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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220000022/PCBB-PNa
Ngay cong bo: 09/05/2022

1. Tén co s cong bd: CONG TY CO PHAN TODD VIET NAM

2. bia chi: Thira dat s6 1915, To ban d6 s6 11, T6 33, Phuong Hoa Phat, Quéan
Cam Lg, Thanh phé Pa Ning, Viét Nam, Phuong Hoa Phat, Quan Cam L&,
Thanh phd Pa Néng

3. S van ban cua co sé: 05/2022/TODD Ngay: 05/05/2022

4. Trang thiét bi y té thuoc loai B

Tén trang thiét bi y t&: Dung cu cét da bao quy dau

Tén thuong mai: Disposable Circumcision Stapler

Mi Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: SRDCS-A-12%2.7; SRDCS-A-14%2.7; SRDCS-A-16x2.7;
SRDCS-A-18%2.7; SRDCS-A-20x%2.7; SRDCS-A-22x2.7; SR;DCS-A-
24x2.7; SRDCS-A-26%3.0; SRDCS-A-28%3.0; SRDCS-A-30x%3.0; SRDCS-A-
32x3.0; SRDCS-A-34x3.0; SRDCS-A-36%3.0; SRDCS-B-12%2.7; SRDCS-B-
14x2.7; SRDCS-B-16x%2.7; SRDCS-B-18x2.7; SRDCS-B-20x2.7; SRDCS-B-
22x2.7; SR;DCS-B-24x%2.7; SRDCS-B-26%3.0; SRDCS-B-28x%3.0; SRDCS-
B-30%3.0; SRDCS-B-32x3.0; SRDCS-B-34x3.0; SRDCS-B-36x3.0

Ma san pham (néu co):

Quy céch dong goi: 1 cai/ hop

Muc dich st dung: Dung dé cat da bao quy dau trong truong hop hep bao quy
dau.

Tén co so san xuat: Changzhou 3R Medical Device Technology Co.,Itd

Dia chi co s& san xuét: #47 Qingyang Road North, Changzhou, Jiangsu, China
Tiéu chuén chét luong san pham ap dung: ISO 13485

5. Doi v6i trang thiét bi y té chtra chat ma tay, tién chat (néu c):

6. Thong tin vé chu so hitu trang thiét bi y té:
Tén chu s¢ htru: Changzhou 3R Medical Device Technology Co.,ltd



bia chi chu s¢ hitu: #47 Qingyang Road North, Changzhou, Jiangsu, China
7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du diéu kién san xuat ddi v6i trang thiét bi y té san xut trong
nudc:

9. Thanh phan hd so:

1 | Van ban cong b6 tidu chuan ap dung d6i véi trang thiét bi y té thudc X
loai B

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

3 | Gidy iy quyén cta chi s& hitu trang thiét bi y té X

4 | Gidy x4c nhan du diéu kién bao hanh X

5 | Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong bo ap dung X




