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S4: 200000430/PCBA-HCM Tp H6 Chi Minh, ngay 20 thang 03 nim 2020

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 TNHH M.D.S TRUNG THIEN

2. Pia chi: 6/12B duong s6 3 Cu x4 Lit Gia, Phuong 15, Quan 11, Thanh phé HO Chi Minh
3. S6 vin ban dé nghi cta co s¢: 02-MDS/CV/2020 Ngay: 17/03/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Thudc thir dung cho xét nghiém nudc ticu

Chung loai/ma san pham: Self-stik 11/033

Tén co sé san xuat: CHUNGDO PHARM.CO. ,LTD. (Han Quéc)

Dia chi co s& san xuat: 202 Hi-techVenture Town, 198-53 Hupyeong-dong, Chuncheon, Ganwon-
do 200—1§O, Korea
Tiéu chuan ap dung: ISO 13485:2016

5. Thong tin vé chu s hiru trang thiét bi y té :
Tén cha so hiru: CHUNGDO PHARM.CO. ,LTD. (Han Qudc)

Dia chi chu s& hitu: 202 Hi-techVenture Town, 198-53 Hupyeong-dong, Chuncheon, Ganwon-do
200-160, Korqa
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 ly chat lugng con hiu lyc 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 mé ta tom tit ky thuat TTBYT theo mau s6 1 Phu luc 8

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

8 | Tailidu 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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