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Depalept — patient safety information card

The information in this patient safety information card is intended for women who have been
prescribed Depalept and can become pregnant (are of childbearing age). Read this patient safety
information card along with the patient information leaflet included in the medicine’s package,
and if you have any questions, consult a doctor or pharmacist.
+ Keep the patient safety information card. You may need to read it again.
Risks to the fetus
When taken during pregnancy, Depalept may harm the fetus.
If you are a woman of childbearing age, the doctor shall prescribe Depalept for you only if there
is no other medicine that can help you.
Before you receive a prescription for this medicine, the doctor will explain to you what might
happen to your baby if you become pregnant while taking Depalept. If you decide at a later
stage that you would like to become pregnant, do not stop taking your medicine until you have
discussed it with your doctor and you have decided together on a plan to replace this medicine
with a different one, if possible.
It seems that when taken during pregnancy, Depalept poses a higher risk compared to other
anti-epileptic medicines, whether it is taken as a monotherapy or with another anti-epileptic. The
higher the dosage, the higher the risks, but there is a risk with any dosage.
The medicine may cause severe congenital malformations and can impair the child’s
development process as he grows up. Congenital malformations include spina bifida (when the
bones of the spine do not develop correctly); face and skull deformities; heart, kidney, urinary
tract and genitalia deformities; limb malformations. Hearing disorders and hearing impairment
have been reported in children exposed to Depalept in utero.
If you take Depalept during pregnancy, you will be at a higher risk of giving birth to a child with
congenital malformations which require medical attention compared to other women. Since
Depalept has been used for many years, it is known that 11 out of every 100 babies born to
women taking Depalept will suffer from congenital malformations, compared to 2-3 out of every
100 newborn babies in the rest of the population.
It is estimated that 30%-40% of preschool-age children whose mothers took Depalept during
pregnancy may suffer from developmental problems in early childhood. These children may
suffer from a delay in walking and talking, lower intelligence, and language and memory
difficulties.
Autistic spectrum disorders and childhood autism are diagnosed more frequently in children who
were exposed to Depalept, and there is some evidence that children might have an increased
risk of developing symptoms of attention deficit hyperactivity disorder (ADHD).
Before and during treatment with Depalept
* You should make sure to use an effective contraceptive.
Certain types of birth control pills (estrogen-containing birth control pills) may reduce the levels
of Depalept in the blood. Consult the doctor to determine which contraceptive will be the most
suitable for you.
* Tell the doctor immediately if you are pregnant or think that you might be pregnant.
If you become pregnant, your doctor will explain to you the risks to the fetus.
If you are considering trying to become pregnant, do not stop taking Depalept or stop using a
contraceptive until you have consulted with the doctor who prescribed you the medicine. You
should consult with your doctor as much in advance as possible before you become pregnant, in
order to be able to take a few measures that will help your pregnancy go as smoothly as possible
and minimize the risks to you and your fetus as much as possible.
The doctor may have to adjust your dosage of Depalept or replace your treatment with another
medicine before you begin trying to become pregnant. If you become pregnant, you will be
monitored very closely, both to treat your epilepsy/bipolar disorder and to follow the development
of your fetus.
Ask your doctor about taking folic acid while trying to become pregnant. Folic acid may reduce
the risk of early miscarriage, which exists in all pregnancies, as well as the risk for spina bifida.
However, it is unlikely to reduce the risk of congenital malformations associated with Depalept
use.

MHdopmMaLMOHHBbIN NMUCTOK No 6e3onacHOCTM ANA nauMeHTKu- [enanenTt

WHdopmaums, cogepxallascsa B JaHHOM nMcTke no 6esonacHocTw, npeaHasHaveHa ang

XKEHLUMH AeTOpOoAHOro Bo3pacTa, nony4msLUnx peuent Ha Oenanent. [povtuTe AaHHbIN NNCTOK

no 6e30nacHOCTM BMECTE C UHCTPYKLMEN NO MPUMEHEHMNIO, KOTOpas NpunaraeTcs K nekapcrsy.

Ecnu y Bac nmetotca kakne-nnbo Bonpockl, MPOKOHCYNETUPYNTECH C BPa4YOM uUnu hapmauesToM.

