canh sau dé bude thun hofic cdt ddy
- Kich thuée: Tuy theo kich thude ham cia ngudi bénh
- Tuong thich véi cac ddy cung, day thun cic c&
- Quy cach dong goi: 1 cai/goi.
- Tiéu chudn san xuit: ISO
Lo xo kéo rang dé dong khoang trong trén cung him gitra cdc rang trong ndn chinh ring
Lo xo kéo ring dé - Chét liéu: Niken titan
90 |déng khoang tréng |- Chiu dai céc cdr: trong khoang 9 - 12mm (c6 t6i thiéu 2 ¢&: 9, 12mm) Cai 30

trén cung ham, cic c¢&

- Luc kéo: trong khoang 75 - 250g (c6 t6i thidu 4 cd: 75; 150; 200_', 250g)
- Céu tao; hai dau hinh tron dep, mét du to, mét déu nhe, 16 xo ndm giita
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Tén danh myc moi Ponvi | SO
TT W Diic tinh ky thuft il irone. |
Kém nhé rang cdc loai ding nhé réng, chdn ring hu, phén xuong du, trong céc phau thudt thi
thuiit nhé ring
- Chét ligu: Thép khong gi
5 2 , . |- Kich thude: dai trong khodng 200 - 250mm (cd tdi thiéu 3 ¢&: 200; 230; 250mm) Chi 15
91 [Kém nhd rang cac loai | pu s tron, nhon, cong véi nhidu hinh dang phit hgp véi chi dinh nhd timg loai ring khac
nhau
- Tay c¢Am b& mit nham hinh thoi.
- Tiéu chuén san xudt: ISO
Kém da ning dung trong chinh nha (niéng ring)
- Chit li¢u: Thép khéng gi
- Chiéu dai: trong khoang 133 - 140mm (c6 tdi thiéu 2 c&: 133; 140mm)
- Khoéng cach giita hai tay cAm: trong khoang 48 - 50mm (c6 t6i thiéu 2 c&: 48 va 50mm)
92 |Kém da ning nha khoa |- DAu kém ¢6 hinh dang; nhon (chiéu ngang < 0.25mm) (c6 t6i thiéu c& 0.25mm), tron (dudng Cai 4
kinh = 3mm) (c6 tbi thiéu c& 3mm).
- Oc vit gén hai tay kém c6 dudng kinh: trong khoang 10 - 11.5mm (c6 tdi thiéu 2 ¢&: 10 va
11.5mm)
- Tiéu chudn san xudt: 1ISO
Kém ciit xuong nha khoa giap I4y bot phdn xuong du, lam nhén cdc g& xuong trong qua trinh
phéu thuét, tha thudt ving ham mit nhu tao hinh xuong §, tao hinh xuong ham, [y mé mém
Kém cét xuong nha Lo S o i ;
93 e - Chat liéu: Thép khong gi s Cai 7
- Kich thuée: trong khoang 150mm - 152mm (c6 toi thieu 2 ¢&: 150mm; 152mm)
- Déu kém cong: 90 d§
- Tiéu chudn san xuat: ISO
Kém cfit ddy cing trong thi thudt, phdu thudt chinh nha
- Chit liéu: thép khéng gi, chbng choi.
- Chiéu dai: > 125mm
Kém cit ddy cing 3 G?p goc: 4*5 ;t'S do o) e : :
94 fnne e - Cdu tao: dau cit tu hinh ban nguyét, ludi cat sic bén, cat ddy chinh nha loai ciing c6 dudng Cai 5
kinh 0.41 = 0.55mm (0.016" = 0.021")
- Yéu ciu: giir ddy khi cit.
- Chui ¢im ma vang,
- Tiéu chudn san xudt: ISO
Piéu do oxy mau ndo dudi mé, khéng xam lan danh cho tré so sinh
Pl oy diitheo dat: [ C!?zit Iiéu:' kh(?ng Ifi‘le).c ¢6 16p keo dinh
46 bao hoa oxy mb - Kl‘ch.thuu-c‘: cam b.len. 6.9 cr:'t X 2.? crr: ) . ' ) = ‘
. 5 : - B§ cam bién do vi mach khdng xdm lan bang cach sir dung anh sang cén hong ngoai. Pugc "
95 |ndo dung cho tré so G : RN : i ST, e cai 20
; i . |thiét ké bude song kép nhin tin hi¢u quang tir ngudi bénh guri téi hé thong xir ly.
sinh, tuong thich may 2 et i v
Invos 5100C - Tucng l:hlch vOi may lN.VOS 5100C cua Bénh vién . .
Tiéu chuan FDA (Cuc quan ly Thye pham va Duge pham Hoa Ky) ho#c tiéu chuan CE (Chéu
.&u)
Diu giin 6ng soi ¢6 goc vat xién hd tro gép di vit trong ndi soi tiéu hoa
Dédu gin dngsoico | Ch%t liéu-b&ng nhua mém
A - Budng kulh ngoai < 19 mm )
96 gé di il rong o, - Goce vat xién cdi 15
sgortiéu b & - C6 ranh C,\é dinh thong long
- Tiéu chudn FDA (Cuc quan Iy Thyuc phdm va Dugc phim Hoa Ky) hodic Chimg nhin EU
(Chéu Au)
Ludi dao bao da ding trong phiu thuat ghép da:
- Chit ligu: thép khéng gi
- Kich thuge:
* Chidu dai 160 mm (£3 mm)
* Chiéu réng 20 mm (£ 2 mm)
97 |Ludi dao bao da * Bé day 0.25 mm (= 0.2 mm) Cai 40

- Dac tinh: hinh chit nhét, ¢6 3 15 dé gin vao can dao bao

- Tuong thich véi can dao Watson

- Tiét khudn

- Tiéu chudn FDA (Cuc quéan Iy Thyre phdm va Duge phim Hoa K¥) hoic tiéu chudn CE (Chau
Au)
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Dao cét vach nang gia
tuy

Dao ciit vich nang trong dan luu nang gia tuy

- Dudmg kinh déy dan dung cu 1.8 = 1 mm

- Chiéu dai dung cu= 2100 mm

- Day dn tuong thich <0.035"

- C6 bd két ndi vai may dét dién

- Tiét khuédn

- Tiéu chudn FDA (Cuc quan Iy Thye phdm va Duge phdm Hoa Ky) hodc Chimg nhan EU
(Chéu Au)

cai

99

Kim sinh thiét u trong
ndi sol siéu dm

Kim sinh thiét u trong ndi soi siéu am

- Chét li¢u: Nitinol

-Co 13 bén

- Chiéu dai kim 80 £ 01 mm

- Puong kinh kim 19G, 22G

- Chiéu dai lam vige > 1400 mm

- Phtt hop dng soi ¢6 dudmg kinh kénh dung cu> 2.8 mm

- Tiét khudn

- Tiéu chudn FDA (Cuc quén Iy Thire phim va Dugc phim Hoa Ky) hodc Chimg nhén EU
(Chiu Au)

cai

60

100

Trocar ding trong
phéu thuat néi soi,
duong kinh 10 - 13
mm, dai 90 - 100 mm,
¢6 bong cd dinh

Trocar ding trong phiu thudt ngi soi

Bao gom:

- Thén:

* Chét liéu: nhya trong

* Chu tao: c6 ranh dé ¢d dinh trén thanh bung, ¢6 van khi (c6 thé khi vao hay ra), van chéng
thoat khi, ¢ bong cé dinh

* Kich thuéc:

+ DPuong kinh khodang 10 - 13 mm

+ Chiéu dai khoang 90 - 100 mm

- Nong; nhya, diu khéng dao, tach co, khdng cét co

- Van chéng xi khi: = 2 manh

- Tigt khuan

- Tiéu chuin FDA (Cuc quan Iy Thyc phim va Dugc phdm Hoa Ky) hodc tiéu chuin CE (Chau
Au)

800

10

Ludi dao ldy da

Ludi dao ldy da

- Chit ligu: bing thép khong gi.

- Kich thudc: 90 x 18.8 x 0.38 mm

- Thiét ké: thiét ké ddi ximg, dudng vién déi

- Tiét khudn va dong goi riéng biét timg cai

- Tuong thich dao lay da 4.D80STS ctia bénh vién
Dat chimg nhén:

+ Tiéu chudn san xudt ISO 13485

cdi

120

102

Thot do da

Thot d& da

- Chat ligu: polypropylene

- Thiét ké: Thét d khia hinh chit V gitip tranh cac chuyén dong sang bén
- Chiéu dai 280 mm, dd rong 78.8 mm

- Tiét khudn va déng goi riéng biét timg cai

- Tuong thich v&i dao khia da mét luéi 6.HMO1 cta bénh vién

Pat chirng nhén:

+ Tiéu chudn san xudt 1SO 13485

cai

120

103

B§ mé khi quan 2
nong dung mo khi
quén qua da, dudng
kinh trong 7 - 8mm

Bo md khi quan 2 nong ding mé khi quéan qua da

- 01 ca-nuyn m& khi quan 2 nong, c6 bong, khong cira s6

+ Chét liéu: nhira PVC

+ Kich thuéc: dudmg kinh trong 7 - 8mm, dudmg kinh ngodai 10.5 - 13.5mm, chiéu dai 70 -
82mm, c6 dudng cdn quang trén than éng, do cong chudn 105 dd

+ Bong tron loai soft-seal mém mai

+ 02 nong trong, dAu tron, ¢6 miu ngdt, diu ndi tuong thich véi diy may thd hode day may gdy
mé chuén 15F cac loai

- Di kém: 02 dAu nong, dao md 11, kim tiém, éng tiém, ddy dan, dAu din, cay chén mé khi
quin, ddy ¢& dinh m& khi quén, chdi 1am vé sinh nong trong, gac thim

- Tiét khudn

- Dat chimg nhén:

+180 13485:2016 v Tiéu chudn chét lugng FDA (Cuc quan ly Thyc phim va Duge phim
Hoa Ky) hodc FDA 510(k) (FDA Cleared)

+ Hoic Chimg nhin CE theo ludt dinh EU (MDR 2017/745) duge Tb chirc chimg nhén
(Notified Body) cip

70
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104

Gen djnh hinh sau
phéu thudt ngue

Gen dinh hinh sau phiu thuit ngue, cdc ¢ tao ra lyc nén phii hep gitp cb dich tii, giam nguy
co tu dich, xé dich tui, giam sung dau, gidm cac vét bam tim sau phiu thudt, 1am cho sw phuc
hoi nhanh hon va ngén cén hinh thanh ciing nhu phét trién seo 16i

- Chét ligu : 80 - 85% polyamide, 16 - 20% elastane

- Khéng chira latex, khong gdy di img

-Kich ct: XS, S, M, L, XL

- Dat chimng nhén:

+1S0 13485:2016

+ Hodic Tiéu chudn chét luong FDA (Cuc quan Iy Thye phim va Duge phdm Hoa Ky)

+ Hoic Chimg nhin CE (Chéu Au)

Cai

180

Gen dinh hinh bung

5 |sau phdu thuat cit da

md bung/hut m& bung

Gen dinh hinh sau phiu thuat cang da bung/hat mé bung bing vai kép:

+ Lép vai ngoai: 55-60% polyamide, 40-45% elastane

+ Lop vii trong: 75-80% polyamide, 20-25% clastane

- Kich c&: 4XS, 3XS, 2XS§, XS, S, M, L, XL, 2XL, 3XL

- Khong chira latex, khéng gdy di img

- Pat chimg nhan FDA (Cuc quan ly Thue phdm va Duoc phdm Hoa Ky)

hodic FDA 510(k) (FDA Cleared) hoiic chimg nhan CE theo ludt dinh EU (MDR 2017/745)
duge Té chirc chimg nhén (Notified Body) cip hoac Chimg nhén CE theo ludt dinh EU dugc
T4 chirc chimg nhin (Notified Body) cap hofic Dat chimg nhén 1SO 13485:2016

110

106

B kit tach huyét
tuong giau tiéu cu
ding diéu trj cho da
lidu

B0 kit tach huyét tuong giau tiéu cdu PRP hoat héa co hoc

- Ong nghiém Idy mau chan khéng ACD chira gel

- Thén 6ng bang thay tinh, ¢ nip két ndi nit cao su bromobutyl

- Trong éng chira gel phén tach va chit chong dong

- Ndng dé huyét tuong giau tidu cdu 1én dén > 4 1an ban diu

- Mang loc v6 tring

- Thai gian <20 phat

- Tiét khudn

- Pat chimg nhéan:

+150 13485:2016 va Tiéu chudn chét lugng FDA (Cuc quan Iy Thyue phim va Dugc phdm
Hoa Ky) hodc FDA 510(k) (FDA Cleared)

+ Hodic ISO 13485:2016 va Ching nhén CE theo ludt dinh EU (MDR 2017/745) dugc Té chirc
chimg nhén (Notified Body) cdp

Bo

80

107

B0 kit tach huyét
tuong giau tiéu ciu

B kit tach huyét tuong giau tiéu cdu PRP hoat hoa co hoc

- Ong nghiém Idy méau chan khong ACD chira gel

- Thén dng bing thiy tinh, cé nép két ndi nit cao su bromobutyl

- Trong dng chira gel phan tach va chét chdng déng

- Néng d huyét tuong giau tiéu cdu 1én dén > 4 1an ban déu

- Mang loc vo trung

- Thoi gian <20 phat

- Tiét khuédn

- bat chirng nhén:

+1S0 13485:2016 va Tiéu chuin chét luong FDA (Cyc quan Iy Thue phdm va Dugc phim
Hoa Ky) hodc FDA 510(k) (FDA Cleared)

+ Hodic ISO 13485:2016 va Chimg nhén CE theo ludt dinh EU (MDR 2017/745) dugc T chirc
chimg nhén (Notified Body) cip

220

108

Nep b dinh khop gbi,
o khoa diéu chinh dé
co dudi

Nep ¢6 dinh khép gi, o khoa diéu chinh dé co dudi, han ché di léch khap gbi bing ban 1¢
khoa quay sé didu chinh.

