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URGENT FIELD SAFETY NOTICE — FSN-01-2021
MEDICAL DEVICES — Manufacturer F.M S.p.A.

Type of Action: Stop of product usage

To the kind attention of: Distributors and final users.

This letter contains important information which need your immediate attention.

Dear Customer,

FM. S.p.A. is making a Field Safety Corrective Action to stop with immediate effect the usage of

medical devices manufactured by F.M. S.p.A. for the codes and batches attached to the present
communication.

Description of the problem.

EM. S.p.A. has been informed by Steril Milano, one of its sterilisation suppliers, of a potential risk
linked to a not correct sterilisation for some batches, because, by its own admission, some sterilisation
certificates have been voluntarily and fraudulently falsified at the same sterilisation plant.

They way and the terms within which the supplier has itself denounced the illicit, in spite of ourselves,
did not allow us to avoid catching and identifying any possible sterility problem before market
introduction.

Following to an internal investigation, made on the information learnt from the supplier during the
current month of March, F.M. S.p.A. has stated that the product sterility cannot be guaranteed.

For this reason, we ask you not to use the batches of medical devices that you have on the market and
listed in the attachment A, keeping any sales on hold waiting for further notice.

Clinical impact:

The usage of non sterile medical devices in a clinical environment may lead to an increased risk of
infection which may cause severe damages.

Up to now F.M. S.p.A. has not identified any notice of adverse event or serious damage to patients
which might be linked to this field safety corrective action. If the product has already been used, no
patient follow up activity is needed.
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Recommendation for end users:

1. Immediately stop the usage of medical devices whose batch number is present in the
Attachment A

2, Use products in your warchouse whose batches are not part of the attached list.

Next steps on the customer’s / distributor’s side :

1. Send this field safety notice to every person internally in the organisation that have to become
aware of this FSN.

2. If the product has been distributed, identify those companies and forward them immediately
this notification.

3 Put into Quarantine all pieces of listed batches and complete the Customer reply form that you

find on page 3. Please send it to sterilisationFSN(@efleemme.it as quickly as possible and not
later than 19" April 2021.

F.M. S.p.A. corrective action

FM. S.p.A. is working to collect all needed information to evaluate which batches are really non
sterile and which ones can be used because sterile.

Once the investigation is finished, in case of demonstrated sterility, F.M. S.p.A. will immediately
communicate the possibility to use them. Until that moment, every batch that is part of this
Attachment A cannot be used/distributed.

Contact person
In case of questions related to this letter, please contact:

sterilisationF SN(@effeemme.it

We confirm that agencies and regulatory Authorities have been informed of these actions.

We want to underline that F. M. S.p.A. is committed to safety and health of every user as its first goal.
We are sorry for the inconveniences that this situation may have caused but considering that these are
voluntary fraudulent falsifications made by third parties unrelated to the control of F.M. S.p.A. it was
not possible for us to prevent this problem.

We thank you in advance for the support that you will give us to solve this matter in the most rapid
and efficient way.

Cigliano, 315 March 2021




Customer and reply form

To be read together with the field safety notice FSN-01-2021. Send back the filled and signed form
as quickly as possible and not later that 19th April 2021 to F.M. S.p.A. at the following address:
sterilisationFSN(@effeemme.it

[0 I confirm that the communication has been read, understood and that all recommended actions
have been performed as requested.

Tick on the appropriate box here below.
O We DO NOT have in our possession any medical device listed in Attachment A.
0 We have in our possession the medical devices listed in Attachment A and we confirm that the

following quantities have been quarantined as stated below. (Please note that there can be
delays in the substitution production based on the product availability).

Article Batch number Quarantined quantity

Name of the company:

Dept (if applicable)

Address:

Postal code: City:

Contact person:

Role at the internal of Email address:

The organisation:

telephone number

Signature and stamp Date:
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Annex A

List of products distributed in Switzerland

LIA100AM ASSD33HZ RAMPA 3 VIE C/LLMR conf 16E187
LIB33AM AHPD100W PROLUNGA 1000 mm. CONFEZIONATA 16G104
LIB33AM AHPD100W PROLUNGA 1000 mm. CONFEZIONATA 16G105
LIB34AM AHPD0O20W PROLUNGA PVC MT. 0,20 CONFEZ. 16G106
LIB34AM AHPD020W PROLUNGA PVC MT. 0,20 CONFEZ. 16G107
LIMOSAM APSFMK1J DEFLUSSORE SILIC. CONFEZION. 161070

LGM48NGE ASN2702 AGO 27G LL CONFEZIONATO NODOP 16H080
LIA100AM ASSD33HZ RAMPA 3 VIE C/LLMR conf 16K021
LGM14NGE ASN2502 AGO A FARFALLA 25G LLDEHP-FREE 16K096
LIEO2AM 8110-) BURRETTE 16K099
LC O8NAM ACSDMT1-SV-SIL-NL 2-WAY INFUSION/TRASFUSION SET FOR PUMP 17A110
LIA100AM ASSD33HZ RAMPA 3 VIE C/LLMR conf 17B048
LIMOSAM APSFMK1J DEFLUSSORE SILIC. CONFEZION. 17C082
LIB33AM AHPD100W PROLUNGA 1000 mm. CONFEZIONATA 17C083
LIB46AM AHPDOS0W PROLUNGA PVC CM50 CONFEZION 17C084
LIEO2AM 8110-) BURRETTE 17D026
LIMOSAM APSFMK1J DEFLUSSORE SILIC. CONFEZION. 17D027
LIB75 PL PDF350FC Extension line 350 mm - low pressure 17D154
LIMOSAM APSFMK1J DEFLUSSORE SILIC. CONFEZION. 17D027
LIEO2AM 8110-) BURRETTE 17D157
LIMOSAM APSFMK1J DEFLUSSORE SILIC. CONFEZION. 17D158
LIA101AM ASSD23HZ RAMPA 2 VIE C/LLMR 17G058
LIA101AM ASSD23HZ RAMPA 2 VIE C/LLMR 17G061
LIB75 PL PDF350FC Extension line 350 mm - low pressure 17H025
LIMOSAM APSFMK1J DEFLUSSORE SILIC. CONFEZION. 17H081
LIB33AM AHPD100W PROLUNGA 1000 mm. CONFEZIONATA 17H082
LIB34AM AHPD020W PROLUNGA PVC MT. 0,20 CONFEZ. 17H083
LIB46AM AHPDOS0W PROLUNGA PVC CM50 CONFEZION 17H084
LIEO2AM 8110-) BURRETTE 17H100
LIA100AM ASSD33HZ RAMPA 3 VIE C/LLMR conf 17H101
LIA101AM ASSD23HZ RAMPA 2 VIE C/LLMR 171112

LC 08NAM ACSDMT1-SV-SIL-NL 2-WAY INFUSION/TRASFUSION SET FOR PUMP 171077

LIB75 PL PDF350FC Extension line 350 mm - low pressure 17)082

LIA101AM ASSD23HZ RAMPA 2 VIE C/LLMR 17)033

LIEO2AM 8110-) BURRETTE 17J034

LIMOSAM APSFMK1J DEFLUSSORE SILIC. CONFEZION. 17K016
LGM20NGE ASN1902 AGO A FARFALLA 19G LLDEHP-FREE 17D071
LGM20NGE ASN1902 AGO A FARFALLA 19G LLDEHP-FREE 17H107
LIB69 MBPE2000 ROWEINJECTLINE 171044

LC O8NAM ACSDMT1-SV-SIL-NL 2-WAY INFUSION/TRASFUSION SET FOR PUMP 18A092
LIB33AM AHPD100W PROLUNGA 1000 mm. CONFEZIONATA 18A053
LIB34AM AHPD0O20W PROLUNGA PVC MT. 0,20 CONFEZ. 18A054
LIB46AM AHPDO50W PROLUNGA PVC CM50 CONFEZION 18A055
LID66 ADN 128-FC2 DEFLUSSORE 2 VIE CAMERA LUNGA TUBO 150CM 18A094
LID66 ADN 128-FC2 DEFLUSSORE 2 VIE CAMERA LUNGA TUBO 150CM 18A094
LID67 ADN 124-M60FC2 Infusion set 2-way for gravity/Microdrop 18A095
LID67 ADN 124-M60FC2 Infusion set 2-way for gravity/Microdrop 18A095
LIB75 PL PDF350FC Extension line 350 mm - low pressure 18A096
LGM14NGE ASN2502 AGO A FARFALLA 25G LLDEHP-FREE 188025
LIB80 PT PDF130SLL EXTENSION LINE cm.13 with T 18A093
LIB80 PT PDF130SLL EXTENSION LINE cm.13 with T 18A093
LIB33AM AHPD100W PROLUNGA 1000 mm. CONFEZIONATA 188032
LIB34AM AHPD020W PROLUNGA PVC MT. 0,20 CONFEZ. 188033
LIB46AM AHPDO50W PROLUNGA PVC CM50 CONFEZION 188034
LIA100AM ASSD33HZ RAMPA 3 VIE C/LLMR conf 18D131
LIEO3 ADN 3110M)J Burette infusion set 2-way/Microdrop 180018
LIB75 PL PDF350FC Extension line 350 mm - low pressure 18E025

LIA100AM ASSD33HZ RAMPA 3 VIE C/LLMR conf 18F104

LID66 ADN 128-FC2 DEFLUSSORE 2 VIE CAMERA LUNGA TUBO 150CM 18G035
LIB80 PT PDF130SLL EXTENSION LINE cm.13 with T 18J115

LIB80 PT PDF130SLL EXTENSION LINE cm.13 with T 18L008

LIB75 PL PDF350FC Extension line 350 mm - low pressure 198045
LIB75 PL PDF350FC Extension line 350 mm - low pressure 15C108
LIB75 PL PDF350FC Extension line 350 mm - low pressure 19F044

LIB80 PT PDF130SLL EXTENSION LINE cm.13 with T 19G031
LIB75 PL PDF350FC Extension line 350 mm - low pressure 19G032
LID67 ADN 124-M60FC2 Infusion set 2-way for gravity/Microdrop 20G010
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