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VIKTIGT SAKERHETSMEDDELANDE TILL MARKNADEN —
MDS-21-4072

Infusionsset till
Alaris™-pumpar (GP, VP, CC, GW/GW800, SE och IVAC 590-serien) (bilaga 1)

Gravitationsset och kopplingar for infusion (bilaga 2)

Typ av atgard: Produktaterkallelse

11-Mars-2021
Till: klinisk personal, riskhanteringsansvariga, biomedicinsk personal
Detta brev innehaller viktig information som kraver er omedelbara uppméarksamhet.

Basta kund,

BD vidtar en korrigerande sékerhetsatgard pa marknaden for att aterkalla samtliga loter av foljande
levererade produkter:
¢ Infusionsset till Alaris™-pumpar (GP, VP, CC, GW/GW800 och SE samt IVAC 590-serien)
och
e Gravitationsset och kopplingar for infusion.

| bilaga 1 och 2 finns en fullstandig forteckning dver alla berérda artikelnummer (REF). Exempelbilder
pa produkterna visas i tabell 1 och 2 nedan.

Beskrivning av problemet

BD har informerats av en tredjepartsleverantdr av steriliseringstjanster att man avsiktligt har forfalskat
protokoll fér steriliseringsprocesser som ror bearbetning av BD-produkter.

BD tillsatte omedelbart en utredning och har nu konstaterat att BD inte kan garantera steriliteten hos
de produkter som anges i bilagorna. Darfor aterkallar vi produkterna fran marknaden.

Denna produktaterkallelse omfattar loter av levererade SKU vars utgadngsdatum inte har passerat och
som anges i bilagorna. BD har ett onlineverktyg som kan anvandas for att identifiera berérda lothnummer
pa bd.com/MDS-21-4072
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Produkt Anvandningsomrade | Ersattningsprodukt
f - Infusionspump for stora Korrekt administrering av Inga erséttningsset
3 volymer IV-infusion och transfusion tillgangliga, se

i operationssalar, pa
allmanvardsavdelningar
och pa
intensivvardsavdelningar

kliniska anvandare nedan

Rekommendationer till

Sprutpumpsset med
integrerad
tryckdvervakning

Korrekt administrering av
IV-infusion och transfusion
i operationssalar, pa
allmanvardsavdelningar
och pa
intensivvardsavdelningar

kliniska anvandare nedan

Inga ersattningsset
tillgangliga, se
Rekommendationer till

Tabell 1: Exempelbilder pa infusionsset till Alaris™-pumpar (GP, VP, CC, GW/GW800 och SE), IVAC 590-serien

Produkt Anvandningsomrade | Ersattningsprodukt
~ Priméara och sekundéara Administrering av 1V- Andra icke dedikerade IV-
administreringsset vatskor och lakemedel set fran BD eller en
¥ konkurrent.
J Kontakta din lokala
representant
a Transfusionsset Blodtransfusioner Andra transfusionsset fran
\ A BD eller en konkurrent.
- Kontakta din lokala
representant
. Multiset for onkologi Administrering av Andra onkologiset fran BD
‘*-@.,w onkologilakemedel genom eller en konkurrent.
R infusion Kontakta din lokala
£ representant
SmartSite™ nalfri Nalfri kateterkoppling for | Andra kopplingar frdn BD
koppling infusion eller en konkurrent.
'f Kontakta din lokala

representant

Anslutningsenheter for
flaskor och pésar

Nalfri anslutning for
flaskor och pésar,
inklusive skydd mot
exponering for farliga
lakemedel

Kontakta din lokala
representant

Tabell 2: Exempelbilder pa IV-gravitationsset och kopplingar
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Anvandning av icke-sterila enheter i en klinisk miljo kan leda till 6kad infektionsrisk, vilket kan resultera
i allvarliga skadliga eller livshotande situationer.

BD kanner hittills inte till ndgra rapporter om negativa handelser eller allvarliga patientskador som kan
ha samband med denna korrigerande sakerhetsatgard. Inga sarskilda atgarder for patientuppféljning
kravs om produkten redan har anvants.

Rekommendationer ti

Il kliniska anvandare:

1. Sluta genast att anvanda alla berérda lotnummer som finns i er go.

2. Till dess att BD

kan ateruppta leveranserna rekommenderar vi foljande:

a. Kontakta din lokala BD-representant for att diskutera méjliga ersattningsprodukter.

b. Om det inte finns nagra tillgangliga ersattningsprodukter ska allmanna atgarder vidtas
for att sakerstélla att infusionsbehandlingar kan fortsatta, till exempel:

Anvandare av Alaris™ CC Plus:

)

i)
ii)

Kontakta din lokala representant och teknisk support for att understka
mojligheten att tillfalligt &ndra pumpen till "halvdedikerat” lage (sa att pumpen
endast kan anvandas med ml/h och utan integrerad tryckdvervakning) med hjalp
av standardforlangningsset.

Om filtrering kravs kan tillaggsfilter (0,22/1,2 um) anvandas.

