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84: 190001592/PCBA-HCM Tp H6 Chi Minh, ngay 26 thang 12 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bd: CONG TY TRACH NHIEM HUU HAN MOT THANH VIEN TiN NHA
2. bia chi: Tang 6, 275 Nguyén Vian Pau, Phuong 11, Quan Binh Thanh, Thanh phd H6 Chi Minh
3. S6 vin ban dé nghi cua co sé: 015/2019/CV-TN Ngay: 24/12/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Pén LED dung trong Nha khoa

Chung loai/mé san pham: BT Cool Plus (Led bleaching unit)

Tén co so san xuat: APOZA Enterprise Co., Ltd.

Dia chi co s san xuit: 6F, No. 657, Chung-Cheng Road , Hsin Chuang District, New Taipei City
242, Taiwan, R.O.C

Tiéu chuan ap dung: ISO 13485

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu sé hitu: APOZA Enterprise Co., Ltd.

Dia chi chu s¢ hitu: 6F, No. 657, Chung-Cheng Road , Hsin Chuang District, New Taipei City

242, Taiwan, R.O.C
6. Thong tin vé co s& bao hanh:

(1) Tén co so: Cong ty TNHH MTV Tin Nha

Pia chi: Tang 6, 275 Nguyén Vin Dau, P’hu:(‘)"ng 11, Quan Binh Thanh, TP. Hb Chi Minh,
Phuong 11, Quan Binh Thanh, Thanh phé H6 Chi Minh

Dién thoai c6 dinh: 028 3515 1012 Pién thoai di dong: 0906884369
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giay chuing nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8




7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo ap dung

8 | Tailidu hudng din sir dung cua trang thiét bj y té

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

10 | Gidy ching nhan luu hanh tu do con hi€u luc tai thoi diém ndp hd so doi voi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén
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