SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260001273/PCBA-HN
Ngay cong bo: 02/07/2026

1. Tén co s cong bé: CONG TY TNHH DUNG PHUONG ,
2. bia chi: SO 35 ngach 102/25 Truong Chinh, Phuong Kim Lién, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 0207/2026/DP Ngay: 02/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dung cu y té

Tén thuong mai (néu c6): Theo phu luc

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: Cac dung cu phau thuat sir dung trong hoat dong phau
thuat noi chung

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485

5. Dbi voi thiét bi y té chira chat ma tuy, tién chat (néu co):

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

Tén chu s hitu: AMNOTEC International Medical GmbH

Dia chi chu sé hiru: Take-off GewerbePark 12 78579 Neuhausen ob Eck,
GERMANY, GERMANY

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

Tén co s¢: Cong ty TNHH Diing Phuong



Dia chi: S6 35 ngach 102/25 Truong Chinh, Phuong Kim Lién, Thanh ph Ha
Noi

bién thoai cd dinh: 02435762191 Dién thoai di dong:

8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd 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 liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 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.




BANG KE CHI TIET TRANG THIET BI Y TE

; 2 P TEN CO SO
grr | TEN TRANG THIET | PON V] | CHUNG LOAL MA SAN PHAM gg;g%%}; T)];:ll\IIACT(/)Egl\?éN CHUSOHUU/ | TENCOSOBAO | DIACHI COSGBAO
BIYTE TINH SAN PHAM (NEU c (r)) NUGC SAN XU .}&T HAI\”IG, }VU?C HANH HANH
CHU SO HUU
55-110-10, 55-110-10 Y, 55-110-10 R, 55-110-10 BU,
55-110-10 G, 55-110-10 BA
55-310-13, 55-310-13 Y, 55-310-13 R, 55-310-13 BU,
55-310-13G, 55-310-13 BA
55-210-13, 55-210-13Y, 55-210-13 R, 55-210-13 BU, Amnotec Amnotec S6 35 ngach 102/25 phd
1 |Hop dyng dung cu Cai 55-210-13 G, 55-210-13 BA International Medical International Cong ty TNHH Diing Tru"o’ng Chinh, p. Phuong Mai,
A : i 55-110-20, 55-110-20 Y, 55-110-20 R, 55-110-20 BU, GmbH/Brrc Medical Phuong q. Bong Pa, TP. Ha Noi, Viét
55-110-20 G, 55-110-20 BA GmbH/DPtrc Nam
55-110-26, 55-110-26 Y, 55-110-26 R, 55-110-26 BU,
55-110-26 G, 55-110-26 BA
55-110-60, 55-110-61, 55-110-62, 55-110-63, 55-110-
64
55-290-03, 55-290-05, 55-290-07, 55-290-10
55-390-03, 55-390-05, 55-390-07, 55-390-10 Amnotec Amnotec S6 35 ngach 102/25 phé
2 |Khay dung dung cu Cai 55-191-03, 55-191-05, 55-191-07, 55-191-10 International Medical International Cong ty TNHH Diing Tru'(‘y,ng Chinh, p. Phuong Mai,
v HHE C4 55-196-03, 55-196-05, 55-196-07, 55-196-10 GmbH/Biie Medical Phuong q. Déng Pa, TP. Ha Noi, Viét
55-198-03, 55-198-05, 55-198-07, 55-198-10 GmbH/DPtrc Nam
55-190-03, 55-190-05, 55-190-07, 55-190-10
Amnotec S6 35 ngach 102/25 phd
Amnotec International Cong ty TNHH Diing | Truong Chinh, p. Phuong Mai
3 |Khoa cai Cai 55-819-20, 55-819-22, 55-819-26, 55-819-28 International Medical . A A A
GmbH/Prrc Medical Phuong q. bong Ba, TP. Ha N¢i, Viét
GmbH/Dtrc Nam
Amnofec Amnotec . i Sé 3‘5 ngach 102/25 phé '
4 |Mang loc Cai 55-800-00, 55-800-50 International Medical| M termational Cong ty TNHH Dang | Truong Chinh, p. Phuong Mai,
GmbH/Bite Medical Phuong q. bong Pa, TP. Ha N¢i, Viét
GmbH/Dtrc Nam
Amnotec Amnotec S6 35 ngach 102/25 phd
N A . 55-820-01, 55-820-02, 55-820-03, 55-820-04, 55-820- . . |International Cong ty TNHH Diing |Truong Chinh, p. Phuong Mai,
5 |Nhan théng tin Cai International Medical . < A xria
05, 55-820-06 GmbH/Prrc Medical Phuong q. bong Ba, TP. Ha N¢i, Viét
GmbH/Dtrc Nam
Amnotec S6 35 ngach 102/25 phd
£ Amnotec International Cong ty TNHH Diing | Truong Chinh, p. Phuong Mai
6 |Tam lot khay Cai 55-853-00, 55-852-00, 55-855-00, 55-854-00 International Medical . ; e A rias
GmbH/Prrc Medical Phuong q. bong Pa, TP. Ha N¢i, Viét
GmbH/Dtrc Nam
55-205-90, 55-205-91, 55-205-92, 55-205-93, 55-205-
94, 55-205-95
55-305-90, 55-305-91, 55-305-92, 55-305-93, 55-305- Amnotec Amnotec S6 35 ngach 102/25 phd
7 Nép hép Cai 94, 55-305-95 International Medical International Cong ty TNHH Diing Tru"o’ng Chinh, p. Phuong Mai,
K 55-110-90, 55-110-91, 55-110-92, 55-110-93, 55-110- GmbH/Brrc Medical Phuong q. Bong Pa, TP. Ha Noi, Viét
94, 55-110-95 GmbH/Buc Nam

55-110-00, 55-110-01, 55-110-02, 55-110-03, 55-110-
04, 55-110-05




Nép khay

55-290-99, 55-390-99

Amnotec
International Medical
GmbH/buc

Amnotec
International
Medical
GmbH/DPuc

Cong ty TNHH Diing
Phuong

S6 35 ngach 102/25 phd
Truong Chinh, p. Phuong Mai,
q. béng Pa, TP. Ha Ngi, Viét
Nam