Eftersom tillgdngen pa forlangningsset med tryckskiva ar begransad kan
integrerade tryckmatningar eventuellt inte utforas. Darfér rekommenderar vi att
en tryckskiva anvands p& EN pump (den som &r narmast patienten) sa att den
kan 6vervaka slangtrycket for alla pumpar i systemet (dvs. som en enhet for flera
infusioner).

Anvandare av Alaris™ GP Plus och Alaris™ SE samt Alaris ™ IVAC 590-serien:

i)
i)
ii)

iv)

v)

Overvag att anvanda sprutpumpar for hogrisklakemedel som kraver
kontinuerliga  infusioner  (inklusive  viktbaserade lakemedel) eller
gravitationsalternativ om det ar kliniskt godtagbart.

Anvand tillgangliga ersattningspumpar.

Overvag att anvanda gravitationsinfusioner for stora volymer som inte kraver
hdg noggrannhet eller viktbaserad infusion.

Vid administrering av parenteral nutrition eller kemoterapi eller andra infusioner
som kraver infusionsset med filter (0,2 eller 1,2 um) bor tilldgg av slangdfilter
Overvagas under gravitationsinfusioner (med eller utan flodesregulatorer).
Overvag att anvanda slangar med integrerade IV-flodesregulatorer med
kalibrerad matare (t.ex. RATE FLOW eller DIAL-A-FLOW) i stéllet for en
rullklamma for att reglera flodeshastigheten.

Anvandare av Alaris™ VP Plus och GW/GW800:

i)
i)

EMEAFA104 Revision 1

Eftersom det inte gar att ersatta pumpset med andra produkter kan anvandning
av gravitationsinfusion eller andra tillgangliga pumpar vara det enda alternativet.
Overvag att anvanda sprutpumpar for hogrisklakemedel som kraver
kontinuerliga infusioner (inklusive viktbaserade lakemedel). Nedanstdende
rekommendationer kanske inte stammer exakt for de set som du anvander, men
uppfyller grundlaggande Kliniska krav.
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iii) Overvag att anvanda gravitationsinfusioner for stora volymer som inte kraver
hdg noggrannhet eller viktbaserad infusion.
iv) Vid administrering av parenteral nutrition eller kemoterapi eller andra infusioner

som kréver infusionsset med filter (0,2 eller 1,2 um) bor tillAgg av slandfilter
Overvagas under gravitationsinfusioner (med eller utan flodesregulatorer).

V) Overvag att anvanda slangar med integrerade IV-flodesregulatorer med
kalibrerad maétare (t.ex. RATE FLOW eller DIAL-A-FLOW) i stéllet for en
rullklamma for att reglera flodeshastigheten.

c. Overvag alternativa séatt att utféra infusionsbehandling, antingen i enlighet med
nationella eller lokala riktlinjer eller enligt rekommendationerna fran ISMP (Institute for
Safe Medication Practices, en samarbetspartner till ECRI) om alternativa
infusionsbehandlingar vid bristande tillgang pa engangsprodukter for infusion:

i.  Overgang fran IV till oral behandling. Patienter bor flyttas éver fran IV till orala
behandlingar sa fort som mgjligt. Detta alternativ ska 6vervagas for alla lampliga
patienter som kan svalja och som uppfyller sjukhusets 6vriga krav (t.ex. ingen
feber), inklusive patienter pa akutavdelningar och enheter for langtidsvard som
ingar i halso- och sjukvardssystemet.

ii.  Anvéand bolusinjektion i stéllet for infusioner. Administrering av lakemedel som
en bolusinjektion i stallet for som en sekundar infusion bor ocksa évervagas dar sa
ar mojligt. Se sjukhusets riktlinjer om bolusinjektion och ISMP Safe Practice
Guidelines for Adult IV Push Medications innan detta alternativ dvervags.

ii. Mojligaanvandningsomraden for gravitationsinfusioner. Detta kan till exempel
vara IV-hydrering, vissa IV-antibiotika, lakemedel som inte ar hogrisk och andra som
kan vara lampliga fér gravitationsinfusion efter utvardering under forskrivnings- och
dispenseringsprocessen. For att kunna mata flddeshastigheten i mi/h vid
gravitationsinfusioner maste man veta hur manga droppar per ml som
administreringssetet tillfor (t.ex. 10, 15, 20 eller 60 droppar per ml). Antalet droppar
som tillfors regleras av rullkldmman (kontrollklamma for gravitationsfléde).

iv.  Ovriga alternativ. Andra typer av infusionsenheter bor évervagas vid brist pa
infusionspumpar, till exempel slangar med volymetrisk byrett, elastomerenheter och
andra icke-elektroniska hastighetsregulatorer.

Referens: ISMP (april 2020). Tillgdnglig pa https://ismp.org/resources/planning-anticipated-shortage-smart-infusion-pumps-and-
dedicated-administration-sets

Atgarder som kunden ska vidta:

1. Formedla detta sékerhetsmeddelande till all personal inom organisationen som behdver kanna
till problemet.
o Om berorda produkter har distribuerats vidare ska mottagarna identifieras och
omedelbart ta del av detta sékerhetsmeddelande.

