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WHOOPMALIMOHHAA KAPTOYKA O BE3OMACHOCTU
NS NAUMEHTKW - lenanent XpoHo

ViHchopmauwms, coaepxxallascs B JaHHOM KapTouke,
npefHa3HayYeHa nauneHTkam, KoTOpbIM MponucaH
[enanent XpoHo, 1 KOTOpble MOryT 3abepeMeHeTh
(HaxopsTCS B IETOPOAHOM BO3pACTe).

[pounTaiiTe 3Ty KAapTOUKY BMECTE C MHCTPYKLMEN NO
MPUMEHEHWIO, MPURaraeMoii K ynakoBke npenapata, 1
ecnn y Bac ecTb kakue-nm60 BOMPOCHI, NOrOBOPUTE C
Batwmm Bpayom nnm chapMaLesTom.

» CoxpaHute 3Ty KapTouKy. BosmoxHo, Bam
noHapo6uTCA NPOYNTATH ee elle pas.

PUCKK ANdA NNoJA

[enanent XpoHO Npu Npreme XEHLLUMHOM BO BPems
6epeMEHHOCTY MOXKET NPUYMHUTL BpeS Nnogy.

Ecnu Bbl — >XeHLMHa AeTOpoAHOr0 Bo3pacTa, Bpay
LOmKeH nponucatb Bam [lenanent XpoHo TOMbKO
npu OTCYTCTBMM Jpyroro, achdpekTnsHoro ang Bac
npenapara.

[o Toro, kak Bbl nonyunte peuenT Ha AaHHbIA
npenapar, Bpay 06bACHUT Bam, 4TO MOXET CAyunTLCA
¢ Bawwum mnageHuem, ecnu Bbl 3abepemeHeeTe B
nepuof npuema npenapara [lenanent XpoHo. Ecnm
YK€ nocne nonyyeHns peLenta Bbl peLunTe, 4TO XOTUTE
3abepeMeHeTb, He npekpaLyaiTe npuemM npenapara
[0 Tex nop, noka Bbl He NOrosopuTe Ha 3Ty Temy ¢
Balunm Bpayom 1 He npuMeTe COBMECTHOTO PELLEHIS O
nnaxe 3ameHbl ApyriM npenapaTom, ecin 310 BoobLLe
BO3MOXHO.

VimetoTcs faHHble 0 ToM, 4To [enanent XpoHo,
NPUHUMaeMblii 6epEMEHHO XKEHLUMHOW KakK B
Ka4ecTBe MOHOTEPANUHN, Tak v B COYETaHNM C APYrM
NPOTMBO3NUNENTUYECKUM NPEnapaTom, NPUBOANT K
6onblueMy pucKy Anst 340POBbs OyayLlero pebexka,
YeM Apyrue npenaparbl ANs NeYeHns anunencuu.
Yewm BblLLE €ro JO3MPOBKA, TEM BbILLE PUCK, HO PUCK
CyLLeCTBYET Npu Nto60iA LO3MPOBKE.

Mpenapat MO>XeT Bbi3BaTb PA3BUTHE THKEMbIX
BPOX/EHHbIX AECIEKTOB, @ TAKXKE MOXKET OTPULIATENBHO
MOBMMATL Ha MPOLIECC Pa3BNUTHS pebeHka B Nepnos
ero pocta. BpoxAaeHHble AedekTbl BKNOYaT
pacLienneHve No3BOHOYHVKA — spina bifida (npy aTom
KOCTW NMO3BOHOYHMKA Pa3BMUBAKOTCS HEnpasuibHbIM
06pa3om); MOPOKM B pa3BuTIS MMLA W Yepena; NopoKu
pasBuTUS CepaLad, noueK, MOYEBbIBOAALLMX MyTei n
MONIOBbIX OPraHoB; AeHeKTbl KOHEYHOCTEN.

Ecnn Bbl npuHumaeTe npenapat [lenanent XpoHo
B nepuof bepemeHHoCTH, y Bac BospacTaeT puck,
N0 CPAaBHEHMIO C APYrUMU KEHLMHAMM, POAUTH
pebeHka ¢ BPOXXAeHHbIMM fiecpekTamu, Tpebyrowmmu
MENLMHCKOrO NeYeHns.

