bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/746, Annex IX Chapter I and III

IVDR 750848 R000

3

By Royal Charter

Manufacturer: Becton, Dickinson and Company (BD)

Address:

7 Loveton Circle
Sparks
Maryland

21152

USA

Single Registration Number: US-MF-000018910

EU Authorised Representative: Becton Dickinson Ireland Ltd.
Address:

Donore Road

Drogheda

Co. Louth

A92 YW26

Ireland

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/746, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class D devices, and self-test, near-patient test and companion diagnostic devices an Annex IX Chapter II certificate
is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

C\TNM \\u\us»ésg(

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2022-05-23 Starting Validity Date: 2025-03-12
Current Issue Date: 2025-03-12 Expiry Date: 2027-05-22

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Device Schedule: Class D, C and B devices

Class C devices Intended purpose

W0104 — Microbiology (culture) In vitro diagnostic medical devices intended to be
IVP 3013 - In vitro diagnostic devices which require knowledge regarding used for the qualitative identification or antimicrobial
spectroscopy susceptibility testing of infectious agents.

WO0105 - Infectious Immunology In vitro diagnostic medical devices and quality

IVP 3011 - In vitro diagnostic devices which require knowledge regarding  control materials intended to be used to detect,
molecular biological testing including nucleic acid assays qualitatively, the presence of or exposure to

infectious agents including sexually transmitted
agents and screening of cervical cancer.

WO0105 - Infectious Immunology In vitro diagnostic medical devices and quality
IVP 3001 - In vitro diagnostic devices which require knowledge regarding  control materials intended to be used to detect,
agglutination tests qualitatively and quantitatively, the presence of or

exposure to infectious agents including sexually
transmitted agents.

W0105 - Infectious Immunology In vitro diagnostic medical devices intended to be
IVP 3007 — In vitro diagnostic devices which require knowledge regarding used for the qualitative detection of Mycobacterium
immunoassays tuberculosis, Mycobacterium bovis, Mycobacterium

africanum, and Mycobacterium microti.

First Issue Date: 2022-05-23 Starting Validity Date: 2025-03-12
Current Issue Date: 2025-03-12 Expiry Date: 2027-05-22
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Device Schedule: Class D, C and B devices

Class B devices Intended purpose
IVR 0503 — Devices intended to be used to detect the presence of, or In vitro diagnostic medical devices intended to be
exposure to an infectious agent used to detect, qualitatively, the presence of or

exposure to infectious agents.

IVR 0505 — Devices intended to be used to grow / isolate / identify and In vitro diagnostic medical devices and quality

handle infectious agents control materials intended to be used for the
quantitative determination of antimicrobial agent
susceptibility and / or qualitative identification of
infectious agents.

Device Schedule: Class A sterile devices

Device(s) Risk Classification

IVR 0801 - Culturing Accessories Class As

For Class A sterile devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing
and maintaining sterile conditions.

First Issue Date: 2022-05-23 Starting Validity Date: 2025-03-12
Current Issue Date: 2025-03-12 Expiry Date: 2027-05-22
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Certificate History

Date Reference Number Action
2022-05-23 3446999 Issued
2023-02-07 3757212 Supplemented — addition of:

Class B near patient test devices, BD Veritor System™ for
Rapid Detection of Respiratory Syncytical Virus (RSV) and BD
Veritor System™ for Rapid Detection of Group A Strep™
Generic Device Group - W0105 Infectious immunology, IVP
3007 - In vitro diagnostic devices which require knowledge
regarding immunoassays
Generic Device Group — W0202 Hematology / Histology /
Cytology instruments, IVP 3010 - In vitro diagnostic devices
which require knowledge of microscopy
Devices to Generic Device Group W0104 Microbiology
(culture), IVP 3013 - In vitro diagnostic devices which require
knowledge regarding spectroscopy
Devices to device category IVR 0505 - Devices intended to be
used to grow / isolate / identify and handle infectious agents
2024-03-21 30122281 Restricted — Removal of:
Class B near patient test devices BD Veritor™ System for
Rapid Detection of Flu A+B, BD Veritor™ System for Rapid
Detection of Respiratory Syncytial Virus (RSV) and BD
Veritor™ System for Rapid Detection of Group A Strep.
2024-05-16 30169775 Restricted — Voluntary removal of BD BBL™ Port-A-Cul™
product family of devices (PN: 221607, 221602 & 221609) as
no longer placed on the market.
Current 30398974 Restricted — Removal of Class C Generic Device Group W0202
+ IVP 3010 as devices no longer placed on the market.

First Issue Date: 2022-05-23 Starting Validity Date: 2025-03-12
Current Issue Date: 2025-03-12 Expiry Date: 2027-05-22
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Vyrobce: Becton, Dickinson and Company (BD)

Adresa:

7 Loveton Circle
Sparks
Maryland
21152

USA

Jednotné registracni ¢islo: US-MF-000018910

Zplnomocnény zastupce EU: Becton Dickinson Ireland Ltd.

