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Patient’s name:

Date CERDELGA first prescribed:

Name of medical center:

Treating doctor’s name:

Treating doctor’s phone number:
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Haasanme MeanLMHCKoro LeHTpa:

/ms nevalyero Bpava:

Homep Tenedhora nevaluero spava:

CERD CAPS AC SH 120317

The format of this card and its content
was checked and approved by the Ministry of Health
in April 2017

Cerdelga

PATIENT INFORMATION CARD -
eliglustat

Please carry this card with you at all times and show
it to any healthcare professional in order to inform
them about your treatment with CERDELGA

The CERDELGA preparation interacts with some

medicines and preparations and therefore,

« Do not start any new prescription medicine, over-
the-counter medicine, and herbal products without
telling your doctor or pharmacist.

* Do not consume products containing grapefruit,
which may affect blood levels of the medicine.

« For complete information about the medicine, refer
to the patient information leaflet.

Dopmat JaHHOi KapTOuKM 1 ee CoAepXKaHu1e
MpOBEPEHbI 1 YTBEPXAEHbI MUHUCTEPCTBOM 3apaBooxpaHeHns
B Anpene 2017 roga

WHOOPMALNOHHHASA KAPTOYKA

N NALUUEHTA Cepnen ra
Kancymbl
anurnycTar

MoxanyiicTa, BCeraa AEpXKUTE 3Ty KapTouky npu ce6e u

NpeAbSBNANTE €€ BCEM MPEACTABUTENAM MEANULMHCKOrO

NepCoHana, YTobl MHAOPMMPOBAT UX O fleHeHUM Mpenaparom

CEPLENTA.

Y npenapata CEP[IEJITA umeeTcs MmexnekapcTBeHHOE
B3aMMO/JEMCTBME C HEKOTOPLIMI MpenapaTamy 1 ekapCTBEHHbIMM
CPE/CTBAMM 1 MO3TOMY,

* He HauuHaiiTe neveHne HOBbIM MpenapaTomM, OTNYCKaeMbIM
no pewenTy, npenapaTom, oTnyckaembiM 6e3 peuenta, u
NIeKapCTBEHHbIMM PACTEHMSMM, He CO06LLMB 06 3TOM Baluemy
Bpaqy v (hapmavesTy.

* He ynotpe6nsitTe npoayKTbl, coepskalLive rpeiincpyT, KoTopble
MOryT NOBAMSTb HA YPOBEHb Npenapara B kposy.

* [Ins nonyyeHms MoNHoit MHopMaLi 0 npenapate npoynTaiite

VHCTPYKLMIO AN MaLMeHTa.
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Cerdelga

capsules
eliglustat

CERDELGA is indicated for the long-term treatment of
adult patients with Gaucher disease type 1. For additional
information, refer to the physician information leaflet.
CERDELGA is metabolized mainly by CYP2D6, and
to a lesser extent by CYP3A. Therefore, for patient
that are CYP2D6 Extensive Metabolisers (EM) or
Intermediate Metabolisers (IM):

» CERDELGA must not be used in combination with a
strong or moderate CYP2D6 inhibitor concomitantly
with a strong or moderate CYP3A inhibitor

* CERDELGA is not recommended to be used in
combination with a strong CYP3A inducer

* CERDELGA should be used with caution in
combination with:

- a moderate CYP2D6 inhibitor

- a strong or moderate CYP3A inhibitor

- a P-gp or CYP2D6 substrate

(lower doses of such drugs may be required)

Ceppenra

kancybl
anurnycTat

Mpenapat CEPAEJITA npepHasHaueH Ans AAMTENbHOTO
NIeYeHNs B3POCIbIX NaLUMEHTOB C 6one3Hblo lowe | Tuna. Jing
JOMOTHATENLHON MHEOPMALI TIDOUTAVTE MHCTOYKLMIO L1 BDAYA.
CEPAENTA meTabonusupyetcs B OCHOBHOM Yepe3 CYP2D6
1 B MeHbluei cTenenn yepe3 CYP3A v takum obpasom, ans
nauveHToB koTopble CYP2D6 Extensive Metaboliser (EM) unu
Intermediate Metaboliser (IM):