- Chét liéu: 4 thanh nep hgp kim nhdm, 2 bd khoa & khép co thé diéu chinh goc dé co dudi nhu
chirc ning khép gbi (gi¢i han mé rong tir 0 - 90 o, gidi han udn tir 0 - 135 d6), bo mut dét kim
dém day va ém, cdc ddy dai bing vai cotton va khoa velcro (bing nham dinh)

- Chiéu dai hai thanh nep hop kim nhém khoang 52 + lcm, duémg kinh & khdp diéu chinh goc
d6 khoang 6.5cm, chiéu dai ddy dai ¢6 dinh & biip dui khoang 75-80cm, chiéu dai day dai cb
dinh & bip chan khoang 45-50cm.

- Pat chimg nhén:

+1S0O 13485:2016

+ Holic Tigu chudn chét lugng FDA (Cuc quan ly Thyuc phém va Duge phdm Hoa K3)

+ Hoic Chimg nhdn CE (Chdu Au)

175
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Nep ¢b dinh gy
xuong dot xa ngén tay

Nep c6 dinh gdy xuong dét xa ngon tay

- Chét ligu; gdm mot thanh nhom thing vai Iop dém mit & trong, cé cac méc udn cong 6m tron
ngon tay

- Kich thude: 3x 2 x 1lem (% 05%)

- Dat ching nhan:

+1S0 13485:2016

+ Hoic Tiéu chuin chit lugng FDA (Cuc quan 1y Thyc phdm va Dugc phdm Hoa Ky)

+ Hodc Chumg nhan CE (Chéu Au)

So

110

Nep céing tay

Nc;p céing tay diing dé c6 dinh chén thuong gay xXuong bong gin cang tay, cd tay va ban lay So
cép ciru chin thuong xuong, khép, cdn co ving cing tay, ¢ tay. H tro cb dinh sau gy diu
dudi xuong quay, xuong try, gdy potocol.

- Cdu tao: duge lam tir vt liéu tw dinh, mut x8p, vai cotton, thanh nep hgp kim nhém uédn dinh
hinh va thanh nep dan hdi, hé théng khoa velcro (bang nham dinh) tao nén tinh ¢ dinh

- Kich co: 12-14c¢m, 14-16cm, 16-18¢m, 18-20cm, 20-22cm.

- DBat chimg nhén:

+1S0 13485:2016

+ Hodc Tiéu chuin chit lugng FDA (Cuc quan 1y Thyc phim va Dugc phdm Hoa Ky)

+ Hoic Chimg nhan CE (Chau Au)

75

111

Bang cb dinh chop
xoay khdp vai sau
phiu thudt ¢6 gbi di
kém

Biing ¢ dinh chop xoay khop vai tu thé ding ban ¢6 dinh khép vai sau phdu thudt khau chop
xoay khop vai

- Chét ligu; vai cotton, vai tricot, vai ¢6 13 thoang khi

- Chu tpo: co gdi di kém, gitp tay dang ra 15-30 dg, phu hop cho ca vai phai va vai tréi

- Déy dai c6 khoa Velero (bang nham dinh)

- Kich ¢&: 25-30cm, 30-35cm, >35¢m (tuong tmg dé dai tir khuyu tay dén ban tay)

- Pat chimg nhén:

+1S0 13485:2016

+ Hotic Tiéu chudn chét lugng FDA (Cuc quan Iy Thyc phdm va Dugc phdm Hoa Ky)

+ Hoiic Chimng nhin CE (Chau Au)

110

112

Qua loc hip phu noi
doc 6, dai hip phu ti
05-30kDa

Qui loc hip phu ngi doc td, cytokin.. hé trg didu tri trong bién chimg chay thin chu ki

- Vit ligu vo: PC

- Vit li¢u hdp phy hat Resin: Styrene-divinylbenzene copolymers lién két ngang kép (Double
Cross-linked Styrene-divinylbenzene Copolymer)

- Vit liéu phu hat hip phy: Collodion

- Thé tich hap phu: 130 = 2mL

- Thé tich khoang méu; 114 +2mL

- N§i tro: < 4kPa

- Luu lugng méu téi da: 450 = 2mL/phit

- Ap sudt chiu dung: 100 £ 2kPa

- D0 chiju lye cia hat: 8.1 £ 2N

- Dai hap phu: 05 - 30kDa

-Tylé hép phu: PTH: 53.4%; B2-MG: 44.7%; Creatinine: 85%; Protein toxins: 42%; IL-6:
21.8-31.5%

- Tiét khudn

- Pat chimg nhin:

+1SO 13485:2016 va Tiéu chuan chit lugng FDA (Cuc quan ly Thuc pham va Dugc pham
Hoa Ky) hodic FDA 510(k) (FDA Cleared)

+ Hodc ISO 13485:2016 va Cerng nhén CE theo ludt dinh EU (MDR 2017/745) dugc T4 chire
chirng nhén (Notified Body) cip

100

113

Qua loe tach huyét
tuong va bo ddy din,
loai dién tich mang loc
035m?

Qua loc tach huyét tuong va b day din
- Chét liégu mang loc dang sqi réng Polypropylene
- Dién tich bé mit mang loc 0.35m?
- Thé tich mau trong sgi loc 41 mL £10%
- Thé tich mau khoang 125 + ImL
- Pudmg kinh trong ciia sgi loe (khi udt) 330 pm, d§ day thanh sgi loc 150pum
- Thé tich méau ciia ca bd qua loc: 127 mL £10%
- Téc d6 mau téi thidu: 100 mL/phut
- Téc d6 mau tdi da: 400 mL/phut
- Tuong thich méay Prismaflex ctia Bénh vién
- Dat chimg nhén:
+ SO 13485:2016 va Tiéu chuén chit lugng FDA (Cyc quén ly Thuc phdm va Duge phim
Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhr,m CE theo ludt dinh EU (MDR 2017/745) dugc Té chire chimg nhin
(Notified Body) cip

B

50
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114

B catheter dong
mach, tinh mach dudi
don tré so sinh

B0 catheter dong mach, tinh mach dudi don tré so sinh ding do huyét ap déng mach, truyén
dich, truyén thude

- Chit ligu bing polyurethane

- Gom:

+ 1 catheter dutng kinh 2Fr, chiéu dai khoang 4em -10cm, ¢6 it nhét 3 kich ¢& 4cm, 6¢m, 8cm;
+ 1 kim din dudng ¢ 21G hojc 22G chiéu dai 42 + 1mm;

+ 1 guidewire 23 = Tem, duong kinh 0.45 - 0.47mm;

- Tée db truyén dich khoang 12 - 20 mL/phiit

- Tiét khudn

- Dat chimg nhén:

+ 180 13485:2016 va Tiéu chudn chét lugng FDA (Cuc quan Iy Thyc phdm va Dugc phdm
Hoa K¥) hogic FDA 510(k) (FDA Cleared)

+ Hosic 1SO 13485:2016 va Ching nhin CE theo ludt dinh EU (MDR 2017/745) duge T chire
chimg nhén (Notified Body) cép

150

115

Ong ndi chir Y

Ong nbi chit Y, ding két ndi hé thong din luu

- Chét liéu: nhya carbonate trong sudt

- Kich ca: 1/4x1/4x1/4; 1/2x3/8x3/8; 3/8x3/8x3/8; 1/4 x 3/16 x 3/16; 3/8x3/8x1/4

- Piic tinh: chit Y, 3 ddu male, tuong thich véi hé théng day néi ciia Bénh vién, cé hofic khong
¢ khoa luer lock

- Tiét khudn

- bat chimg nhén:

+1S0O 13485:2016

+ Hoic Tiéu chudn chit luong FDA (Cuc quan 1y Thyc phdm va Dugc phim Hoa Ky)

+ Hoiic Chimg nhin CE (Chiu Au)

Cai

900

116

Ong néi thing con so

Ong néi thing con 50

- Chit liéu: nhya, trung tinh, ¢6 tinh chju luc, chiu nhiét cao

- Chiéu dai 61-63mm, rong 20-21mm, duéng kinh trong 5.5 - 6.0mm, dudng kinh khép chin
9.5 - 10mm

- Tiét khudn

- Dat ching nhéan:

+ 180 13485:2016

+ Hodc Tiéu chuin chét lugng FDA (Cuc quéan ly Thuc phim va Duge phdm Hoa Ky)

+ Hofic Chimg nhén CE (Chau Au)

Cii

1.200

117

B6 day hat dam kin,
cd 12 — 16Fr

B6 day hat dam kin dung dé hut dam cho ngudi bénh ¢6 dat dng néi khi quan hoac ma khi quan
Céu tao:

- Ong hit bing nhya PVC, than tron nhiin, ¢6 can quang, ¢6 vach chia. Duong kinh ngoai 4.0 -
5.3mm, dai 45 - 57cm

- Kich c&: 12 — 16Fr (t6i thiéu 3 c&)

- Béu 6ng kiéu Mully bo tron ¢é 3 16 hat: 113 1én & ddu xa va 2 16 hat hé trg & 2 bén. Ong hat
dugc bao vé bfmg vo boc mong, mém chic, trong sudt

- Van mé va khoa dudng ludn dng hit bing Polypropylene, dang niim xoay, c6 chi bo vj tri
dong/mé

- Van rira mt chiéu, DAu ndi véi h¢ théng hut: bing Polypropylene, tuong thich vai h¢ théng
hut dam tai Bénh vién

- Co néi T vai éng ndi khi quan/ mé khi quan

- Phy kién di kém: Co nbi

- Tiét khudn

- bBat chirng nhén;

+ 18O 13485:2016 va Tiéu chuin chét lugng FDA (Cuc quan Iy Thye phﬁm va Dugc phim
Hoa K¥) hotic FDA 510(k) (FDA Cleared)

+ Hogc Chimg nhin CE theo ludt dinh EU (MDR 2017/745) dugc Té chirc chimg nhan
(Notified Body) cép

320

118

Ong din luu mang
phdi bing nhya PVC,
cd 32Fr

Ong dn luu dich trong mang phébi

- Chit ligu: PVC cin quang

- C& 32Fr, dai 44 - 46 cm, duong kinh trong: 6.5 - 8.5mm

- DAu bng vat, co nhiéu 18 doc than éng

- Trén than c6 khic vach danh déu; than ng vach can tia X gitip dng c6 thé nhin thdy dugc trén
phim X Quang

- Tiét khudn

- Tiéu chudn cht lugng CE (Tiéu chuin Chau Au)

cai

350
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Ong théng tiéu 1
nhanh

Ong thang tiéu 1 nhanh

- Chét ligu: cao su tu nhién, phu silicone hoiic PVC

- Kich ¢&: 6 - 24Fr (t6i thidu 10 ¢@), chiéu dai khoang 40 - 43cm

- Tiét khuédn

- Pat chimg nhén:

+1S0 13485:2016

+ Hotc Tiéu chudn chét lugng FDA (Cuc quan ly Thye phidm va Dugc phim Hoa Ky)
+ Hoic Chimg nhan CE (Chéu Au)

Cai

1.200

120

Ong ndi khi quan lo
x0 ¢6 bong chén biing
Polyvinylclorua, c&
25-85

Ong ndi khi quén 16 xo c6 béng chén

- Chét lidu trong sudt PVC nhay nhiét, phu silicone tuong thich sinh hoc, khong chura latex, Lo
x0 gia cb lam bing thép khéng gi chéng xodn. Hinh dang cong.

- Ong c6 dudng can quang day, vach chia rd rang

- Bong thé tich Ién ap luc thip (<27cmH20)

- Co nébi tidu chun 15mm, trén dng gin bong c6 vach tron den lén danh ddu d6 sdu

- Kich ¢&: 2.5— 8.5 (t6i thidu 11 c&), dudng kinh ngoai: 3.3 - 12.3mm, duding kinh bong: 7.0 -
27mm

- Tiét khudn

- Yéu cdu khi sir dung: ong mém déo, han ché bi gay gép

- Pat chimg nhén:

+1S0 13485:2016 va Tiéu chudn chét lugng FDA (Cuc quan ly Thyue phim va Duge phém
Hoa Ky) hodc FDA 510(k) (FDA Cleared)

+ Hodc Chimg nhén CE theo luat dinh EU (MDR 2017/745) dugc Tb chirc chimg nhan
(Notified Body) cip

560

121

Thi chira nude tidu, c6
b do thé tich, 2000mL

Ti chira nude tiéu, c6 bd do thé tich

- Chét liéu: PP, PVC, TPE, PE, Styrene acrylonitrile, ABS

- Kich thude: khoang chira 500mL, 1 dng do 40 - S0mL chia vach, tii chira 2000mL

- Ong dén nudc tiéu dai 110 - 130cm

- C6 vach chia thé tich

- C6 van chéng trao nguoe, mang loc khudn Spm; van xa chix T, ¢6 cdng Idy miu khéng cin
kim

- Tiét khuén

- Dat chimg nhdin:

+1S0 13485:2016

+ Hoiic Tiéu chuén chét lugng FDA (Cuc quan ly Thyc phim va Duge phim Hoa Ky)
+ Ho#ic Chimg nhén CE (Chau Au)

1.100

122

Binh chira dich din
luu mang phéi, bing
nhira, t6i thiéu
1800mL

Binh chira dich ding trong dn luu dich mang phdi

- Chét ligu; Polystyrene chéng séc

- Chu tao: binh thing dimg, mau tring trong subt

- Dung tich binh téi thiéu 1800mL

- Trén nép binh c6 3 13 thong: 01 13 thong khi, 01 18 hat dich chan khang, 01 16 hat djch ti
ngudi bénh

- Co ché 1 chidu ngan khong khi va chét long chay ngugc vio phdi. Vach chia db.