* XpaHuTe AaHHbIN NIMCTOK NO 6e3onacHocTu. BoamoxHo, Bam noHagobuTtca npountatb
ero cHoBa.

Puckn ana nnopa

Mpun npueme Bo Bpems bepemeHHOCTM [Jenanent MOXeT HaHeCTW Bpeq Nroay.

Ecnu Bbl — XeHLWwwnHa eTopoaHoro Bo3pacTta, Bpad MoxeT nponucatb Bam [Jenanent Tonbko npu

OTCYTCTBMM ApYyroro noaxoasuwiero ans Bac npenaparta.

Mpexge yem Bbl nonyunTe peuenT Ha AaHHbIM Npenapart, Baw Bpay 06bACHUT Bam, YTO MOXET

nponsonTn ¢ Bawmm mnageHuem, ecnu Bel 3abepemeHeeTte Bo BpeMsi npuéma Jenanenta. Ecnn

Bbl pelunte 3abepemeHeTb nocrne Havyana npuéma [Jenanenta, He nepecTaBanTe NpMHUMaTh

ero, npeaBapuTenbHO He 06CyanB 3TOro CO CBOUM fevallMM BpadoM M He CMaHUpoBaB Nepexos

Ha npvem Apyroro npenapara, €Cnv Takasi BO3MOXHOCTb CyLLEeCTBYET.

Mo-sBmngumomy, npvem fenanenta Bo BpeMsi 6epeMeHHOCTU COnpsix)XeH ¢ 6ornee BbICOKMM PUCKOM

MO CPaBHEHUIO C APYrMMM NieKapcTBaMu OT ANUMENCUn, Kak B criydae npuema B kayectse

MOHOTEepanuu, Tak 1 B Ka4ecTBe JOMOSNTHEHMS K APYroMy fiekapcTBy OT anunencumn. Puck

NpuCyTCTBYET Npun NioboV 4O3NPOBKE U YBENUYMBAETCS NPY NOBbILLEHUM SO3UPOBKN.

lMpenapaT MOXeT BbI3BaThb TSXerble BPOXAEHHbIe AedeKTbl n NoBpeauTb pasButuio pebeHka B

npouecce ero pocra. BpoxaeHHble gedekTbl BKIOYaKOT pacLuenneHne No3BoHOYHUKa - Spina

bifida (abHopmanbHOe pasBuTHe KOCTEN NO3BOHOYHMKA); AedopMaLmmn nuua u Yyepena; nopok

cepaua, Nnoyek, NOpoKnN pa3BUTUS MOYEBbIX NyTEN M NOMOBbLIX OPraHoB; AedeKTbl KOHEYHOCTEN.

HapyLleHus cnyxa n ocnabneHve criyxoBor yHKLUN - MO MMEIOLLMMCH CBEAEHUAM, OTMEeYanoch

y AeTel, NoABepPrimMxcs Bo3gencTauto [lenanenta B nepmog BHYTPUYyTPOOBHOro pasBuTms.

Ecnu Bel 6ygete npuHumats Jenanent Bo Bpems 6epemeHHOCTH, y Bac nosbiwaeTcs puck

(Mo cpaBHEHWIO C APYrMMK XEHLLMHaMKM) poxaeHus pebeHka ¢ BpOxXAeHHbIMK gedekTamu,

Tpebyowmnmmn nedeHmns. Tak kak [lenanent npyuMeHseTca B Te4eHe MHOIMX JeT, U3BECTHO,

YTO Y XEHLUMH, npuHumarwmx Jenanent, 11 n3 100 mnageHueB cTpagatoT BPOXOEHHbIMU

aedekramu, no cpaBHeHuto ¢ 2-3 n3 100 mnageHueB, y OCTanbHOW YacTu HaceneHus.

CuutaeTtcs, uto oT 30% 80 40% AeTen JOLWKONMbHOro BO3pacTa, Ybl MaTepy NpUHUManm

Henanent Bo Bpemsi 6epeMeHHOCTH, MOryT CTpaaaTb OT npobrem pasBuTus B paHHEM BO3pacTe.

