U NOVARTIS
2023 5Mox 09 X O
,MN/T231 n/Np1 ,Nn/XON

A'WONY MONSAN NPINY D' MMONXA PINY NMDXY Vala DN ny7n 1IN
Simulect® 20 mg, Powder and solvent for solution for injection or infusion
113-38-29524 mig" 1DON

nYTN, MSNEN NNT NYVINS wnwnn ,Simulect 17712 1'/2NN NX NIX2™NN D"y DX 000211 1NN
J'WONN NDVA PHYND NIKYNN NPAMH DM M0NN MN9NXY winy 1 19182 M8YH L1 D

.31/07/2025 :n2195N XN ,SHDP3 Nn¥xa 111N
XN TN QN2 NV T 5MN NK pnn Npam® D2 wnnwnb wr

.(NLN MIYPNN DT IXI) NNTIN NKXNA DAY NN2AVINK M791XN 1901 Yy D'0121% NN pe

PP AMNNS SR NN 'wOnNn

Simulect is indicated for the prophylaxis of acute organ rejection in de novo renal transplantation
in combination with ciclosporin and corticosteroid based immunosuppression.
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Important Product Information:

Do not use Water for Injection (WFI) ampoules co-packed
with Simulect 10mg and 20mg Lyophilized Product in Vials
product

07 April 2023

Dear Health Care Professionals,

Purpose This communication is to ask you not to use the WFI ampoules co-
packed with Simulect 10mg and 20mg vials, but alternatively use WFI
ampoules (Water For Injections compliant with European Pharmacopoeia,
without any additives) from another source for reconstitution purpose.
Novartis is confident about the quality of Simulect vials (the vials are
fully complying with specifications) and they can be administered
without any associated risk by using an alternative WFI source
(Water For Injections compliant with European Pharmacopoeia,
without any additives).

Problem Description

In course of an ongoing investigation, Novartis identified potential
presence of process related particles in WFI ampoules co-packed with
marketed Simulect product. See Figure 1. The two identified impacted
batches of WF| were co-packed with Simulect 10mg and 20mg vials into
finished product batches distributed by Novartis as identified in the
Attachment. Novartis therefore requests you to not use the WFI
ampoules co-packed with Simulect 10mg and 20mg vials but to use
WFI ampoules (Water for Injections compliant with European
Pharmacopoeia, without any additives) from another source.
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Figure 1: Presentation of impacted WFI ampoule co-packed with Simulect 10mg and 20mg
vials (ampoule pointed with red arrow)

Affected Products - see Attachment

Potential risk associated

Process related particles were identified in WFI for the impacted batches in the course of
ongoing investigation.
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Actions to be taken by Health Care Professionals

1.

Health Care Professionals can continue to safely administer the affected Simulect batches
listed in the Attachment with the prerequisite to exchange the WFI co-packed with the
product with another WFI ampoule from an alternative source that complies with
European Pharmacopoeia requirements for Water for Injections.

Health Care Professionals are requested to provide Novartis with the currently available
quantity of the Simulect batches listed in the Attachment, at your premises.

Health Care Professionals are kindly asked to discard the impacted WFI ampoules co-
packed batches of Simulect (listed in Attachment) at the time of opening the pack, and
send Novartis the confirmation, including the number of discarded ampoules, to assure
reconciliation.

If other facilities or departments within your hospital or clinic use this product, please
forward copy of this information to them.

Please complete the enclosed Customer Reply Form (Attachment) and return it to
Novartis by emailing it into the mailbox, as indicated in the Attachment, within 1
working day. Returning the customer reply form promptly will confirm your receipt
of this notification and prevent you from receiving repeat notices.

Health Authorities have been notified about this letter.

Please kindly report any quality problem or any adverse event associated with this
product as per normal established processes.

We sincerely apologize for any inconvenience this may have caused and thank you for your
continued support.

Sincerely,
Sharma vt oo
Upama i o -

Upama Sharma, Medical Safety Lead

Adel Abdelaziz :
Elmowafy Ola

Ola Adel, Site Quality Head Stein, Switzerland
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CUSTOMER REPLY FORM

09 April 2023
Product Batch Associated lot Quantity Expiration Number of
Number number of WFI 5 | (available Date discarded
ampoules number of ampoules (to be
Simulect filled later)
packs.)

Simulect 20 mg vial

Please complete and sign this form within 1 working day. Email a scanned copy to
Claudia Kopelowicz (claudia.kopelowicz_ohayon@novartis.com) as a confirmation that
you have received this notification. A cover sheet is not required.

Please note that NOVARTIS CANNOT PROCESS UNSIGNED FORMS.

Completed By: Title:

Print Name

Phone Number:

Signature: Date: / /

Your signature above indicates your understanding of the contents of the attached letter and that you

performed the actions outlined and disseminated this information, if applicable.
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