- Kém day ndi dai 120 - 180cm, mém, gin true tiép vao binh chira dich va | dau gén vao dng
dan luu tir ngudi bénh, chéng xodn hit ap lue cao khéng bj top

- Bat chimg nhén:

+1S0 13485:2016

+ Hoiic Tiéu chudn chit lugng FDA (Cuc quan ly Thue phdm va Dugc phém Hoa Ky)

+ Hoic Chirng nhin CE (Chéu Au)

Cai

1.650

123

Ti chira va din luu
dich, ding vai éng
dan luru mat

Tai chira va ddn luu dich, ding véi ong dén luu mat

- Chét liéu Polyvinylelorua (PVC)

- Thé tich 800 - 900mL, c6 danh dau cac vach thé tich

- Tuong thich éng din luu ra da dau cong dang pigtail

- Tigt khuén

- Pat chimg nhén:

+1S0 13485:2016 va Tiéu chudn chét luong FDA (Cuc quén Iy Thuc phdm va Duge phim
Hoa K¥) hoiic FDA 510(k) (FDA Cleared)

+ Hodc Chimg nhan CE theo ludt dinh EU (MDR 2017/745) dugc Tb chire chimg nhén
(Notified Body) cip

1.000
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124

Tii lam 4m mau trong
loc mau

Tii 1am 4m mau gdm 1 tdi, 2 b dng ddy va cac dau ndi luer hinh nén

- Thé tich méi cia ti; 27 mL + 10%. C6 thé sir dung téi da 72 giér

- Tiét khudn

- Dat chimg nhén:

+150 13485:2016

+ Hodic Tiéu chudn chét lugng FDA (Cuc quan Iy Thye phdm va Duge phim Hoa Ky)
+ Hofic Chimg nhén CE (Chau Au)

Cai

90

125

Ong cho an, bing
polyurethane, ¢& 15Fr

Ong cho an, thong miii da day luu dai ngay

- Chét liéu biing Polyurethane trong suét, phi déu silicone

- Kich c&: 15Fr (duong kinh trong 3.5 = 0.1mm), chiéu dai khoang 100 - 120cm

- Trén thin éng ¢6 vach chia, c6 téi thidu 1 duong can quang, c6 ddy din duémg dang xoéin dc
- Cng ndi khoa luer, tuong thich voi ddu ndi cia hé théng ddy cho an

- Pat ching nhén:

+1S0 13485:2016

+ Hodc Tiéu chudn chét lugng FDA (Cuc quan Iy Thuc phim va Dugc phim Hoa K¥)

+ Hogc Chung nhan CE (Chau Au)

Cai

1.900

126

Déy truyén dich tranh
anh sang, dai khoang
180 + S5cm

DAy truyén dich trénh 4nh sang ding trong tiém truyén héa chat diéu trj ung thu

- Chét li¢u: PUR, khéng chita DEHP, tranh anh sang

- Chiéu dai day: khoang 180 + 5cm, dudng kinh trong khoéng 3 = 0.1mm, duéng kinh ngoai
khoang 4mm, c6 cira tiém thudc an toan, diu ndi dang khéa xodn van

- Biu dém giot c6 2 ngin cimg - mém, mang loc dich khoang 15-16pm, van thong khi c6 ming
loc vi khudn

- Khéng lyc > 2 bar hodc tuong duong

- C6 chire nang tur dong: dudi khi, ngung truyén khi hét dich

- Tuong thich vai ddu ndi catheter, ddy ndi, dam béo khdng o ri dich

- Co b phén diéu chinh giot

- Tiét khudn

- Pat chung nhéin:

+ 150 13485:2016

+ Hoc Tidu chufn chét lugng FDA (Cuc quan ly Thue phim va Dugc phdm Hoa Ky)

+ Hozic Chimg nhin CE (Chau Au)

900

127

Kim sinh thiét dung 1
14n, dung cho mé
mém, cdc e

Kim sinh thiét, dung cho sinh thiét mé mém

- Chit ligu: kim bing thép khong gi

- Co: 14 - 22G (tdi thiéu phai c6 3 ¢&: 16G, 18G, 20G), dai khoang 10 - 20cm

- Ddu kim séc bén, can tia X, tia siéu dm. Diu kim din duong vat 3 mat. Déu trén ciia kim c6
diu Luer Lock bing nhya trong. Co nit nhyra trugt dé danh déu

- Thén kim cimg chic, ¢6 danh ddu do sdu, ¢6 hai mirc do siu khi sinh thiét: khoang 10mm va
20mm

- Tiét khudn

- PBat chirng nhén:

+180 13485:2016 va Tiéu chudn chit lugng FDA (Cuc quan Iy Thuc phim va Duge phim
Hoa Ky) hoac FDA 510(k) (FDA Cleared)

+ Hotic ISO 13485:2016 va Chimg nhan CE theo luat dinh EU (MDR 2017/745) duge T chire
chimg nhén (Notified Body) cép

55

128

Kim dién co ddng tim
30G, dai 25 - 26mm,
dung cho may Sierra
Summit Cadwell va
Medtronic va
Neurosoft

Kim dién co déng tdm dung 1 14n, ding dé ghi nhan séng dién co

- Chit liéu: Ong kim béng thép khang gi, phu silicone. Cam bién bing bac gitip én dinh murc
tré khang. Chudi kim bing Copolymer of Acrylonitrile, Butadiene, and Styrene (ABS). Chit
cach dién: Epoxy. Vo bao vé biang Low - Density Polyethylene (LDPE). Pdu ndi bang déng/ma
vang, kiéu két ndi: pin 0.9mm. Kim duge san xuét robotic, miii kim dugc thiét ké dé giam ap
lire ddm kim, giam dau cho bénh nhan.

- Kich ¢&: dai 25 - 26mm, duong kinh kim 0.30 - 0.32mm, 30G, dién tich ghi 0.02 mm?, mii
vac 13°

- Tuong thich véi may dién co Sierra Summit Cadwell va Medtronic va Neurosoft tai Bénh vién
- Tiét khuén bing phuong phép E -beam

- Pat tiéu chuén moi trudmg: khong latex, khong PVC

- Pat ching nhan:

+ FDA (Cuc quan ly Thue phim va Duge phim Hoa Ky) va Chimg nhin CE theo ludt dinh EU
(MDR 2017/745) duge T4 chire chimg nhin (Notified Body) cdp

+ Hodc FDA 510(k) (FDA Cleared) va Ching nhan CE theo ludt dinh EU (MDR 2017/745)
duge T6 chire chimg nhin (Notified Body) cp

Cai

270
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Bé catheter tinh mach trung tdm tir ngoai vi 2 nong bao gc‘)m:
- Catheter chit li¢u polyurethance, kich c& SF, 6F nong catheter 18G, chiéu dai khoang 50 ¢m -
60 cm thé tich mdi khodng 0.5ml - 1 ml, tdc dd truyén dich mdi nong khoang 500 ml/gie - 1000
mi/gids, thiét ké hinh nén ngugc gitp nhe nhang khi dua vao vi tri dat catheter va chdng s gap
gay
- Déy dn biing thép khong ri, chiéu dai khoang 68cm - 135 cm
B§ catheter tinh mach |” Thong nong khoang 8em - 12 cm
129 |trung tam tir ngogi vi | QU o= Bd 60
2 nong, SF, 6F -01 k:lm dan duongil’. 1G
e - C6 niip dély cho moi nong catheter
- C6 thiét bj c6 dinh phi hep
- Pat chimg nhén:
+1SO 13485:2016 va Tiéu chudn chit lugng FDA (Cuc quén ly Thyc phim va Duge phém
Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo ludt dinh EU (MDR 2017/745) dugc Tb chire chimg nhén
(Notified Body) c4p
Catheter tinh mach trung tdm 1 duong dung cho tré em
- Catheter polyurethane, ddy dén bing hop kim Nickel-Titan
- Catheter 20G x 1.15mm, 22G x 0.9mm, dai 13 - 15¢m, day dén dai 45cm x 0.018" (0.45mm)
Catheter tinh mach - Cdy nong 4Fr x Scm, kim dén duéng 21G x 4cm
trung tdm 1 dudmg - Cé dudmg can quang, day din diu J mém linh hoat chéng gdp
130 |béing polyurethane, ¢& |- Téc do dong: 20G khoang (15 - 25mL/ph); 22G khoang (7.2 - 11.25mL/ph), bom tiém Bo 15
20G, 22G dai 13 - - Dat chimg nhén:
15¢m +1S0 13485:2016 va Tiéu chudn chit lugng FDA (Cuc quan ly Thue pham va Duge pham
Hoa K¥) hodc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhin CE theo luat dinh EU (MDR 2017/745) dugc Tb chirc chimg nhén
(Notified Body) cap
B§ catheter tinh mach trung tdm tir ngoai vi | nong:
- Catheter chit l:cu polyurethance, klch cd 4F, SF nong catheter 18G, chiéu dai khoang 50¢em -
60 cm, thé tich méi 0.5 ml - 1 ml, tde do truycn dich tdi da 1.200 - 1.500 ml/gi&, thiét ké hinh
nén nguge gitip nhe nhang khi dua vao vi tri dit catheter va chéng sur gdp gay
- Déy diin bing thép khong ri, chiéu dai khoang 70 ¢m -135 cm
- Thong nong khoang 10 cm - 12 cm
Bo catheter tinh mach |- 01 Dao
131 |trung tam tir ngoai vi |- 01 kim dén duong 21G Bo 40
1 nong, c& 4F, SF - Co nép day cho mdi nong catheter
- C6 thiét bj cd dinh phu hop
- Dat ching nhén:
+ SO 13485:2016 va Tiéu chuén chat lugng FDA (Cyc quén ly Thuc phidm va Dugc phim
Hoa Ky¥) hodc FDA 510(k) (FDA Cleared)
+ Hofic Chirng nhén CE theo ludt dinh EU (MDR 2017/745) duoc Té chirc chimg nhén
(Notified Body) cip
Kim choc do i ¢é ldy mau nudc bi
- Kim 21G, dai 90 - 150 mm
- Trén thiin c6 khic xoén éc gitip nhin rd rang dudi hudng din siéu dm
132 Kim choc do 6i, ¢ - Tiét khudn Cai 135
21G - Dat chimng nhan:
+1S0 13485:2016
+ Hodc Tiéu chudn chét lugng FDA (Cuc quan Iy Thuc phém va Duge phiam Hoa Ky)
+ Hoiic Chimg nhén CE (Chéu Au)
Kim ldy thuéc ding pha thudc, rat thude nhiéu lan
- Than kim biing ABS hoac SAN; niip day bang PP; niéip bao vé va tem van: PE; tam loc acrylic
copolymer trén than lam biing nylon; dia van bing silicone
- Co6 2 mang loc 0.45 - 0.46pum loc khong khivas-5. lpm loc tiéu phin
133 }Eim ly thude nhiéu |- C6 van mét chiéu gitip tranh ro ri thudc khi chai bj déc nguge Céi 2500
lan - Tiét khudn
- Pat chimg nhén:
+ 180 13485:2016
+ Hoic Tiéu chudn chit lugng FDA (Cuc quan ly Thuc phém va Dugc phim Hoa Ky)
+ Hogic Chimg nhén CE (Chau Au)
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134

Bom tiém truyén ap
lyec, dan héi, ty dong,
cd 100mL

Bom tiém truyén ap luc, dan hdi, tu dong, c¢& 100mL

- Chit ligu:

+ Vo lam bing nhya PP

+ Béu chira thudc lam bing isoprene

+ Déy truyén lam bing nhua PVC, khdng chira DEHP

- Kich thude:

+ Chiéu dai v (khdng tinh cdng bom thudc) khoang 180 - 182mm, OD cia vo khoang 42 -
43mm

+ Chiéu dai ddy truyén khoang 970 — 972mm, ID ctia ddy khoang 0.9 £ 0.1mm, OD cua déy
khoang 2.5 - 3.0 mm

- Toc d6 truyén: 2 £ 0.1 mL/h

- Trong luong pump khodng: 49 + 0.5

- C6 vach chia thé tich

- C6 mang ky nude hydrophobic dudi khi tu dong

- B6 loc khi va loc hat 0.2um

- Tiét khuén

- Dat chimg nhén:

+1S0 13485:2016

+ Hoiic Tiéu chudn chit lugng FDA (Cuc quén 1y Thyuc phim va Duge phim Hoa Ky)

+ Hofic Chimg nhin CE (Chiu Au)

Bo

400

135

Bom tiém khi mau
déng mach 1mL tu
dong hit mau, c6 kim
25@, Lithium Heparin

Bom tiém ldy khi méu déng mach, kim 25G

- Chét chbng déng: Lithium Heparin

- Chiéu dai kim: 15.5 - 16.0mm

- Pit tong tu thodt khi

- Thé tich: 1mL

- Ham lugng chét chéng dong: 30 1U

- Co ndp ddy

- Tiét khuan

- Dat chimg nhén:

+1SO 13485:2016 va Tiéu chuin chét lugng FDA (Cue quéan Iy Thye phdm va Duge phim
Hoa Ky)

+ Ho#ic Chimg nhédn CE theo ludt dinh EU (MDR 2017/745) dugc Td chirc chimg nhin
(Notified Body) cép

13.000

136

Bom tiém déu xodn,
khéng kim, 3mL

Bom tiém d4u xoiin, khéng kim, thé tich 3mL

- Thén bom tiém: chét liéu Polypropylene, trong sudt, bén trong duge phu silicone, ¢6 vong gilr
ngén ngira pit tong bi kéo ra ngoai, bén ngoai c6 vach chia thé tich, rd rang