2. Anvand BD:s onlineverktyg pa bd.com/MDS-21-4072 for att identifiera lotnummer som ni har i
lager och som omfattas av av denna produktaterkallelse.
o Obs! Kontakta din lokala BD-representant om du inte kan anvénda onlineverktyget.

3. Isolera och forstor alla enheter av berérda loter och fyll i svarsformularet pa sidan 6 och skicka
tillbaka det till bdnordicsfieldaction@bd.com for att erhdlla ersattningsprodukter sa snart som
maojligt eller senast den 16 april 2021.
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Korrigerande atgarder som BD vidtar
BD arbetar med att godkanna en alternativ steriliseringsanlaggning for dessa produkter.

Kontaktperson

Om du har nagra fragor kan du kontakta din lokala BD-representant eller det lokala BD-kontoret pa
+46 8 775 51 60 eller via e-post bdsweden@bd.com

Vi bekréftar att relevanta tillsynsmyndigheter har informerats om dessa atgéarder.

BD arbetar for att forbattra sjukvardssystemen runtom i varlden. Vara framsta mal ar att trygga
patienternas och anvandarnas sakerhet och att tillhanda produkter av hég kvalitet. Vi ber om ursakt for
de olagenheter som den hér situationen kan ha orsakat och vi tackar pa forhand for att ni hjalper BD
att komma tillratta med problemet s& snabbt och effektivt som mgjligt.

Med véanlig halsning,

oy
C 7 /1 5 g/ LeerooAD
Prof. Dr. Klaus Hoerauf, Vice Idal Beer, MD Lorna Darrock
President Medical Affairs, EMEA Vice President Medical Affairs, Senior Manager, Post Market Quality,
Medication Management BDX EMEA

Region

BD Switzerland Sarl Solutions
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Svarsformular for kund — MDS-21-4072

Infusionsset till Alaris™-pumpar (GP, VP, CC, GW/GW800 och SE samt IVAC 590-
serien)

samt gravitationsset och kopplingar for infusion

Las tillsammans med sakerhetsmeddelandet MDS-21-4072 och skicka tillbaka det ifylida och
undertecknade formularet s& snart som mdojligt eller senast den 16 april 2021 il
bdnordicsfieldaction@bd.com

Jag bekréaftar att jag har last och forstatt detta meddelande samt att alla rekommenderade
atgarder har vidtagits.

Markera l[amplig ruta nedan
] Vi har inte ndgon av de berérda produkterna som anges i bilaga 1 & 2 i var ago.
ELLER

[] Vi har enheter av de berdrda produkterna som anges i bilaga 1 i var 4go och jag bekraftar att foljande
enheter har forstorts/returnerats i utbyte mot ersattningsprodukter enligt nedan. (Observera att leveransen av
ersattningsprodukter kan komma att bli forsenad beroende pa tillganglighet).

SKU Lotnummer Antal forstérda SKU Lotnummer Antal forstorda

Namn pa konto/organisation:

Avdelning (om tillampligt):

Adress:

Postnummer: Postort:

Kontaktpersonens namn:

Befattning:
Telefonnummer till kontaktpersonen: E-postadress till kontaktpersonen:
Underskrift: Datum:

Denna atgard anses inte vara slutford for ert konto forran detta formular har returnerats till BD.
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Appendix 1: Infusion Sets for Alaris™ Pumps (GP, VP, CC, GW/GW800 and SE, IVAC

590 series)

Becton Dickinson Sweden AB
Box 47204

100 74 Stockholm

Sweden

Tel: +46 (0)8-7755100
www.BD.com

All products listed in Appendix 1, manufactured by BD Switzerland Sarl, Terre Bonne Park — A4, Route de Crassier 17, Eysins, Switzerland
unless otherwise indicated.

Product

Catalogue

(REFs)

Infusion Sets for Alaris™ CC Syringe Pump

G30302v

G30402M

G30453V

G30653V

60593
60643
60693
60793
60894
60895
60903
60980

60093E

60123E

60173E

60393E

60693E

60793E

60950E

60951E

60952E

60953V
63200NYB
63401EB
63402BE
63420EB
63423BE

Product Name

Alaris™ Products. Alaris™ CC Syringe Pump, Asena™ CC Syringe Pump, IVAC™ 701/ 711/ 770/ P7000 Syringe Pumps. EXTENSION
SET. LOW SORBING (PE/PVC)
Alaris™ Products. Alaris™ CC Syringe Pump, Asena™ CC Syringe Pump, IVAC™ 701/711/770/P7000 Pumps. EXTENSION SET.

Alaris™ Products. Alaris™ CC Syringe Pump, Asena™ CC Syringe Pump, IVAC™ P7000 Pumps. EXTENSION SET. LIGHT RESISTANT.
LOW SORBING (PE/PVC)
Alaris™ Products. Alaris™ CC Syringe Pump, Asena™ CC Syringe Pump, IVAC™ P7000 Pumps. EXTENSION SET. LIGHT RESISTANT.

Infusion Sets for Alaris™ GP Volumetric Pump

Alaris™ Products.
Alaris™ Products.
Alaris™ Products.
Alaris™ Products.
Alaris™ Products.
Alaris™ Products.