Adresa:
Donore Road
Drogheda
Co. Louth
A92 YW26
Irsko

Rozsah: Viz pfiloZeny rozpis prostiedku

Na zakladé naseho prezkoumani systému kvality v souladu s nafizenim (EU) 2017/746, pfiloha IX, kapitoly | a
I, systém kvality splfiuje pozadavky nafizeni. Pro uvedeni na trh prostfedki tfidy D a prostfedkud pro
sebetestovani, testovani v blizkosti pacienta a doprovodnych diagnostickych prostfedki je vyzadovan certifikat
podle kapitoly Il pfilohy IX.

Pro a jménem BSI, oznameny subjekt pro vyse uvedenou smérnici (0znameny subjekt ¢islo 2797):

C\"M \u.u\ss»@g(c

Graeme Tunbridge, senior viceprezident pro globalni regulaci a kvalitu

Datum prvniho vydani: 2022-05-23 Datum zahajeni platnosti: 12. bifezna 2025
Aktualni datum vydani: 12. brezna 2025 Datum ukonceni platnosti: 22. kvétna 2027

..making excellence a habit’

Str.1z4

Platnost certifikatu je podminéna tim, Ze systém jakosti je udrzovan dle pozadavku smérnice tak, jak je demonstrovano pomoci pozadovanych ¢innosti
dohledu oznameného subjektu.

Tento certifikat byl vydan v elektronické podobé a je vazan podminkami smlouvy.

Kontakt na NB: BS| Group The Netherlands B.V., Say Building, John M. Keynesplein 9,1066 EP, Amsterdam, Nizozemsko. Tel.: + 31 (0) 20 346 07 80
Firemni kontakt: BSI Group Assurance Limited, registrovana v Anglii pod &islem 05435540 na adrese 389 Chiswick High Road, London, W4 4AL, UK.
Clen skupiny spole¢nosti BSI.
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Plan prostiedku: Prostredky tfidy D, C a B

Prostredky tiidy C Uréené pouziti

WO0104 — Mikrobiologie (kultivace) Diagnostické zdravotnické prostfedky in vitro
IVP 3013 — Diagnostické pfistroje in vitro, které vyzaduji znalosti v ur€ené pro kvalitativni identifikaci nebo testovani
oblasti spektroskopie antimikrobialni citlivosti infekénich agens.
WO0105 — Infekéni imunologie Diagnostické zdravotnické prostredky in vitro a
IVP 3011 — Diagnostické prostfedky in vitro, ktera vyzaduji znalosti materialy pro kontrolu kvality uréené ke

tykajici se molekularné biologickych testd véetné testd nukleovych kvalitativnimu zjiStovani pfitomnosti nebo
kyselin expozice infek&nim agens, véetné pohlavné

prenosnych agens, a ke screeningu rakoviny
délozniho &ipku.

WO0105 — Infekéni imunologie Diagnostické zdravotnické prostfedky in vitro a
IVP 3001 — Diagnostické prostiedky in vitro, které vyZaduji znalostio  materialy pro kontrolu kvality uréené k
aglutinacnich testech kvalitativnimu a kvantitativnimu zjistovani

pritomnosti nebo expozice infekénim agens
véetné pohlavné pfenosnych agens.

WO0105 — Infekéni imunologie Diagnostické zdravotnické prostredky in vitro
IVP 3007 — Diagnostické prostfedky in vitro, které vyzaduji znalosti o urené ke kvalitativni detekci Mycobacterium
imunoanalyze tuberculosis, Mycobacterium bovis,

Mycobacterium africanum a Mycobacterium

Datum prvniho vydani: 2022-05-23 Datum zahajeni platnosti: 12. birezna 2025
Aktualni datum vydani: 12. bfezna 2025 Datum ukonc&eni platnosti: 22. kvétna 2027

..making excellence a habit’

Str.2z4

Platnost certifikatu je podminéna tim, Ze systém jakosti je udrzovan dle pozadavku smérnice tak, jak je demonstrovano pomoci pozadovanych ¢innosti
dohledu oznameného subjektu.

Tento certifikat byl vydan v elektronické podobé a je vazan podminkami smlouvy.

Kontakt na NB: BS| Group The Netherlands B.V., Say Building, John M. Keynesplein 9,1066 EP, Amsterdam, Nizozemsko. Tel.: + 31 (0) 20 346 07 80
Firemni kontakt: BSI Group Assurance Limited, registrovana v Anglii pod &islem 05435540 na adrese 389 Chiswick High Road, London, W4 4AL, UK.

Clen skupiny spole¢nosti BSI.
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Plan prostiedku: Prostredky tfidy D, C a B

Prostredky tridy B Urcéené pouziti
IVR 0503 — Prostfedky uréené k detekci pfitomnosti infekéniho Diagnostické zdravotnické prostfedky in vitro
agens nebo expozice infekénimu agens uréené ke kvalitativnimu zjiStovani pfitomnosti

nebo expozice infekénim agens.