OTK geTy MoryT cTpagaTb OT 3a4epXKkn Hadana xogbbbl 1 pa3BuUTUS peyn, yMCTBEHHON

OTCTanocCTn 1 3aTpyAHEHNS MW B Pa3BUTUM A3blka 1 NaMATU.

JeTcknii ayTnam 1 HapyLLeHWs B pamKax ayTUCTUYECKOrO CnekTpa AnarHocTupytoTcs

Yalle y geTen, KoTopble noaseprnuck BosgencTemnio Jenanenta. CywecTByOT HEKOTOpbIE

CBMAETENbCTBA TOrO, YTO 3TW OETN HAXOAATCH B rpynne NoBbILLEHHOIO pMUcka pasBuTus

cMMnTOMOB Aedumumnta BHMMaHus u runeppeaktnsHoct (ADHD).

[o u Bo Bpems neyeHus lenanentom

* Yoeautech, 4to Bbl ncnonb3yeTe achheKTMBHLIN KOHTPaLENTUB.
OnpegeneHHble BUAbl oparnbHbIX MPOTMBO3a4aToYHbIX NpenapaToB (KOHTpauenTyBbl B (hopme
TabneTok, cogepxalume 3CTPOreH) MOryT CHU3UTb KOHUEeHTpauumto lenanenTta B KPOBMW.
CneayeT NPOKOHCYNLTUPOBATLCS C BPa4OM KacaTenbHO Hanbonee noaxogswmx Ans Bac
NpOTMBO3a4aTOYHbIX CPEACTB.

* HemegneHHo coobwuTte Bpayy, ecnu Bbl 6epeMeHHbI Unu gymaeTte, YTO MOXeTe ObITb
6epeMeHHbI.

B cnyyae 6epemeHHocTH, Baw Bpay o6bsacHMT Bam pucku gns nnoga.

Ecnun Bbl cobnpaeTtech 3abepemeHeTb, He NpekpallanTte npuém [lenanenta n He nNpekpallante

NCMNOnb30BaHNe KOHTPaLenTMBOB, He 0b6paTUBLUMCE, NMpeaBapuTENbHO, K Bpady, KOTOPbIN

Bbinucan Bam a1o nekapcteo. Kak MoxHoO 6onee 3abnaroBpeMeHHO NPOKOHCYNETUPYMTECH

C BpayoMm npexge Yyem 3abepemeHeTb, Aabbl NPUHATL pag Mep Ans Toro, 4tobbl Bawwa

GepeMeHHOCTb MpoLUa Kak MOXXHO CMOKOWHee, U NOHN3NTb puckn ana Bac u Bawero nnoga.

Bo3moxHo, npexae yem Bbl nonbiTaeTech 3a4atb pebeHka, Bpady notpedyerca N3sMeHnTb 403y

Henanenta nnn nepesectn Bac Ha nedeHune gpyrum npenapatom. Ecnn Bl 3abepemeHeeTe, Bbl

OygeTe HaxoaUTbCS NOA OYeHb TLAaTeNbHbIM HabNAeHNeM, Kak B Lensx fievyeHns anunencumn/

BMNoNApHOro paccTponcTBa, Tak 1 AN KOHTPONA 3a pa3sutuem Baluero nnoga.

IMpokoHCYNbETMPYMTECH C Balwmm BpayoM OTHOCUTENBHO npuema honmeBon KUCNOThbl BO

BpeMsi MONbITOK 3a4atus. donuesas KUCIoTa MOXET NOHM3UTb PUCK PaHHEro BbiK1AbILLa

(MpucyTCTBYIOLWNIA NPK Kaxkaon 6epeMeHHOCTN) U PUCK pacLUenieHnst NO3BOHOYHMKa (Spina

bifida). BmecTe c TeM, ManoBeposATHO, YTO NPNEM DONNEBON KMCNOTbI MO3BONNT NOHWU3UTBL PUCK

BO3HVKHOBEHMWS BPOXAEHHbIX AeEeKTOB, CBA3aHHbIX C Ucnonb3oBaHveM JenanenTa.
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