Alaris™ Products.

Alaris™ Products

Alaris™ Products.

FILTER.

Alaris™ Products.

FILTER.
Alaris™ Products

Alaris™ Products.

. Alaris™ GP Volumetric Pump.

. Alaris™ GP Volumetric Pump.

SET. 200 pm FILTER.

Alaris™ Products
FILTER.
Alaris™ Products
FILTER.
Alaris™ Products

. Alaris™ GP Volumetric Pump.
. Alaris™ GP Volumetric Pump.

. Alaris™ GP Volumetric Pump.

ONCOLOGY. VENTED. 15 um FILTER.

Alaris™ Products

. Alaris™ GP Volumetric Pump.

ONCOLOGY. VENTED. 15 pm FILTER.

Alaris™ Products

. Alaris™ GP Volumetric Pump.

Alaris™ GP Volumetric Pump.
Alaris™ GP Volumetric Pump.
Alaris™ GP Volumetric Pump.
Alaris™ GP Volumetric Pump.
Alaris™ GP Volumetric Pump.
Alaris™ GP Volumetric Pump.

Alaris™ GP Volumetric Pump.

Alaris™ GP Volumetric Pump.

Alaris™ GP Volumetric Pump.

Alaris™ GP Volumetric Pump.

Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.

Alaris™ Safety Clamp.

Alaris™ Safety Clamp.
Alaris™ Safety Clamp.

Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.

Alaris™ Safety Clamp.

ONCOLOGY. LIGHT RESISTANT. VENTED. 15 um FILTER.

Alaris™ Products
Alaris™ Products
Alaris™ Products
Alaris™ Products
Alaris™ Products

Alaris™ Products

. Alaris™ GP Volumetric Pump.
. Alaris™ GP Volumetric Pump.
. Alaris™ GP Volumetric Pump.
. Alaris™ GP Volumetric Pump.
. Alaris™ GP Volumetric Pump.

. Alaris™ GP Volumetric Pump.

EMEAFA104 Revision 1

Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.

INFUSION SET. 15 pum FILTER.

INFUSION SET. LIGHT RESISTANT. 15 pum FILTER.
INFUSION SET. 15 um FILTER.

INFUSION SET. 15 pum FILTER.

TRANSFUSION/BLOOD SET. 200 um FILTER.
TRANSFUSION/BLOOD SET. 200 um FILTER.

INFUSION SET. 15 pum FILTER.

TRANSFUSION/BLOOD SET. 2 SPIKE. 200 pum FILTER.
SmartSite™ Needle-free System. INFUSION SET. 15 pum

SmartSite™ Needle-free System. INFUSION SET. 1.2 um

SmartSite™ Needle-free System. INFUSION SET. NO FILTER.
SmartSite™ Needle-free System. TRANSFUSION / BLOOD

SmartSite™ Needle-free System. INFUSION SET. 15 um
SmartSite™ Needle-free System. INFUSION SET. 15 pm
SmartSite™ Needle-free System. MULTI-INFUSION SET.
SmartSite™ Needle-free System. MULTI-INFUSION SET.
SmartSite™ Needle-free System. MULTI-INFUSION SET.

INFUSION SET. LOW SORBING. 15 pm FILTER.

INFUSION SET. NO FILTER.

SmartSite™ Needle-free System. INFUSION SET. NO FILTER.
SmartSite™ Needle-free System. INFUSION SET. NO FILTER.
SmartSite™ Needle-free System. INFUSION SET. NO FILTER.
SmartSite™ Needle-free System. INFUSION SET. NO FILTER.
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63477EB

Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. TRANSFUSION/BLOOD
SET. 2 SPIKE. 200 pum FILTER.

Infusion Sets for Alaris™ GW Volumetric Pump

273-001V

273-002V

273-003V

273-007V

273-008EV

273-009V

273-022V

273-043V

273-053V

273-080EV

273-103EV

273-303EV

273-304V

273-950EB

273-951EB

273-952EB

273-954EB

273-004V

273-005V

0000TG0O0074

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. ANTI-SIPHON VALVE. 15 pum FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. ANTI-SIPHON VALVE. 15 pm FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. ANTI-SIPHON VALVE. 15 pm FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.
TRANSFUSION/BLOOD SET. 200 um FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free Valve. Alaris™ GW 800
Volumetric Pump. TRANSFUSION/BLOOD SET. 200 um FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. ANTI-SIPHON VALVE. 1.2um FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. ANTI-SIPHON VALVE. 0.2um FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. LIGHT RESISTANT. ANTI-SIPHON VALVE. 15 um FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. LOW SORBING. ANTI-SIPHON VALVE. 15 um FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. LOW SORBING. ANTI-SIPHON VALVE. 15 pum FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800
Volumetric Pump. BURETTE SET. ANTI-SIPHON VALVE. NO FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800
Volumetric Pump. BURETTE SET. ANTI-SIPHON VALVE. NO FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. 15 um FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800
Volumetric Pump. MULTI-INFUSION SET. ONCOLOGY. VENTED. 15 um FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800
Volumetric Pump. MULTI-INFUSION SET. ONCOLOGY. VENTED. 15 pum FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800
Volumetric Pump. MULTI-INFUSION SET. ONCOLOGY. LOW SORBING (TPU/EVA). LIGHT RESISTANT. VENTED. 15 pum FILTER.
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800
Volumetric Pump. MULTI-INFUSION SET. ONCOLOGY. LOW SORBING (TPU/EVA). LIGHT RESISTANT. VENTED. 15 pum FILTER.
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. 15 um FILTER.

Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump. INFUSION
SET. NO FILTER.

GW Calibration tubing

Infusion Sets for Alaris™ VP Volumetric Pump

70096
70593

70641

70643
70895
70896
70953
70033V

70093E

70103E

Alaris™ Products. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. LOW PRIMING VOLUME. 15 pum FILTER.
Alaris™ Products. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. 15 um FILTER.

Alaris™ Products. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. LOW PRIMING VOLUME. LIGHT RESISTANT.
15 pum FILTER.
Alaris™ Products. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. LIGHT RESISTANT. 15 um FILTER.

Alaris™ Products. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. TRANSFUSION/BLOOD SET. 200 pum FILTER.

Alaris™ Products. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. TRANSFUSION/BLOOD SET. 2 SPIKE. 200 um FILTER.
Alaris™ Products. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. LOW SORBING. 15 um FILTER.
Alaris™ Products. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. LOW SORBING. 0.2 um FILTER.

Alaris™ Products. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. 15 um
FILTER.

Burette Set. No Filter. Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. Alaris™ Products.
Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. BURETTE SET. NO FILTER.
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70123E

70125E

70693E

70793E

70950E

70951E

70952E

70954E

70955E

719808
72001EB
72013EB
72024EB

72304B
72504EB
72643EB

72953B
MFX72950EB
MFX72951EB
MFX72952EB
MFX72954EB

Alaris™ Products.

Alaris™ VP Volumetric Pump.

RESISTANT. 1.2 um FILTER.

Alaris™ Products.

Alaris™ VP Volumetric Pump.

UNVENTED. 1.2 um FILTER.

Alaris™ Products.
FILTER.
Alaris™ Products.

Alaris™ Products.

Alaris™ VP Volumetric Pump.

Alaris™ VP Volumetric Pump.

Alaris™ VP Volumetric Pump.

ONCOLOGY. VENTED. 15 pm FILTER.

Alaris™ Products.

Alaris™ VP Volumetric Pump.

ONCOLOGY. VENTED. 15 um FILTER.

Alaris™ Products.

Alaris™ VP Volumetric Pump.

ONCOLOGY. LIGHT RESISTANT. VENTED. 15 um FILTER.

Alaris™ Products.

Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp.

ONCOLOGY. LIGHT RESISTANT. VENTED. 15 pum FILTER.

Alaris™ Products.

Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp.

ONCOLOGY. 2 SPIKE. VENTED. 15 um FILTER.
Infusion Sets for Alaris™ SE Volumetric Pump

Alaris™ SE Pump.
Alaris™ SE Pump.
Alaris™ SE Pump.
Alaris™ SE Pump.
Alaris™ SE Pump.
Alaris™ SE Pump.
Alaris™ SE Pump.
Alaris™ SE Pump.

Transfusion/Blood Set.200 um Filter.

Alaris™ Safety Clamp.
Alaris™ Safety Clamp.
Alaris™ Safety Clamp.

Alaris™ Safety Clamp.
Alaris™ Safety Clamp.

Alaris™ Safety Clamp.

Alaris™ Safety Clamp.
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SmartSite™ Needle-free System

SmartSite™ Needle-free System.
SmartSite™ Needle-free System.

SmartSite™ Needle-free System.

SmartSite™ Needle-free System.
SmartSite™ Needle-free System.
SmartSite™ Needle-free System.
SmartSite™ Needle-free System.

SmartSite™ Needle-free System.

SmartSite™ Needle-free System. Infusion Set. 15 um Filter.

SmartSite™ Needle-free System. Infusion Set. No Filter.

SmartSite™ Needle-free System. Infusion Set. 15 um Filter.

Infusion Set. 15 um Filter.

SmartSite™ Needle-free System. Infusion Set. 15 um Filter.

SmartSite™ Needle-free System. Infusion Set. Light Resistant. 15 um Filter.

Infusion Set. Low Sorbing. 15 um Filter.

Multi-infusion set. Oncology. Vented. 15 um Filter.

Multi-infusion set. Oncology. Vented. 15 um Filter.

Multi-infusion set. Oncology. Low Sorbing (TPU/EVA). Light Resistant. Vented. 15 um Filter.

Multi-infusion set. Oncology. Low Sorbing (TPU/EVA). Light Resistant. Vented. 15 um Filter.

Infusion Sets for Alaris™ IVAC™ 590 Pump Volumetric Pump
Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 um FILTER.

Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. SmartSite™ Needle-free System. INFUSION SET. 1.2 um FILTER.
Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. SmartSite™ needle-free system. INFUSION SET. NO FILTER.