IVR 0505 — Prostfedky uréené k péstovani / izolaci / identifikaci a Diagnostické zdravotnické prostfedky in vitro a

manipulaci s infekénimi agens materialy pro kontrolu kvality uréené ke
kvantitativnimu stanoveni citlivosti na
antimikrobialni latky a/nebo ke kvalitativni
identifikaci infekénich agens.

Plan prostiedku: Sterilni prostiedky tridy A

Prostredek(y) Klasifikace rizik

IVR 0801 — Kultivacni pfisluSenstvi TFida As

U sterilnich prostfedku tfidy A se posouzeni shody oznamenym subjektem omezuje na aspekty tykajici se vytvoreni,
zajisténi a udrzovani sterilnich podminek.

Datum prvniho vydani: 2022-05-23 Datum zahajeni platnosti: 12. bifezna 2025
Aktualni datum vydani: 12. bfezna 2025 Datum ukonceni platnosti: 22. kvétna 2027

..making excellence a habit’

Str.3z4

Platnost certifikatu je podminéna tim, Ze systém jakosti je udrzovan dle pozadavkd smérnice tak, jak je demonstrovano pomoci pozadovanych ¢innosti
dohledu oznameného subjektu.

Tento certifikat byl vydan v elektronické podobé a je vazan podminkami smlouvy.

Kontakt na NB: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9,1066 EP, Amsterdam, Nizozemsko. Tel.: + 31 (0) 20 346 07 80
Firemni kontakt: BSI Group Assurance Limited, registrovana v Anglii pod ¢islem 05435540 na adrese 389 Chiswick High Road, London, W4 4AL, UK.
Clen skupiny spole&nosti BSI.
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Historie certifikatu
(Odkazy na pfislusné spolecné specifikace, splnéné harmonizované normy a pfislusné zpravy o zkouskach a auditech, které dokladaji nize uvedené zmény
certifikatu, si lze vyZzadat na adrese Certificate. Verification@bsigroup.com)

Datum Referencni cislo Cinnost
23. kvétna 2022 3446999 Vydano
7. Unora 2023 3757212 Doplnéno — pfidani:

Testovaci prostifedky tfidy B v blizkosti pacienta, systém k
rychlé detekci respiraéniho syntiarniho viru (RSV) BD
Veritor System™ for Rapid Detection of Respiratory
Syncytical Virus (RSV) a systém k rychlé detekci skupiny
BD Veritor System™ for Rapid Detection of Group A
Strep™ — obecna skupina prostredkd — W0105 Infekéni
imunologie, IVP 3007 — Diagnostické prostfedky in vitro,
které vyZaduji znalosti tykajici se imunoanalyz

Skupina obecnych prostfedkd — W0202 Hematologické /
histologické / cytologické pfistroje, IVP 3010 — Diagnostické
prostfedky in vitro vyZadujici znalosti mikroskopie
Prostfedky do skupiny obecnych prostredkua W0104
Mikrobiologie (kultivace), IVP 3013 — Diagnostické
prostfedky in vitro, které vyZzaduji znalosti tykajici se
spektroskopie

Prostfedky do kategorie prostredk(i IVR 0505 — Prostredky
ur€ené k péstovani / izolaci / identifikaci infekCnich agens a
manipulaci s nimi

21. biezna 2024 30122281 Omezeno — Odstranéni:

Testovaci prostfedky tfidy B u lGzka pacienta BD

Veritor™ System for Rapid Detection of Flu A+B, BD
Veritor™ System for Rapid Detection of Respiratory
Syncytial Virus (RSV) a BD Veritor™ System for Rapid
Detection of Group A Strep.

16. kvétna 2024 30169775 Omezeno — Dobrovolné odstranéni fady prostfedkd BD
BBL™ Port-A-Cul™ (PN: 221607, 221602 a 221609),
které jiz nejsou uvadény na trh.

Aktualni 30398974 Omezeno — odstranéni skupiny generickych prostfedku tfidy
C W0202 + IVP 3010 jako prostfedky, které jiz nejsou
uvadény na trh.

..making excellence a habit”

Datum prvniho vydani: 2022-05-23 Datum zahajeni platnosti: 12. bfezna 2025
Aktualni datum vydani: 12. brezna 2025 Datum ukongeni platnosti: 22. kvétna 2027
Str.4z4

Platnost certifikatu je podminéna tim, Ze systém jakosti je udrzovan dle pozadavkd smérnice tak, jak je demonstrovano pomoci pozadovanych ¢innosti
dohledu oznameného subjektu.

Tento certifikat byl vydan v elektronické podobé a je vazan podminkami smlouvy.

Kontakt na NB: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9,1066 EP, Amsterdam, Nizozemsko. Tel.: + 31 (0) 20 346 07 80
Firemni kontakt: BS| Group Assurance Limited, registrovana v Anglii pod ¢islem 05435540 na adrese 389 Chiswick High Road, London, W4 4AL, UK.
Clen skupiny spole&nosti BSI.
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