SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260001264/PCBB-HCM
Ngay cong bo: 04/05/2026

1. Tén co s cong bd: CONG TY CO PHAN 4-LIFE VIET NAM
2. bia chi: Sh3.27, Tang 3, Toa nha Viva Riverside, 445-449 Gia Phu, Phuong
Binh Tién, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: 001-2026/CBTC-4L Ngay: 25/04/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té& Trocar dung mét 1an

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 cach dong goi:

Muc dich str dung: Trocar dung mdt lan InnoPort™ duoc chi dinh str dupg
trong nhiéu loai phau thuat nd1 §0i, bao gdm san phu khoa, ngoai khoa tong
quat, 1ong nguc va tiét ni¢u, nham tao va duy tri duong vao cho dung cu ndi
SOl.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: ISO 13485

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

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

Tén chu s& hiru: Taiwan Surgical Corporation

bia chi chu sé hiru: 3F., No. 12, Sec. 2, Sheng Yi Rd., Zhubei City, Hsinchu
County 30261, TAIWAN, PROVINCE OF CHINA

7. Thong tin vé co s& bao hanh (néu co):



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit 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 | Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo |

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

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Trocar dung mét
lan

"Taiwan Surgical" Inno-
Port Disposable Trocar
Access

DT501-7B;
DT501-7L;
DT501-XB;
DT501-XL;
DTWO01-XB;
DTWO1-XL;
DTWOI1-SB;
DTWO01-SL;
DTY01-XB;
DTYO01-XL;
DTY01-SB;
DTYO01-SL;
DT501-7Q;
DT501-7P;
DT501-XQ;
DT501-XP;
DTWO01-XQ;
DTWO01-XP;
DTWO01-SQ;
DTWO1-SP;
DTYO01-XQ;
DTYO01-XP;
DTYO01-SQ;
DTYO01-SP;
DT501-7A;
DT501-XA;
DTWO1-XA;
DTY01-XA;

DTYO1-SA.

Taiwan
Surgical
Corporation

3F., No. 12, Sec.
2, Sheng YiRd,,
Zhubei City,
Hsinchu County
30261

TAIWAN,
PROVINCE OF
CHINA