G59073
G59123E
G59173E
G59273E
G59293E

G59593F

G59693FE

G59793
G59793E
G59953V

G59593

G59643

G59693
G59693E

EMEAFA104 Revision 1

Alaris™ Products IVAC™ 590 series volumetric pumps SmartSite™ Needle-free System

Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 um FILTER.

Alaris™ Products. Alaris™ GP Volumetric Pump. IVAC™ 590 Series Volumetric Pumps. Alaris™ Safety Clamp. INFUSION SET. 15 um

FILTER.

INFUSION SET. LIGHT

INFUSION SET.

INFUSION SET. 15 um

INFUSION SET. NO FILTER.

MULTI-INFUSION SET.

MULTI-INFUSION SET.

MULTI-INFUSION SET.

MULTI-INFUSION SET.

MULTI-INFUSION SET.

Alaris™ Products. Alaris™ GP Volumetric Pump. IVAC™ 590 Series Volumetric Pumps. Alaris™ Safety Clamp. SmartSite™ Needle-
free System. INFUSION SET. 15 um FILTER.
IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 um FILTER.

IVAC™ 590 Series Volumetric Pumps. SmartSite™ Needle-free System. INFUSION SET. 15 um FILTER.
IVAC™ 590 Series Volumetric Pumps. INFUSION SET. LOW SORBING. 15 pum FILTER.

Alaris™ Products.
Alaris™ Products.
Alaris™ Products.
Alaris™ Products.
Alaris™ Products
Alaris™ Products.

Alaris™ Products

IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 um FILTER.

. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. LIGHT RESISTANT. 15 um FILTER.

IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 um FILTER.

. IVAC™ 590 Series Volumetric Pumps. SmartSite™ Needle-free System. INFUSION SET. 15 um FILTER.
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Appendix 2: Gravity IV sets & connectors

All product listed in Appendix 2, manufactured by BD Switzerland Sarl, Terre Bonne Park — A4, Route de Crassier 17, Eysins, Switzerland
unless otherwise indicated

Product

Catalogue

(REFs)

Needle-free connectors stand-alone

" 2000E7D
ARD Sets

Product Name

‘ SmartSite™ Needle-Free Valve

388000 BD Gravity IV Set with Anti-Run Dry (ARD) technology and Auto Prime. Infusion Set. Vented.
388001 BD Gravity IV Set with Anti-Run Dry (ARD) technology and Auto Prime. Infusion Set. Vented. (INDIA ONLY)
388002 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Infusion Set. Vented.
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Infusion Set. Vented.
388003
(INDIA ONLY)
388004 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. Micro Infusion Set. Vented.
388006 BD Gravity IV set with Anti-Run Dry (ARD) Technology and AutoPrime. SmartSite™ Needle-free System. Micro Infusion Set.
Vented.
388008 BD Gravity Burette Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. 150ml Micro
Burette Set.
BD Gravity Burette Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. 150ml Micro
388009
Burette Set. (INDIA ONLY)
388010 BD Gravity Burette Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. 150ml Micro
Burette Set.
BD Gravity Burette Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. 150ml Micro
388011
Burette Set. (INDIA ONLY)
388012 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Micro Infusion Set.
Vented. (INDIA ONLY)
388013 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Infusion Set. Vented.
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Infusion Set. Vented.
388014
(INDIA ONLY)
388015 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Flow Controller.
Infusion Set. Vented.
388016 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Flow Controller.
Infusion Set. Vented. (INDIA ONLY)
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Flow Controller.
388017 . .
Infusion Set. Vented. 0.2um Filter.
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Flow Controller.
388018 . .
Infusion Set. Vented. 1.2um Filter.
388019 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Flow Controller.
Infusion Set. Vented.
388020 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Infusion Set. Vented.
0.2um Filter.
388021 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime. SmartSite™ Needle-free System. Infusion Set. Vented.
1.2um Filter.
388050 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. Back Check Valve. Infusion Set. Vented. Back Check
Valve.
388051 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. BACK CHECK VALVE — SMARTSITE™ NEEDLE-FREE SYSTEM.
388052 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. SMARTSITE™ NEEDLE-FREE SYSTEM.
388053 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. INFUSION SET. VENTED. Gravity flow only.
388125 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. INFUSION SET. VENTED. Gravity flow only.
388126 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. BACK CHECK VALVE — SMARTSITE™ NEEDLE-FREE SYSTEM.
388136 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. 3WAY STOPCOCK. INFUSION SET. VENTED. Gravity flow
only.
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R87 Sets — Gravity/Pressure Rated Sets Legal Manufacturer: Becton Dickinson Infusion Therapy AB, Florettgatan 29C PO Box 631,
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Helsingborg, Sweden

396350 R87P Luer-Lock IG-P

396351 R87P Luer-Lock IG-P

396353 R87 RLS Luer-Lock IG-P
396354 R87P Luer-Lock IG-P

396357 R87 RLS Luer-Lock IG-P
396361 R87 G Precision Luer-Lock IG-G
396363 R87 V Luer-Lock IG-P

396368 R87 V Luer-Lock IG-P

396370 R87 G Precision Luer-Lock IG-G
396373 R87 V Luer-Lock IG-P

396377 R87 V Luer-Lock IG-P

396392 R87 G Precision Luer-Lock IG-G

Gravity infusion sets

02008366189 | Alaris™ Products. INFUSION SET. LOW SORBING. UNVENTED. 15 pm FILTER.

