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S4: 180001396/PCBA-HCM Tp H6 Chi Minh, ngay 16 thang 07 nam 2018

PHIEU TIEP NHAN

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

1. Tén co s& cong bé: RENEW CONFIDENCE

2. bia chi: 53/77A Tran Khanh Du, Phuong Tan Pinh, Quan 1, TP.H6 Chi Minh, Phuong Tan
Dinh, Quan 1, Thanh ph6 H6 Chi Minh

3. S6 van ban dé nghi ctia co so: 022018-VB/RNCF Ngay: 09/07/2018

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Budng dém hen suyén Space Chamber Plus

Chung loai/ma san phim: Budng dém hen suyén Space Chamber Plus/Space chamber plus
Tén co so san xuat: Medical Developments International Limited

Dia chi co s& san xuit: 4 Caribbean Drive, Scoresby, Victoria, 3179

Tiéu chuan 4p dung: ISO 13485:2003

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

Tén chu sé hitu: Medical Developments International Limited

Dia chi chu s¢ hitu: 4 Caribbean Drive, Scoresby, Victoria, 3179

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cia trang thiét bi y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

Phu luc chi tiét trang thiét bi y té

Ban phén loai trang thiét bi y té
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Phiéu tiép nhan ho so cong b du diéu kién san xuét trang thiét bi y té hodc Gidy chimg
nhan dat tiéu chuan quan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du di€u kién bao hanh

Tai liéu mo ta tom tat k§ thuat TTBYT
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Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung
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Tai liéu huéng dan sir dung ciia trang thiét bi y té
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Mau nhén s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén
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