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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: 260002359/PCBB-HN
Ngay cong bo: 19/07/2026

1. Tén co s& cong bé: CONG TY TNHH THUGNG MAI QUOC TE
MERINCO ’ ,
2. bia chi: S6 20, ngd 116, pho Nhan Hoa, Phuong Thanh Xuan, Thanh pho
Ha No1, Viét Nam, Phuong Thanh Xuan, Thanh phé Ha No1

3. S6 vin ban cua co so: 12.01.2026/MERINCO Ngay: 18/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo dung cu din luu phan

Tén thuong mai (néu co):

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

Chung loai: Stool management system/600mm, 800mm, 1000mm, 1200mm,
1500mm, 1800mm, C-1000mm, C-1200mm, C-1500mm, C-1800mm

M3 san pham (néu co):

Quy céch dong goéi: Cai/hdp

Muc dich st dung: Str dung dé dan luu va thu gom phan 1ong hoic ban long
thich hop cho bénh nhan nam liét giuong, kho khan trong viéc di lai hodc dai
tién khong tu chu hoac sau phau thuat theo chi dinh ctia bac si.

Tén co so san xuat: Jiangsu Bornsun Medical Instrument Co.,Ltd

Dia chi co s san xuit: Zone A F4, Zone B F4, Zone A F5, Building 7, No.
1699 Huishan Road, Huishan Economic Development Zone, Wuxi City,
CHINA

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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: Jiangsu Bornsun Medical Instrument Co.,LTD



bia chi chu s hitu: Zone A F4, Zone B F4, Zone A F5, Building 7, No. 1699
Huishan Road, Huishan Economic Development Zone, Wuxi City, CHINA
7. Thong tin v€ co s& bao hanh (néu co):

8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong sb khac do|  x
co s& du diéu kién theo quy dinh cua phap luat vé danh gia sy phu
hop cap hodc Gidy chirng nhan danh gia chét luong do co quan c6
thAm quyén cta Viét Nam cap ddi v6i TBYT chan doén in vitro
(TBYT séan xuét trong nudc)

8 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.




