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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001839/PCBB-HN
Ngay cong bo: 10/06/2026

1. Tén co s& cong bd: CONG TY TNHH THUONG MAI VAT TU THIET BI
Y TE VIET AN , , N ,

2. bia chi: SO 301, pho Hoang Cong Chat, Phuong Phu Dién, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 01/DKTBYT/VA-2026 Ngay: 10/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Trocar ndi soi dung mot lan

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 sir dung: Ong trocar ndi soi dung mot lan duoc thiét ké dé dua vao
qua thanh bung nham tao mdt cong ti€p can cho ndi soi hodc cac dung cu noi
soi. No cling duogc st dung d€ bom khi carbon dioxide (CO2) vao khoang
bung nham tao khoang khi phlic mac trong qué trinh ndi soi.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan ciia nha san xuat

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

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

Tén chu s& hiru: Hangzhou Boer Medical Instruments Co.,Ltd

Dia chi chu s¢ hiru: Building 4, No. 88 Baiyunyuan West Road, Tonglu
County, 311500 Hangzhou, Zhejiang, CHINA



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét 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 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Gidy chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi 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

Trocar noi soi
dung mat lan

Trocar ¢6 tAm chén ty dong
-Trocar Auto-Shield

B070105070,
B070105100,
B070105150,
B070210100,
B070210150,
B070312100,
B070312150,
B072005070,
B072005100,
B072005150,
B072110100,
B072110150,
B072212100,
B072215150,
B07AA00100,
B07AB00100,
B07AC00100,
B07AD00100,
B07AE00100,
B07AF00100,
B07AG00100,
B07AHO00100,
B07AJ00100,
B07AK00100,
B07AL00100,
B07AMO00100,
B07ANO00100,
B07AP00100,
B07AQ00100,

Hangzhou Boer
Medical
Instruments
Co.,Ltd

Building 4, No.
88 Baiyunyuan
West Road,
Tonglu County,
311500
Hangzhou,
Zhejiang

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

B07AR00100,

B07AT00100,

B07AV00100,

B07AWO00100,
B07AY00100,

B07A023

Trocar noi soi
dung mdt lan

Trocar quang hoc -Trocar
Optical

B070505070,
B070505100,
B070505150,
B070610100,
B070610150,
B070712100,
B070712150,
B070815100,
B070815150,
B072405070,
B072405100,
B072405150,
B072510100,
B072510150,
B072612100,
B072612150,
B072715100,
B072715150,
B07BA00100,
B07BB00100,
B07BC00100,
B07BD00100,
B0O7BE00100,
B07BF00100,
B07BG00100,
B07BH00100,
B07BJ00100,

Hangzhou Boer
Medical
Instruments
Co.,Ltd

Building 4, No.
88 Baiyunyuan
West Road,
Tonglu County,
311500
Hangzhou,
Zhejiang

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

B07BK00100,
B07BL00100,
B07BMO00100,
B07BN00100,
B07BP00100,
B07BQ00100,
B07BR00100,
B07BT00100,
B07BV00100,
B07BW00100,
B07BY00100,
B07B021,
B07B022,
B07B023,

Trocar noi soi
dung mat lan

Trocar khong ludi dao-
Trocar Bladeless

B070905070,
B070905100,
B070905150,
B071010100,
B071010150,
B071112100,
B071112150,
B071215100,
B071215150,
B072805070,
B072805100,
B072805150,
B072910100,
B072910150,
B073012100,
B073012150,
B073115100,
B073115150,
B07CA00100,

Hangzhou Boer
Medical
Instruments
Co.,Ltd

Building 4, No.
88 Baiyunyuan
West Road,
Tonglu County,
311500
Hangzhou,
Zhejiang

CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
B07CB00100,
B07CC00100,
B07CD00100,
B07CE00100,
B07CF00100,
B07CG00100,
B07CH00100,
B07CJ00100,
B07CK00100,
B07CL00100,
B07CM00100,
B07CN00100,
B07CP00100,
B07CQ00100,
B07CR00100,
B07CT00100,
B07CV00100,
B07CW00100,
B07CY00100,
B07CZ00100,
Building 4, No.
Hangzhou Boer 88 Baiyunyuan
Trocar noi §oi Trocar dung cho tré em- B070905070, Medical West Road,
4 | dung mot lan Trocar Pediatric B070905100 Tonglu County, | CHINA
Instruments
Co. Ltd 311500
’ Hangzhou,
Zhejiang
Trocar bong-Trocar Balloon BO7E105100, h Bulldlpg 4, No.
Trocar ndi soi (Auto-shield, BO7E110100, Hangz 10 u Boer | 88 Baiyunyuan
5 | dung mét lan Optical, BO7EL12100, Medica West Road, CHINA
Bladeless) B07E205100, Instruments Tonglu County,
B07E210100, Co.,Ltd 311500




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
B07E212100,
B07F105100,
B07F110100,
B07F112100,
B07F205100,
B07F210100, Hangzhou
B07F212100, Zhejiang ’
B07G105100,
B07G110100,
B07G112100,
B07G205100,
B07G210100,
B07G212100,
BO7H06065, Building 4, No.
B0O7H06085, Hangzhou Boer 88 Baiyunyuan
Trocar noi §oi Trocar chinh hinh-Trocar BO7H06105, Medical West Road,
6 |dung moét lan Orthopedic BO7HO08065, Instruments Tonglu County, | CHINA
BO7HO08085, Co. Ltd 311500
BO7H08105 ? Hangzhou,

Zhejiang




