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86: 190001517/PCBA-HCM Tp H6 Chi Minh, ngay 21 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 bé: CONG TY TNHH TRANG THIET BI Y TE HOANG KIM

2. bia chi: 383 T6 Hién Thanh, Phuong 14, Quan 10, TP H6 Chi Minh, Phuong 14, Quan 10,
Thanh ph6 H6 Chi Minh

3. S6 van ban d& nghi cua co so: 51219 Ngay: 12/12/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Gidy ghi két qua do dién tim ; Gidy in nhiét

Chung loai/ma san pham: TR ECG ; TR BR

Tén co s san xuat: TELE-PAPER (M) SDN BHD

Dia chi co s6 san xuat: LOT 2C, JALAN KELULI 15/16, SECTION 15, 40200 SHAH ALAM
SELANGOR, MALAYSIA
Tiéu chuan ap dung: ISO 13485:2003

5. Thong tin vé chu s hitu trang thiét bi y té :
Tén chu s¢ hiru: TELE-PAPER (M) SDN BHD

Dia chi chu so hiru: LOT 2C, JALAN KELULI 15/16, SECTION 15, 40200 SHAH ALAM
SELANGOR, MALAYSIA
6. Thong tin vé€ co s& bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan 1y chat lugng con hiu luc tai thoi diém ndp ho so.

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy ching nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung

8 | Tai liu hudng din sir dung cua trang thiét bi y té

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




10

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat 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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