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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: 260000496/PCBA-HCM
Ngay cong bo: 06/04/2026

1. Tén co s cong bd: CONG TY TNHH TRANG THIET BI Y TE IMD

2. Pia chi: 95/27 duong Lé Tan Bé, Phuong An Lac, Thanh phé H6 Chi Minh
3. S6 vin ban cua co so: 310326/DIXI.CBA Ngay: 01/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dung cu ph?lu thuat st dung nhiéu 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: Puoc thiét ké dé st dung~c1‘1ng voi Dién cuc sau ghi di,én
nao (sEEG) ndi sg trong chan doan trude phau thuat dong kinh khang thudc.
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485, CE MARK

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 sé hiru: DIXI Medical

bia chi chu sé hitu: 2A, Route de Pouligney Chaudefontaine, 25640
MARCHAUX CHAUDEFONTAINE, FRANCE

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

Tén co s6: CONG TY TNHH TRANG THIET BI Y TE IMD

Dia chi: 95/27 duong Lé Tan Bé, Phudng An Lac, Thanh phé H6 Chi Minh



Pién thoai ¢ dinh: 02866790990 Dién thoai di dong: 0902986235
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 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi so 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 hop chuan hoic ban tiéu chuan ma cha so hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan st dung cta thiét bi y té X
8 | MAu nhan thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hi¢u luc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.

10 | Tai liéu khéac (néu co) X
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1|Dung cu do d¢ sau cai Depth report device ACS-751
2|Dung cu thudce truot do do sau cai Sliding ruler ACS-750
3|Dung cu dén dudng cai Instrument guide ACS-1300
4|Dung cu dan dudng cai Instrument guide ACS-789/120
5|Dung cu dén dudng cai Instrument guide ACS-789/120R
6|Dung cu din duong cai Instrument guide ACS-789/82R
7|Dung cu van cho vit dan dudng cai Screyvdrlver and wrench for ACS-710
guiding screw
8| Dung cu vin cho vit dan duong cai Sc.reyvdrlver and wrench for ACS-711
guiding screw
- X R . Screwdriver and wrench for R
9|Dung cu van cho vit dan duong cai . ACS-715 Cong ty R .
guiding screw DIXI DIXI TNHH T 95/27 Lé Tan Beé.
10|{Dung cu van cho chét gi6i han d¢ sau cai Screwdriver for stop ACS-714 Medical/ | Medical/ , ran,g Phuc‘mg An Lac
K . A e
11|Dung cu danh diu vi tri toa do cai Marking rod ACS-740 Phé.p Phép thiet bl yte TP H@ Chi Minh
12|Dung cu dinh vi diém khoan Xuong cai Bone starter ACS-745 IMD
13|Cap két nbi cai Connection cable CBL-05/180
14|Cap két nbi cai Connection cable CBL-08/180
15|Cap két nbi cai Connection cable CBL-10/180
16|Cap két nbi cai Connection cable CBL-12/180
17|Cap két nbi cai Connection cable CBL-15/180
18|Cap két nbi cai Connection cable CBL-18/180
19{Cap két ndi cho may phat séng cao tin  [cai Generator interface cable PCP-410
20|Cép két ndi cho méay phat song cao tan cai Generator interface cable PCP-420
21|Nép cho vit ddn hudng cai Caps for guiding screw ACS-050S-5




