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 ciia thiét bi y té thudc loai A

S6 cong bd: 260001364/PCBA-HN
Ngay cong bo: 14/07/2026

1. Tén co s& cong bé: CONG TY CO PHAN GIAI PHAP Y TE NAM MINH
2. bia chi: L6 C42-TT6, Khu d6 thi méi Van Quén - Yén Phtic, Phuong Ha
bong, Thanh phé) Ha Noi, Viét Nam, Phuong Ha Pong, Thanh phé Ha No1

3. S6 vin ban cuia co so: 1407/CBA/Steris/2026 Ngay: 13/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Bong ndi soi siéu &m va biy Polyp Etrap

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: Phu kién/dung cu dung trong ndi soi chan doan, phiu
thuat,..

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chat luong san phém ap dung: ISO13485:2016
5. Dbi voi thiét bi y té chtra chat ma tuy, tién chat (néu co):
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ hiru: Steris Corporation

bia chi chu sé hiru: 5960 Heisley Road, Mentor, OH 44060, UNITED
STATES, UNITED STATES

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE
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Steris Corporation Cong ty C6 Phin Lo C42-TT6, KPT méi
x R ETRAP™ Polyp United States Endoscopy 5960 Heisley Road, a1, z Van Quan-Yén Phic, P.
I |Bay polyp Etrap BOP | rrap 00711099 Group, Inc. Mentor, OH 44060, giﬁ?ﬁf ' |Ha Déng, TP Ha Noi,
UNITED STATES. VN
Steris Corporation Cong ty C6 Phin L6 C42-TT6, KPT méi
, ne e a A R ORACLE™ EUS . United States Endoscopy 5960 Heisley Road, e, £ Van Quan-Yén Phic, P.
2 |Bongnoisoisiudm | hop ;oo Balioons 00711892 | 20 cairhop |5 o Ine. Mentor, OH 44060, giﬁ?ﬁf |Ha Déng, TP Ha Noi,
UNITED STATES. VN
Steris Corporation Cone tv Cd Phin L6 C42-TT6, KPT méi
3 |Bone ndi soi sicuam | ho ORACLE™ EUS 00711893 20 cai/hé United States Endoscopy 5960 Heisley Road, Giéig }i]é Y té Van Quan-Yén Phc, P.
g P |Latex Balloons P Group, Inc. Mentor, OH 44060, Nam‘iwsh Ha Dong, TP Ha Noi,
UNITED STATES. VN
Steris Corporation R 2 L6 C42-TT6, KDT méi
. . Cong ty Co Phan - s on ,
4 |Bone noi soi sicuam | ho ULTRAMATRIX™ USBOL 20 cai/hé United States Endoscopy 5960 Heisley Road, Gidi phip Y & Van Quan-Yén Phic, P.
gne " P |EUS Balloons P | Group, Inc. Mentor, OH 44060, Namﬁwsh Ha Pong, TP Ha Noi,
UNITED STATES. VN
Steris Corporation R PO L6 C42-TT6, KDT méi
. . Cong ty Co Phan - s on ,
5 |Bone ndi soi sicuam | ho ULTRAMATRIX™ USBOR 20 cai/hé United States Endoscopy 5960 Heisley Road, Gidi phip Y & Van Quan-Yén Phic, P.
g ¢ Y P |EUS Balloons P Group, Inc. Mentor, OH 44060, NamII\/Iirrl)h Ha Dong, TP Ha Noi,
UNITED STATES. VN




