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Gayane Ghazaryan,
Medical Manager/DRS/LPPV for Hoffmann-La Roche Products in Armenia
“4 A” Ltd

Address: 8/3 Sayat Nova District, Yerevan 0060, Armenia

Date: 26 September, 2025

CellCept (Mycophenolate mofetil), new important identified risk- Update to
Contraindications and New Warnings and precautions: Anaphylactic reaction

Dear Healthcare professional,
F.Hoffmann-La Roche Ltd. in agreement with the “Centre of Drug and Medical
Technologies Expertise” SNCO would like to inform you of the following:

Summary

e From post-marketing data, cases of anaphylaxis, anaphylactic reaction,
anaphylactic shock and anaphylactoid reaction for CellCept [Mycophenolate
mofetil-(MMF)] were identified.

e Anaphylactic reaction is a new important identified risk for CellCept (MMF).
Health care professionals need to be aware of the full range of signs and
symptoms of anaphylactic reaction and the appropriate medical treatment.
Discontinue use of MMF permanently if an anaphylactic reaction occurs.
Information on this new risk will be updated in the product information of
CellCept (MMF).

Background on the safety concern

CellCept is indicated in combination with ciclosporin and corticosteroids for the
prophylaxis of acute transplant rejection in patients receiving allogeneic renal, cardiac or
hepatic transplants.

Anaphylaxis, a type | hypersensitivity reaction is an acute, potentially fatal systemic
allergic reaction with varied mechanisms and clinical presentations.

Cases of anaphylaxis, anaphylactic reaction, anaphylactic shock and anaphylactoid
reaction have been reported with CellCept (MMF). The reactions generally occurred
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within a few minutes to a day after dosing. Symptoms included swelling of face, lips,
tongue, or throat, difficulty breathing or swallowing, chest pain, and dizziness. A few
cases were reported with positive rechallenge and / or positive dechallenge. The reporting
rate for anaphylactic reaction observed from CellCept (MMF) post marketing safety data
is 0.98 per 100,000 patient years.

Treating physicians need to be aware of the full range of signs and symptoms of
anaphylactic reaction and the appropriate medical treatment.

CellCept is contraindicated in patients with a history of hypersensitivity, including
anaphylaxis, to mycophenolate mofetil (MMF), mycophenolic acid (MPA) or any
component of the drug product

It is recommended:

e At the first signs or symptoms of an anaphylactic reaction, advise patients to seek
immediate medical attention (signs and symptoms include, but are not limited to,
swelling of face, lips, tongue, or throat; difficulty breathing or swallowing, chest
pain, dizziness, palpitation, rash, hives, itching, and lightheadedness)

e Advise patients to discontinue CellCept(MMF) permanently if the signs and
symptoms of anaphylactic reaction appear.

Roche is working closely with health authorities to update the product label to reflect the
risk of anaphylactic reaction, which will include an update to the Warnings and
Precautions and Contraindications sections.

This DHPC has been disseminated in advance of the company label update to make you
aware of the identified risk and to facilitate prompt management of the risk.

Call for reporting

Healthcare professionals should report any adverse events, which are suspected to be
associated with the use of Cellcept (Mycophenolate mofetil). It is important to report any
Suspicious Adverse Event Report of the product. It will help continuously assess the
risk/benefits.

Healthcare professionals should report any suspicious adverse event reports to the
“Centre of Drug and Medical Technology Expertise” SNCO via following contact
details:

Address: Komitas Ave 49/5, Yerevan 0051, Republic of Armenia

Related to Doc No SOP-0111902
Version: 1.1
Effective Date: 31-]Jan-2020 Page 2 of 3



Docusign Envelope ID: 161C24E7-3901-4321-AE64-B1C8B515DB57

Tel.: (374 60) 830073, (+374 10) 230896

Hot line: (+374 10) 200505; (+374 96) 220505
Emailing: vigilance@pharm.am

Website: www.pharm.am

Company contact point

You may also contact to Gayane Ghazaryan, a LPPV of F.Hoffmann- La Roche products
in Armenia, via following contacts: mob.: +374 91 796688, email:
gayaneh.ghazaryan@gmail.com; or LPPV back up, Nune Karapetyan via following
contacts: mob: +374 91 721153 or email: nune.karapetyan.roche@gmail.com.

You may also direct your reports to Roche Georgia LLC via following contacts: tel.:
+995 322 50 6284; +995 322 50 7284 or email: georgia.safety@roche.com.

For additional information you please use contacts provided above.

Yours sincerely,

Signed by:
Gayane Ghazaryan (—éow_;m é(ww,ayb,m
Local Person for Pharmacovigillance for Hoffatafifiet4*Roche products in Armenia,
“4 A”LTD
DocuSigned by:
Nino Ganugrava Mo Conumgymia

909D67894EES4F9...

Medical Director, Roche Georgia LLC

Signed by:

Elen Kharaishvili HAun Eloaraisioudi

Patient Safety Lead, Roche Georgia LLC \—60748C6766B241E .
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