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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: 220002116/PCBB-HCM
Ngay cong bo: 21/06/2022

1. Tén co sd cong bé: CONG TY TNHH NIPRO SALES VIET NAM

2. bia chi: Phong 15.06 va 15.07, Tang 15, Toa nha Viettel Complex, 285
Cach Mang Thang 8, Phuong 12, Quan 10, Thanh phé Ho Chi Minh

3. S6 vin ban cua co so: 01/DKSP-16062022 Ngay: 16/06/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y t&: Cong tiém khong kim c6 day ndi

Tén thuong mai: NIPRO SAFETOUCH PLUG with extension tube

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

Chung loai: ST-EX2-101ASG; ST-EX2-101MFSG; ST-EX2-201ASG; ST-
EX2-201MFSG; ST-EX3-20P2ASG; ST-EX3-20P2NFSG; ST-EX3-
S0PP2AHG; ST-EX3-50PP2NFHG

M3 san pham (néu co):

Quy cach dong goi: 20 cai/hdp

Muc dich st dung: Nipro SafetouchTM Plug With Extension Tube la mot
cong tiém khong kim voi day n6i, duge sir dung dé day kim ludn, khi tiém
hodc truyén dich nho doan day noi cua Safetouch Plug d€ giam ap luc tiém,
dau noi khong kim tao hé thong kin giap giam nhlem khuan giap kéo dai thoi
gian thoi gian luu kim ludn. Pau cong c6 thé ndi tryc tiép voi bom tiém khong
kim. Khong can xuyén kim qua ntt nap day.

Tén co so san xuat: Nipro (Thailand) Corporation Limited

Pia chi co s& san xuat: 10/2 Moo 8, Bangnomko, Sena, Phra Nakhon Si
Ayuthaya 13110, Théi Lan

Tiéu chuan chat luong san pham ap dung: ISO

5. B6i voi trang thiét bi y té chira chit ma tay, tién chat (néu co):
6. Thong tin vé chu s& hitu trang thiét bi y té:

Tén chu s& hiru: Nipro Corporation



bia chi chu sé hitu: 3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510 Japan
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 Giéy xéac nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét X
6 | Ban tiéu chuan ma chii s¢ hiru trang thiét bi y té cong bd ap dung X
7 | Gidy chtrng nhan luu hanh tu do ddi véi trang thiét bi y té nhap khau | x




