SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

BAC NINH Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260000069/PCBB-BN
Ngay cong bod: 15/07/2026

1. Tén co s& cong bé: CONG TY TNHH EXPECT MEDICAL

2. bia chi: SH2-71 Centa City, duong Hiru Nghi, khu Cong nghié€p, D6 thi va
Dich vu VSIP Bic Ninh, Phudng Tir Son, Tinh Bic Ninh

3. S6 vin ban cua co so: 0326/VBCB/UC Ngay: 15/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Ong thong niéu quan

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

UC10370 UC10375 UC10380 UC10385 UC10390 UC10470 UC10475
UC10480 UC10485 UC10490 UC10570 UC10575 UC10580 UC10585
UC10590 UC10670 UC10675 UC10680 UC10685 UC10690 UC10770
UC10775 UC10780 UC10785 UC10790 UC10870 UC10875 UC10880
UC10885 UC10890 UC20370 UC20375 UC20380 UC20385 UC20390
UC20470 UC20475 UC20480 UC20485 UC20490 UC20570 UC20575
UC20580 UC20585 UC20590 UC20670 UC20675 UC20680 UC20685
UC20690 UC20770 UC20775 UC20780 UC20785 UC20790 UC20870
UC20875 UC20880 UC20885 UC20890 UC30370 UC30375 UC30380
UC30385 UC30390 UC30470 UC30475 UC30480 UC30485 UC30490
UC30570 UC30575 UC30580 UC30585 UC30590 UC30670 UC30675
UC30680 UC30685 UC30690 UC30770 UC30775 UC30780 UC30785
UC30790 UC30870 UC30875 UC30880 UC30885 UC30890 UC40370
UC40375 UC40380 UC40385 UC40390 UC40470 UC40475 UC40480
UC40485 UC40490 UC40570 UC40575 UC40580 UC40585 UC40590
UC40670 UC40675 UC40680 UC40685 UC40690 UC40770 UC40775
UC40780 UC40785 UC40790 UC40870 UC40875 UC40880 UC40885



UC40890

Quy cach dong goi:

Muc dich st dung Bom thudc can quang, dan luu nude tiéu, thu thap mau
nude tiéu tir nidu quan hodc bé than, déng thoi hd trg dua va trao d6i day dan

duong (guidewire) hoac cac dung cu can thi¢p khac trong qua trinh thyc hi¢n
thu thuat.

Tén co so san xuat: CONG TY TNHH EXPECT MEDICAL

Dia chi co sé san xuat: SH2-71, Centa City, duong Hiru Nghi, Khu Cong
Nghiép, Do thi va Dich vy VSIP Bac Ninh, Phuong Twr Son, Tinh Bac Ninh,
VIET NAM

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016

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& hitu: CONG TY TNHH EXPECT MEDICAL

bia chi chu sé hiru: SH2-71, Centa City, duong Hiru Nghi, Khu Cong Nghiép,
Do thi va Dich vu VSIP Bac Ninh, Phuong Tur Son, Tinh Bac Ninh, VIET
NAM

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

8. S6 cong bd du diu kién san xudt ddi véi thiét bi y té san xuét trong nudc:
260000011/PCBSX-BN

9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat 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 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 chirng nhan hop chuan hodc ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung




