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Tepminose IIOBLIOMJIEHHSA ITPO TEXHIKY BE3IIEKH(FSN) - INFUSOMAT®PLUS LINES

Komnanis TOB «b. Bpayn Mexgikan Ykpaina», ska € YIOBHOBOXEHUM TIPEACTABHHKOM B
VYkpaini Bupoburka B.bpayn Menikan AI', Himeuuuna, 3 po3nopsmkeHHs BHPOGHHKA po3noyana
NPOAaKTHBHO iHGOPMYBATH HAIMX KIIEHTIB NPO NOSBY HEBUMPABIAHUX MOBITPAHHX TPUBOT Y MPUCTPOAX
Infusomat® compactplus y mnoeaHanni 3 Infusomat®plus Lines PUR a6o ocobmuso Cyto-Set®
Infusomatplus Lines 3rinuo 3 Kopurysanshumu nismu 3 Gesnexu va Micuax(FSCA).

Hpuunna nas Kopurysanbnoi aii 3 Gesnexu Ha micusnx

Bupo6Hukom Oyno 3BepHeHo yBary, o mif yac BukopuctaHHs Infusomat®plus Lines PUR,
ocobuBo Cyto-Set® Infusomatplus Lines, y noeananui 3 npuctpoamu Infusomat® compactplus
BHHUKAIOTH HEBUIPaB/aHi NOBiTpsaHi Tpusork. Hesunpasaani crnosimenHs npo noBiTpst MOXYThb
TMPH3BECTH 0 3aTPHMKH Teparlil Y4 HEMOXJIMBICTb PO3IOYATH Teparlilo, JOJATKOBI MAHIMY/IALIT MOXYTh
CIPUYMHHUTH PU3HK KOHTAKTY 3 HECYMICHUMH PEHOBHHAMH y BHUIVIAAI LIMTOCTATHYHHX TMpENaparis.
[ToreHuiiinuit edext MoxHa criocTepiraty ayist BCiX mapriit, Bupobnenux 3 tpasus 2021 poky.
Ho uporo yacy B B. Braun Melsungen AG He nosigomisnocs npo xoaHy Wwkoay abo Oyap-aki iHuri
HECTIPHATIMB] HACTIIKH VISl NMALli€HTIB MOB’s13aHi 3 BULIEOMHCAHOIO HEBIAMIOBINHICTIO.

ITocuneHui KOHTPOIB AKOCTI Ta BMPOBADKEHHS KOPHI'YIOUHX JiH y BUpOOHHLTBI rapaHTYIOTb,
1O JiHii, BUroToBeHi 3 xkoBTHA (21L11) i nani, He MOKa3yrOTh ONMHMCAHKX 360iB.

Hii, AKi BXKHTBAOThCA '
+ KopucTyBaui BHILe3ragaHHX NpoyKTiB Ta iHuwi 3auikaBneHi ocobu noiHhopMoBaHi 3rigHo
MOBiIOMJIEHHA Npo 6e3neKy BiJ BUPOGHUKA.
* Knientawm, AKi 3aKyIIIgi0Th BULIEBKA3aHi JIiHiT HAZICIaHO MPOXaHHS OHOBHTH CBOI HACOCH 1O OCTAHHEOI
Bepcii nporpamuoro 3abesneuenns 10003A0006 Ta 3aBaHTaXTHTH JOOATKOBHI CIIUCOK OHOPA30BOT0
BrKopHcTaHHs 3 psakaMu PUR (tak 3Banuii InfusomatCompactPlus_DisposableList v1.12.2.upd) 3a
nonomororo ServiceTool compactplus (Bepcis 1.3.0). ServiceTool compactplus nocTynHuii ans
kBanihikoBaHHUX CrieLialicTiB Ha cepBicHoMy mnopTani B. Braun.

3 noBaroio,

Hvpexrop TOB «B.Bpayn Meaikan Ykpaital§
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Date: November 17th, 2021

Urgent FIELD SAFETY NOTICE - INFUSOMAT®"'S LINES PUR

Dear Sir or Madam,

We, the B. Braun Melsungen AG, have decided to proactively inform our customers on the occurrence of not
justified air alarms in Infusomat® compact™* devices in combination with Infusomat®" Lines PUR or
especially Cyto-Set® Infusomat™ Lines in the course of a Field Safety Corrective Action.

Our distribution data indicate that you received one or more of the affected batches as referenced in the
Appendix.

Reason for the Field Safety Corrective Action

It has been brought to our attention that unjustified air alarms are occurring while using Infusomat®®"s Lines
PUR, especially Cyto-Set® Infusomat™ Lines, in combination with Infusomat® compact™ devices. The
unjustified air alerts might lead to a delay of therapy or in case a start of the therapy is not possible, the
additional handling might harbour the risk of contact to incompatible substances in form of Cytostatic drugs:
The effect can potentially be observed for all batches produced since May 2021,

Up to now, no harm or any other adverse patient outcome, which could be associated to the above described
failure, has been reported to the B. Braun Melsungen AG.

Actions to be taken

We kindly ask you to initiate the following activities immediately and with priority:

e Review this Field Safety Notice in its entirety and ensure that all users of the above mentioned
products in your organization and other concerned persons are informed about this Field Safety
Notice.
If you are a distributor, please forward this correction notification to your customer.

e Confirm receipt of this information by completing the attached confirmation slip and return this to
B. Braun using the contact details provided.

e Please update your pumps to the latest software version 10003A0006 and upload the additional
disposable list with PUR lines (called InfusomatCompactPlus_DisposableList_v1.12.2.upd) by using the
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ServiceTool compact™ (Version 1.3.0). The ServiceTool compactPs is available for trained technicians
in the B. Braun Service Portal.

For checking the current status of your infusion pump, please press the MENU-Key on the pump, select
“Settings...”, enter the service code and open the “System Info" of the device. The following screen will
be displayed in the pump:

Hardware
Software 10003A0006
Drug Library myDrugLib .dl
Next TSC
Ward
Disposable List 1.12.2
If the software version I0003A0006 and disposable list 1.12.2 is displayed, the device has been updated

to the latest software version and the additional disposable list has been uploaded correctly.

After the software update and disposable list upload have been performed, the Infusomat® compact®s
will show the following infusion lines on the pump screen, when the disposable was inserted. Ensure
that the healthcare professionals are trained to select "Inf. plus Line PUR (SafeSet)" lines in case that
Cyto-Sets® or other PUR lines shall be used:

Note: the displayed infusion lines may depend on the customized settings.
e Kindly implement all actions mentioned above, independent from the availability of the referenced
batches on your stock.

Kindly accept our apologies for any inconveniences,




B/ BRAUN

Page 3 to the letter of November 17th, 2021

Appendix - Affected Articles

. 0.2M,
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21G15FBZ01
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21FO1FBZ05
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21F23FBZ02
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21HO2FBZ01
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21HO5FBZ03
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21HO9FBZO1
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21K13FBZ01
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21K30FBZ03
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21104FBZ02
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21E07FBZ01
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21F0O8FBZ01
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21F18FBZ02
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21F24FBZ06
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21G05FBZ02
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21G30FBZ01
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21HO6FBZ02
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21K08FBZ03
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21FO1FBZ01
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21H31FBZ07
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21EQ7FBZ02
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21E21FBZ01
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21F01FBZ02
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21F18FBZ03
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21F24FBZ08
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21F29FBZ05
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21HO6FBZ03
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21H31FBZ08
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21K06FBZ03




Report Form

Field Safety Corrective Action

Medical Devices Vigilance System
(MEDDEV 2.12/1 rev 7)

Version 2.7en
2012-12-03

To which NCA(s) is this report beinent?

Type of report

(e Initial repont

C Follow-up report
(" Final report

Date of this report

2021-11-16

Reference number assigned by the manufacturer
FSCA 2021-11-17

FSCA reference number assigned by NCA

Incidence reference number assigned by NCA

Name of the co-ordinating NCACompetent Authority (if applicable)

Status of submitter

(" Manufacturer
(" Authorised Representative within EEA and Switzerland
(e Others: (identify the role) Distributor

Name

B8.Braun Melsungen AG
Contact Name

Dr. Stephan Krause
Address
Carl-Braun-Strasse 1

Postcode City

34212 Melsungen
Phone Fax

+49 5661-71-1339

E-mail Country
md-vigilance_hc-opm@bbraun.com DE - Germany




Name
Contact Name
Address
Postcode City
Phone Fax
E-mail Country
DE - Germany

National contact point name

Name of the contact person

Address
Postcode City
Phone Fax
E-mail Country
US - USA .