02008374189 | Infusion set unvented. 15um Filter

02008382189 | Alaris™ Products. INFUSION SET. UNVENTED. NO FILTER.

03500100208 | Alaris™ Products. INFUSION SET. VENTED. 15 pum FILTER.

MFX2309EV SmartSite™ Needle-free System. MULTI-INFUSION SET. ONCOLOGY. VENTED. 15 pum FILTER.
MEX2310EV irc-?é?item Needle-free System. MULTI-INFUSION SET. ONCOLOGY. LIGHT RESISTANT. LOW SORBING (TPU/EVA) VENTED. 15 um
MFX2311EV SmartSite™ Needle-free System. MULTI-INFUSION SET. ONCOLOGY. VENTED. 0.2 um FILTER.
03500304407 | Alaris Products, Infusion Sets 15 um Filter

03501410184 | Universal Infusions set fur Druckinfusion

03508105208 | Alaris™ Products. INFUSION SET. VENTED. 15 pum FILTER.

03508117442 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15um FILTER.
03508239442 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15um FILTER.
03508239448 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15um FILTER.
03508240442 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15um FILTER.
03508241442 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15um FILTER.
03508242442 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15um FILTER.
03508244443 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15um FILTER.
03508317319 | Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 0.2 um FILTER.

03508318429 | Alaris™ Products. INFUSION SET. VENTED. 15 pm FILTER.

03508357223 | Alaris™ Products. MIX AND ADMINISTRATION SET. 15 pm FILTER.

03508364318 | Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 15 pum FILTER.

03508370319 | Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 0.2 um FILTER.

03508411318 | Alaris™ Products. INFUSION SET. LIGHT RESISTANT. LOW SORBING. VENTED. 15 pum FILTER.
03508421208 | Alaris™ Products. INFUSION SET. LIGHT RESISTANT. VENTED. 15 pm FILTER.

03508422208 | Infusion set, Light resistant. Vented. 15 pum Filter

03508367318 | Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 15 um FILTER.

901-020E SmartSite™ Needle-free System. Transfusion/Blood Set. Vented. 200 um Filter.
901-021E SmartSite™ Needle-free System. Transfusion/Blood Set. Vented. 200 um Filter.
901-022E SmartSite™ Needle-free System. Transfusion/Blood Set. Vented. Y-Luer Inlet. 200 um Filter.
901-023E SmartSite™ Needle-free System. Transfusion/Blood Set. Vented. Y-Luer Inlet. 200 um Filter.
901-024E SmartSite™ Needle-free System. Transfusion/Blood Set. Unvented. 200 um Filter.
901-028E SmartSite™ Needle-free System. Transfusion/Blood Set. Unvented. 200 pum Filter.
11008388300 | Transfusion/Blood Set. Unvented. 200 um Filter.
12310100356 | Transfusion/Blood Set. Unvented. 200 um Filter.
12310100403 | Transfusion set 200um
12310105356 | Transfusion/Blood Set. Unvented. 200 um Filter.
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12318381356 | Transfusion/Blood Set. Unvented. 200 um Filter.
12360100357 | Transfusion/Blood Set. Vented. 200 um Filter.
“Wrmwmwm
VENTED. BACK CHECK VALVE.
MFX2301EV | Alaris™ Products. SmartSite™ Needle-free System. SECONDARY SET. ONCOLOGY. VENTED. BACK CHECK VALVE.
MFX2302EV | Alaris™ Products. SmartSite™ Needle-free System. SECONDARY SET. ONCOLOGY. VENTED. BACK CHECK VALVE. 0.2 pm FILTER.
MEX2303EV Alaris™ Products. SmartSite™ Needle-free System. SECONDARY SET. ONCOLOGY. LOW SORBING (TPU/EVA). LIGHT RESISTANT.
VENTED. BACK CHECK VALVE. FLOW CONTROLLER.
MFX2304EV Alaris™ Products. SmartSite™ Needle-free System. SECONDARY SET. ONCOLOGY. MALE TO MALE. BACK CHECK VALVE.
04108362X10 | Multi-way Connecting Set.
72946NE Secondary Set. Oncology. Vented. Light Resistant.
72946NEX10 | Secondary Set. Oncology. Vented. Light Resistant.
72947NE Secondary Set. Oncology. Unvented. Light Resistant. Back Check Valve.
72947NEX10 | Secondary Set. Oncology. Unvented. Light Resistant. Back Check Valve.
72948NE Secondary Set. Oncology. Unvented. Back Check Valve.
72949NE Secondary Set. Oncology. Unvented. Back Check Valve.
72950NE Secondary Set. Oncology. Unvented. Light Resistant. Back Check Valve.
72951NE Secondary Set. Oncology. Unvented. Back Check Valve.
72951INEX10 | Secondary Set. Oncology. Unvented. Back Check Valve.
72961NE Secondary Set. Oncology. Vented. Back Check Valve.
72968NE Secondary Set. Oncology. Vented. Back Check Valve 0.2 um Filter.
72978NE Secondary Set. Oncology. Vented. 0.2 um Filter.
72979NE Secondary Set. Oncology. Vented. 0.2 um Filter.
72981NE Secondary Set. Oncology. Vented. Back Check Valve.
72987NE Secondary Set. Oncology. Light Resistant. Vented. Back Check Valve.
72988NE Secondary Set. Oncology. Vented. Back Check Valve. 0.2 um Filter.

