Docusign Envelope ID: 8ACO8E36-15B2-8942-8120-6DA5CB17B387

DEFECT!

Upozornéni pro provozovatele souvisejici se zavadou v jakosti léCivého pripravku.

12.06.2026
EVRYSDI, 0,75MG/ML POR PLV SOL 1+AD+5XSTR, SUKL kéd: 0250517

Upozornéni na mozZnost pritomnosti nerozpustnych cizorodych castic v rekonstituovaném roztoku
pFipravku Evrysdi® 0,75 mg/ml prasek pro peroralni roztok

Vazena pani doktorko, vaZzeny pane doktore, vazena pani magistro, vazeny pane magistie, vazeni
zdravotnicti pracovnici,

Spolecnost Roche Registration GmbH, Némecko si Vam ve spolupraci se Statnim Ustavem pro kontrolu léciv
a Evropskou agenturou pro lécivé pripravky dovoluje sdélit nasledujici informace:

Shrnuti problematiky

eV rekonstituovaném roztoku lé&ivého pfipravku Evrysdi® 0,75 mg/ml prasek pro peroralni roztok se
mohou vyskytovat ¢astice. Uvedena situace se tyka Sarzi, jejichz Cisla zacinaji B2033, B2034, B2035,
B2036, B2037, B2038 nebo B2039.

e Drzitel rozhodnuti o registraci Setfenim zjistil, Ze tyto Castice tvofi bily polytetrafluorethylen (PTFE —
teflon). PTFE je chemicky inertni, netoxicky material, u kterého se ocekava, Ze projde travicim
traktem nezménén, bez systémové absorpce. Na zakladé identifikace ¢astic PTFE o velikosti 0,3 mm
az 2,7 mm je klinické riziko pro populaci pacientli povazovano za nizké, protoze pfitomnost téchto
malych ¢astic nepredstavuje specifické ani zvySené riziko pro pacienty se spindlni svalovou atrofii
(SMA) ve srovnani s obecnym rizikem spojenym s podavanim tekutin nebo stravy.

e 74adna z reklamaci obdrzenych v této souvislosti nebyla spojena s nezadoucimi Gginky.

Ndapravna a preventivni opatreni
V rdmci bezpecnostniho opatfeni Iékarnici:

* maji zkontrolovat podle kroku 5 Ndvodu k rekonstituci, zda je roztok v lahvi¢ce ¢iry nebo zda
obsahuje viditelné nerozpustné cizorodé ¢astice po rekonstituci roztoku

e jantarové hnéda sklenéna lahvicka a Cirost rekonstituovaného roztoku pfipravku umoznuji detekci
relevantnich bilych PTFE ¢astic pfi béZném svétle pouhym okem

e nemaji vyddvat pripravek Evrysdi 0,75 mg/ml prasek pro peroraini roztok, jestlize jsou v lahvi¢ce po
dvojim protrepavani rekonstituovaného roztoku vzdy po dobu 15 sekund podle Ndvodu
k rekonstituci zjistény viditelné cizorodé castice

e maji vyménit dotceny lécivy pripravek ihned za novou nedotcenou lahvicku, aby nedoslo
k preruseni l1éCby

e reklamace pfipravku mohou hlasit nepfetrzité 24/7 na
prague.affiliate product gquality@roche.com.

Hlaseni neZzadoucich Gcinka

Jakékoli podezieni na zavainy nebo neocekavany nezadouci Ucinek a jiné skute¢nosti zavazné pro zdravi
|éCenych osob musi byt hlaseno Statnimu Ustavu pro kontrolu léciv.

Zadame lékarniky, aby hlasili jakakoli podezfeni na nezadouci Gcinky prostiednictvim webového formulare
sukl.gov.cz/nezadouciucinky ptipadné pomoci tisténého formulare na adresu: Statni Ustav pro kontrolu léciv
Srobérova 49/48, 100 00, Praha 10, nebo e-mail: farmakovigilance@sukl.gov.cz.
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Tato informace muZe byt také hlasena spolecnosti Roche na czech republic.pa susar@roche.com
nebo +420 602 298 181.

