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: 260002311/PCBB-HN
Ngay cong bod: 15/07/2026

1. Tén co s& cong bd: CONG TY TRACH NHIEM HUU HAN THIET Bl Y
TEADC N N ,
2. Dia chi: So 16, ngd 205/57 duong Phu Dién, Phuong Phu Dien, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 012 Ngay: 15/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Tay dao han mach

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 str dung: Tay dao han mach: San phim nay 1a dung cu phau thuat
dién ludng cuc duge thiét ké dé str dung trong cac thu thuét phau thuat noi
soi/xam l4n tdi thiéu hodc phau thuat md, noi can han va cit cac mach mau, bo
mo va mach bach huyet

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chat luong san pham ap dung: ISO13485

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: Nanjing Shouliang-med Technology Co., Ltd.

Dia chi chu s& hiru: Block D9, No.9 Kechuang Avenue, Intelligent
Manufacturing Industrial Park (Zhihe Park), Jiangbei New Area, 211500



Nanjing City, Jiangsu Province,, CHINA

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

8. S6 cong bd du diéu kién san xuat ddi vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chuin ap dung cua thiét biy té thuoc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé 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 b y té
do chu s hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.

8 | Tai liéu khac (néu c6) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Block D9, No.9
SLO544: Nanjing Eigﬁ?a;ﬁ Avenue,
Tay dao han mach | >r0>37; ShouLiang- Manutgacturin
(I Bt 11 sLos20; med g CHINA
Industrial Park (Zhihe
Technology . )
Co.. Ltd Park), Jiangbei New
v Area, 211500 Nanjing
City, Jiangsu Province,
Block D9, No.9
SL0844; Nanjing Eisﬁ?aenri Avenue,
Tay dao han mach SLO837; ShouLiang- Manufgacturing
2 : SL0823; med ) . CHINA
Industrial Park (Zhihe
Technology . )
Co.. Lid Park), Jiangbei New
v Area, 211500 Nanjing
City, Jiangsu Province,
Block D9, No.9
SL1144S; Nanjing Efgﬁ?ae“ngt Avenue,
Tay dao han mach SLIL37S; ShouLiang- Manu?acturin
3 y : SL1120S; med ) g CHINA
Industrial Park (Zhihe
Technology . .
Co.. Ltd Park), Jiangbei New
v Area, 211500 Nanjing
City, Jiangsu Province,
SL5144S; Nanjing Block D9, No.9
Tay dao han mach [SL5137S; ShouLiang- Kechuang Avenue,
4 SL51208; med Intelligent CHINA




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Manufacturing
Technolo Industrial Park (Zhihe
Co.. Ltd &y Park), Jiangbei New
v Area, 211500 Nanjing
City, Jiangsu Province,
Block D9, No.9
SL0944; Nanjing Efgﬁ?a;ﬁ Avenue,
Tay dao han mach SLO937, ShouLiang- Manu%acturing
5 : SL0923; med . . CHINA
Industrial Park (Zhihe
Technology . .
Co.. Ltd Park), Jiangbei New
v Area, 211500 Nanjing
City, Jiangsu Province,
Block D9, No.9
SL5300S; Nanjing Eﬁgﬁ?aﬁ Avenue,
Tay dao han mach SLIS00EA; ShouL.iang- Manufgacturin
6 | | SL1600EA; med e . CHINA
Industrial Park (Zhihe
SL1700EA Technology . .
Co.. Ltd Park), Jiangbei New
v Area, 211500 Nanjing
City, Jiangsu Province,
Block D9, No.9
Naniin Kechuang Avenue,
SL1220; ShOIJl Liga no- Intelligent
7 Tay dao han mach | SL1320EA; med s Manufacturing CHINA
SL1420EA Industrial Park (Zhihe
Technology . :
Co.. Ltd Park), Jiangbei New
" ' Area, 211500 Nanjing
City, Jiangsu Province,
Tay dao han mach ACO0144M; Nanjing Block D9, No.9
8 ' ACO0137M; ShouLiang- Kechuang Avenue, CHINA




Quy cach

STT| Tén thiét by té Chiing loai Ma san pham dong gbi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Intelligent
. Manufacturing
ACOI23M; med Industrial Park (Zhihe
Technology Park), Jiangbei New
Co., Ltd. ’ g

Area, 211500 Nanjing
City, Jiangsu Province,




