Nn7910N%7 1IN

Ml YN 'yxnx (131N VS79T) *VRINDINI
nyT7 "% nn

1V979T) LXINDZNIA 719702 NDA [12'0N NITIX AUYN YT'N A7'DN IT NN
N9 NIFNINNSNA NIYYA ,0 T2 0'ImY? AYEa 1M 7ana (nnd
on' 7y MINYY ATYNY D113'0 NYTAY NMdNN 270 XD IT 1NN .ATNnY
.22 VOYOT 7V FIrY 'NanN 77nD1 (12N VDY7DT) LRINDXI 7Y [1>'0/N'72YIN

DRI>'0N NX NI'aNI NIYTIN NITOIVNAY KTHY? 2TYN IT AN2IN,D 7Y
1M 702 (13N> VYO T) BRNBYRIA 719'Va DDINdA

o
SANOFI \Y .21N2 V979T NIN LRSI 7W NON DY *




n'7ON0 A9NNN DX N7V D'WA IXK MY NAY DTV IT ANaIn
.[n7¥ oI19NNVLIBKRN/790NN Y IX ,*ONINDINI

UNIND7XIA 719'02 D'DINDN DIID'ON NITIR AIWN YT 1790 NNAINN e
M 7nna

AN 210N 719'02 VRND7KI 7Y Y700 X9INN DX IT NNAIN XKN77 2WN o
Ry

75 712y DT 1NN 70N2 URN97XIA 719102 DDNdN D1II'0N IO @
.ORINDNIA NI7910NN D'YINI NNYIN

.N9NNN TN N2V DX [I7VN DY TA' IT NNAIN 'R W7 Nyn
121 D'ANN LAITA [A DY IT MNAIN 2V NNIYY ATYY? 'R¥Nnw D
17w nnswnn

DY NITRY 17 W DX KOINT 119
AIY ANIX X7 I0VXN D PN .IT NNAIN NNy

NNV VRNDZXI 7Y (1IN D1ID'ON NY'IN N'IDNA 770 XD IT NNAIN
J1M Y702 LRNB7RIA WIN'Y yianY

.11 V79T KIN LRINDRI W MNoN DY *




*ONRNO97RI 7Y Ny T? 7Y an A1

JN0IP-1T NYUIDNAL N'0D7'9KA 719107 N7 NDINN RIN URND7RI

D™219'0NN TNX QR TWKRD 71 NINYI IX D'W T 7Y 07'017 TYIM URNO9YXI
22201 IX 7'y 'R DINRN

NN K77 .M 7002 70" KN WRD N2IY7 imn 21 0Na7 217y ORN9YNI
72 72V NNNIYY 1197 ORIND7XI N'7'01 DX 7'09N7 'K D71V7 ,'RI9IN Jax¥na
.2MNNY 712' )2¥nY INKN ,X9NN DY

JORN9IRI N7'01 17NN 7' YN 'WXNKA 'WNNUN T'Nn

4N NXY NAYIN DX DX X91NN 7¥N QINT L' 'vap

YIN'Un DX '2'09N 7RI NNNY N771W IR DX DTZN2 KON QY 'XY'NN
.X9NN DY NIXY'NNYT TY NYIN 'Yxnxa

.MY7 NNX NINDY7 - 1'TO |DIXA )2 790NN NNNIMN 7¥X 0NIERAY yan? Dot
LUXIN97XIA 719'02 DDINDN 01ID'ON 7V INNIYN X9NNI DX L,NT IR 170N
JM7nm

v
v

NEENEEN

.12 V79T KIN LRINDYNI 7Y MNoN DY *




21" Y7nna *oxns7a1 N'7'0I2 DDNODA DID'oN DN .2

DNA7 717V 12TN L1 170N URINDYRI Y70'N DR

7Y "' nn pn

NNIY? UXRNS7XI N'7'0] NYA NI' D'NIAA DIID'0ON @
NYI19N21 IX N'097'9X1 719'07 NNNXK NIDINN
NoIp-IT

D'2IN2N DI'AN N'7'0] NYA DA D'V DIID'ON °
ANI' N2 MO 720 7aK ,0RN97RI1 7w Nn
NI NIA 'oN D

2% T Dhasa? 1hn pnnan

:D19IX 1WA 7w T722 Y1197 n717Y |1 170Nn2 URND7RI N7'0]
D'T7IN D'AM QY T7' NT'7 @
NTM7 NIWIONI NIMINNSNN NIYY] e

o017 n'in .2.1
.0"InN 0T7In 0'INY DN 2219 [mrn 70n2 ORNSXI N'7'0)