Mockonbky npenapat [enanent XpoHO NPUMEHSNCS B
TEYEHNE MHOTUX IET, TO Y)KE U3BECTHO, YTO Y XKEHLLIWH,
€ro NpyHUMaroLLMX, NpubnauanTensHo 11 MnaaeHuUes
13 100 6yayT cTpagaTb BPOXAEHHbIMU fedheKTamm.

11370 no cpaBHeHMI0 NnLLb ¢ 2-3 MnageHuamm u3 100,
POAMBLUMMIUCS Y OCTANIbHOM YaCTW HACENEeHWs.
Cuntaetcs, 4yto 00 30-40% [neTeil AOLIKONbHOIO
BO3pACTa, Ybi MATEPW NMPUHMMAnK npenapart Jdenanent
XpoHo B nepuof 6epeMeHHOCTU, MOTYT CTpafaTth
npobaemMamu pa3BuTIS B paHHEM eTCTBe. ITW AeTH
MOryT C 3alep>KKOiA HayaTb XOAWTb U FOBOPUTH, Y
HWUX MOTYT ObITb 60N HU3KNE UHTENNEKTyabHbIE
CMOCOBHOCTY W TPYAHOCTM C S3bIKOM W NAMSITHIO.

HapyLueHns ayTucTinyeckoro CnexkTpa v AeTCKuid ayTuam
yalle AMarHOCTUPYIOTCS Y AeTeld, NOABEprLuuXcs
BO34encTBuio npenapaTta [enanent XpoHo, u
CYLLECTBYIOT OMPEAeNeHHbIe A0Kka3aTenbcTaa Toro,
4TO y 9TUX [€TEN MOBBILLEH PUCK PA3BUTUS CMHAPOMA
peduumra BHUManus v runepaktusHocTu (ADHD).

00 U B NEPKUOA NEYEHUA MPEMNAPATOM
OENANENT XPOHO

* Y6eputechb, 4To Bbl npumeHsieTe appekTMBHbIE
CpeAcTBa KOHTpaLenLmu.

* HemepneHHo coobwute Bpauy, ecnn Bebl
6GepeMeHHbI, UK NpeAnonaraeTe, 4To Bol MoXeTe
6bITb 6epeMeHHbl.

Baww Bpay 06bsCHMT Bam, KakoBbl pucku Ans nioja B
cnyyae, ecnu Bbl 3a6epemeHeeTe.

B cnyyae, ecnv Bbl nnanupyeTe 3a6epeMeHETb, He
npekpaLiainTe npuem npenapara fenanent XpoHo
UV MPUMEHEHNe CPEACTB KOHTpaLenuui [o Tex nop,
noka Bbl He NocoBeTyeTeCh Ha 3Ty TeMy C BPa4oM,
Bbinucaswum Bam npenapat. MocoseTynTecsh ¢
Batwumm Bpayom 3anonro 4o Toro, kak Bl nnanmpyete
3abepemeHeTb, 4T0ObI Bbl ycnenn npesnpuHATh
psan AenCcTBNN, 06eCneUnBatOLLNX, HACKOBKO 3TO
BO3MOXHO, rnaakoe Tevenme Batueit 6epeMeHHOCT 1
MaKCMMarbHO CHKatoLLmX pucki Ans Bac u Bawero
nnopa.

Bo3amoxHo, Baw Bpay 6yAeT BbIHYX/AEH U3MEHNTD
[O3MPOBKY npenaparta [lenanent XpoHo niv 3aMeHuTb
€ro Ha Jipyroi npenapart [0 Hauana Bawumx nonbITok
3abepemeHeTb. Ecnn Bbl 3abepemeHeeTe, Bl
OyfieTe HaXOANTLCS NOA NOCTOSAHHBIM HAOMIOAEHNEM
ANS OCYLIECTBNEHUS NeyeHns Bawen anunencun/
OUNONAPHOTO PacCTPOICTBA, & TakXKe AN KOHTPONA
pa3suTus Bawero nnoga.

