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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000726/PCBA-HN
Ngay cong bo: 22/04/2026

1. Tén co s6 cong bd: CONG TY TNHH HFA

2. bia chi: Tang 4, HUD 3 Tower, S0 121-123 T6 Hi€u, Phuong Ha Dong,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 220426/HFAOCV Ngay: 22/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Bang dinh y té FTM

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 st dung: Loai bang dinh Iy tuong cho da nhay cam, chat k,ét dinh it
gdy kich ng, dung dé bang cac vét thuong sau phau thuét, co dinh 6ng truyén
dich, kim luon. Str dung dé gan 1én gac, co dinh vét thuong, ¢6 dinh kim
tiém. ..

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& htru: Cong ty TNHH HFA

Dia chi chu s hitu: Tang 4, HUD 3 Tower, S6 121-123 T6 Hiéu, Phuong Ha
bong, TP Ha Noi, Viét Nam, VIET NAM

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:
170000011/PCBSX-HN
9. Thanh phan hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b 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 | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cic thong so khac do|
co s& du diéu kién theo quy dinh ctia phap luat vé danh gia su phu
hop cip hodc Gidy chirng nhan danh gia chét luong do co quan c6
tham quyén cua Viét Nam cap doi véi TBYT chan doén in vitro
(TBYT san xuat trong nudc)

8 | Tai liéu hudng dan sir dung cua thiét bi y té X

9 | MAu nhin thiét bj y té X




BANG KE CHI TIET TRANG THIET BI Y TE

R i 2 R QUY CACH . oz c TEN CO SO CHU SO HU'U/ : P
TEN TRANG THIET BI . CHUNG LOAI SAN| - . ] : ; TEN CO SO SAN XUAT/ 4 ; it . AP PIA CHI CO SO BAO
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BDL125500 . .
~ , < N Bang dinh lua FTM Cong ty co phan dugc pham va| . - N 3 N 3
1 Bang dinh y t¢ FTM Cudn 125 BDL125900 TBYT An Phu, Viét Nam Cong ty TNHH HFA/Viét nam TBYT dung 1 lan TBYT dung 1 lan
BDLI25
. BDL250500 R s
2 Bang dinh y t§ FTM Cuén Bang dinh lva FTM 1 50y 5 50900 Congty co phan duge pham va| (s o TNHH HFA/Viet nam TBYT ding 1 1an TBYT ding 1 lan
2.5 TBYT An Phua, Viét Nam
BDL250
BDL500500 Cong ty ¢b phan dugc phim va
3 Bang dinh y t FTM Cudn Bang dinh lya FTM 5| BDL500900 g 1Y €O phan Cuoe p Cong ty TNHH HFA/Viét nam TBYT ding 1 lan TBYT ding 1 lin
TBYT An Phu, Viét Nam
BDL500
BD1001, BD1002, Cong ty ¢b phan dugc phim va
4 Bang dinh y t§ FTM Cuén Bing dinh FTM  |BD1003, BD1004, gy cop oD Cong ty TNHH HFA/Viét nam TBYT ding 1 lan TBYT ding 1 lan

BD1005, BD1006

TBYT An Phi, Viét Nam




