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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: 260000572/PCBA-HCM
Ngay cong bo: 21/04/2026

1. Tén co s¢ cong bd: VAN PHONG DbAI D{EN ASMIT’H & NEPHEW ASIA
PACIFIC PTE. LIMITED TAI THANH PHO HO CHINMINH

2. bia chi: Phong 02, tang 18, s6 180-192 duong Nguyén Cong Tra, Phuong
Bén Thanh, Thanh phd H6 Chi Minh

3. S6 vin ban cuia co sO: 35- 2026/SN-CBA Ngay: 17/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: Dung cu kéo gidn

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: Cac dung cu nay dugc thiét ké dé kéo gidn va giir lai mo va
mo6 mém nham 10 rd vung giai phau mong mudn trong truong phau thuat va
cho phép thuc hién cac thu thuat phau thuat chinh xac, khong gay chan thuong
va bao ton mo.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san phdm 4p dung: Tiéu chuin nha san xuét

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 s& hiru: Accuratus AG

Dia chi chu sé hitu: Holligenstrasse 94, 3008 Bern, SWITZERLAND

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



Tén co so: Cong ty c¢b phan Viét-Sing Medical

Dia chi: P219, tAng 2B-03, tda nha HTT, 197 Tran Pht, Phuong Ha Péng,
Thanh pho Ha Noi

Pién thoai ¢b dinh: (84 24)355 63 418 bién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian 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 té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.

10 | Tai liéu khac (néu c6) X
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P 219, Tang 2B-03, toa
o . . 55600068 . Holligenstrasse 94, 3008 Bern, . Cong ty cb phan Viét-Sing |  HTT, 197 Tran Phy,
1 Dung cu kéo gian cai Subtilis Bone Lever double angled (24.51.57) Accuratus AG, Switzerland Switzerland Accuratus AG, Switzerland Medical phuong Ha Dong, thanh
phd Ha Noi
P 219, Tang 2B-03, toa
e .. |Subtilis lever for the trochant bone 40° with 55600071 . Holligenstrasse 94, 3008 Bern, . Céng ty c6 phan Viét-Sing HTT, 197 Trin Phu,
2 Dung cu kéo gian cai | lang peaks (2451.72) Accuratus AG, Switzerland Switzerland Accuratus AG, Switzerland Medical phudng Ha Dong, thanh
phd Ha Noi
P 219, Tang 2B-03, toa
e .. |Subtilis Bone Lever with lang soft-tlssue 55600057 . Holligenstrasse 94, 3008 Bern, . Céng ty c6 phan Viét-Sing HTT, 197 Tran Phu,
3 Dung cu kéo gian cai protection (24.5137L) Accuratus AG, Switzerland Switzerland Accuratus AG, Switzerland Medical phuong Ha Dong, thanh
phd Ha Noi
P 219, Tang 2B-03, toa
e .. |Subtilis Bone Lever double angled with 55600066 . Holligenstrasse 94, 3008 Bern, . Cong ty cb phin Viét-Sing HTT, 197 Tran Phy,
4 Dung cu kéo gidn cal longsoft-tissue protecion (24.51.48L) Accuratus AG, Switzerland Switzerland Accuratus AG, Switzerland Medical phuong Ha Bong, thanh
phd Ha Noi
P 219, Tang 2B-03, toa
. .. |Subtills Bone Lever blunt with long soft- 55600061 . Holligenstrasse 94, 3008 Bern, . Cong ty c6 phan Viét-Sing | HTT, 197 Tran Phu,
5 Dung cu kéo gian cai tissue protection (24.51.40L) Accuratus AG, Switzerland Switzerland Accuratus AG, Switzerland Medical phuong Ha Dong, thanh
phd Ha Noi
P 219, Tang 2B-03, toa
- .. |Subtilis Pelvis Lever with Propylux®plastic 55600077 . Holligenstrasse 94, 3008 Bern, . Cong ty cb phin Viét-Sing HTT, 197 Tran Phy,
6 Dung cu kéo gian cai handle (2451.90) Accuratus AG, Switzerland Switzerland Accuratus AG, Switzerland Medical phuong Ha Dong, thanh
phd Ha Noi
P 219, Tang 2B-03, toa
e . . . 55600072 . Holligenstrasse 94, 3008 Bern, . Cong ty c6 phan Viét-Sing HTT, 197 Tran Phu,
7 Dung cu kéo gian cai Subtilis Pelvis Lever (24.51.73) Accuratus AG, Switzerland Switzerland Accuratus AG, Switzerland Medical phuong Ha Dong, thanh

phd Ha Noi




