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A moderate there-are-no-ertimited-amount of data frem on the-use-ef Dimethyl-fumarate-in
pregnant women are available (between 300-1,000 pregnancy outcomes), based on a pregnancy
registry and post- marketing spontaneous reports. In the dimethyl fumarate pregnancy registry,
289 prospectively collected pregnancy outcomes were documented in patients with MS who
were exposed to dimethyl fumarate. The median duration of exposure to dimethyl fumarate was
4.6 gestational weeks with limited exposure after the sixth gestational week (44 pregnancy
outcomes). Exposure to dimethyl fumarate during such early pregnancy indicates no
malformative or foeto/neonatal toxicity compared to the general population. The risk of longer
dimethyl fumarate exposure or exposure in later stages of pregnancy is not known.

Ammal studies have shown reproductlve tox1c1ty (see sectlon 5. 3) Dme%hy—l—f&mamfée—}s—ne{

eemlﬁaeep{-teﬁ—(-see—see&eﬂ%)— As a precautlonary measure, 1t is preferable to aV01d the use of

Dimethyl Fumarate during pregnancy. Dimethyl fumarate should be used during pregnancy only
if clearly needed and if the potential benefit justifies the potential risk to the foetus.

[...]

4.8 Undesirable effects

Summary of the safety profile

The most common adverse reactions (inetdence>10%)forpatientstreated-with-Dimethyl
Fumarate-were are flushing (35%) and gastrointestinal events (i.e. diarrhoea (14%), nausea

(12%), abdominal pain (10%), abdominal pain upper (10%)). Flushing and gastrointestinal events
tend to begin early in the course of treatment (primarily during the first month) and in patients
who experience flushing and gastrointestinal events, these events may continue to occur
intermittently throughout treatment with Dimethyl fumarate. The most commonly reported
adverse reactions leading to treatment discontinuation (ineidenee>1%)-in-patients-treated-with
diethyl-fumarate-were are flushing (3%) and gastrointestinal events (4%).

[...]
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Tabulated summery list of adverse reactions

Adverse reactions;whiekh : : : ara
pattents arising from cllnlcal studies, post authorrzatron and spontaneous reports are presented in
the table below ; ; ; :

Hepatobiliary disorders Aspartate aminotransferase increased Common
Alanine aminotransferase increased Common
Drug-induced liver injury Notknown-Rare

Herpes zoster infections

Herpes zoster infections have been reported with Dimethyl fumarate. In the long-term extension
study, in which 1736 MS patients are were treated with-dimethyl-fumarate , approximately 5%
experienced one or more events of herpes zoster, of which 42% were mild, 55% were moderate,
and 3% were severe. The time to onset from first Tecfidera dose ranged from approximately 3
months to 10 years. Four patients experienced serious events, all of which resolved the-majority
ofwhich-were-mild-to-mederate-inseverity. Most subjects, including those who experienced a
serious herpes zoster infection, had lymphocyte counts above the lower limit of normal. In a
majority of patients with concurrent lymphocyte counts below the LLN, lymphopenia was rated
moderate or severe. In the post-marketing setting, most cases of herpes zoster infection were non-
serious and resolved with treatment. Limited data is-avatable-enrALE are available on absolute
lymphocyte count (ALC) in patients with herpes zoster infection in the post-marketing setting.
However, when reported, most patients experienced moderate (>0.5x10°<0-8x10°%L to
<0.8x10°0:5%+0%/L) or severe (<0.5x10°/L to 0.2x10°/L) lymphopenia (see section 4.4).

[...]

n"ya 7xwr yao
www.tevapharm.com 03-6864944 ojo , 03-6864645 :70 60850 pniw , 975 7.1 ,|"nn n'wyn 7axo 1 mIxnn 2N



http://www.tevapharm.com/

19785 OV
[...]
D9NNA ViIn'y 197 .2

[...]
fingolimod{ho-A¥iS1- RYABI-HOWT-RIDER NIDINN 771D ,9120 7 [10'NN NDYN 72y NIY'DYNA NISNN *

.NXI191 NYILA 719'07 NIDOI NISINN IX,[I0'N NDIWN 'ROTN ,N'OININD {mitoxantrone-inrituximab)
"
DX Y20 0NID 7'NN'T 210'7 'R .[1M'NN 17002 NNP71 DX 121IYN 7V 1T N9NN NYOWN a7 YT 7'aon |'K
.N91NN DY )2 7V NNNIY OX X7X |IN'D2 DX

nmn

JEHM NONN AFEHATR-ASHARWARWAHN .OX 270 JIN7 121y (01NI9 7'Nn'T) 7'won JNnIiNn DX VIT' K7
N72VINN DX 7YY MNR Y20 0MID 7'NN'T 21017 7'0907 IX 7207 2'0907 DXN 17 YY" B92ARY?
Q11w 7219'00 YW NNYORN NYYINN 710 711" NY7 D7INn 7Y NNWONRN

[.]

:0'wnnwun 1000 mn 1 Ty -2 NIY'smy NIYSIN — NN 'RI7 NIYSIN
(a2 oy 1n'a AST Ik ALT) D72 7250 '"A'TIX NINNA N*7v1 TAdd Np7T

:(nun,‘n DAV | NINDYY NIYOIN ) NVIT' NI'X [NINDYY X7 NIYSIN

ey T AST- AL - TR A AN IR BT AT

[loNX 'XAN
.25°C-7 nnnn N9NNn DX [ONXRY7 W'

YDA RO AN- YORAA R RN NI IR AR RO AN B 90-TY-ADRR- WRRYRT R

AN ER

MRS 7R PR BINUBKRT NNRIW MIDINT WNBI @0TDY hwr anIveyn
¥av Nany 701 "'y o7 Y9apY I https://israeldrugs.health.gov.il

n"ya 7xwr yao
www.tevapharm.com 03-6864944 ojo , 03-6864645 :70 60850 pniw , 975 7.1 ,|"nn n'wyn 7axo 1 mIxnn 2N


http://www.tevapharm.com/
https://israeldrugs.health.gov.il/

	4.8 Undesirable effects
	היריון
	הנקה


