SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260002151/PCBB-HCM
Ngay cong bod: 07/07/2026

1. Tén co s& cong bé: CONG TY TNHH THUGNG MAI QUOC TE TAI WO
( VIET NAM)
2. bia chi: S6 10 Puong Tan Vién, Phuong Tan Son Hoa, Thanh phd HO Chi

Minh

3. S6 vin ban cua co so: 07/2026/TAIWO-CBB Ngay: 02/07/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Kim tiém dudi da dung mét lan

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):
Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich str dung: San phém dugc st dung dé tiem trong da, tiém duoi da,
tiém bap, tiém tinh mach hodc hut dich khi két hgp véi dung cu truyén dich.
Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san phdm ap dung: Tiéu chuan nha san xuat, CE

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

1 Tén chat ma tay, tién chat: Tén khoa hoc:

Ma thong tin CAS:

Nong do, ham luong chat ma tuy, tién chat:
Tong ham Iu’O’ng chat ma tuy, tién chét trong mot don vi dong goi nho nhat:

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ htru: VINCOBASE HEALTHCARE INTERNATIONAL CO.,
LIMITED



bia chi chu s hiru: Suite 1222, 12/F Leighton, Centre 77 Leighton RD,
HONG KONG

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 | Gidy chirng nhén luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i véi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Kim tiém du6ida [ Disposable Hypodermic i;[aer;%zzlhchun I;Eé?lg 13%11“}(:(\1;/11% Bridge,
1 | dung mot lan Needle 0.3x13 RW LB . Jens ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da [ Disposable Hypodermic ﬁi%%igﬂwhun I;}(l)jf 1]3%11,}(;:15 Bridge,
2 | ding mét lan Needle 0.3x16 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du¢ida [ Disposable Hypodermic i;[aer;%zzlhchun I;Eé?lg 13%11“}(:(\1;/11% Bridge,
3 | dung mot lan Needle 0.33x13 RW LB . Jens ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da [ Disposable Hypodermic ﬁi%%igﬂwhun I;}(l)jf 1]3%11,}(;:15 Bridge,
4 | ding mét lan Needle 0.33x16 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém dudida [ Disposable Hypodermic i;[aer;%zzlhchun I;Eé?lg 13%11“}(:(\1;/11% Bridge,
5 | dung mot lan Needle 0.36x13 RW LB . Jens ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoida [ Disposable Hypodermic ﬁi%%igﬂwhun I;}(l)jf 1]3%11,}(;:15 Bridge,
6 |dung mot 1an Needle 0.36x16 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da [ Disposable Hypodermic Jiangsu Jichun | No.98 Baiyang Bridge,
7 dung mot lan Needle 04x13RWLB Medical Zhenglu Town, CHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut <uht <uht
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoida [ Disposable Hypodermic ii[irilgiiglmhun I;ﬁéig 1]3%11,}(;?31% Bridge,
8 |dung mot 1an Needle 0.4x16 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du¢ida [ Disposable Hypodermic izlzﬁzzlhchun I;Eéig 13%11};?5 Bridge,
9 |dung mét lan Needle 0.4x20 RW LB ; jeng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoida [ Disposable Hypodermic ii[irilgiiglmhun I;ﬁéig 1]3%11,}(;?31% Bridge,
10 | dung mot 1an Needle 0.4x25 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém dudida [ Disposable Hypodermic izlzﬁzzlhchun I;Eéig 13%11};?5 Bridge,
11 | ding mot 1an Needle 0.4x38 RW LB ; Jeng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém dudida [ Disposable Hypodermic ii[irilgiiglmhun I;ﬁéig 1]3%11,}(;?31% Bridge,
12 | ding mot 1an Needle 0.45x13 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém dudida [ Disposable Hypodermic izlzﬁzzlhchun I;Eéig 13%11};?5 Bridge,
13 | ding mot 1an Needle 0.45x16 RW LB ; Jeng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic J iangs“ Jichun | No.98 Baiyang Bridge,
14 | ding mot lin Needle 0.45x20 RW LB Medical Zhenglu Town, CHINA
Devices Co., Tianning, Changzhou




