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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: 260001268/PCBB-HCM
Ngay cong bo: 04/05/2026

1. Tén co s cong bd: CONG TY TNHH THIET BI Y TE ANH HUY

2. bia chi: 549A Duong Hoang Sa, Phuong Xuan Hoa, Thanh phd H6 Chi
Minh

3. S6 vin ban cua co so: 001/2026/CB-B Ngay: 28/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Kim sinh thiét m6é mém

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 su dung: Bugc str dung dé choc vao co thé nguoi va 1dy mau mé dé
kiém tra, di€u tri hoac chan doan.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuin nha san xuét

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hiru: TSK Laboratory, Japan

bia chi chu sé hiru: 1510-1 Soja-Machi, Tochigi-Shi, Tochigi-Ken, 328-0002 ,
JAPAN

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

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')I}l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
SAM-14090, SAM-14130,
TSK STARCUT II BIOPSY | SAM-14160, SAM-14220,
Kim sinh thiét mo NEEDLE (trén nhan: TSK | SAM-16090, SAM-16130, TSK 1510-'1, Soja'- ‘
1 mém STARCUT II BIOPSY SAM-16160, SAM-16220, Laboratory, Machi, Tochigi- JAPAN
NEEDLE Standard Type) SAM-18090, SAM-18130, Japan Soja Shi, Tochigi-
SAM-18160, SAM-18220, Kojo Ken, 328-0002
SAM-20090, SAM-20130,
SAM-20160, SAM-20220
SAM-14090C, SAM-
14130C, SAM-14160C,
TSK STARCUT II BIOPSY | SAM-14220C, SAM-
NEEDLE (trén nhan: TSK [ 16090C, SAM-16130C, )
L A TSK 1510-1, Soja-
K{m sinh thiet m6 | STARCUT II BIOPSY SAM-16160C, SAM- Laboratory Machi, Tochigi-
2 | mém NEEDLE Standard Type 16220C, SAM-18090C, Japan Soja’ Shi T(,)chigi- JAPAN
with Co-axial) SAM-18130C, SAM- Kojo Ken, 328-0002

18160C, SAM-18220C,
SAM-20090C, SAM-
20130C, SAM-20160C,
SAM-20220C