- Dudng kinh trong ctia bom tiém: 8 - 10mm

- Déu xodin vin, tuong thich vdi cac du kim tiém, day truyén

- Thén pit tong bing Polypropylene, trong sudt, nut chin khong chira latex, 2 khoa dimg chéng
tran

- Tiét khudn

- Dat chimg nhén:

+1S0 13485:2016 va Tiéu chuin chit lugng FDA (Cuc quan Iy Thie phdm va Dugc phim
Hoa Ky)

+ Hodc Chimg nhén CE theo luat dinh EU (MDR 2017/745) dugc T4 chirc chimg nhan
(Notified Body) c:ip

13.000

137

Vit liéu sir dung trong
diéu trj ton thuong
bang phuong phap hit
ap luc dm, bing
Polyurethane dang té
ong, diy din co 15
théng khi, (10 - 15) x
(10-15)x(1-2)cm

Vit lidu sir dung trong diéu trj tn thuong béng phuong phép hut ap lye 4m, bao gdm:

- 01 xbp phit vét thuong bang Polyurethane dang to ong, kich thude miéng xbp (10 - 15) x (10 -
15)x(1-2)cm

- 01 Miéng 16t vai 6ng hut bing polyvinyl ¢6 18 trung tam hit dich va 18 théng khi

- 01 Kep duting 6ng

- 01 Pau ndi c6 chit khoa dong mé

- 03 Miéng dan ban thdm trong sudt dang film bing Polyurethane, phit 16p keo polyacrylate
- Tiét khuin

- Pat chimng nhén:

+1S0 13485:2016 va Tiéu chudn chit lugng FDA (Cuc quan Iy Thuc phim va Duge phdm
Hoa K¥) hodic FDA 510(k) (FDA Cleared)

+ Hogic Chimg nhén CE theo ludt dinh EU (MDR 2017/745) duge Té chirc chimg nhén
(Notified Body) cép

100
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Vit ligu sir dung trong diéu tri tdn thuong bing phuong phap hut ap lyc 4m, bao gbm:
- 01 x6p pht vét thuong bing Polyurethane dang t6 ong, kich thudc miéng xép 10 x 15x 3 cm
Vit ligu sir dung trong (105%.)1 N ; . 5 o
Say A - 01 Miéng lot vai ong hut bang polyvinyl c6 10 trung tim hat dich va 16 thong khi
dicu trj ton thuong ey
bing phuong phap hit | 01 Kep dl;tcmg on‘g
4 e 4 bikn - 01 Péu néi c6 chét khoa déng mo
138, > DN 103 Midng dén ban thim trong sudt dang film bing Polyurethane, phit 16p keo polyacrylate Bo 100
olyurethane dang t6 o F
PR T - Tiét khuan
ong, ddy dan co lo . 2
théng khi, 10x 15x 3 - bat chirng nhén: ] . : . )
om (£05%) + 180 13485:2016 va Tiéu chuan chat lugng FDA (Cuc quan Iy Thyc pham va Duge pham
Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hodc Ching nh@n CE theo ludt dinh EU (MDR 2017/745) dugc Té chirc chimg nhén
(Notified Body) cap
Vit liéu sir dung trong diéu trj tdn thuong bing phuong phap hit ap lue 4m, bao gdm:
- 01 xdp phi vét thuong bing Polyurethane dang td ong, kich thude miéng xp 20 x 15 x 3em
T )
SHileusrcung WONe 1 o1 Miéng 1t vai éng hat biing polyvinyl ¢6 18 trung tim hat dich va 13 théng khi
diéu trj ton thuong e iy
béng phuong phap hut | 01 Kep dutmg ng
5o B, ban - 01 Diu nbi co chét khoa dong mé
139 [*P »DANE 05 Miéng dan ban thém trong sudt dang film bing Polyurethane, phit 16p keo polyacrylate Bo 75
Polyurethane dang to v F
Al o - Tiét khuan
ong, ddy dan cé lo : 5
théng khi, 20 x 15x | D2 chimg nhén:
3cmg(:&05l‘3/) +1SO 13485:2016 va Tiéu chudn chét lugng FDA (Cuc quan Iy Thyuc phdm va Dugc phim
% Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogic Chung nhén CE theo luat dinh EU (MDR 2017/745) dugc Té chie chimg nhén
(Notified Body) cdp
Vit ligu sir dung trong diéu tri ton thuong bing phuong phip hat dp lyc 4m
B gom:
- Miéng xép biing Polyurethane ether, c6 phit bac 10 - 15 %, kich thuéc 18 400 - 600um, kich
Vit Tt st dung trong. [EVEE x0p 18 x 12.5 x 3.2cm (£05%)
dig ‘f, e tl:lufn % |- Ddu hit c6 4 cam bidn p lyc tai vét thuong va ddy din c6 4 ngudn (lumen) thdng khi cin
i € |bing 4p luc va tranh tit nghén
bang phuong phap hut s bl
Ap hec it o bdng. ||| Kep diy dan :fa dau noi )
140 [*P : - 2 Biing dén co dinh trong suot 30 x 26cm (£05%) Bo 30
polyurethane ether, =iy
phu bac, c& 18 x 12.5 I 2
- Tiét khuan
x3.2em : -~
(£05%) - Dat ching nhén: : Y : '
+ 180 13485:2016 va Tiéu chuén chét lugng FDA (Cuc quén ly Thyc phdm va Duge phim
Hoa K¥) hodc FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo ludt dinh EU (MDR 2017/745) dugc Tb chirc chimg nhén
(Notified Body) cdp
Miéng dan sit khudn ding trong phiu thuat, phi lodophor, khang khudn
- Chét liéu: Lop film Polyester resin phi lodophur ham luong 0.115 " 0.200mg/cm?® khang
khudn phé rong, keo Acrylate phit bén duéi mang phim, 16p gidy 16t.
Miéng dan sat khudn |- Kich thuoc: bang 34 x 35¢m (& 05%), téng thé 44 x 35¢cm (= 05%)
A ;l A SRy ‘l
141 duz.xg trong phau thuét |- Tiét kh'uan . Midng 600
phu lodophur, - Pat chimg nhan:
34x35cm +1S0O 13485:2016 va Tidu chudn chit luong FDA (Cuc quan ly Thue phdm va Dugc phdm
Hoa Ky) hodic FDA 510(k) (FDA Cleared) .
+ Hoac Chimg nhin CE theo ludt dinh EU (MDR 2017/745) duoc T6 chirc chimg nhin
(Notified Body) cdp
Gac ludi lipido-colloid
- Kich thude: 15 x 15¢m (£0.5)
- Chét lidw: lipido-colloid dugc bo vé b hai 16p mang trong subt
- Dic tinh: ludi thodng khi co thé kéo dai nhidu lan
Gac luti lipido - Tai trong t6i da > 30 cN/cm
a - Tai &i da = 300° "
142 |collloid, 15 x 15em |7 3i trong 10i da>300% Miéng 200

(£0.5)

- Tiét khudn

Pat ching nhén:

+ISO 13485:2016 va Tiéu chudn FDA (Cuc quan Iy Thye phdm va Duoc phim Hoa Ky) ho#c
FDA 510(k) (FDA Cleared)

+ Hoic Chimg nhin CE theo ludt dinh EU (MDR 2017/745) dugc Té chirc chimng nhin
(Notified Body) cdp
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143

Gac x8p (foam) 10 x
1 1em, mang film phu
ngodi, ¢t 14 x 15cm

(20.5)

Gac xbp (foam) ding cho vét thuong tiét dich tir it dén nhiéu, tai céc vi tri nhu got chan hoje
khuyu tay, cling cut

- Chit liéu: lop nén dang foam, chét liéu Polyurethane >30%, kich thuc'rg 10 x 11cm, trang lop
keo trang Acrylate: < 13%, lop vai khong dét 5 - 15%, 16p mang Film bang Polyurethane phu
ngoai cing, ban thédm, khoang 5 - 10%, kich thudc 14 x 15¢m (£0.5)

- Dic tinh: hinh bAu dyc, khéng thdm nude, ngan vi khudn va virus c6 duémg kinh > 27nm, kha
niing thdm hut dich tiét t6i thidu 85mL

- Thai gian luu bang khoéng 5- 7 ngay

- Tiét khudn timg miéng

- Pat chimg nhén:

+ 180 13485:2016 va Tiéu chudn chét lugng FDA (Cuyc quan ly Thyc phim va Duge phém
Hoa Ky) hodc FDA 510(k) (FDA Cleared)

+ Hodc ISO 13485:2016 va Chimg nhin CE theo ludt dinh EU (MDR 2017/745)

Miéng

200

144

Gac xdp lipido-
colloid, 10 x 10ecm
(£0.5)

Gac xdp lipido-colloid, dung cho vét thuong do loét ty dé, loét ban chan tiéu dudmg cé kich
thude <10em

- Chit li¢u: lipido-colloid ham luong 0.8 - 1.8mg/cm? loai hydrocellular

- Kich thude: 10 x 10em (£0.5)

- CAu tao: 16p x6p mém két hop vai 16p xp thdm hit polyurethane khéng dét

- Kha niing tham hit djch tir it dén trung binh

- Thoi gian luu bang: 5 - 7 ngay

- Tiét khuén

- bat chimg nhan:

+ 180 13485:2016 va Tiéu chuin chit lugng FDA (Cuc quan 1y Thuc phdm va Duge phim
Hoa Ky) hofic FDA 510(k) (FDA Cleared)

+ Hodc 1SO 13485:2016 va Chung nhén CE theo ludt dinh EU (MDR 2017/745)

Miéng

1.300

145

Gac xop Lipido-
colloid vi bam dinh,
10 x 12em (£0.5)

Gac xdp Lipido-colloid, ding cho vét thuong cap tinh tiét dich, bang, vét thuong do chin
thuong, vét md va cac vét thuong do bénh ung thu gy nén, vét thuong man tinh.

- Chét ligu: 16p x6p polyurethane siéu thim va 16p lipido-colloid vi bam dinh

- Luc vi bam dinh: 2.5 - 7.5 kPa

- Khéi lugng tim 180g/m? + 40g/m?

- Kha niing thédm hut tai 1/2 gio > 4300g/ m*

- Kich thudce: 10 x 12¢m (£0.5)

- Tiét khudn

- Pat chimg nhén:

+ IS0 13485:2016 va Tiéu chudn chét lugng FDA (Cuc quan Iy Thuc phim va Dugc phdm
Hoa Ky) hotic FDA 510(k) (FDA Cleared)

+ Hodc ISO 13485:2016 va Ching nhén CE theo ludt dinh EU (MDR 2017/745)

Miéng

1.900

146

Gac x6p (foam), 3 ldp,
¢5 10 x 10em (£0.5)

Gac x0p (foam) dan vét thuong tiét dich

- Thanh phén: Polyurethane, Silicone

-3 16p gbm:

+ Mang film Polyurethane ban thdm ngén chin céc loai vi khudn, vi rat tir bén ngoai (1én hon
25nm)

+ Lép foam gitip thim hut va gitr lai dich tiét

+ Lop dinh 100% silicone

- Kich thude 10 x 10 cm (0.5)

- Kha nang thdm hat dich tiét: 6.8 - 7.0 g/10cm?/24h

- Toc do truyén hoi am: 26 - 28 g/10em?/24h

- Thei gian luu bang khoang 7 ngay

- Tiét khudn

- Pat chirng nhén:

+ 180 13485:2016 va Tiéu chudn chat lugng FDA (Cuc quan ly Thyc phdm va Dugc phim
Hoa K¥) hodc FDA 510(k) (FDA Cleared)

+ Hodc ISO 13485:2016 va Chung nhén CE theo luét dinh EU (MDR 2017/745)

Miéng

460
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Gac x&p (foam), 3 1dp,
tam Silver Sulphate,
¢6 ldp dinh silicone
cd, 10 x 10cm (£ 0.5)

Gac x6p (foam) dan vét thuong khang khudn, ding cho vét thuong tiét dich nhiéu

- Thanh phén: Polyurethane, Silicone, Silver Sulphate (1.0 - 1.2 mg Ag/cm2)

-3 lop gdm:

+ Mang film Polyurethane ban thim chéng nudc thoang khi ngn chn céc loai vi khudn, vi rit
tir bén ngoai (16m hon 25nm)

+ Lop foam thim hit c6 tdm Silver Sulphate va than hoat tinh gitp tiéu diét vi sinh vit

+ Lop dinh 100% silicone, khéng dinh 1én nén vét thuong

- Kich thude: 10x 10 em (£0.5)

- Kha ning thédm hut djch tiét: 5.5 - 6.0 g/10cm*/24h

- Téc db truyén hoi dm: 5- 6 g/10cm?*24h

- Thoi gian luu bing khoang 7 ngay

- Tiét khudn

- Dat chimg nhén:

+1S0 13485:2016 va Tiéu chudn chat lugng FDA (Cuc quan ly Thyc phim va Duge phdm
Hoa Ky) hodc FDA 510(k) (FDA Cleared)

+ Hoic ISO 13485:2016 va Chimg nhéan CE theo luat dinh EU (MDR 2017/745)

Miéng

148

Gac xdp (foam) 5 16p,
cho viing cung cyt, cé
16p dinh silicone, c&
16 x 20 cm (% 0.5)

Gac xép (foam) didu trj loét cho ving cung cyt ding cho phong ngira va diéu trj ton thuong ty
de

- Kich thude: 16 x 20 em (£ 0.5)

- Thanh phan: Silicone, polyurethane, polyacrylate, cotton, viscose, polyester and polyolefin
-5 lop gom:

+ Lap film Polyurethane

+ Lop luu trit dich

+ Lop trai déu dich

+ Lop foam siéu tham hut

+ Lop dinh Silicon mém

- Tdng dién tich bao pha 220 - 250 cm2

- Dién tich ving thdm hut: 120 - 130 cm2

- Théi gian luu béng: 5 - 7 ngay

- Pong goi tiét khudn

- Dat chimg nhén:

+1SO 13485:2016 va Tiéu chudn chit lugng FDA (Cuc quéan ly Thyc phém va Duge phﬂm
Hoa K¥) hodc FDA 510(k) (FDA Cleared)

+ Hoic ISO 13485:2016 va Chimg nhén CE theo luat dinh EU (MDR 2017/745)

Miéng

340

149

Gac xdp (foam) 5 16p,
¢ 12x 12 cm (=
0.5¢cm)

Gac xdp (foam) hit dich tiét thim hat dich tiét cao, ding cho cdc vét thuong phiu thuét

- Thanh phén: Silicone, polyurethane, polyacrylate, cotton, viscose, polyester and polyolefin
- 5 lép gbm:

+ Lép film Polyurethane thong thoang, khdng thdm nuéc, chéng vi khudn va vi rat

+ Lop luu trix dich, c6 dudmg cét chit Y gitp bing co gin 360 do linh hoat, hd trg vin ding
+ Lop trai déu dich

+ Lop foam siéu thim hut

+ Lop dinh Silicone mém

- Kich thuée: 12 x 12 ¢m (£ 0.5)

- Dién tich ving thdm hut: 72 - 75 cm2

- Thai gian luu bang khoang 7 ngdy

- DBat chimg nhén:

+1SO 13485:2016 va Tidu chudn chit lugng FDA (Cuc quan Iy Thye phim va Dugc phim
Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Hoiic 1SO 13485:2016 va Ching nhén CE theo ludt dinh EU (MDR 2017/745)

Miéng

385

150

Gac hydrocolloid, 10 x
10ecm (£05%), day 1.5
+ 0.2mm

Gac hydrocolloid thim hut dich tiét, chuyén thanh hydrogel tao hang rao ngan can syr xim nhdp
ctia vi khudn, virut va cac chét ngoai lai khac

- Chu tao: lép hydracolloid, trang 16p polyurethane ngoai ciing khéng thim nuéc, 16p foam.
Ldp bam dinh chira polyme

- Kich thudc; 10 x 10em (£05%), day 1.5 £ 0.2mm

- Tiét khudn

- Pat chimg nhén:

+1S0 13485:2016

+ Hodc Tiéu chuén chét lugng FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky)

+ Hofic Chimg nhin CE (Chau Au)

Miéng

500
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Gac Hydrocolloid
- Chit ligu: gelatin, carboxymethyl-cellulose va pectin, day 0.3 - 0.8mm, ¢6 mang film
polyurethane ban thim phi ngodi
- Kich thudge: 10 x 10em (£05%)
Gac Hydrocolloid, 10 |- Dac diém: khéng dinh, khéng thdm nudc
151 [x 10cm (£05%), day |- Thoi gian luu bang: c6 thé luu dén 7 ngay Miéng 350
0.3-0.8mm - Tiét khuan
- Pat chimg nhan FDA (Cuc quan Iy Thyc phdm va Duge pham Hoa Ky)
hoiic FDA 510(k) (FDA Cleared) hosic ISO 13485:2016 hodc Chimng nhén CE theo luit dinh
EU (MDR 2017/745) dugce Td chire chimg nhan (Notified Body) c4p hogc Chimg nhén CE theo
luat dinh EU duge Té chirc chimg nhén (Notified Body) cdp hoic 1SO 13485:2016
Gac xdp (foam) thédm hut dich tiét cao, ding cho cac vét thuong phu thudt
- Thanh phin: Silicone, polyurethane, viscose, polyester, polyolefins, polyacrilate, sgi acrylate
siéu thdm
-4 16p gbm:
+ Mang ban thim trong sudt chéng nudc va vi khudn
+ Lop luu dich siéu tham hut polyacrylate
+ Lop diéu huong dich tiét
Gac gin vai bang dinh * L‘tﬁp dmh' S_lllcon e
152 |silicone trong suét, c& | el thuoes ? 8 o (& Of) Miéng 230
6% 8 cm (& 0.5) g - Ktlé ning tham hl’:t‘dgch tiét: 6 - 7 g/10cm?/24h
' - Toc do truyen hoi am: 10 - 12 g/10cm?/24h
- Thoi gian luu bang: 5-7 ngay
- Dong goi tiét khudn
- DPat chimng nhén:
+1S0 13485:2016 va Tidu chudin chit lugng FDA (Cuc quan Iy Thuc phim va Dugc phdm
Hoa Ky)
+ Hodic ISO 13485:2016 va Ching nhan CE theo ludt dinh EU (MDR 2017/745) dugc T chire
chitng nhan (Notified Body) cip
Bing vét thuong thim hut dich tiét cao, ding cho cac vét thuong phiu thuat
- Thanh phan: Silicone, polyurethane, viscose, polyester, polyolefins, polyacrilate, sgi acrylate
siéu thdm
-4 16p gdm:
+ Mang ban thim trong suét chong nudc va vi khudn
+ Lap luu dich sidu thdm hut polyacrylate c6 nhimg duémg cit chir Y
+ Lap diéu hudng dich tiét
i + Lap dinh Silicone mém
o S 4 e o 20em 0.
10 x 20 cm (& 015)’ - KP& nang thAam hﬂtﬂdlch tiét: 6 - 7 g/10cm?*24h
- Toc d truyen hoi am: 10 - 12 g/10cm?/24h
- Dién tich thdm hut: 75 - 80 cm2
- Thoi gian luu biing khodng 7 ngay
- Bat ching nhén;
+1S0 13485:2016 va Tiéu chuén chit lugng FDA (Cyc quan Iy Thire phim va Duge phim
Hoa Ky)
+ Hodc 1SO 13485:2016 va Chimg nhén CE theo luit dinh EU (MDR 2017/745) dugc Té chirc
chimg nhan (Notified Body) cép
Gac xép (foam) thim hat dich tiét cao, dung cho céc vét thuong phiu thudt
- Thanh phan: Silicone, polyurethane, viscose, polyester, polyolefins, polyacrilate, sgi acrylate
siéu thdm
-4 16p gbm:
+ Mang ban thim trong subt chéng nude va vi khudn
+ Lop luu dich siéu thdm hut polyacrylate
+ Lop diéu huéng dich tiét
£ o .. |+ Lép dinh Silicone mém
Gac gan vai bang dinh , My
154 [silicone trong su%l, gl Kich thude: 10 x 25 cm (£ 0.5) Miéng 475

10 x 25 em (2 0.5)

- Kha niing thédm hut dich tiét: 6 - 7 g/10cm?*/24h

- Téc d6 truyén hoi 4m: 10 - 12 g/10cm?/24h

- Thai gian luu bing: 5-7 ngay

- Péng goi tiét khuin

- Pat ching nhén:

+1S0 13485:2016 va Tidu chudn chét lugng FDA (Cuc quan Iy Thuc phim va Dugc phim
Hoa Ky)

+ Hozic ISO 13485:2016 va Chimg nhén CE theo ludt dinh EU (MDR 2017/745) duge T4 chirc
chimg nhén (Notified Body) cép
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Gac phdu thudt khéng
cdn quang, ¢ 7.5 x
7.5cm, 6 - 8 lop, che
chén din luu

Gac phiu thudt khéng can quang sir dung che chan din luu:

- Chit lidu: 100% sgi cotton, vai khdng dét, mau tring, khong hd, mém min, khéng géy kich
ung da

- Kich thude: 7.5x 7.5 ¢m, 6 - 8 lop

- Kha niing hut nude: Trung binh 1 gam gac giir duge 10 gam nudc trd [én

- Tée do hat nude: it nhit 05 gidy

- G6i: 10 - 15 miéng

- Tiét khudn

- Pat chimg nhan:

+1S0 13485:2016

+ Hoic Tiéu chudn chit lugng FDA (Cuc quan 1y Thyc phim va Dugc phdm Hoa Ky)
+ Holic Chimg nhén CE (Chau Au)

Miéng

20.000

Gac phiu thudt can
quang, dang cudn
tron, 8 x 20cm, 4 - 6
lop

Gac phiu thudt can quang, dang cudn tron

theo kich thude chiéu dai

- Chét li¢u; si cotton 100%, mau tring

- Kich thude 8 x 20cm, 4 - 6 16p

- Khé nang hut nude: Trung binh 1 gam gac gir duge 5 gam nude trd lén
- Mat dé soi: ngang 7-9 soi, doc 9-11 s¢i; ¢6 s¢i can quang

- Trong lugng: 30 - 35g/m?

- Goi: 5 - 10 miéng

- Tiét khuan

- Bat chimg nhén:

+1S0 13485:2016

+ Hodc Tiéu chufn chit lugng FDA (Cuc quan Iy Thyc phdm va Duge phdm Hoa Ky)
+ Hogc Chimg nhan CE (Chau Au)

Miéng

17.000

157

Gac Alginate, c& 10 x
10cm (205%)

Gac Alginate thdm hut dich tiét, ding trong didu tri vét thuong

- Thanh phéan: Calcium alginate khong dét

- Kich thude: 10 x 10em (£ 05%), day: 1 - 3 mm

- Kha niing hép thy / 100 em2 gac: > 12 mL

- Thai gian luu bing: 5 - 7 ngay

- Dat chimg nhén:

+1S0 13485:2016

+ Hoiic Tiéu chudn chét lugng FDA (Cyc quan Iy Thue phdm va Dugc phdm Hoa Ky)
+ Hoiic Chimng nhén CE (Chdu Au)

Miéng

400

Gac Alginate, cé chira
bac, ¢ 10 x 20cm
(£05%)

Gac Alginate tham hut, ¢6 chira bac, dung trong diéu trj vét thuong nhiém trung c6 kich thude
<15cm

- Thanh phan : Alginate Non-Woven Pad 30 - 60% + Carbonmethylcellulose (CMC) 7 - 13% +
Soi nilon trang bac < 10%

- Kich thude: 10 x 20em (£05%)

- Giai phong lién tuc bac trong 7 ngay

- Bang khang khudn khdng két dinh, khong két dinh gitra vét thuong va bing gac

- Hiéu qua chéng lai mim bénh vét thuong gom: MRSA , MRSE, VRE

- Tiét khudn

- Pat chimg nhén:

+1S0 13485:2016 vi Tiéu chuin chét lugng FDA (Cuc quan Iy Thuc phim va Dugc phim
Hoa Ky)

+ Hodc 1SO 13485:2016 va Chimg nhan CE theo ludt dinh EU (MDR 2017/745) dugc T chirc
chimg nhén (Notified Body) cip

110

159

Tai dét ngue hinh
tron, cé chip, duong
kinh 10.25¢m - 12.5¢cm

Tui dat nguc

- Chat liéu silicone gel

- Hinh tron, bé mét nano

- Cd chip bén trong tui

- Kich thudc:

- Puong kinh: 10.25 - 12.5cm

- Thé tich: 205¢cc - 450cc (t6i thidu 10 thé tich)

- Tiét khudn

- bat ching nhén:

+T1SO 13485:2016 va Tiéu chudn chét lugng FDA (Cuc quan 1y Thyc phim va Duge phim
Hoa Ky) hotic FDA 510(k) (FDA Cleared)

+ Hoic Chimg nhan CE theo ludt dinh EU (MDR 2017/745) dugc Té chire chimg nhan
(Notified Body) cép
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Ti dat nguc hinh tron
bé mat tron, vo méng,
thé tich 130cc - 415cc

Tai dat nguc hinh tron, bé mat tron

- Chit liéu silicone gel

- Thé tich: 130cc - 415cc (t6i thiéu 10 thé tich)

- Tiét khudn

- Pat chimg nhén:

+1SO 13485:2016 va Tiéu chudn chét lugng FDA (Cue quan Iy Thue phim va Dugc phim
Hoa K¥) hoic FDA 510(k) (FDA Cleared)

+ Hoiic Chimg nhén CE theo ludt dinh EU (MDR 2017/745) dugc Tb chire chimg nhén
(Notified Body) cdp

Cai

172

161

Miéng dat vang mai

Miéng dat viing mii

Chit liéu: silicone y té dang thanh. Hinh dang c6 try mii hofic khéng tru mii

Kich thude:

-P0§ day: 4 - 8 mm

- Chiéu dai: 51 - 60 mm

- Chiéu ngang: 9.3 - 10.9 mm

- Pat chimg nhan FDA (Cuc quéan Iy Thuc phim va Dugc phim Hoa Ky)

hodc FDA 510(k) (FDA Cleared) hodc chimg nhin CE theo luét dinh EU (MDR 2017/745)
dugc Té chire chimg nhan (Notified Body) cdp hodc Chimg nhin CE theo ludt dinh EU dugc
Td chirc chimg nhin (Notified Body) cdp hodic Pat chimg nhén ISO 13485:2016

Cai

180

162

Budng dém hd trg
dung thude gidn phé
quan dang xit

Budng dém hd trg ding thude gin phé quan dang xit, chong tinh dién

- Thé tich: 145 - 150mL

- Van hit 1 chiéu khang lue thip

- Miit na Silicone c6 mép cong gitp 6m khit va thoai mdi, trén mit na c6 van tho gitp dinh
hutng dong khi the ra. Mat na cac cr cho ngudi lém, cho tré tir 1-5 tudi, cho tré < 18 thang.
- Coi canh bao khi hit qua manh (c6 trén loai mat na lon)

- Béu gin silicon tuong thich v&i nhiéu loai binh pMDI:

(Seretide, Ventolin, Flixotide, Rapihaler, Formonide, Forair, Combiwave...)