N'7'700 NTroI7dINA D'WI AN
.T72m om oy 11720m nipin 100 Jnn 3-5 e

"' 170N URINDZKRI NI7VIIN D'WI 2P
.T7m om oy 120" nizinn 100 Jinn 10-5 e

?y'o1a7 0'71%Yn DTN D'INN 'AI0 DAN

JIXTD NINNONNA 'R NTYN Ty NINYY 1AW DN — NYIoYW NNTY e
N9 YOW D07 12V DIN INT .VIOW NI NYIOW N9W NINNY7 — N71a71211 0191 DN @
.0"190 NINXYA DAIK MIf7vn

.MN Maxal nwn 'DITa L NIfDa 2% ,0mo10 Dnin

JIWAN IR DYMYA NifYa

.11 V79T KIN LRINDRI W MNoN DY *




NT'NMY N9 NFMINNSNN Ayl 2.2
.IM'712 17002 1T YW InINnonna yiaok a7y 1Inra 17ana *uNNDRI N0

1M Y702 LRNB7KRI NI7VIN D' 27
nirvan 7207 07172y 077 100 MmN 40 7w 30 2 e
JDIMINNONN

.|NI'7YJZI NWIT ]I'X NHON NIDNK NIYSYan

:I707 nivNIdNN NINNSNN 7V NIYSWN 11dN*

2RCTE N7 AR e

D'INX D'T7'7 N'ON' NDIN1 N'YIA'701'K NN @
JMmik ma

DIA'TAI NdWA DY e

2T NIYI9N e

DNVP902 NYISN7 122N [13'02 D'RYNI [N 17NN URNOTNI 1701W NINN'RT? DT
7700 N'oIDIRN NNIY7 (w2 nwmn ') 07172 DT'uIRIE (W2 NYI7Y ') '00MVIRN

QYR NYI9N NNO7 122IM [12'02 DN 1M1 17NN URNDZRI 1701W NINN'RY DT ,]D 1IN
.(ADHD) nraropxr1o v/

.12 V79T KIN LRINDYNI 7Y MNoN DY *




NIMISN '7'A2 D'WIAI NINYI 1Y AY'In 'Y¥nx .3

?0Y"n 'Wwnxa wnnwa? "7y vin

J1M 7002 701 KD WK NAIY7 Amn P DnaY 710 *oRN9INI

JUNINDYRI N7'01 17NN 7'Y' NY'IN 'WYNRD 'WNNYD T'AN

(MmN M 7NY IR |PNN [120) AN 7YY TR YN 'YYNR NIND7 Wnnwnt "'y e
DN TNR NINS7 MWK NIIY NIV'WA D*7V190 1N NY'INT 0'7'Y' D'YXAKR WA IR
.(ormip 122) 'mnron

AN O'RNNAN NYINN 'WXNAR 7V DR NNIY' KON @

?unnwn? "7V 12 AY"INN 'WYNX 210 1NN
NIV AN 210N AVIINN 'VXNKR '71) NOINN OV 'NNIY XIX

N0 YIVU7 DIT7N NNNIM/A17IR'A7 IR X917 119 KIX

®

.11 V79T KIN LRINDRI W MNoN DY *




MY yT'nn hivnwn .4

11227 '0I7N A¥NN DX MINAL 707 DININND D'AYAN DR 'R NIX
JORMNDIRIA 719'0 7277 N''NNN IR @

.NNN7 N11dNN 'I'REVURNODYRI N0 IR @

JNNN7 N11dNNIE VRINDIXI N701] "IN @

SN ORND7RI N0 X @

UXINO7NIA 719'0 127 0'7'NNN X

22 7V 17 1901 1Ay NNRNAN N9NNN X' ORNDZXRIINYT? VI 17 1120 X9NN
:D'WIT'N 0IID'oN

URIND7XRIA 719'0N NOIPN 72 17nN2 7' YN 'WXNNA 'UNNWUN T'NN e

[N NRY PNV NAYIN IR [N )20 DX T [9IX2 XDNN DY 'NNIY
LORINDYNIA 719'02W D1II1D'0ON 7V 120 KON P AN 17NN @

MY NITMY qon yTn

NOINN |2 11D .URINDYRIA 719'0N NITIX D'790N7/DMINYI N7OIVNT 110! KON °
N7910NNW NIN 7V NINT .[I'N )70N2 ORINDZRI N7'VIA D'DINDN D1I2'0 NITIXK 120!
NIMI9N 7127 y'an No10nn CYWKRD NIWYY7 an Ny 17 17018 0'790na/0ninni

NN 7Y NIYKRIN NOIIN N7 INK7 X9N'7 N119Y7 0'790n0/DMINN 7V IX N7910NN 7Y e
.0'X2N D'TVYXN 227 X91NN DY NNIYY

NINNY7 N11DNN "I'NKI URINDINI N7V X

MW dynan wxnNa 'wnnun Tnn
.NYINN 'WXAR 227 YIVU7 DTN AN/ IN XK9NN DY 'NNIY
1™ INY NAYIN NIX OX "7 [9INA KON DY 'NNIY

