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 cia thiét bj y té thudc loai B

S6 cong bd: 260001746/PCBB-HN
Ngay cong bo: 03/06/2026

1. Tén co s6 cong bb: CQNGATY TNHH IDS MEDICAL SYSTEMS VIET
NAM - CHI NHANH HA NOI ,

2. bia chi: Tang 22, tdoa nha VCCI, s6 09 duong Dao Duy Anh, Phuong Kim
Lién, Thanh phé Ha Noi

3. S6 vin ban cua co so: 0501-26/CBB-IDSHN Ngay: 03/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: BO dung cu choc do

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 céch dong goi:

Muc dich st dung:~ B6 dung cu cth do duoc thiét ké dé X1~1yén qua rpé va tao
duong thao tac phéu thuat trong phau thuat ndi soi qhu’ phau thuat tiét niu,
ndi soi 0 bung tong quat, ndi soi phu khoa, ndi soi 16ng nguc.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hiru: Shenzhen Edge Medical Co., Ltd

Pia chi chu sé hiru: 2B 0401, 1901, 2001, 2101, Phase II, Smart Home, No.
76, Baohe Avenue, Baolong Community, Baolong Street, Longgang District,
518116 Shenzhen, CHINA



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

Tén co so: Cong ty TNHH IDS Medical Systems Viét Nam - chi nhanh Ha
Noi

Dia chi: Tang 22, toa thap VCCI, s6 9 Dao Duy Anh, Phudng Kim Lién,
Thanh pho Ha Noi

Pién thoai ¢b dinh: 02433880808 Dién thoai di dong: 1800 0028

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 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 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 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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Vo trocar

TR1-AS;
TRI1-ASE;
TRI-A12;
TRI-A1S5;

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,
Phase II, Smart
Home, No. 76,
Baohe Avenue,
Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

CHINA

V6 trocar loai dai

TR1-AS8I-L;
TR1-A8E-L;
TRI-A12-L;
TR1-A15-L

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,
Phase II, Smart
Home, No. 76,
Baohe Avenue,
Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

CHINA

Nong trocar dau ti

TR2-ASIB;
TR2-ASEB;
TR2-A12B;
TR2-A15B

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,
Phase II, Smart
Home, No. 76,
Baohe Avenue,
Baolong

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

Nong trocar dau
nhon

TR2-A8IP;
TR2-A8EP;
TR2-A12P;
TR2-A15P

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,
Phase II, Smart
Home, No. 76,
Baohe Avenue,
Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

CHINA

Nong trocar dau ti
loai dai

TR2-A8IB-L;
TR2-A8EB-L;
TR2-A12B-L;
TR2-A15B-L

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,
Phase II, Smart
Home, No. 76,
Baohe Avenue,
Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

CHINA

Nong trocar dau
nhon loai dai

TR2-AS8IP-L;
TR2-A8EP-L;
TR2-A12P-L;
TR2-A15P-L

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,

Phase 11, Smart
Home, No. 76,
Baohe Avenue,

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

Van bit trocar

TR3-AS;
TR3-ASE;
TR3-A12;
TR3-A15

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,
Phase II, Smart
Home, No. 76,
Baohe Avenue,
Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

CHINA

Ong giam duong
kinh

TR4-A8/5;
TR4-A12/8;
TR4-A15/8

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,
Phase II, Smart
Home, No. 76,
Baohe Avenue,
Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

CHINA

Phu kién Cannula

TR5-8A,
TR5-8B

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,

Phase 11, Smart
Home, No. 76,

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Baohe Avenue,
Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

10

Phy kién dung dé
boc dau dung cu

MP1402

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,
Phase 11, Smart
Home, No. 76,
Baohe Avenue,
Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

CHINA

11

Dung cu lép dat hé

thong

MP1801

Shenzhen Edge
Medical Co.,
Ltd

2B 0401, 1901,
2001, 2101,
Phase II, Smart
Home, No. 76,
Baohe Avenue,
Baolong
Community,
Baolong Street,
Longgang
District, 518116
Shenzhen

CHINA




