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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000662/PCBA-HN
Ngay cong bo: 14/04/2026

1. Tén co s¢ cong bd: CONG TY TNHH THUONG MAI VA DICH VU KY
THUAT IME

2. bia chi: s6 22 ngach 52 ngd 12 Lwong Khanh Thién, Phuong Tuong Mai,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 1304/IME-2026 Ngay: 14/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Giudng bénh nhan da ning (ding cho phong bénh, phong cap
ctru, phong hoi strc cap ciru, phong hau phiu, phong hoi st tich cuc v..v)
Tén thuong mai (néu cd): Givong bénh nhan da ning

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

Chung loai: HH/DHC-III-005; HH/DHC-III-006; HH/DHC-III-006-A;
HH/DHC-III-007; HH/DHC-III-007-A; HH/BC-L-ET-T-056; HH/BC-L-ET-
T-056-A; HH/BC-L-ET-T-057; HH/BC-F-ET-T-057-A; HH/BC-F-1-B-030;
HH/BC-F-1-G-036; HH/BC-L-1-T-042; HH/BC-L-1-B-046; HH/BC-F-2-G-
035; HH/BC-F-2-G-037; HH/BC-F-2-G-039; HH/SJC-I-G-008; HH/SJC-II-G-
009; HH/SJC-II-G-009-B; HH/SJC-II-G-009-C; HH/SJC-11-G-009-D;
HH/SJC-1I-G-010; HH/SJC-1I-G-011; HH/BC-F-3-G-013; HH/BC-F-3-G-
013-A; HH/BC-F-3-G-016; HH/BC-F-3-G-016-A; HH/BC-F-3-G-017;
HH/BC-F-3-G-017-A; HH/BC-F-3-G-018; HH/BC-F-3-G-018-A; HH/BC-F-
3-G-019; HH/BC-F-3-G-019-A; HH/BC-F-3-G-019-B; HH/BC-F-3-G-020;
HH/BC-F-3-G-020-A; HH/BC-F-3-G-020-B; HH/BC-F-3-G-021; HH/BC-F-
3-G-021-A; HH/BC-F-3-G-022; HH/BC-F-3-G-036; HH/BC-F-3-G-038;
HH/BC-F-3-G-040; HH/BC-F-3-M-041; HH/GQY-1I-101; HH/GQY-II-106;
HH/BC-F-5-G-043; HH/YTC-164; HH/YTC-256-A; HH/YTC-256-B

M3 san pham (néu co):

Quy céch dong goi:



Muc dich str dung: Dung 1am giudng cho bénh nhan nim véi cac chiic ning
hd trg bénh nhan hoi phuc va hd trg nhan vién y té cham soc va diéu tri cho
bénh nhan

Tén co so san xuat: CHENGDU HAOHAN MEDICAL EQUIPMENT CO.,
LTD

Dia chi co s& san xuat: No.7, WANGJIAYAN ROAD, HUANGJIA STREET,
SHUANGLIU DISTRICT, CHENGDU,SICHUAN, CHINA, CHINA

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

5. D6i 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¢ htru: CHENGDU HAOHAN MEDICAL EQUIPMENT CO., LTD

Dia chi chu s¢ hitu: No.7, WANGJIAYAN ROAD, HUANGIJIA STREET,
SHUANGLIU DISTRICT, CHENGDU,SICHUAN, CHINA, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: Cong ty TNHH Thuong Mai va Dich vu Ky Thuat IME

Dia chi: S6 22, ngach 52, ngd 12 Luvong Khanh Thién, Phuong Tuong Mai,
Thanh pho Ha Noi

Pién thoai ¢b dinh: 02438225566 Dién thoai di dong: 0988612315
8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit 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 mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

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

7 | Tai liéu hudéng dan st dung cia thiét bi y té X

8 | MAu nhin thiét bj y té X




