SO'Y TE HA NOI 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: 260001087/PCBB-HN
Ngay cong bo: 09/04/2026

1. Tén co s cong bd: CONG TY CO PHAN DTTM HIEU LINH

2. bia chi: s6 2, ngach 94/17, phd Ngoc Khanh, Phuong Giang Vo, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 15/HL-VBCB Ngay: 09/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Miii khoan so néo tu dung

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: Theo phu luc

Muc ,dic}} sur dungi Pugc thiét ké dé khoan tao 16 khoan trén Xuong so nhém
tao 101 tiép can phau thuat vao khoang so trong cac quy trinh phau thuét than
kjnh. bay la logti mui khogn SO nao tu d@ng Ilh:él V§1 dirng dé dam béo‘ an toan
to1 da trong phau thuat than kinh, dugc thiét ké dé chi st dung mot lan.

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. Ddi 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: ACRA-CUT, INC.

Dia chi chu sé hiru: 989 Main Street, Acton, Massachusetts 01720, UNITED
STATES

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

. 2 Quy cach n ., . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
Miii khoan so nio 989 Main Street,
P 14/11mm DGR-I 200.241 | cdi/ha ACRA-CUT, | Acton, UNITED
; g P INC. Massachusetts STATES
01720
Miii kh ~ 989 Main Street,
5 m‘imn 0an SO NA0 1 4 4/1 {mm DGR-II 200.251 | chiha ACRA-CUT, |Acton, UNITED
; g ) cal’hop INC. Massachusetts STATES
01720
Miii khoan so nio 989 Main Street,
3 erdime 14/11mm DGR-O 200271 | cdi/ha ACRA-CUT, | Acton, UNITED
; g P INC. Massachusetts STATES
01720
Miii kh ~ 989 Main Street,
A m‘iﬁm 0an SO NA0 1 13/9mm DGR-1I 200.245 | chiha ACRA-CUT, | Acton, UNITED
; g ) cal’hop INC. Massachusetts STATES
01720
Miii khoan so nio 989 Main Street,
5 tlIl(lh‘rn ) 13/9mm DGR-II 200-255 1 cai/ho ACRA-CUT, Acton, UNITED
; g P INC. Massachusetts STATES
01720
Miii kh - 989 Main Street,
6 im0 [13/9mm DGR-O 200.275 | chiha ACRA-CUT, | Acton, UNITED
; g ) cal’hop INC. Massachusetts STATES
01720
Miii khoan so ndo [ 11/7mm DG-II Mini N ACRA-CUT, |989 Main Street, | UNITED
7 tu ding 200-331 1 cai/hdp INC. Acton, STATES




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) 02, san xuat san xuat
(Néu cd)
Massachusetts
01720
Miii khoan so nao 989 Main Stree,
2 | tu dim ¥ 11/7mm DGR-I Mini 200-243 | cai/hd ACRA-CUT, |Acton, UNITED
: g P INC. Massachusetts STATES
01720
Miii khoan so nio 989 Main Street,
9 urliltm : 11/7mm DGR-II Mini 200-253 1 cai/ho ACRA-CUT, Acton, UNITED
¢ aung ) caviop INC. Massachusetts | STATES
01720
Miii khoan so nao 989 Main Stree,
10 |t dun ¥ 8/5mm DRG-OS 200-283 | cai/hd ACRA-CUT, |Acton, UNITED
: g P INC. Massachusetts STATES
01720
Miii khoan so nio 989 Main Street,
. mlium : 14/9mm SDR 500-500 | cdihg ACRA-CUT, | Acton, UNITED
¢ aung ) caviop INC. Massachusetts | STATES
01720
Miii khoan so nao 989 Main Stree,
12 |t din ¥ 14/11mm ACI 210221 | cai/hd ACRA-CUT, |Acton, UNITED
: g P INC. Massachusetts STATES

01720