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu co0)
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic ii[ir:igicszzlh(:hun I;}?éig 113%11,};?5 Bridge,
15 | dung mot 1an Needle 0.45x25 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du6ida [ Disposable Hypodermic iﬁg’;zzlh(:hun I;ﬁéig 132}11“}(1)2\1;/11% Bridge,
16 |dung mot 1an Needle 0.5x13 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic ii[ir:igicszzlh(:hun I;}?éig 113%11,};?5 Bridge,
17 | dung mot 1an Needle 0.5x16 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du6ida [ Disposable Hypodermic iﬁg’;zzlh(:hun I;ﬁéig 132}11“}(1)2\1;/11% Bridge,
18 |dung mot 1an Needle 0.5x20 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic ii[ir:igicszzlh(:hun I;}?éig 113%11,};?5 Bridge,
19 | dung mot 1an Needle 0.5%x25 RW L ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du6ida [ Disposable Hypodermic iﬁg’;zzlh(:hun I;ﬁéig 132}11“}(1)2\1;/11% Bridge,
20 | dung mot 1an Needle 0.5x32 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic ii[ir:igicszzlh(:hun I;}?éig 113%11,};?5 Bridge,
21 | dung mot 1an Needle 0.5x38 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Kim tiém du6ida [ Disposable Hypodermic iﬁg’;zzlh(:hun I;ﬁéig 132}11“}(1)2\1;/11% Bridge,
22 | dung mot lan Needle 0.55%x20 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic ii[ir:igicszzlh(:hun I;}?éig 113%11,};?5 Bridge,
23 | dung mot 1an Needle 0.55x25 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du6ida [ Disposable Hypodermic iﬁg’;zzlh(:hun I;ﬁéig 132}11“}(1)2\1;/11% Bridge,
24 | dung mot 1an Needle 0.55x32 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic ii[ir:igicszzlh(:hun I;}?éig 113%11,};?5 Bridge,
25 | dung mot 1an Needle 0.55x38 RW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du6ida [ Disposable Hypodermic iﬁg’;zzlh(:hun I;ﬁéig 132}11“}(1)2\1;/11% Bridge,
26 | dung mot 1an Needle 0.6x25 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic ii[ir:igicszzlh(:hun I;}?éig 113%11,};?5 Bridge,
27 | ding mot 1an Needle 0.6x32 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du6ida [ Disposable Hypodermic iﬁg’;zzlh(:hun I;ﬁéig 132}11“}(1)2\1;/11% Bridge,
28 | dung mot 1an Needle 0.6x38 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
79 |Kim tiém dudida | Disposable Hypodermic 0.7x25 TW LB Jiangsu Jichun | No.98 Baiyang Bridge, |c~pymna




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
\ Ap 1A Medical Zhenglu Town,
ding mot lan Needle Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du6ida [ Disposable Hypodermic i;[aer;%zzlhchun I;Eé?lg 13%11“}(:(\1;/11% Bridge,
30 | dung mdt lan Needle 0.7x30 TW LB . Jens ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da [ Disposable Hypodermic ﬁi%%igﬂwhun I;}(l)jf 1]3%11,}(;:15 Bridge,
31 | dung mét lan Needle 0.7%32 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du¢ida [ Disposable Hypodermic i;[aer;%zzlhchun I;Eé?lg 13%11“}(:(\1;/11% Bridge,
32 | dung mdt lan Needle 0.7x38 TW LB . Jens ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da [ Disposable Hypodermic ﬁi%%igﬂwhun I;}(l)jf 1]3%11,}(;:15 Bridge,
33 | dung mét lan Needle 0.8x25 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém dudida [ Disposable Hypodermic i;[aer;%zzlhchun I;Eé?lg 13%11“}(:(\1;/11% Bridge,
34 | dung mét lan Needle 0.8x32 TW LB . Jens ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoida [ Disposable Hypodermic ﬁi%%igﬂwhun I;}(l)jf 1]3%11,}(;:15 Bridge,
35 | ding mét 1an Needle 0.8x38 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da [ Disposable Hypodermic Jiangsu Jichun | No.98 Baiyang Bridge,
36 | dung mot lan Needle 0.9x25 TW LB Medical Zhenglu Town, CHINA




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) (N éu c6) san xuat xuat xuat
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoida [ Disposable Hypodermic ii[irilgiiglmhun I;ﬁéig 1]3%11,}(;?31% Bridge,
37 | ding mét 1an Needle 0.9x32 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du¢ida [ Disposable Hypodermic izlzﬁzzlhchun I;Eéig 13%11};?5 Bridge,
38 | dung mot lan Needle 0.9x38 TW LB ; jeng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoida [ Disposable Hypodermic ii[irilgiiglmhun I;ﬁéig 1]3%11,}(;?31% Bridge,
39 | ding mét 1an Needle 1.1x25 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém dudida [ Disposable Hypodermic izlzﬁzzlhchun I;Eéig 13%11};?5 Bridge,
40 | ding mot 1an Needle 1.1x30 TW LB ; Jeng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém dudida [ Disposable Hypodermic ii[irilgiiglmhun I;ﬁéig 1]3%11,}(;?31% Bridge,
41 | dung mot 1an Needle 1.1x32 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém dudida [ Disposable Hypodermic izlzﬁzzlhchun I;Eéig 13%11};?5 Bridge,
42 | ding mot 1an Needle 1.1x38 TW LB ; Jeng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic J iangs“ Jichun | No.98 Baiyang Bridge,
43 | dimg mot 1an Needle 1.2x25 TW LB Medical Zhenglu Town, CHINA
g
Devices Co., Tianning, Changzhou




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic ii[ir:igicszzlh(:hun I;}?éig 113%11,};?5 Bridge,
44 | ding mot 1an Needle 1.2x30 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém du6ida [ Disposable Hypodermic iﬁg’;zzlh(:hun I;ﬁéig 132}11“}(1)2\1;/11% Bridge,
45 | dung mot lan Needle 1.2x32 TW LB . neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu
Kim tiém duoi da | Disposable Hypodermic ii[ir:igicszzlh(:hun I;}?éig 113%11,};?5 Bridge,
46 | ding mot 1an Needle 1.2x38 TW LB ; neng ’ CHINA
Devices Co., Tianning, Changzhou
Ltd 213111 Jiangsu