Kontaktni udaje drzitele rozhodnuti o registraci

V pfipadé jakychkoliv dotazll tykajicich se uZivani lé¢ivého pfipravku Evrysdi nas prosim kontaktujte na:
Roche s.r.o., Sokolovska 685/136f, 186 00 Praha 8; tel.. +420 220 382 111 nebo na emalil
prague.affiliate product quality@roche.com.

Signed by:

(lona Sadillovs

88AB181B,DAB44A2,...
llona Sadilkova

Head of Safety, Regulatory and Quality

UST-44 verze 1/Pfiloha 1/str. 2z 2


mailto:czech_republic.pa_susar@roche.com
mailto:prague.affiliate_product_quality@roche.com

Certifikat dokonceni
ID obélky: BACO8E36-15B2-8942-8120-6DA5CB17B387
Predmét: Complete with Docusign: UST-44_informacni dopis Evrysdi_na podpis.pdf

Obélka zdroje:
Stranky dokumentu: 2 Podpisy: 1

Stranky certifikatu: 4 Inicialy: O
AutoNav: Povoleno
Razitkovani ID obalky: Povoleno

Casové pasmo: (UTC+01:00) Amsterdam, Berlin, Bern, Rome, Stockholm, Vienna

Sledovani zaznamu

Stav: Original Majitel: Markéta Pokorna

01.06.2026 9:40:42 marketa.pokorna@roche.com
Udalosti podepisujici osoby Podpis
llona Sadilkova Signed by:
ilona.sadilkova@roche.com (lona Sabotlu_o\ké

. . ., . e e .. , 88AB181BD4BA4A2
Uroven zabezpeceni: E-mail, Ovéfeni Uctu (zadné)

PFijeti podpisu: Pfedem vybrany styl

Pomoci adresy IP: 81.201.50.53

Informace o elektronickém zaznamu a podpisu:
Pfijato: 01.06.2026 11:40:16
ID: 74a84bb9-ebe7-47e3-b78e-dd162dbb5a0f
Nazev spolecnosti: F. Hoffmann-La Roche Ltd

Udalosti podepisujici osoby s osobni Podpis
UCasti

Udalosti doruceni editora Stav
Udalosti doru¢eni agenta Stav
Udalosti doruceni zprostredkovatele Stav
Udalosti certifikovaného doruceni Stav
Udalosti kopie Stav
Udalosti svédka Podpis
Udalosti notare Podpis
Udalosti souhrnu obalky Stav
Obalka odeslana S algoritmem hash/Sifrovano

Certifikovano a doru¢eno Zabezpeceni zkontrolovano

Podepisovani dokon&eno Zabezpeceni zkontrolovano

Dokoncéeno Zabezpeceni zkontrolovano

Platebni udalosti Stav

D docusign

Stav: Dokonc¢eno

Puvodce obalky:

Markéta Pokorna
Grenzachstrasse 124

Basel, Basel-Stadt 4070
marketa.pokorna@roche.com
Adresa IP: 194.120.84.9

Lokace: DocuSign

Casova znamka

Odeslano: 01.06.2026 9:41:35
Zobrazeno: 01.06.2026 11:40:16
Podepséano: 01.06.2026 11:40:29

Casova znamka

Casova znamka
Casova znamka
Casova znamka
Casova znamka

Casova znamka

Casova znamka
Casova znamka

Casové znamky
01.06.2026 9:41:35

01.06.2026 11:40:16
01.06.2026 11:40:29
01.06.2026 11:40:29

Casové znamky



Informace o elektronickém zaznamu a podpisu



Datum vytvoreni elektronického zaznamu a zvefejnéni podpisu: 09.02.2021 17:05:04
Strany se dohodly na: llona Sadilkova

Guidelines for the use of the DocuSign electronic signing system
within F. Hoffmann-La Roche and companies of the Roche Group

LEGAL DISCLOSURE

By placing my electronic signature on this document, | expressly consent to use and rely on Electronic and Digital
Signatures and | understand my signature will have the same binding effect as if | was providing a handwritten
signature.

