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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: 260001095/PCBB-HCM
Ngay cong bo: 17/04/2026

1. Tén co sc’); céng bd: CONG TY TNHH DICH VU Y KHOA THANG
LONG QUOC TE , ’ ,
2. Pia chi: S6 28 Buong s6 37, Khu phé 3, Phuong Binh Trung, Thanh pho
H6 Chi Minh

3. S6 vin ban cua co so: 48-2026/CBB-YKTL Ngay: 13/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Ong soi mém ndi soi

Tén thuong mai (néu c): Ong soi mém ndi soi

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

Chung loai: 9809.801, 9809.802, 9809.803, 9809.804, 9809.805, 9809.806

M3 san pham (néu co):

Quy cach dong goi:

Muc dich st dung: Dung dé cung cp hinh anh qua man hinh dé quan sat, chan
doan, chup anh va di€u tri niéu dao, bang quang va khung chau than. Két hop
v61 BO vi xtr 1y hinh danh

Tén co so san xuat: Nanchang Woek Medical Technology Co., Ltd

Dia chi co s& san xuat: No.888 Jinsha 1 Road, Xiaolan Economic and
Technology Development Zone, Nanchang, Jiangxi Province, CHINA

Tiéu chuan chét luong san pham ap dung: 1SO13485

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s hiru: Nanchang Woek Medical Technology Co., Ltd

Dia chi chu sé hiru: No.888 Jinsha 1 Road, Xiaolan Economic and
Technology Development Zone, Nanchang, Jiangxi Province, CHINA



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét 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 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Gidy chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.




