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86 :170001816/PCBA-HCM Tp H6 Chi Minh, ngay 26 thang 09 nim 2017

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: CONG TY CO PHAN Y TE THANH AN
2. bia chi: 449/62 Su Van Hanh (nbi dai), Phuong 12, Quan 10, Thanh phé H6 Chi Minh

3. S6 vin ban dé nghi cia co s¢ : TA-CONSENSUS002 Ngay: 20/09/2017
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Dung cu thtr 6 cbi

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chudn ap dung: QUALITY MANAGEMENT SYSTEM - ISO 13485:2003 & EN ISO
13485:2012 , ,
5. Thong tin vé chu s& hitu trang thiét biy té :

Tén chu s¢ hiru: CONSENSUS ORTHOPEDICS, INC.
Dia chi chu s¢ hitu: 1115 WINDFIELD WAY, EL DORADO HILLS, CA 95762, USA

6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong ty C6 Phan Y Té Thanh An

bPia chi: 449/62 Su VanrHa‘nh (extended) St., Ward 12, Dist.10, HCM City, Vietnam, Phuong
12, Quan 10, Thanh pho H6 Chi Minh

Dién thoai ¢d dinh: +(84)- 838 684 640 bién thoai di dong:
7. Thanh phan hd so:

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

Gidy chimg nhan dat tiéu chuan quan 1y chit luong

Phuy lyc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl ] W] N

Phiéu tiép nhan ho so cong bd du diéu kién san xuat trang thiét bi y té hoic Gidy chung
nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp hé so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén ciia chu s hitu trang thiét bi y té




7 | Gidy xac nhan du diéu kién bao hanh

8 | Tailidu mo ta tom tit k§ thuat trang thiét bj y té

9 Gjéy chtng nhan hop chuan hoic Ban tiéu chuan ma chi sé hitu trang thiét b y té cong
bo ap dung

10 | Tai liéu huéng dan sir dung ciia trang thiét bi y té

11 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

QUY N v TEN CO SO CHU
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TEN TRANG , . , CACH h - SO HUU/HANG,
STT| THIET BI Y TE CHUNG LOAISAN PHAM PONG Néfg g;iﬁﬁ}fgﬁ NUOC CHU SO
GOl HUU
1 | Dung cu thiro Céi CONSENSUS CONSENSUS
cbi 0005-0-2801 | 0005-0-2803 | 0005-0-2805 | 2044-0-5610 ORTHOPEDICS ORTHOPEDICS
INC., USA INC., USA
0005-0-2802 | 0005-0-2804 | 1015-0-4547
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