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S4: 180001258/PCBA-HCM Tp H6 Chi Minh, ngay 28 thang 06 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 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 cta co sé: 19.6/BDVN-DOH/2018 Ngay: 22/06/2018

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: ONG NHUA LAY MAU CHAN KHONG

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: EN ISO 13485:2012

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

Tén chu s& hitru: Becton, Dickinson and Company (BD)

Dia chi chu s& hitu: 1 Becton Drive, Franklin Lakes, NJ 07417, 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 | Tailiéu mé ta tom tat ki thuat TTBYT




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
HOQ "ONG NHUA LAY MAU CHAN KHONG"

TENTRANG | CHUNG LOAISAN| MAsAn | QUY CACH | TEN COSOSANXUAT/| TEN COSO CHUSO | 1oy 55 BAO| DIA CHI CO SO
STT | THIET BI Y TE PHAM PHAM LN ()] HANG, NUGC SAN LSRGy RIMGIE HANH BAO HANH
: (NEU CO) XUAT CHU SO HU'U
BD Vacutainer®
1 Ong nhua lay PST™  Gel and 367960 Becton, Dickinson and  |Becton, Dickinson and
mau chan khong |Lithium  Heparin™ Company (BD), My Company (BD), My
(LH)
BD Vacutainer®
) Ong nhua lay PST™  Gel and 367962 Becton, Dickinson and  |Becton, Dickinson and
mau chan khong [Lithium  Heparin" Company (BD), My Company (BD), My
(LH)
BD Vacutainer®
3 Ongnhyaldyy  [PST™  Gel and 367964 Becton, Dickinson and  |Becton, Dickinson and
mau chan khong |Lithium HeparinN Company (BD), My Company (BD), My

(LH)
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