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84: 190001222/PCBA-HCM Tp H6 Chi Minh, ngay 28 thang 10 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p 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. Pia chi: Phong 1106-07, tang 11, Toa nha Mé Linh Point, s6 2, duong Ng6 Duc Ké, Phuong
Bén Nghé, Quén 1, Thanh phé H6 Chi Minh

3. S6 van ban dé nghi cta co sé: 1022/2019BD Ngay: 23/10/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Mbi trudng nudi cy

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan 4p dung: ISO 13485:2016 & EN ISO 13485:2016

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

Tén chu sé hitu: Becton, Dickinson and Company

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

6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan ly chat lugng con hiu lyc tai thoi diém ndp ho so.

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

Giay xac nhan du diéu ki¢n bao hanh

Tai liéu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu luc 8
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Giay ching nhan hgp chuan hodc Ban ti€éu chuan ma chu s¢ hiru trang thiét bi y té cong
bo ap dung

o0

Tai liéu hudng dan sir dung cua trang thiét bi y té

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té
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Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

TEN , , . . ~«in |TENCO SO CHU
TRANG CHUNG L_OAI CHUNG LOAI MA TEN CO SO SAN SO HU'U/ HANG
STT THIIhE‘T . SAN PHAM |SAN PHAM TREN| SAN XUAT/ HANG, e T
. | TREN CFG/CFS NHAN PHAM | NUOC SAN XUAT -
Y TE HUU
1 |Cum méi truong nudi ciy bao gom:
11 Moi truong  |BBL™ Brucella Agar|Brucella Agar with 221547 Bgzi)lnir)llcl((]gnrs)())nglgd Becton, Dickinson
" |chuén bi sin with 5% Horse Blood |5% Horse Blood _-ompany >~ | and Company, My
Diagnostic Systems, My
12 Mbi truong  |BBL™ Brucella Agar|BBL™ Brucella Agar 221548 Bégznil)llclalgn];())nggd Becton, Dickinson
“ |chuan bi san |with 5% Horse Blood |with 5% Horse Blood . pany ’ .| and Company, My
Diagnostic Systems, My
™
Moi truom iB;r j}f li?ietgrlzirn Schaedler Agar with Becton Dickinson and Becton. Dickinson
13 | uong - Agarw Vitamin K; and 5% | 221539 | Company (BD), BD ’ Son
chuan bisan [K1 and 5% Sheep . . .| and Company, My
Sheep Blood Diagnostic Systems, My
Blood
N Ca.mpylobacter Agar Campylobacter Agar Becton Dickinson and .
Moi truong  |With 5 - . . . Becton, Dickinson
14 I e . With 5 -Antimicrobics| 221727 Company (BD), BD ~
chuan bi san |Antimicrobics and and 10% Sheep Blood Diaenostic Svstems. M¢ and Company, My
10% Sheep Blood ° P £ y VY
e .. Becton Dickinson and L
15 Moatru’g’ng BBL™ CIN Agar CIN Agar (Yersinia 221848 Company (BD), BD Becton, chkmsm}
chuan bi san Selective Agar) . . .| and Company, My
Diagnostic Systems, My
Mbi trudn Becton Dickinson and Becton, Dickinson
1.6 2L :g BBL™ V Agar BBL™ V AGAR 221874 Company (BD), BD ’ N
chuan bi san . . .| and Company, My
Diagnostic Systems, My
Mbi trudn Becton Dickinson and Becton, Dickinson
1.7 2. :g BBL™ V Agar BBL™ V AGAR 221875 Company (BD), BD ’ N
chuan bi san . . .| and Company, My
Diagnostic Systems, My
. . Becton Dickinson and C .
Moi truong  |BD BBL™ Nutrient ™ . Becton, Dickinson
1.8 chuin bi sin |Agar BBL™ Nutrient Agar | 297801 Company (BD), BD and Company, My

Diagnostic Systems, My
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