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S6: 210000609/PCBA-HCM Tp Ho6 Chi Minh, ngay 27 thang 08 nam 2021

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 bo: VAN PHONG DAI 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 Ngb DPtrc K&, Phuong

Bén Nghé, Quén 1, Thanh phé HO Chi Minh

3. S6 van ban d& nghi ctia co so: 210517-05/CBA-BDVN Ngay: 29/07/2021

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té&: Canh truong dung trong xét nghiém tinh nhay cam véi khang sinh cia vi
khuan

Chung loai/mi san phim: BD Phoenix™ AST Broth/ 246003

Tén co s san xuat: Becton, Dickinson and Company (BD), BD Diagnostic Systems
Dia chi co s& san xut: 250 Schilling Circle, Cockeysville, Maryland, 21030, USA
Tiéu chuén chét luong san phdm 4p dung: Nha san xuét

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

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

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 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan ly chat luong con hiéu lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ky thuat TTBYT theo Mau sb 1 (d6i voi TTBYT thong thuong va
IVD la may, thiét bi...), Mau s0 2 (d61 véi TTBYT IVD la thuoc thir, chat hi€u chuan,
vat ligu ki€m soat in vitro) tai Phu luc 8

7 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong so hoa, 1y, vi sinh va cac thong s6 khac do co so du diéu
kién theo quy dinh cta phdp luédt vé danh gia su phu hop cap doi véi trang thiét bi y té
san xuat trong nudc




9 | Tai liéu huéng dan sir dung cua trang thiét bi y té
10 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té
11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky bagi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S&' Y té, Thanh
ph6 Ho Chi Minh
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Pham Thi Thanh Huyén
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