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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: 260000015/PCBB-NA
Ngay cong bo: 13/04/2026

1. Tér} co SO cong bd: CONG TY TNHH THUONG MAI DICH VU VA Ki
THUAT GOTECH

2. bia chi: 120 V6 Thi Sau, Phuong Truong Vinh, Tinh Nghé An

3. S6 vin ban cua co so: 04.CBB.GOTECH Ngay: 11/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Mdy triét 16ng Diode Laser

Tén thuong mai (néu co):

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

Chung loai: ZMD09

M3 san pham (néu co):

Quy cach dong goi:

Muc dich sir dung: Str dung dé triét 16ng trén toan bd co thé bang cong nghé
Diode Laser.

Tén co so san xuat: Hebei Zhemai Technology Co., Ltd

Dia chi co sé san xuat: Building 14, Zhongnan High-tech Yanjiao Science and
Innovation Valley Industrial Park. Yanjiao Hightech Zone, Sanhe, Langfang,
Hebei Province, 065201, CHINA

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Pi voi thiét bi y té chira chat ma tay, tién chat (néu co):

6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s hiru: Hebei Zhemai Technology Co., Ltd

Dia chi chu sé hiru: Building 14, Zhongnan High-tech Yanjiao Science and
Innovation Valley Industrial Park. Yanjiao Hightech Zone, Sanhe, Langfang,
Hebei Province, 065201, CHINA



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

Tén co sé: CONG TY TNHH THUONG MAI DICH VU VA KI THUAT
GOTECH

bia chi: 120 V6 Thi Sau, Phuong Truong Vinh, Tinh Ngh¢ An

Dién thoai ¢b dinh: 0984745579  Pién thoai di dong:

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xut trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bé tidu chuan 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 uy quyén cta chi s¢ hiru 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 liéu k¥ thuat mo ta chirc nang, thong sO 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 |
biy t€ cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