Secondary Sets: Legal Manufacturer: Becton Dickinson and Company Limited, Pottery Road, Co. Dublin, Dun Laoghaire, Ireland

515302

Flow controller sets

| SECONDARY SET (C61)

03508060270 | Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15um FILTER.
03508067270 | Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15um FILTER.
03508068307 | Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 15um FILTER.
03508073270 | Alaris™ Products. INFUSION SET. LOW SORBING. FLOW CONTROLLER. VENTED. 15um FILTER.
03508077270 | Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15um FILTER.
03508078270 | Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15um FILTER.
03508079270 | Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15um FILTER.
03508080404 | Alaris™ Products. SmartSite™ Needle-free System. MULTI-INFUSION SET. FLOW CONTROLLER. VENTED. 15 um FILTER.
03508083440 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. FLOW CONTROLLER. VENTED. 15 um FILTER.
03508084440 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. FLOW CONTROLLER. VENTED. 15 um FILTER.
03508085440 | Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. FLOW CONTROLLER. VENTED. 15 um FILTER.
04108060270 | Alaris™ Products. EXTENSION SET. FLOW CONTROLLER.
04108064270 | Alaris™ Products. EXTENSION SET. FLOW CONTROLLER.
04108073270 | Alaris™ Products. EXTENSION SET. FLOW CONTROLLER.
04108074270 | Alaris™ Products. EXTENSION SET. FLOW CONTROLLER.
04108078411 | Alaris™ Products. SmartSite™ Needle-free System. EXTENSION SET. FLOW CONTROLLER.
2305E Multi-way Connecting Set
2306E Multi-way Connecting Set
04108341419 | Multi-way Connecting Set.
04108362418 | Multi-way Connecting Set.
MFX2250EV | Alaris™ Products. SmartSite™ Needle-free System. BAG ACCESS DEVICE. VENTED.
04302243317 | BD CHECK VALVE
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04302260452 | Anti-siphon valve

397015 FloPro
04000380192 | Alaris™ Products. TRANSFER DEVICE
04002040071 | Alaris Products Transfer Device
04302434353 | Protection cap for female luer lock
04302398353 | Injection site cap

500-002V Alaris™ Products. TIVA 2 WAY SET. ANTI-SIPHON VALVE. BACK CHECK VALVE.

500-003V Alaris™ Products. TIVA 3 WAY SET. ANTI-SIPHON VALVES. BACK CHECK VALVE.

500-012V Alaris™ Products. TIVA 2 WAY EXTENSION SET. ANTI-SIPHON VALVE. BACK CHECK VALVE.
500-013V Alaris™ Products. TIVA 3 WAY EXTENSION SET. ANTI-SIPHON VALVES. BACK CHECK VALVE.

G40020B Alaris™ Products. EXTENSION SET
G40320V Alaris™ Products. EXTENSION SET. LIGHT RESISTANT.
500-021EV Alaris™ Products. SmartSite™ Needle-free System. 2 WAY EXTENSION SET WITH CLAMPS
500-031EV Alaris™ Products. SmartSite™ Needle-free System. 3 WAY EXTENSION SET WITH CLAMPS
MFX2203EV Extension Set. Back Check Valve.
MFX2254V Extension Set.
MFX2255V Extension Set.
MFX2280EV Extension Set. 3-Way Stopcock
MFX2282EV Extension Set. 3-Way Stopcock
MFX2283EV Extension Set. 3-Way Stopcock
MFX2284EV Extension Set. 3-Way Stopcock
MFX2285EV Extension Set. 3-Way Stopcock
04301433200 | Alaris Products™. 4-WAY STOPCOCK
04301462200 | Alaris Products™. 4-WAY STOPCOCK
04301463200 | Alaris Products™. 4-WAY STOPCOCK
04103215162 | Extension Set
04103220162 | Extension Set
04100002162 | Alaris Products Extension set
04100004162 | Alaris Products Extension set
04100006162 | Extension Set
04100008162 | Extension Set
04100010162 | Extension Set
04100015162 | Extension Set
04100020162 | Extension Set
04100135162 | Alaris™ Products. EXTENSION SET. Gravity flow only.
04100146162 | Alaris™ Products. EXTENSION SET. Gravity flow only.
04100215162 | Extension Set
04100401162 | Extension Set. 4-way Stopcock.
04100403162 | Extension Set. 4-way Stopcock.
04100405162 | Extension Set. 4-way Stopcock.
04100410162 | Extension Set. 4-way Stopcock.
04100415162 | Extension Set. 4-way Stopcock.
04100801162 | Extension Set. 4-way Stopcock.
04100810162 | Extension Set. 4-way Stopcock.
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