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PRALUENT 75 MG ; PRALUENT 150 MG, solution for S.C. injection.
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Praluent is indicated in adults with primary hypercholesterolaemia (heterozygous familial and
non-familial) or

mixed dyslipidaemia, as an adjunct to diet:

- in combination with a statin or statin with other lipid lowering therapies in patients unable to
reach LDL-C

goals with the maximum tolerated dose of a statin or,

- alone or in combination with other lipid-lowering therapies in patients who are statin-intolerant,
or for whom a

statin is contraindicated.

The effect of Praluent on cardiovascular morbidity and mortality has not yet been determined.

:D'115ya 0MpP YN 01DV 1PY] DN 0'9WoN "NN P11 1PN 0'uon

1oAY Nhva

N95NNA vIin'wn 19Y .2

N9NN2 YIN'YY7 NIYann NITAIM NNATX

7R 7710 /X190 (2xn 7Y DINIZRI9] YIN'WN N7'NN 1197 NINKD IX NN ,X9NN DY NNIY

NIAN7R NN IWNINN D'NY97 .T'A XDN'7 1191 VIRITRID NNRY 7090 ,NIINN N'A7X NAIAN 17 NNNS5NN DX
nummular (w70 IX [Nan ,D'NOWN,D19N 7W NINDINN IX ,NN'WI "YUR) ,NNTRIIX 771D 2N NIwa nd nnimn
hypersensitivity ) an' niwrnan yjpd v 0T "7 N7 T, NIFNIDY?W DY DMY97 1Y 7V DMiInTR DNNd- eczema
2IYN 7V NI7120 NITIRY I N9 DY L,71W9W 1nD D'MIVON'0 DY N NIY2AT NN 7w NTNiMm NIy - (vasculitis

A4 q'wo NXY LVIRIZTRID N7'V1 A2 NNP7 NITIPYY NIFANYIR NN Y YyTNY

¥ |07 "190N2 T2 LIRITRIOY [II'D ,TAD IX N'7D N7NAN 7210 NNX DX 17U XDNT7 190 N9NNA WIN'WN 197
.NMINN 71> N7nn 0y 0'7910N2 2721 X721 NMN NI N7nn oy 079100

42504 nnT N1 ,8090 1.1 2719 ax9 ,10 [1IXa 12 "N 7RW 0'VAIIX 'O1IRO
09-8851444 :oppo 09-8633700 :"70



Y

SANOFI

~1'7 niyoin 4

:WIT X7 DINDY

INWIT X7 NNINDWY IR ,0IRI9 72U 1IRI'Y N'NN TN INNT NIXAN 'KI7D NIYDIN
oW NnT nnNn ¢

(NMTRIMIR ) [IW7D IR [N2aN ,0"'N9WN,0R9N 7W NINDINN IX ,NN'W] "YU *

INDIY NYya

4.4 Special warnings and precautions for use

Allergic reactions
General allergic reactions, including pruritus, as well as rare and sometimes serious allergic reactions such

as hypersensitivity, nummular eczema, urticaria, and hypersensitivity vasculitis have been reported in
clinical studies. Angioedema has been reported in the postmarketing setting (see section 4.8). If signs or
symptoms of serious allergic reactions occur, treatment with Praluent must be discontinued and appropriate
symptomatic treatment initiated (see section 4.3).

4.8 Undesirable effects
Table 1 — Adverse Reactions reported in patients treated with alirocumab in controlled studies and
post-marketing use

System organ class Common Rare Not Known
Skin and subcutaneous | Pruritus Urticaria, Angioedema
tissue disorders eczema nummular

LDL-C values <25 mg/dL (<0.65 mmol/L)

In all clinical studies background lipid lowering therapies could not be adjusted by trial design. The
percentage of patients who reached LDL-C values <25 mg/dL (<0.65 mmol/L) depended both on the
baseline LDL-C and the dose of alirocumab.

Although adverse consequences of very low LDL-C were not identified in alirocumab trials, the long-term
effects of very low levels of LDL-C are unknown. In published genetic studies as well as clinical and
observational trials with lipid lowering therapies an increased risk of new onset of diabetes has been
associated with lower levels of LDL-C.

Immunogenicity/Anti-drug-antibodies (ADA)

42504 nnT N1 ,8090 1.1 2719 ax9 ,10 [1IXa 12 "N 7RW 0'VAIIX 'O1IRO
09-8851444 :oppo 09-8633700 :"70




&
Ny

SANOFI

In the ODYSSEY OUTCOMES trial, 5.5% of patients treated with alirocumab 75 mg and/or 150 mg every
2 weeks (@2W) had anti-drug antibodies (ADA) detected after initiating treatment compared with 1.6% of
patients treated with placebo, most of these were transient responses . Persistent ADA responses were
observed in 0.7% of patients treated with alirocumab and 0.4% of patients treated with placebo.
Neutralising

antibody (NAb) responses were observed in 0.5% of patients treated with alirocumab and in <0.1% of
patients treated with placebo.

meaningfullimpactonthe efficacy, or safety of alirocumab, except for a higher rate of injection site
reactions in patients with treatment emergent ADA compared to patients who were ADA negative (7.5% vs

The long-term consequences of continuing alirocumab treatment in the presence of ADA are unknown.
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