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THONG TIN

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

S6 cong bd: 260001255/PCBB-HCM
Ngay cong bo: 29/04/2026

1. Tén co s¢ cong bé: CONG TY TNHH THUONG MAI QUOC TE TAI WO
( VIET NAM) o

2. bia chi: S6 10 Buong Tan Vién, Phuong Tan Son Hoa, Thanh phd H6 Chi
Minh

3. S6 vin ban cua co so: 04/2026/TAIWO-CBB Ngay: 25/04/2026

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: Disposable Hypodermic Needle

Mai san pham (néu co):

0.3x13 RW LB,0.3x16 RW LB,0.33x13 RW LB,0.33x16 RW LB,0.36x13
RW LB,0.36x16 RW LB,0.4x13 RW LB,0.4x16 RW LB,0.4x20 RW
LB,0.4x25 RW LB,0.4x38 RW LB,0.45x13 RW LB,0.45x16 RW
LB,0.45x20 RW LB,0.45x25 RW LB,0.5x13 RW LB,0.5x16 RW LB,0.5x20
RW LB,0.5x25 RW L,0.5x32 RW LB,0.5x38 RW LB,0.55%x20 RW
LB,0.55x25 RW LB,0.55%x32 RW LB,0.55%x38 RW LB,0.6x25 TW
LB,0.6x32 TW LB,0.6x38 TW LB,0.7x25 TW LB,0.7x30 TW LB, 0.7x32
TW LB,0.7x38 TW LB,0.8x25 TW LB,0.8x32 TW LB,0.8x38 TW
LB,0.9x25 TW LB,0.9%x32 TW LB,0.9x38 TW LB,1.1x25 TW LB,1.1x30
TW LB,1.1x32 TW LB,1.1x38 TW LB,1.2x25 TW LB,1.2x30 TW LB
1.2x32 TW LB,1.2x38 TW LB (Tuong duong céc kich thudc kim tir 34G dén
Quy céch dong goi:

Muyc dich str dung: San phém dugc st dung dé tiem trong da, tiém duoi da,
tiém b.'flp, tiém tinh mach hodc hut dich khi két hop véi dung cu truyén dich
Tén co so san xuat: Jiangsu Jichun Medical Devies Co., Ltd

Pia chi co s& san xuat: No.98 Baiyang Bridge, Zhenglu Town, Tianning,



Changzhou, 213111 Jiangsu, CHINA

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

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu c):

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

Tén chu s¢ hiru: 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 bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirg nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi vai thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