* He npumensiite npenapat CEPJEJITA B coueTaHmm ¢ cutbHbIM
UM yMepeHHbIM uHrnéutopom CYP2D6 ojHOBpeMeHHO ¢
CHITbHBIM U yMepeHHbIM MHrnéutopom CYP3A

* He pekomenpyetca npumenate npenapat CEPJEJITA 8
COYETaHU ¢ cunbHbIM akTuBaTopoM (inducer) CYP3A

* OcTopoxHo npumensiATe npenapat CEPJEJITA B coyeTaHmm c:

- yMepeHHbIM UHruéutopom CYP2D6

- CUNMbHbIM MM yMepeHHbIM MHrinoutopoM CYP3A

- npenapatamu, Ha koTopble BausioT P-gp unn CYP2D6

(BO3MOXHO, NOHAAOBMTCS YMEHbLINTL [O3MPOBKY 3TUX

npenaparos)
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* The CERDELGA dose should be reduced when treating
concomitantly with a strong CYP2D6 inhibitor (according
to the dosage section in physician information leaflet)

(For)patients that are CYP2D6 Poor Metabolisers

PM):

* CERDELGA must not be used in combination with a
strong CYP3A inhibitor

e CERDELGA is not recommended to be used in
combination with a moderate CYP3A inhibitor

¢ CERDELGA should be used with caution in
combination with:

- a weak CYP3A inhibitor
- a P-gp or CYP2D6 substrate
(lower doses of such drugs may be required)

Side effects can be reported to Sanofi by email:
PV.Israel@sanofi.com. Likewise, Side effects can be
reported to the Ministry of Health via the online Side
effects report form available at the homepage of
the Ministry of Health www.health.gov.il or via the
following link:
https://forms.gov.il/globaldata/getsequence/getsequence.
aspx?formType=AdverskffectMedic@moh.gov.il

* HyxHo noHu3nTb fo3unposky npenapata CEPJEJITA, npu
NeYeHNn B CO4ETaHNM C CinbHbIM MHrbutopom CYP2D6
(cornacHo naparpadby 0 A03VPOBKE B MHCTPYKUMM ANnsi Bpaya)

[ns naunenToB koTopble CYP2D6 Poor Metaboliser:

* He npumensiite npenapat CEPJIENTA B coueTaHWy ¢ CHnbHbIMM
nHrnéutopamu CYP3A

* He pexomenayetcs npumenste npenapar CEPZEJITA B
COHETaHMM C yMePEHHbIM UHrubuTopom CYP3A

* OcTopoxHo npumensiiTe npenapat CEPAIENTA B coueTanmm c:
- cnabbim nHrnonTopom CYP3A
- npenapatami, Ha koTopble BausioT P-gp unu CYP2D6
(BO3MOXKHO, MOHAZOOMTCS YMEHBLUMTL O3MPOBKY AAHHBIX
npenaparos)

O no60YHbIX SBNEHMSIX MOXKHO COOBLUMTL B KoMMaHuio CaHodm
no e-meiiny PV.Israel@sanofi.com. Takxe 0 N0604HbIX SBNEHNSX
MOXHO €006WMTh B MUHUCTEPCTBO 3ApaBOOXpaHEHHs C
NOMOLLBIO OHMaitH (HOPMbI, NPeJHa3HAYeHHON ANs 0T4HeTa O
NOBOYHBIX SBNEHNSIX, HAXOASLLENCS HA AOMALLHEN CTpaHule
caitta MunmcTepctsa 3apasooxpaHenms www.health.gov.il nn
nepeias no cebike:

https:/forms.gov.il/globaldata/getsequence/getsequence.aspx?
formType=AdversEffectMedic@moh.gov.il
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