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S4: 200000404/PCBA-HCM Tp H6 Chi Minh, ngay 18 thang 03 nim 2020

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 ctia co sé: 0227/2020 Ngay: 13/03/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dung cu dung dé 1y, bao quan va van chuyén miu bénh phdm 14m sang
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 ap dung: ISO 13485:2016

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

Tén chu sé hiru: COPAN ITALIA S.p.A

Dia chi chu s¢ hitu: via F.Perotti 10, 25125 Brescia, Italy

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

N N | B

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




10

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

Ky bgi: Pham Thi Thanh
Huyeén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S& Y té, Thanh
pho HO Chi Minh

Ngay ky: 18-03-2020
14:22:54 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

, , - | TENCOSO | TEN CO SO
A . CHUNG LOAI | CHUNG LOAI | MA 2 < iy
TEN TRANG THIET 7 PR 2 P 2 SAN XUAT/ |[CHU SO HUU/
STT < SAN PHAM SAN PHAM SAN ~ 2 ~ 2
BIYTE TREN CFG/CFS| TREN NHAN |paAm |HANG RTE CEANTG LY UE
SAN XUAT | CHU SO HUU
Ho dung cu ding dé liy, bao quén va van chuyén miu bénh phim lim sang gom:
™
Dung cu dung d¢ lay, bao BD BBLT™ Clﬁt]zr?;BVI\;abTM
G Cu GUnE €AY, D19 cultureSwab™ COPAN ITALIA | COPAN ITALIA
1 quan va van chuyén mau . . CultureSwab 220093 . .
n A Liquid Amies .. . SpA.,Y SpA.,Y
bénh pham lam sang . Liquid Amies
Single Swab .
Single Swab
™
Dung cu dung d¢ 1y, bao BD BBL™ C Bl)tD rE?LabTM
HIE cu dung €e Ay, B0 1 o jtureSwab™ LHUTESW COPAN ITALIA | COPAN ITALIA
2 quan va van chuyén mau . CultureSwab Cary-| 220097 . .
n 2 Cary-Blair Agar, . . SpA.,Y SpA.,Y
bénh pham lam sang ; Blair Agar Single
Single Swab
Swab
™
Dung cu dung d¢ lay, bao BD BBLTY Clﬁgr]:i{;abm
G CU GUnE €AY D19 cultureSwab™ COPAN ITALIA | COPAN ITALIA
3 quan va van chuyén mau .. CultureSwab 220099 , ,
n 2 Liquid Stuart, .. SpA.,Y SpA.,Y
bénh pham Iam sang . Liquid Stuart
Single Swab .
Single Swab
BD BBL™ BD BBL™
\ 314 2 ™ ™
Du{lg 01:1 dlmg de lfly, b:lo Cultl'lreSwab ' Plus] CultureSwab COPAN ITALIA | COPAN ITALIA
4 quan va van chuyén mau | Amies Gel without | Plus CultureSwab | 220116 Sp A Y Sp A Y
bénh phdm 1am sang Charcoal, Single Plus Amies w/o L L
Swab Charcoal Single
BD BBL™ BD BBL™
\ 314 2 ™ ™
Du{lg 01:1 dlmg de lfly, b:lo Cultl'lreSwab ' Plus] CultureSwab COPAN ITALIA | COPAN ITALIA
5 quan va van chuyén mau | Amies Gel without | Plus CultureSwab | 220117 SpA. Y SpA. Y
bénh phdm 1am sang Charcoal, Double | Plus Amies w/o L L
Swab Charcoal Double
BD BBL™ BD BBL™
\ 314 2 ™ ™
Du{lg 01:1 d}lng de lf.y, bflo Cultur.eSwab .Plus CultureSwab COPAN ITALIA | COPAN ITALIA
6 quan va van chuyén mau Amies Gel with | Plus CultureSwab | 220121 SpA. Y SpA. Y
bénh phdm 1am sang Charcoal, Single Plus Amies L P
Swab Charcoal Single
BD BBL™ BD BBL™
\ 314 2 ™ ™
Du{lg C%l dlmg de lfly, b:lo Cultur.eSwab .Plus CultureSwab COPAN ITALIA | COPAN ITALIA
7 quan va van chuyén mau Amies Gel with | Plus CultureSwab | 220122 Sp A Y SpA. Y
bénh phdm 1am sang Charcoal, Double Plus Amies P P
Swab Charcoal Double
BD BBL™ BD BBL™
\ 314 2 ™ ™
Du{lg C%l dlmg de lfly, b:lo Cultur.eSwab .Plus CultureSwab COPAN ITALIA | COPAN ITALIA
8 quan va van chuyén mau Amies Gel with | Plus CultureSwab | 220125 Sp A Y SpA. Y
bénh phdm 1am sang Charcoal, Flexible Plus Amies L L
Twisted Wire Charcoal Flexible




BD BBL™

\ A 14 A ™ ™
Dung cu ding d€ 13y, bao | - CultureSwab BD BBL COPAN ITALIA | COPAN ITALIA
9 quan va van chuyén mau Liquid Amies, CultureSwab™ 220129 SpA. Y SpA.Y
bénh phém 1am sang Regular Aluminum JCultureSwab Amies P-As P-As
Wire
Dung cu dung dé 14y, bao BD BBL™ BD BBL™
0 ;‘a f V; V;‘n “ihu ény;néu CultureSwab™ | CultureSwab™ | | COPANITALIA [ COPAN ITALIA
d banh ot 1@% o Liquid Stuart, Soft | CultureSwab Stuart Sp.A.,Y Sp.A.,Y
*ni b & Aluminum Wire Soft Wire
™
Dung cu dung dé 14y, bao Clﬁt?lrlség\;‘abm BD BBL™
WIg cu dunig de "ay, bt o CultureSwab™ COPAN ITALIA | COPAN ITALIA
11 quan va van chuyén mau Liquid Stuart, 220134 , .
A TSRO . . CultureSwab Stuart SpA.,Y Sp.A.,Y
bénh pham lam sang Flexible Aluminum . .
. Flexible Wire
Wire
Dune cu dime d& 1v. bio BD BBL™ BD CultureSwab™
Wig cu dung de "ay, bt CultureSwab™ | MaxV LQ Amies COPAN ITALIA | COPAN ITALIA
12 quan va van chuyén mau . . . 220231 , ,
bénh phim 1am san MaxV Liquid Single Plastic Sp.A.,Y Sp.A.,Y
P p £ Amies Single Swab Applicators
Dung cu dung dé 14y, bao BD BBL™ BD BBL™
Hng cu dung 4e 8y, B0 | o itureswab™, | CultureSwab™ COPAN ITALIA | COPAN ITALIA
13 quan va van chuyén mau . . 220115 , ,
bénh phim 1am san Sterile, Single Swab CultureSwab SpA.,Y SpA.,Y
Prnp £ (100 pkg.) Sterile Single Swab
Dung cu ding dé 1y, bao eSwab KIT BD ESwab™
14 quan va van chuyén mau COLLECTION Collection Kit 220245 COI;ANAI T?{LIA COI;ANAI T?{LIA
bénh pham 1am sang REGULAR Regular L L
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