I also confirm the email address that | am using as a valid one to be notified and identified electronically, for
example through the DocuSign System, and/or to identify me as the signer of the document. | should inform Roche
in the case that the email address changes.

CONSUMER DISCLOSURE

From time to time, F. Hoffmann-La Roche and companies of the Roche Group (hereinafter referred to as we, us or
Company) may be required by law to provide to you certain written notices or disclosures. Described below are the
terms and conditions for providing to you such notices and disclosures electronically through the DocuSign, Inc.
(DocusSign) electronic signing system. Please read the information below carefully and thoroughly, and if you can
access this information electronically to your satisfaction and agree to these terms and conditions, please confirm
your consent by clicking the ‘I agree’ button at the bottom of this document.

Consequences of changing your mind

To indicate to us that you are changing your mind, you must withdraw your consent using the DocuSign ‘Withdraw
Consent’ form on the signing page of a DocuSign envelope instead of signing it. This will indicate to us that you
have withdrawn your consent to receive required notices and disclosures electronically from us and you will no
longer be able to use the DocuSign system to receive required notices and consents electronically from us or to sign
electronically documents from us.

All notices and disclosures will be sent to you electronically

Unless you tell us otherwise in accordance with the procedures described herein, we will provide electronically to
you through the DocuSign system all required notices, disclosures, authorizations, acknowledgements, and other
documents that are required to be provided or made available to you during the course of our relationship with you.
To reduce the chance of you inadvertently not receiving any notice or disclosure, we prefer to provide all of the
required notices and disclosures to you by the same method and to the same address that you have given us. If you
do not agree with this process, please let us know as described below. Please also see the paragraph immediately
above that describes the consequences of your electing not to receive delivery of the notices and disclosures
electronically from us.

How to contact us

You may contact us to let us know of your changes as to how we may contact you electronically, to request certain
information from us and to withdraw your prior consent to receive notices and disclosures electronically. To do so
contact the sender of the envelope.

To advise us of your new email address



To let us know of a change in your email address where we should send notices and disclosures electronically to
you, you must send an email message to the sender of the envelope and in the body of such request you must state:
your previous email address, your new email address. We do not require any other information from you to change
your email address. In addition, you must notify DocuSign, Inc. to arrange for your new email address to be
reflected in your DocuSign account by following the process for changing email in the DocuSign system.

To withdraw your consent

To inform us that you no longer want to receive future notices and disclosures in electronic format you may decline
to sign a document from within your DocuSign session, and on the subsequent page, select the check-box indicating
you wish to withdraw your consent.

Acknowledging your access and consent to receive materials electronically

To confirm to us that you can access this information electronically, which will be similar to other electronic notices
and disclosures that we will provide to you, please verify that you were able to read this electronic disclosure and
that you also were able to print on paper or electronically save this page for your future reference and access or that
you were able to email this disclosure and consent to an address where you will be able to print on paper or save it
for your future reference and access. Further, if you consent to receiving notices and disclosures exclusively in
electronic format on the terms and conditions described above, please let us know by clicking the ‘I agree’ button
below.

By checking the ‘I agree’ box, I confirm that:

° I can access and read this Electronic CONSENT TO ELECTRONIC RECEIPT OF ELECTRONIC
CONSUMER DISCLOSURES document; and

e | can print on paper the disclosure or save or send the disclosure to a place where | can print it, for future
reference and access; and

e  Until or unless I notify the account owner as described above, | consent to receive from exclusively
through electronic means all notices, disclosures, authorizations, acknowledgements, and other documents
that are required to be provided or made available to me by the account owner during the course of my
relationship with you.

e | acknowledge the information included in the DocuSign Privacy Policy
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