lMocoBeTyinTech C Balumm BpauoM 0THOCUTENBHO Nprema
(hONMEBOI KUCNOTbI B NEPUOL NOMbITOK 3a6EPEMEHET.
DonuneBas KMCNOTa MOXET CHU3NTb O6LUMIA pUCK
BO3HMKHOBEHMS pacLuenneHns No3BOHOYHMKA (Spina
bifiga) v pUck paHHero BbIKUAbILLA, KOTOPbIA CyLLECTBYET
npy Bcex 6epemeHHocTsX. OfHaKo, ManoBeposiTHO, 4To
3T0 MO3BOMNT CHU3MTb PUCK BPOXKAEHHBIX AEPEKTOB,
CBSA3aHHbIX C NpUMEHeHneM npenapata [denanent
XpoHo.
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PATIENT SAFETY INFORMATION CARD -
Depalept Chrono
The information contained in this card is for
women who are being prescribed Depalept
Chrono and may become pregnant (they
are of childbearing age). Read this card
together with the patient information leaflet
found in the medicine package, and if you
have any questions, speak to your doctor or
pharmacist.
¢ Keep this card. You may need to read it
again.
RISKS TO THE UNBORN BABY
Depalept Chrono may be harmful to the
unborn baby when taken by a woman during
pregnancy.
If you are a woman of childbearing age, the
doctor should prescribe Depalept Chrono only
if there is no alternative effective medicine
for you.
Before you are given a prescription for this
medicine, the doctor will explain to you what
could happen to your baby if you become
pregnant while taking Depalept Chrono. If
you decide at a later stage that you wish to
become pregnant, do not stop taking your
medicine until you have spoken to your doctor,
and together decide on a plan to switch to
alternative medicine, if at all possible.
Whether taken on its own or with another
epilepsy medicine, it appears that Depalept
Chrono carries a higher risk, compared to
other epilepsy medicines, if taken during
pregnancy. Higher dosages carry a greater risk,
nevertheless there are risks with all dosages.
The medicine can cause serious birth defects
and can affect the way in which the child
develops as he/she grows. Birth defects include
split spine - spina bifida (when the bones of the
spine do not properly develop); facial and skull
malformations; heart, kidney, urinary tract and
sexual organ malformations; limb defects.
If you take Depalept Chrono during pregnancy,
you have a higher risk than other women of
having a child with birth defects requiring
medical attention. Because Depalept Chrono
has been used for many years, it is known
that in women who take Depalept Chrono,
approximately 11 babies in every 100 will
suffer from birth defects. This compares to
2-3 babies in every 100 born in the general
population.

It is estimated that up to 30-40% of preschool
children, whose mothers took Depalept
Chrono during pregnancy, may suffer from
developmental problems during early
childhood. These children may suffer from a
delay in the commencement of walking and
talking, lower intellectual ability, and difficulty
with language and memory.

Autistic spectrum disorders and childhood
autism are more often diagnosed in children
exposed to Depalept Chrono, and there is some
evidence that children may be at greater risk
of developing symptoms of Attention Deficit
Hyperactivity Disorder (ADHD).

BEFORE AND DURING TREATMENT WITH
DEPALEPT CHRONO
* You must make sure that you are using
effective means of contraception
e Tell your doctor immediately if you
are pregnant or think that you may be
pregnant.
Your doctor will tell you the risks to the unborn
baby in case that you become pregnant.
If you are thinking of becoming pregnant,
do not stop treatment with Depalept Chrono
or your means of contraception until you
have discussed the matter with the doctor
who prescribed you the medicines. You must
discuss this with your doctor well before you
become pregnant so that you can take certain
actions to ensure that your pregnancy goes as
smoothly as possible and reduce, as much as
possible, any risks to you and your unborn
baby.
Your doctor may need to change the dose of
Depalept Chrono or switch you to another
medicine before you start trying to become
pregnant. If you become pregnant, you
will be monitored very closely both for the
management of your epilepsy/bipolar disorder
and for monitoring of your unborn baby
development.
Ask your doctor about taking folic acid
when trying to become pregnant. Folic acid
can lower the general risk of split spine
(spina bifida) and early miscarriage that exists
with all pregnancies. However, it is unlikely
that it will reduce the risk of birth defects
associated with Depalept Chrono use.