Class

C AIMD Active implants
(" MDD Class I

(" MDD Class lib

(¢ MDD Class lla

(" MDD Class |

(C IVD Annex Il List A

 IVD Annex i List B

(. IVD Devices for self-testing
C VD General

Nomenclature system (preferable GMDN)
GMDN

Nomenclature code
35833

Nomenclature text

Electric infusion pump administration set

Commercial name/ brand name / make
INFUSOMAT®PLUS LINES PUR (see section 8)

Model number

Catalogue number

See section 8

Serial number(s)

Lot/batch number(s)
See Section 8

Device Mfr Date

Expiry date

Notified Body (NB) ID-number
0123

Accessories / associated devices (if applicable)

Software version number (if applicable)




Background information and reason for the FSCA

We, the B. Braun Melsungen AG, havedecided to proactively inform our customers on the occurrence of not justified air alarms
in Infusomat® compactplus devices in combination with Infusomat®plus Lines PUR or especially Cyto-Set® Infusomatplus Lines
in the course of a Field Safety Corrective Action.

The unjustified air alerts might lead to a delay of therapy or in case a start of the therapy is not possible, the additional handllng
might harbour the risk of contact to incompatible substances in form of Cytostatic drugs.

The effect can be potentially be observed for all batches produced since May 2021.

Up to now, no harm or any other adverse patient outcome, which could be associated to the above described failure, has been
reported to the B. Braun Melsungen AG.

Based on the identified risk profile we decided to proactively inform our customers and implement measures in the course of a
Field Safety Corrective Action.

Description and justification of the action (corrective / preventive)

The users are instructed to update the pumps to the latest software version and upload the additonal disposable list with PUR
lines.

Implemention of the software and disposable list reduces the risk for the occurence of a false air alert. After implementation of
the corrective actions the risk is within the acceptable limits.

Advice on actions to be taken by the distributor and the user
Follow the instructions in the FSN

Progress of FSCA , together with reconciliation data (Mandatory for a Final FSCA)

Time schedule for the implementation of the different actions
The FSN will be rolled out in CW46

A CAPA adressing the qualitiy of the PUR tubes has been inititated and is in the status of action implementation.

Attached please find FSN Status
[JField Safety Notice (FSN) in English (" Draft FSN
[:]'FSN in national language (s:Final FSN

[]Others (please specify)




ArtNo. Art.Name Batch
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21E27FBZ02
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21G15FBZ01
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21FO1FBZ05
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21F23FBZ02
8700300 INF.PLUS LINE SAFESET STERIF(X 0.2M, PUR 21H02FBZ01
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21HO5FBZ03
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21H09FBZO1
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21K13FBZ01
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21K30FBZ03
8700300 INF.PLUS LINE SAFESET STERIFIX 0.2M, PUR 21L04FBZ02
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21EQ07FBZ01
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS  21F08FBZ01
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21F18FBZ02
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21F24FBZ06
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21G0O5FBZ02
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21G30FBZ01
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21H06FBZ02
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21K08FBZ03
8700420 CYTO-SET INF. PLUS LINEW.3 NF VALVES AS  21F01FBZ01
8700420 CYTO-SET INF. PLUS LINE W.3 NF VALVES AS 21H31FBZ07
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21E07FBZ02
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS  21E21FBZO1
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21F01FBZ02
8700430 CYTO-SET INF. PLUS LINEW.5 NF VALVES AS  21F18FBZ03
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21F24FBZ08
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21F29FBZ05
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21HO6FBZ03
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS 21H31FBZ08
8700430 CYTO-SET INF. PLUS LINE W.5 NF VALVES AS  21K06FBZ03

Submission of this report does not, in itself, represent a conclusion by the manufacturer and/or authorised
representative or the National Competent Authority that the content of this report is complete or accurate,
that the medical device(s) listed failed in any manner and/or that the medical device(s) caused or
contributed to the alleged death or deterioration in the state of the health of any person.

Signature

1 affirm that the information given above is correct
to the best of my knowledge
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