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PHIEU TIEP NHAN

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

1. Tén co so cong bb: YAN PHONG PAI DIEN BECTON DICKINSON ASIA LIMITED TAI
THANH PHO HO CHI MINH ’ ,

2. bia chi: Phong 1106-07, tang 11, Toa nha Mé Linh Point, s6 2, duong Ngo Ptic K&, phuong
Bén Nghé, quan 1, thanh phd H6 Chi Minh, Phuong Bén Nghé, Quan 1, Thanh phé H6 Chi Minh
3. S6 van ban dé nghi ctia co s¢ : 31.7/BDVN-DOH/2017 Ngay: 17/08/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hop 0 mau BD Gazpak™ EZ cac c¢&

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan ap dung: ISO 13485: 2003 & EN ISO 13485: 2012

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

Tén chu s& hitu: Becton, Dickinson and Company

Dia chi chu s¢ hitu: 7 Loveton Circle, Sparks, Maryland, 21152, USA

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cta 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 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 tiéu chuan quan 1y chat luong con hiéu lyc tai thoi diém ndp ho 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 x4c nhan du diéu kién bao hanh

8 | Tailiu mé ta tom tit ky thuat trang thiét bj y té




Giay chimg nhan hop chuan hoic Ban tiéu chuan ma chi so hitu trang thiét bi y té cong

9 )
bo 4p dung
10 | Tai liéu huéng dan st dung cua trang thiét b y té
11 | Mau nhén sé& st dung khi luu hanh tai Viét Nam cia 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 THUQC HQ "HQP U MAU BD GASPAK™ EZ"

. ) QUY CACH o " TEN CO SO CHU SO HU'U/
77| TENTRANG THIETBI| 0 vy iy CHUNGLOAL | 5\ | TENCOSOSAN XUAT/ | " pac CirGic CHUSG | TEN CO'SG BAO HANH |PIA CHI CO'SG BAO HANH
Y TE SAN PHAM ” - HANG, NUOC SAN XUAT o
(NEU CO) HOUU
Hop i mau BD Gazpak ™
EZ kich thuéc tiéu chuén - L L
1 |BD GasPak™ EZ Standard cai 260671 Becton, Dickinson aqd Becton, Dickinson and
Incubation Container Company (BD) - Mexico Company (BD) - USA
Hop 1 mau BD Gazpak ™
2 EZ kich thuéc lon - BD cai 260672 Becton, Dickinson and Becton, Dickinson and
GasPak™ EZ Large Company (BD) - Mexico Company (BD) - USA
Incubation Container
(Phu kién) Khay dung cta
hop @ mau BD GaspakTM
3 EZ kich thudc 16n - BD Cii 260674 Becton, Dickinson and Becton, Dickinson and
GasPak™ EZ Large Company (BD) - Puerto Rico Company (BD) - USA
Incubation Container Rack
Hop u mau BD Gazpak™ Céi
4 EZ kich thude nho - BD 260002 Becton, Dickinson and Becton, Dickinson and

GasPak™ EZ Small
Incubation Container

Company (BD) - Mexico

Company (BD) - USA
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