- Budng dém cd thé thao roi dé lam sach

- Thoi gian sir dung theo khuyén cdo: 12 thing

- Dat chirng nhén:

+ SO 13485:2016

+ Hodic Tiéu chudn chit lugng FDA (Cuc quan ly Thic phdm va Duge phim Hoa Ky)

+ Hodic Chimg nhdn CE (Chau Au)

cai

60

163

Budng lam 4m kém
day tho co kiém soat
nhiét, c6 phun khi
dung

Budng lam 4m va ddy thér ¢6 kiém sot nhiét ¢6 cbng phun khi dung

- Budng lam 4m ¢6 phao kép giup tu dong dimg dong chay khi dat mire tdi wu

- Budng lam 4m ¢6 cong gén ddu phun khi dung véi ndp ddy biing silicone, tuong thich vai dau
phun khi dung ctia hiing Aerogen.

- Dy thér c6 2 vong xodin kép gitip vira gia nhiét cho khi thd, vira cach nhiét véi méi truomg
bén ngoai han ché dong nudrc 1én dén 93%

- Chiéu dai day ther tdi thidu 1.8 m

- Dy thér ¢6 tich hop sensor do nhiét d6 cudi ddy ths. Vong xoéin gia nhiét dugec tich hop trén
thanh diy the dé giam kich thudce va trong lugng cho ddy dén 20%

- Co kep giup ¢4 dinh déy tho trén do ngudi bénh

- Tuong thich may thd oxy dong cao (HFNC) AIRVO 2 (F&P) ciia Bénh vién

- Pat chirmg nhén:

+1S0 13485:2016

+ Hodic Tiéu chuan chdt lugng FDA (Cuc quan 1y Thuc pham va Dugc pham Hoa Ky)

+ Hogic Chimg nhan CE (Chéu Au)

100

Miéng dén theo doi
néng d6 oxy tai
ndo/mé

Miéng dan theo ddi ndng dé oxy tai ndo/ md (rSO2)

- Phan tich tin hiéu va do tim tin hi¢u cho két qua chinh xdc sir dung > 2 déu phat va > 2 ddu thu
- Cam bién su thay ddi vé tuéi mau < 1.5 gidy

- Pat chimg nhén:

+1S0 13485:2016 va Tiéu chudn chit lugng FDA (Cuc quan 1y Thuc phim va Dugc phdm

Hoa Ky) hoic FDA 510(k) (EDA Cleared)

+ Hotic Chimg nhin CE theo ludt dinh EU (MDR 2017/745) dugc Té chirc chimg nhén
(Notified Body) cdp
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Kém sinh thiét khi phé
quéan

Kém sinh thiét khi phé quan

- Dau kém hinh oval, c6 15 bén hoiic ¢ cira s6 2 bén

- Kém c6 rang cua, dd md ngam 5 - 6 mm

- Dudng kinh 1.7 - 1.9 mm. Chiéu dai 120 - 160 cm

- C6 vo6 boc toan than

- Tiét khudn

- Kénh dung cu éng soi t8i thiéu 2.0 mm

- Tuong thich v&i dng soi khi quan ciia Bénh vién

- Pat chimg nhén:

+ 180 13485:2016 va Tiéu chudn chét lugng FDA (Cuc quan 1y Thyc phim va Duge phim
Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Ho#ic Chimg nhén CE theo ludt dinh EU (MDR 2017/745) dugc Té chire chimg nhan
(Notified Body) cip

788

166

Bao kinh hién vi, chit
liéu nhya PE
150x200cm

Bao chyp kinh hién vi

- Chat ligu nhyra PE, mau tréng

-Co 150 x (200 - 205) em

- Tiét khudn

- Pat chimg nhén:

+1S0 13485:2016

+ Hodic Tiéu chudn chat lugng FDA (Cuc quén Iy Thyc phim va Dugce phim Hoa Ky)
+ Hogic Chimg nhan CE (Chéu Au)

Cai

200

167

Gel dién co

Gel dién co, dién ndo gitip ting do nhay trong do din truyén thin kinh

- Thanh phén: Water, Ceteareth-20, Glycerin, Hydrated silica, Calcium carbonate, Paraffinum
liquidum, Dimethicone, Hydroxyethylcellulose, Sodium chloride, Potassium chloride,
Phexyethanol, Ethylhexylglycerin

- Chat li¢u dang: gel

-PH:6.5-7.5

- D6 nhét; >100.000 cP

- Thé tich lo tdi thiéu 220g

- Pat chimg nhan:

+1SO 13485:2016 va Tiéu chudn chét lugng FDA (Cuc quan 1y Thye phdm va Dugc phim
Hoa K¥) hodc FDA 510(k) (FDA Cleared)

+ Hodc Chimng nhan CE theo luit dinh EU (MDR 2017/745) dugc T chire chirng nhén
(Notified Body) cdp

Lo

20

168

Tém 16t givong bing
spunpond, (80-85) x
(220-230)cm

Tém 16t giuémg

- Chit ligu: vai khong dét spunpond

- Kich thude: rng 80 - 85cm, dai 220 - 230cm, 25 + 0.5gsm Spunbond

- Pat chimg nhén:

+ 180 13485:2016

+ Hodic Tiéu chudn chit lugng FDA (Cuc quén 1y Thye pham va Duge phdm Hoa Ky)
+ Hotic Chimg nhén CE (Chau Au)

Miéng

3.500

169

Khiu trang day cot

Khéu trang y té ddy cot

- Chét ligu: vai PP khdng dét, khong ddc 16, khong gdy kich tmg, bé mat sach, khong con diu
chi xo vai

- Céutao it nhat 3 lop vai: Ecrp trong la 16p vai khong dét PP spunbond tring, thdm nudc, l6p
gitra la lop glay vi loc cao cép, 16p ngoai 1a vai khong dét PP Spunbond xanh, khong thédm
nudc, co gip nép

- Thanh tya miii: nhya PP dinh hinh (khdng ding 13i kim loai boc nhyra)

- Dic diém: ddy deo chéc chin, cac mép 6m khit khuén mét, dam bao che kin mii miéng
-Goém 4 day cot dai khoang 40 - 45¢m, Kich thude 90 x 175mm, mo rong > 18cm

- Pong goi tiét khudn timg cdi

- Tiéu chufn chét lugng Viét Nam TCVN 8389-1:2010

- Dat chimg nhén:

+ IS0 13485:2016

+ Hotc Tiéu chudn chét lugng FDA (Cye quan ly Thye phim va Dugc pham Hoa K3)

+ Hodic Chimng nhn CE (Chiu Au)

25.000

170

Vién dat tryc trang,
2.5gr

Vién dan dat truc trang duge ding dé diéu tri cc trl¢u ching ctia bénh tri

- Thanh phén: Sucralfate, bo ca cao, lanolin (ngudn gbe thuc vat), Witepsol W25 (chat nén cia
vién dan),...

- Dang vién dit

- Khéi lugng: 2.5gr

- Dat chimg nhin:

+180 13485:2016

+ Hodc Tiéu chudn chét luong FDA (Cuc quén Iy Thuce phim va Dugc phim Hoa Ky)

+ Hozic Chimg nhan CE (Chdu Au)

Vién

2.000
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M thoa tryc trang

Mo thoa trye trang duge ding dé didu trj cée tridu chimg va cdc bién chimg cua bénh tri

- Thanh phan: Sucralfat, bo ca cao, lanolin (ngudn gbc thuc vat), vaseline tréng, sap ong tring,
nude tinh khiét, caprilil glycol,...

- Dang m&

- Khéi lugng: 25 - 30 gam (kém dung cu bdi bing nhura dé gén vao tuyp)

- PBat chirng nhén:

+1S0 13485:2016

+ Hodc Tiéu chuén chit lugng FDA (Cuc quan 1y Thye phém va Dugc phim Hoa Ky)

+ Hodc Chimg nhén CE (Chau Au)

Tuyp

S6

100

172

Bat danh dau dung 1
lin

But danh du dimg trong phdu thut dung danh dAu vi tri md, myc khong lem va khong phai
- Vét tu di kem: thudce do

- Tiét khudn

- Dat chirng nhén:

+150 13485:2016

+ Hodc Tiéu chudn chét lugng FDA (Cyc quan ly Thuc phdm va Dugc pham Hoa Ky)

+ Hoiic Chimg nhan CE (Chéu Au)

1.000

173

Béu phun khi dung

Péu phun khi dung

- Kich thudre: 67 x 48 x 25 mm (£ 10%)

- Khdi luong: < 14 gr

- Thé tich chira thude: 6 - 7mL

- Kich thuée hat trung binh: 3.0 - 3.2 pm

- Téc d¢ phun thude: > 0.2 mL/phut

- Thé tich cn thép; <0.1 mL khi phun 3mL thude
- D6 6n khi hoat déng: <35 dB

- Dat chimg nhén:

+1S0 13485:2016

+ Hodc Tiéu chudn chét lugng FDA (Cyc quan Iy Thuc phim va Dugc phim Hoa Ky)
+ Hoic Chimg nhan CE (Chéu Au)

Cii

190

174

B& phun khi dung cho
may tho

B phun khi dung dung cho ngudi bénh dat dng ndi khi quan c6 thé méy, bao gdm: bau chira,
déy ndi

- Chét liéu; nhya PP hogc PE hogic PVC

- BAu chira thudc: hinh try, cao 74 + 2mm, rong 42 + 2mm, ¢6 vach chia thé tich 2 - 10mL,
phan nép biu két ndi véi biu phun, han ché luong thude tén dong, giam hao phi thude

- Déy ndi ngudn dai khoang 1.8 - 2.0m, tuong thich véi hé thong khi nguén ctia Bénh vién

- Bac tinh: dudng kinh hat thuée khoang 2.7 - 2.8um (luu lugng 8 lit/ phut), dam bao khéng ro
i thude

- 01 éng ngam miéng, 1 ddu dep, | ddu c¢& 22M tuong thich véi co ndi chir T

- Khéng chira chit latex

- Khéng chira chit phthalate

- Tiét khuin

- Pat chimg nhén:

+1S0 13485:2016 va Tiéu chudn chit lugng FDA (Cuc quan Iy Thyue phdm va Dugc phém
Hoa Ky) hodic FDA 510(k) (FDA Cleared)

+ Hofic ISO 13485:2016 va Chimg nhén CE theo luat dinh EU (MDR 2017/745) dugc T chirc
chimg nhén (Notified Body) cAp

Cai

500

175

Bao chi gi trong
phong ngira thuyén tic
huyét khéi tinh mach,
tao 3 ap luc (73-63-
45) mmHg

Bao chi gdi trong phong ngira thuyén tic huyét khéi tinh mach

- Bing vai khong dét c& khoang 48 - 50cm, khéng co chét cao su, khong kich tmg da, c6 tim
16t hai khéng ddi x(mg véi dng ndi hoi don (1 6ng) quén tir mét c4 chén 1én bip chin

- Ap lyre nén trong thoi gian dudi 0.5 gidy

- Tao ap lyc (73- 63-45) mmHg, thoi gian gilr 6 - 7 gidy

- Pat chimg nhén:

+1SO 13485:2016 va Tiéu chudn chit lugng FDA (Cuc quan Iy Thuc phim va Dugc phdm
Hoa Ky) hoac FDA 510(k) (FDA Cleared)

+ Hodc Chimng nhan CE theo luét dinh EU (MDR 2017/745) dugc Td chirc ching nhin

(Notified Body) cip

400
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176

B day truyén kem tai
chira dich dung kiém
soat dau

Bo ddy truyén kém tii chra dich dung kiém soat dau, diing chira thuée giam dau kiém sodt dau
sau mo

- Tui chira bing nhya PVC mém, khong c6 DEHP, khdng Latex, chira duge thude giam dau
dén 200mL

- Day truyén dich chéng gap dai khoang 150 - 180cm

- Cé sensor cam bién ap luc, doan dé ép dich truyén, b phén loai bo khong khi kich thude 0.2
um hodic 1.2 pm

- Tiét khuin

- Pat chimg nhén:

+1S0 13485:2016

+ Hotic Tiéu chudn chét lugng FDA (Cuc quan ly Thue phdm va Duge phdm Hoa Ky)

+ Ho#ie Chimg nhin CE (Chau Au)

Sb

300

177

Kim déanh diu u via

Kim danh ddu u v

- Chiu dai tong thé: 240.5 - 241.0mm

- Ong thong (cannual): Chiéu dai: 100.5mm, Puéng kinh bén ngoai: 2.0 - 3.0mm

- Nut s6 1: d6 sdu22.5 - 22.8mm

- Nut s6 2:

+ Chiéu dai: 11 - 12mm

+ Duding kinh bén ngoai: 8mm

- Marker tip: Chiéu dai: 6mm, Pudng kinh bén ngoai: 1.83 - 1.85mm

Thanh phén:

1. Applicator

- Ong théng (cannula):

+ Thép khong gi 304

+ DAu bdi tron: Heptane, Polydimethylsiloxan

- Kim tham (Stylet): Thép khong gi 304. Diu bdi tron Heptane, Polydimethylsiloxan
2. Déu dénh du (Marker tip):

- Than: Cao su Silicon (Silicone elastomer), Séc t6 xanh lam (cht tao mau), Bari sulfate
- Pin: Titanium

3. Lay (handle): Polycarbonate

4. Nt 1, 2; Polycarbonate, Séc t xanh lam (chét tao mau)

- Tiét khuén

- Dat chimg nhén:

+ 180 13485:2016

+ Hodc Tiéu chuin cht lugng FDA (Cuc quan ly Thye phim va Duge phim Hoa Ky)
+ Ho#ic Chimg nhin CE (Chau Au)

178

Bt tan dinh mang
phoi loai 3g kém bong
va cannula

Bot tan dinh mang phéi loai 3g kém béng va cannula:

- Thanh phan: bdt tan véi kich thude hat trung binh 25um
- Thé tich tdi thidu 3g

- Di kém: béng xit va cannula

- Tiét khuén

- Tigu chudn CE (Chau Au)

