SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260001786/PCBB-HCM
Ngay cong bo: 11/06/2026

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

2. bia chi: 49/46/28 duong s6 51, Phuong An Héi Tay, Thanh pho H6 Chi
Minh

3. S6 vin ban cuia co so: 08/CBB-ENDOMED Ngay: 08/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: May ghi nhan hinh anh dung trong ndi soi:

Tén thuong mai (néu c6): Camera dung trong ndi soi:

M3 Global Medical Device Nomenclature — GMDN (néu c6): 47140
Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi: Thung , hop , goi

Muc dich str dung: Dung trong thim kham va phau thut xam 14n tdi thiéu
Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: ISO 13485

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

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

Tén chu s¢ htru: Suzhow Sykers Photoelectric Technology Co., Ltd

bia chi chu sé¢ hiru: E2-203, Xuzhow Hight Tech Industrial Development
Zone , Jiangsu Province , China, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: CONG TY TNHH ENDOMED



Dia chi: 49/46/28 dudng sb 51, Phuong An Hoi T4y, Thanh phé H5 Chi Minh
Pién thoai ¢b dinh: 0378397990  Dién thoai di dong: 0933888066

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 bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
doi vaoi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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XuZhow E2-203 Xuzhou
, A Hight Tech
May ghi nhan Sykers Industrial
1 | hinh dnh dung S10-4K SKS-U10 Thung , hop Photoelectric CHINA
e Development
trong nd1 sot: Technology .
Co.. Ltd Zone , Jiangsu
” Province , China
May ghi nhan hinh Sykers n é‘f ol
2 | anh dung trong ndi | S21-4K SKS-PUO1 Thung , hop Photoelectric ! CHINA
. Development
so1 Technology .
Co.. Ltd Zone , Jiangsu
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Méy ghi nhan hinh Sykers Industric]
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. Development
so1 Technology .
Co.. Ltd Zone , Jiangsu
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4 | anh dung trong ngi | A21-HD SKS-PHO1 Thung , hop Photoelectric ! CHINA
. Development
so1 Technology .
Co.. Ltd Zone , Jiangsu
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