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Each single-dose vial contains 200 units of taliglucerase alfa

JNAWNINR TINNT

ELELYSO (taliglucerase alfa) for injection is a hydrolytic lysosomal glucocerebroside-
specific enzyme indicated for long-term enzyme replacement therapy (ERT) for adults and
pediatric patients above 2 years with a confirmed diagnosis of Type 1 Gaucher disease.
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WARNING: HYPERSENSITIVITY REACTIONS INCLUDING ANAPHYLAXIS

e Anaphylaxis has occurred during the early course of enzyme replacement therapy and after
extended duration of therapy.

e Initiate ELELYSO in a healthcare setting with appropriate medical monitoring and support
measures, including access to cardiopulmonary resuscitation equipment.

o If a severe hypersensitivity reaction (e.g., anaphylaxis) occurs, discontinue ELELYSO and
immediately initiate appropriate medical treatment, including use of epinephrine (5.1).

S  WARNINGS AND PRECAUTIONS
5.1 Hypersensitivity Reactions Including Anaphylaxis
Life-threatening hypersensitivity reactions, anaphylaxis, have occurred in some ELELYSO
treated patients . In clinical trials, (patients were not routinely pretreated with antihistamines
and/or corticosteroids prior to ELELYSO infusions during the clinical trials):
e 20f 72 (3%) ELELYSO-treated patients experienced signs and symptoms consistent
with anaphylaxis. including urticaria, hypotension, flushing, wheezing, chest

tightness, nausea, vomiting, and dizziness. These reactions occurred during
ELELYSO infusion.




e 21 0f 72 (29%) ELELYSO-treated patients experienced hypersensitivity reactions,
including the 2 ELELYSO-treated patients who experienced signs and symptoms
consistent with anaphylaxis. Signs and symptoms of these hypersensitivity reactions
included pruritus, angioedema, flushing, erythema, rash, nausea, vomiting, cough,
chest tightness, and throat irritation. These reactions occurred during ELELYSO
infusion and up to 3 hours after the start of infusion [see Adverse Reactions (6.1)].

Administration of ELELYSO should be supervised by a healthcare provider knowledgeable
in the management of hypersensitivity reactions including anaphylaxis. Anaphylaxis has
occurred during the early course of enzyme replacement therapy and after extended duration
of therapy. Initiate ELELYSO in a healthcare setting with appropriate medical monitoring
and support measures, including access to cardiopulmonary resuscitation equipment. Observe
patients closely for 3 hours after the start of each infusion.

:(21n¥a nanion) PXY 1A NnintvaN ATV 7Y

X117 niyoin 4

NIYOIN NN'YY KIPN7 702N I8 .0'wnnwnnn 2702 'RI7 DIYsIN? nonae 217y 17782 win'yn ,ndnNn 751 mnd
NN NNX QXN 720N K7W DN CRIFN

D''Nn NIDON NI'A%? A71D'Y 0'02'7'91X 7715 AN NIYIAN NIAIAN

7¢ D1'NONI D'IN'O .IT77RA 17910 TWNX D'7910NNN 2702 NY'OIN ,0'02'7'9IN 771D ,NNINN AN NIYIAN NAIAN
.NINTNOI RPN ,N'7'NA ,NTNA YN'7 ,0'9IXDY ,N7Nnon ,0T YN'? NN L(NNR'01IN ,N7IN) NTO10 (07710 0'017'7'91X
219'0 72771 719'0N DX T '09N7 W 0'01'7'9IX WNNNN DX LIT'77R DY 'N'YN 17002 1Y'91N 7K NN
.D'RNN 'RID



	רופא/ה, רוקח/ת נכבד/ה,
	5 WARNINGS AND PRECAUTIONS