179

Bt tan dinh mang
phoi loai 3g

Bot tan dinh mang phoi

- Thanh phin: bt tan véi kich thude hat trung binh 25um
- Thé tich téi thidu 3g

- Tiét khuan

- Tiéu chudn CE (Chau Au)

Cai

180

Catheter do pH va tr&
khang thuc quan 24
gid, khong sir dung
thuée trc ché acid da
day

Catheter do pH va tr& khang thuc quan 24 gio dé chéan doén bénh trao ngugc da day thuc quan
trong trudmg hop nguoi bénh khéng sir dung thudc tre ché acid da day, ding cho ngudi bénh cé
chidu dai thye quan > 18 cm

- Chét liéu: polyurethan, mém ra khi phan img vai nhiét d6 co thé

- Chiéu dai catheter: 190cm (+5cm)

- Duémg kinh: 6.4 FR/2.13 mm, catheter déc

- Pic diém: c6 6 kénh trdr khang, 2 kénh pH (1 kénh pH thue quan & vj tri 0 cm va 1 kénh pH
thye quan vj tri 15 cm), 16 bom hoi vj tri 6 cm

- bong gbi timg thi

- Tuong thich véi may do pH 24 git cia Bénh vién

- Tiéu chudn chét lugng: ISO 13485 va chimg nhin FDA

80
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18

Catheter do pH va tr¢
khang thuc quan 24
gitr dé chin doan trao
ngugc hong thanh
quén

Catheter do pH va tré khang thuc quan 24 gio dé chén doan trao nguge hong thanh quén, ding
cho ngudi bénh cé chiéu dai thue quan 20-22 cm

- Chét liéu: polyurethan, mém ra khi phan (mg véi nhiét do co thé

- Chiéu dai catheter: 190cm (+5¢m)

- Dudng kinh: 6.9 FR/2.3 mm, catheter dic

- Pic diém: ¢6 6 kénh trés khang, 2 kénh pH thyc quéan (1 kénh pH thyuce quan o vitri 0 cm va |
kénh pH thyc quan vi & vj tri -19 cm), 16 bom hoi vi tri 6 cm

- Bong goi timg tai

- Tuong thich vai may do pH 24 gio cua Bénh vién

- Tidu chuén chét lugng: ISO 13485 va chimg nhin FDA

550

182

Catheter do pH va tror
khéng thye quan 24
gid, ¢o sir dung thude
(e ché acid da day

Catheter do pH va tré khang thue quin 24 gior dé chin dodn trao ngugc hong thanh quan trong
trudng hop ngudi bénh dang sir dung thude tre ché acid, dung cho ngudi bénh co chiéu dai thuc
quan > 18 cm

- Chét liéu: polyurethan, mém ra khi phan (mg vai nhiét 4o co thé

- Chidu dai catheter: 190cm (+5¢cm)

- Buong kinh: 6.9 FR/2.3 mm, catheter déc

- Bic diém: c6 6 kénh tro khang, 2 kénh pH (1 kénh pH thyc quan & vi tri 0 cm va 1 kénh pH
da day vj tri -15 cm), 18 bom hoi v tri 6 cm

- Pong goi timg tai

- Tuong thich véi may do pH va tré khang 24 gio ciia Bénh vién

- Tiéu chudn chét lugng: 1SO 13485 va chimg nhan FDA

183

Dung dich dém pH
hiéu chuin cho do pH,
tré khang 24 gio

Dung dich dém pH hi¢u chudn cho do pH, trér khing 24 gid

- Gém 2 dung dich dé sir dung voi hé thdng kiém tra hoi luu Z/pH hodc pH va ong théng, cu
thé: pH4 dung tich 500ml va pH7 dung tich 500ml

- Tuong thich voi may do pH va trg khang 24 gio ciia Bénh vién

Chai

30

184

Kit chiét tach huyét
tuong giau tiéu cdu,
lugng mau 10 ml

Kit chiét tach huyét tuong gidu tiéu ciu

- Luong mau: 10 ml thu nhén dugc trong khoang 5 - 6 ml PRP

- Chire ning: phuc hdi tiéu cau > 90%, ty 1é sét hong cau HCT <1%
- Tée d6 quay ly tim tuong tmg véi 1.500 RCF 14 3.000 RPM

- Tuong thich sinh hoc va khong chia Pyrogen

Tiéu chudn CE (Chau Au) va Tiéu chudn san xuét ISO

Ong

150

185

Vit réng diu chim
duong kinh 2.5 —
6.5mm

Vit rong

- Chét lidu Titanium

- Pudmg kinh tir 2.5mm dén 6.5mm, c6 > 5 ¢

- Chiéu dai trong khoang 8 - 120mm

- Long vit rdng, dau vit chim

Tiét khuén

Tiéu chudn FDA (Cuc quan Iy Thuc phdm va Duge phim Hoa Ky) hogc Tiéu chuén CE (Chdu
Au)

50

186

Vit rdng duong kinh
3.0 — 6.5mm

Vit rdng

- Chét li¢u Titanium ;

- Dudng kinh 6 = 4 ¢ va tir 3mm dén 6.5mm

- Chiéu dai trong khoang 10 - 130mm

- Long vit rdng, tu khoan, ty taro

Tiét khuin

Tiéu chuan FDA (Cuc quan 1y Thyc pham va Dugc phdm Hoa Ky) hodc Tiéu chudn CE (Chéu
Au)

Cai

30

187

Vit neo chén chi sun
vién toan chi

Vit neo chén chi sun vién toan chi

- Chit ligu UHMWPE

- BPuong kinh: trong khoang 1.7 - 1.8mm

- Kém chi sira chira s6 2

- Lyc kéo bat 225N (£ 5N)

- Tiét khuén

- Tiéu chudn FDA (Cuc quan ly Thyc phdm va Duge phim Hoa Ky) hodc Tiéu chuin CE
(Chau Au)

100

188

Dién cyc thn kinh
dang xofn ding cho
may NIMeclipse, dai =
2.5m

Bién cuc thin kinh dang xon dung dé theo ddi di¢n sinh Iy thin kinh qua trinh phiu thuat

- Chiéu dai > 2.5m

- DAu ¢ dang hinh xoén bc, ndi voi diy din

- Tuong thich voi hé théng may NIMeclipse ctia Bénh vién

Tiét khudn

Tiéu chudn FDA (Cyc quan 1y Thyc phim va Dugc phdm Hoa Ky) hogc Tiéu chuin CE (Chéu
Au)

Cai

450
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o ia Dic tinh k¥ thudit i by
Miér!g va mang cimg trong subt
- Chit ligu collagen tu tiéu c6 ngudn gdc tir gan ngya, ham lugng 140mg
Mibsvainansais - Kich thude: 25 x 100 mm (£ 01 mm)
189 | i thate 2.5 ¢ 100 | TV inh Gt 2
’ - Thai gian hip thy trong vong 6 — 8 tudn
Tiét khudn
Tiu chudn CE (Chau Au) va tiéu chuin san xuét ISO
Miéng v mang cimg trong sudt
- Chét liéu collagen tu tiéu c6 ngudn gdc tir gin ngyua, ham lugng 280mg
Miéng v4 mang cin - Kich thude: 50 x 100 mm (= 01 mm)
129 kich liuérc 5 xg] Ocmg pLbis i it %
- Théi gian hép thu trong vong 6 — § tuin
Tigt khudn
Tiéu chuin CE (Chdu Au) va tidu chuin san xudt ISO
Miéng va mang cimg trong sut
- Chét lidu collagen ty tidu c6 nguén gdc tir gin ngya, ham lugng 560mg
17 P T - Kich thudce: 100 x 100 mm (& 01 mm)
B Lich tiudc 10 i l(}ci - Didinh i 2
- Thoi gian hap thy trong vong 6 — 8 tudn
Tiét khudn
Tiéu chudn CE (Chdu Au) va tidu chuin san xudt ISO
Keo dan mang ctmg sinh hoc ving ndo va cft song
- Hén hop gdm: Polythylene Glycol (PEG), e-polylysine va polyethyleneimine (PEI)
. y Dung dich tron gdm:
ﬁ:‘; ;‘"h e + Dung dich PEG: Nude vé triing + bt PEG
+ i 5L i Bl + ich &- i R
192 [cimg 6ml dang bét Dqu dy:‘l_l PEL Dur}g dich PEI + dung dich e-polylysine Bs 40
A - Tu tiéu toi da 21 ngay.
kém et S o
i - Thai gian tao Gel: trong vong 5 -'6 gidy.
e - B$ gdm bom tiém kép ldp siin 2 éng tron, cd chira dung dich pha.
Tiéu chudn FDA (Cuc quan 1y Thyc phdm va Duge phdm Hoa K¥) hodc Tiéu chuin CE (Chéu
Au)
Miéng va khuyét so dung trong phau thuat ghép so
; - Chiét li¢u Titani au tri i 3D
Mikng vé khuydt so Egabéltlil:l C;]:L[:mm cau tric ludi 3
- Mié 14
193 S;f/" ?0 A ;f"““ & |. Kich thuéc 210 x 200 x 0.6mm (% 05%) . g
6), dang Tiéu chudn FDA (Cuc quan Iy Thyc phdm va Dugc phdm Hoa Ky) hofic Tiéu chudn CE (Chdu
Au)
Miéng va khuyét so dung trong phiu thudt ghép so
- Chét liéu Titanium cdu tric ludi 3D
Miéng va khuyét so |- L& bét vit chim '
194 |160 x 150 x 0.6mm (% |- Kich thudc 160 x 150 x 0.6mm (+ 05%) Micng 14

05%), dang 3D

Tiét khudn _ . ‘
Tiéu chuin FDA (Cuc quan Iy Thyuc phdm va Duge pham Hoa Ky) hodic Tiéu chuin CE (Chédu
Au)
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B6 khop hang toan phin
1. Chuéi
- Chét lidu: Hop kim Titanium, phu HA va Titanium
-C6=203co
- Chiéu dai > 200mm, trong d6 c6 c& trong khodng 280 - 300mm
- Goe cb than: trong khoang 125° - 135°
- Than chubi ¢o = 2 13 bt vit- Chudi ¢b 2 13 bt vit didu chinh. Vit diéu chinh: duéng kinh
<5.5mm, dai 28-55mm
2. Chom
- Chat liéu thép khong gi
Khép hang toan phﬁn, 3. 0¢bi+ Nep ra
chudi dai 200-300mm |- O cbi:
195 phu titanium va HA, & |+ Chit liéu Cobalt - Chrome - Molybdenum b 5
cbi chuyén dong doi [+ Kich cd: 44-60
6 xi mang kém nep ra |- Nep ra 6 cbi:
& cbihinh chirthdp |+ Vat liéu: thép khéng gi
- Hinh chir thip, gdm 4 13 dé bt vit, trong (mg vit dudmg kinh = 5.0mm
- C6 2 03 ¢& danh cho bén phai hodc bén tréai
4. Miéng lot
- Chét li¢u Polyethylene cao phan tir
- Thiét ké: miéng 16t va chom dugc déng thanh 1 khdi, dang chuyén dong doi, 16p dém chuyén
déng trong & ¢bi va chom chuyén déng trong l6p dém
5. Ximing
Tiét khudn
Tiéu chudn FDA (Cuc quén Iy Thyuc phim va Duge phim Hoa Ky) hodc Tiéu chudn CE (Chéiu
Au)
Bé khop hang toan phin
1. Chudi
- Chét li¢u bing Titanium, phi HA va 16p bt Titanium
-Céd =7 cdy, trong do ¢ ¢& trong khoang 80 - 90mm
- Goc ¢d thin khoang 130° - 135°
2. Chém
- Chat liéu thép khong gi
3. O cbi + Nep ra
-0 cbi:
A FY - "
Kh?p Ilén% tOélEl phz‘ul, i El:}: :;u ‘E‘c-):git Chrome - Molybdenum
g [0 oretye dang do', - Nep 4 6 cbi: bd 5
¢6 xi mang kém nep rd A S
& ¢6i hinh chir thap i V.at ll¢|.l‘. 1hsp kh:mg B it o ; B y
- Hinh chir thip, gom 4 16 dé bat vit, tuong umg vit duong kinh > 5.0mm
- C6 = 03 ¢& danh cho bén phai hodc bén trai
4. Miéng 16t
- Chit ligu Polyethylene cao phan tir
- Thiét ké: miéng lot va chom dugc dong thanh 1 khéi, dang chuyén déng déi, lop dém chuyén
dong trong & cbi va chom chuyén déng trong 16p dém
5. Xi mang
Tiét khudn
Tiéu chuin FDA (Cuc quan Iy Thue phdm va Duge phim Hoa Ky) hogic Tiéu chudn CE (Chéau
Au)
Khdp ban tay - ngon tay nhén tao
- Chét ligu: Silicon y té
- Chiéu réng: Trong khoang 12 mm - 18 mm
197 Khdp ban tay - ngén |- Chidu Adai: 'l;ronAg khoang 35 ml:1 - 75 mm ) Céi 0
tay nhén tao - Buc lién khoi gom mét vung uon ngang, tiét dién tron.
- Hai d4u gén va xa cd cubng hinh nén, b& mit nhin,
- Tiét khudn
- Tiéu chudn CE (Chéu Au) hogc Tiéu chudn san xudt 1SO
Khdp ¢b - ban tay nhén tao
- Chat ligu: Silicon y t&
Khop b - bin tay - Dutmg kinh: Trong khodng 13 mm - 15 mm, t5i thicu ¢6 3 ¢
198 - Chiéu dai: Trong khoang 28 mm - 35 mm Cai 10

nhén tao

- Puc lién khdi gbm mot phdn than hinh try ¢6 hdm khap.
- Tiét khuin
- Tiéu chuin CE (Chau Au) hodic Tiéu chuin san xuat ISO
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B6 diéu khién kich thich ddy thin kinh phé vi duge cdy ghép va diéu trj chimg dong kinh khang
thude
- Chét liéu; Vo ngoai Titanium, duge han kin. Dau néi bing Polyurethane. Khe két nbi bang
thép khong gi
- Khéi lugng: 14 - 20g
- Ngudn kich thich: 3.3 V, mach hé
Bd ditu khién kich - Dung lugng dinh mire; 1.7 A trong 1 gior
199 |thich ddy than kinh - Dong dién kich thich: tir 0 - 2.0 mA theo bude 0.125 mA, tir 2.0 - 3.5 mA theo budc 0.250 Bo 14
phé vi mA.
- Cé 5 ché d¢ kich thich: Ché d¢ thong thuang, Ché d kich thich bing nam cham, Ché do
Autostim, Ché do Ngay/Pém va Ché dd cai dat kich thich theo lich trinh
- Cho phép ghi va luu lai céc sy kién nhip tim thdp va tu thé ndm sap clia ngudi bénh
Tiét khudn
Tiéu chudn FDA (Cyc quan 1y Thue phim va Duge phdm Hoa Ky) hogc tidu chuin CE (Chau
Au) hoic tiéu chuin san xudt ISO
B4 dién cuc kich thich day than kinh phé vi
- Déy dién cuc dai 40 - 45 cm
- Thén dién cyc: V6 ngoii bing Silicon, duge cAu tao bai 4 spi xofn
- Pién cuc vong xodn: gdm 2 dién cyc 4m, duong va 1 chn neo, vat li¢u dén dién hop kim
BS dién cye kich thich [P umuwiridium
200 day thén kinh phé vi -02 sgi chi Polyester dé phdn biét dién cyc 4m va duong Bo 14
- 04 Kep ¢d dinh than ddy dién cuc vao md
- Tuong thich véi "Bé didu khién kich thich ddy thin kinh phé vi" tai danh myc méi thau
Tiét khuén
Tiéu chudn FDA (Cuc quan Iy Thyc phdm va Duge phdm Hoa K¥) hodc tiéu chudn CE (Chdu
Au) hoiic tiéu chudn san xudt ISO
Dung cu ludn day dén dign cyc kich thich day thén kinh phé vi
Bao gdm:
Dung cu lubn déy dn + 0; Dung cu ludn bing v?l !iéu ‘thép'khﬁ.nghgi.vé dAu tip c6 thé théo roi.
201 |dién eue kich thich +_0.. Ong b’oc dupg CE.l [D.?I. Ion_ra n!-m vai vit !]él.l l:olyl_‘ner Flixor.ocalfbun. o Bo 14
S : . |- Tuong thich v&i "Bé diéu khién kich thich dy than kinh phé vi" tai danh muc mai thiu
ddy than kinh phe vj i :
Tiét khudn
Tiéu chuén FDA (Cuc quén Iy Thye phim va Duge phim Hoa Ky) hodc tiéu chuan CE (Chau
Au) hoc tiéu chudn san xuit 1SO
Nam chim danh cho bénh nhan sau khi cdy ghép hé théng kich thich ddy thin kinh phé vi dung
Nam cham danh cho  |dé bd sung xung kich thich,
bénh nhén sau khi cdy [Bao gm:
202 |ghép hé théng kich |+ Nam cham: 02 Cai Bo 14
thich ddy thin kinh [+ Déy deo cd tay: 01 Cai
phé vi + Kep thit lung: 01 Cai
- Tuong thich véi "Bé diéu khién kich thich day thin kinh phé vi" tai danh muc moi thau
B¢ phu kién diing cho may chinh kich thich ddy thin kinh phé vi dugc sir dung dé kiém tra may
kich thich va b dién cyc trong qué trinh phiu thuit cdy ghép.
Bo phu kién dung cho |Bao gﬁm:
203 |may chinh kich thich |+ Tudc no vit luc giac: 01 Cai Bo 14
déy thin kinh phé vi |+ Dién tro kidm tra; 01 Cai
+ Kep c6 dinh: 04 Cai
- Tuong thich vai "Bé didu khién kich thich ddy thdn kinh phé vi" tai danh muc moi thau
Dién cuc sdu cip dong, 8 diém tiép xtic ding ghi tin hidu di¢n ndo siu trong so va cd thé sit
dung dé dbt hd tro loai bo ving dong kinh
- Chiit ligu Platinum va Iridium
- Kich thude diém tiép xic 2 mm
o . - Khodng céch gitra cac ddu diém tiép x(c khoang 3 -3.5 mm
bién cuc sdu cdp Cii 14

204

déng, § diém tiép xac

- Puéng kinh dién cuc khoang 0.8 -1.0 mm

- Chiéu dai khoang 26 - 27 mm

- Théi gian dit vao trong ndo < 2 tudn

- Tiét khudn

- Tiéu chudn FDA (Cuc quan Iy Thyc phm va Duge phdm Hoa Ky) hoac Tiéu chuin CE

(Chau Au)
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Dién cyc sdu céip ddng, 10 diém tiép xtc ding ghi tin hidu dién ndo sdu trong so va c6 thé sir
dung dé dét hd trg loai bo ving déng kinh
- Chét liéu Platinum va Iridium
- Kich thude diém tiép xic 2 mm
. o - Khoing cach giira cac ddu diém tiép xic khoang 3 - 3.5mm
205 dD[,:f]“ °;’g ;?é“nf‘:f’é o |- Puong kinh dién cye khodng 0.8 -1.0 mm Cii 14
& PXUC | Chidu dai khoang 33 - 34 mm
- Théi gian dat vio trong ndo <2 tuén
- Tiét khuén
- Tiéu chudn FDA (Cuc quan Iy Thuc phim va Dugc phdm Hoa K¥) hoiic Tiéu chuin CE
(Chau Au)
Dién cyc siu cp dong, 12 diém tiép xic dung ghi tin hiéu dién ndo sdu trong so va ¢6 thé sir
dung dé dét hd trg loai bé viing dong kinh
- Chit li¢u Platinum va Iridium
- Kich thude diém tiép xtc 2 mm
— - Khoang cich gitra cac diu diém tiép xtc khoang 3 - 3.5 mm )
206 dong, 12 didm tiép gl Dufzng ki_nh dién cuc khoang 0.8 -1.0 mm Cai 14
’ - Chi¢u dai khoang 40 - 41 mm
- Thoi gian diit vao trong ndo <2 tun
Tiét khun
Tiéu chuén FDA (Cuc quan Iy Thuc phdm va Duge phdm Hoa Ky) hodc Tiéu chudn CE (Chéu
Au)
Dién cue sdu cAp dong, 15 diém tiép xtc dung ghi tin higu dién ndo sdu trong so va c6 thé sir
dung dé dbt hd trg loai b ving dong kinh
- Chét li¢u Platinum va Iridium
- Kich thuéc diém tiép xtic 2 mm
T - Khoang céch gira cac ddu diém tiép xuc khoang 3 - 3.5 mm
207 dong, 15 diém tiép el Du(‘::ng kinh dién cuc khodng 0.8 -1.0 mm Cai 14
’ - Chiéu dai khoang 50 - 51 mm
- Thoi gian dit vao trong ndo <2 tudn
Tiét khuin
Tigu chudn FDA (Cuc quan ly Thuc phim va Dugc phdm Hoa Ky) hodc Tiéu chuin CE (Chiu
Au)
Dién cuc sdu cdp dong, 18 diém tiép xuc ding ghi tin hi¢u dién ndo siu trong so va cé thé sir
dung dé dét hd tro loai bé ving dong kinh
- Chit liéu Platinum va Iridium
- Kich thude diém tiép xic 2 mm
Bt og0 s ol - Khoang céch gitra cdc du diém tiép xic khoang 3 - 3.5mm
208 déﬁg 18 diém tidp xiic - Du(’{ng kinh dién cuc khoang 0.8 - 1.0 mm Cai 14
! - Chiéu dai khoang 70 - 71 mm
- Thoi gian dat vao trong ndo < 2 tudn
Tiét khuén
Tiéu chuin FDA (Cuc quin Iy Thue phém va Duge phim Hoa Ky) holic Tiéu chuin CE (Chéu
Au)
Cap két ndi dién cuc  [Cap két ndi dién cuc sdu néi so loai 8 diém tidp xic
509 [P0 siu loai 8 diégm |- Cr:iéu'dai khodng 150 - 200 cm il i
tiép xuc, dai 150 - 200 |- Bau cam céach nhiét
cm - Tuong thich véi "Dién cuc siu cip dong, 8 diém tiép xuc" tai danh myc méi thiu
Cap két ndi dién cuc  |Cap két ndi dién cuc siu nodi so loai 10 diém tiép xuc
21 [0 siu loai 10 diém |- Cl:iéu'déi khoang 150 - 200 cm &l i
tiep xue, dai 150 - 200 |- Pau cam céch nhiét
em - Tuong thich véi "Dién cyc sau cdp ddng, 10 diém tiép xuc" tai danh myc mai thiu
Cap két ndi dién cuc  |Cap két ndi dién cuc siu ndi so loai 12 diém tiép xuc
511 o sdu loai 12 diém |- Ci;tiéu'dai khoang 150 - 200 cm & i
tiep xic, dai 150 - 200 |- Pau cam cach nhigt
cm - Tuong thich vai "Dién cuc siu cdp dong, 12 diém tiép xac" tai danh muc moi thiu
Cép két ndi dién cuc  |Cép két ndi dién cuc sdu ndi so loai 15 diém tiép xuc
31 [ndo siu loai 15 diém |- Chidu dai khoang 150 - 200 cm G ”
ticp xuc, dai 150 - 200 |- Pau cam cach nhiét
cm - Tuong thich véi "Dién cye sau cdp dong, 15 diém tiép xuc" tai danh muc méi thiu
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TT

Tén danh muc moi
chao gia

Diic tinh k¥ thuat

Don vj
tinh

S6
luwgng |

213

Sun chém nhén tao
dudng kinh ngoai
trong khoang 34 - 36
mm

Sun ¢hém nhaén tao ty tiéu

- Chit liéu: Polycaprolactone hodc Urethane

- Buéng kinh ngoai: trong khoang 34 - 36 mm

- Puéng kinh trong: trong khoang 13 - 15 mm

- Chiéu réng: 26.0 mm

- Chiéu cao vanh ngoai: 7.9 0.5 mm

- Chiéu cao vanh trong: 1.6 + 0.2 mm

- Chiéu rong vanh: 11 mm

- Thoi gian tu tiéu: Trong vong 4 - 6 ndm

- Bong goi: Thude do sun chém va dung cu dinh hudng thude do
- Tiét khudn

- Tiéu chudn FDA (Cuc quan ly Thue phim va Duge phdm Hoa K¥) hoic Tiéu chuin CE
(Chdu Au) hoZc tiéu chudn san xuat 1SO

Cai

214

Sun chém nhin tao
duong kinh ngoai
trong khoang 44 - 46
mm

Sun chém nhén tao ty tiéu

- Chit liéu: Polycaprolactone hoic urethane

+ Puong kinh ngoai: trong khoang 44 - 46 mm

+ Duong kinh trong: trong khoang 24 - 26 mm

+ Chiéu rdng: trong khoang 22 - 23 mm

+ Chiéu cao vanh ngodi: 7.9 = 0.5 mm

+ Chiéu cao vanh trong: 1.6 £ 0.2 mm

+ Chiéu réng vanh: 10mm

- Théi gian tu tiéu: Trong vong 4 - 6 nam

- Bong goi: Thude do syn chém va dung cu dinh huéng thudce do
- Tiét khudn

- Tiéu chudn FDA (Cuc quén Iy Thye phdm va Duge phim Hoa Ky) hoac Tiéu chuin CE
(Chau Au) hoac tiéu chudn san xudt 1SO

Cai

215

Vit chét neo cé djnh
khép cing don khéng
budc chi

Vit chét neo ¢b dinh khop cing don khong bude chi

- Chét ligu titanium.

- Gom 2 chot:

+ Chét tron dudmg kinh trong khoang 7 - 8mm

+ Chot thuén dai 10.0mm, rgng 3mm, day 1.5mm (= 0.5mm)

- Kém chi siéu bén sé 5

- Chiu lyc 795N (£ 5N)

- Tiét khuin

- Tiéu chudn FDA (Cuc quan ly Thuc phdm va Duge phdm Hoa Ky) hoic Tiéu chuin CE
(Chau Au)

216

Dién curc ghi va kich
thich linh hoat ding
trong phdu thudt cot

A o .
song u tiy, ghi D-wave

Dién cyc ghi va kich thich linh hoat ding trong phiu thuat cot séng u iy, ghi D-wave
- Chiéu dai cp > 2000mm

- Budmg kinh dién cuc c6 tdi thiéu c& 9mm

- Pau néi d6i tmg 1.5 mm dang Touchproof.

- Loai: 2 cure (den/ dd); 3 cyc (den/ do/ xanh la)

Tigt khudn

Dat chimg nhén:

+ 180 13485:2016

+ Hofe Tiéu chudn chét lugng FDA (Cuc quan Iy Thye phdm va Dugc phim Hoa Ky)
+ Holic Chimng nhén CE (Chau Au)

217

Dién cye dan cho 6ng
dat ndi khi quan co 4

kénh cung vdi 8 dién

cuc ghi

Pién cuc dan cho 6ng dit ndi khi quan ¢6 4 kénh cing véi 8 dién cyc ghi

- Duéng kinh trong: khoang 6 - 7mm/ 7 - 9mm

- Bé miit tiép xiic 6ng 32 x 29.7mm/ 37.6 x 37mm

- Dién tich tiép xuc dién cue 685/ 1057mm2

Tiét khun

Dat chimg nhan:

+180 13485:2016 .

+ Hodc Tidu chudn chét lugng FDA (Cuc quan Iy Thyue phdm va Duge phim Hoa Ky)
+ Hotic Chimg nhan CE (Chéu Au)
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