, NN ON DA ,X91N DY )2 7V 'NNIYN AWK TY UNINDZNI N'7'V] DX 7'09"Y |'N
A7¥ 212'NA N1y 1A PIon NIFAY 710 121w 1NKNn

N7 12 170021, (NIY TR NINSY) 1 TO [DIXA KON OY 17W 719'0N NIX |INQY7 'DIVXN
LORIND7NIA 719'02W D1ID'0N 7V 1120 KOINN

.12 V79T KIN LRINDYNI 7Y MNoN DY *




nNNY7 Mdnni *uxNs7XI N0 X

DN XOINN XN A VAR ,]"IIT:"I"I NnidNN NX DX

UNINOZNI 7107 D'YUNN o
'NNIYN YUK TV DY IN 'YXNN UNNYUAT7 D'wnn e

N9 DY

X9 DY NN'WY TV DNNY v D aivn

O AT 17¢ NODINNN DX NIRYWYT N0X X9NN D PN e
@ |IT'R IX N'02N7 TVI'M 12T — NNNY 197 20
© A7 N nnn

7Y 21NN 7W NN Y1IAY D121D'0N NNNONT7 NIMWOKRN 0T NITIN NNIW? D7y e
N7NN2 N0 T N

N712' D719 NXNIN LM (12N Y2 NI A¥NiN N7'017 Yana 7w 9NN DK 'IRY e
1" 702 DR NNTRIA D797 [12'0N NIRE NYIOY NNTYWY? Y7900 12'on NX N'NoNY
.ONINDINIA WIN'Y7 DMYIZNN 0770 D'NAINY [12'0N NX N'N9NY 110 X7 ,NNT DY

2172 170Nt L, (MY A NINDY7) 1 TO [DIXA KON OY 17W 719'0N NIX |INQY7 'DIVXN @
.UNINDTNIA 719'02W DII1D'0N 7V 120 KON DT

M"IN1 URIND'IXI 1701 X

J1I"M'N NXRY DNMY NAYIN NX DX

NYI9NN IN N'097'9XRNY R'N 27 N2'0N — UNIND'ZNI N'7'VI NIN 7'09"7 |'N °
221V NXRENIX D071 1MNN7 N'717Y 17210 DX "IN NAVIR-ITN

"2INY NN 7Y NRT .[I"'NA NINY NAYIN NIX DX XN 7¥N QINT 2172 'Yap e
219107 227 7Y D 7 YT WY 9NN 7Y 71900 NIMNYSK NITIR NNIYY
.UTNN 719'07 OXINDNIN N2AYNA DX Y¥A? T¥D 17 11201 NN

NI NI (1210 DUINA (1M1 ) 70N URINDYRI 1701 NINN'R 7Y NIRII'N
D'T7INn D'NINY e
NTMY? N9 NIMINNSNN NIV e

NTM7 NIYIONI NIMINNS9NN NIYYA [DI D772 DN |
N 91X ) T7' N2 VIaDY DID!

ONK 219107 127 [N TN XY D DN, NINMon Nin'o1a
.5011 yT'™N7 XON7 19 NIX

NI TINY APYN AN 71N NRY XTI
N7NN2 N0'Y7W NN NN 7Y e
.NNONN 7Y PII'NN TXD PITA7 NIn 7V DAl e

.11 V79T KIN LRINDRI W MNoN DY *




.21ND VO79T 7w DXY |I'7Ya Y ,qon YTy
INQD NIYA NIYXANA NIRNAD TWNY 'RiI7 Dysin 7y nirr? |nn
https://sideeffects.health.gov.il
09-8633700 19702 '91380 NNANYT IX

.2020 7anana NIXMAN TN T 7Y NYIX DDINTIT 7NAIN VNI

nNnyn



https://sideeffects.health.gov.il/

fallaiall July
rdaad) ada Jilu g g Jaad) (5598 Cupllna) *cl gl

438 pa e 54 La

(5598 ) 5y Ml Jasiall Sl e Aaga lastan (1o Al S0 o3a g gind
o L Sl sl Apadat il jhaial g Ay ghat JSLGa ABIA Cilalay (alaiall g Jaal) pLE
Caldl) Jhalifs sl ABde o Blal 1) Ciagy s ¢ phalial) JulE mali s oe 8 0

598 Sl (G gt Ja gy (1a 5328 g (508 ) @l gy
bl Adbaial) Jlaliiall (S jau g ¢ say cilallaiall () (pa SLAN Blaa Al S 038 13gd
Laal) A (5908 ) @l gty

[ N
SANOFI vy S s a0 g el a1 *



o) Flg e o g giag 3 g gal) o gl ) ol plaail) gl il Biaa Al SN 022
O Gl ol al) adial

el il 5 5ty o Sally Aleiall laladl) e Age e slaa e dul Sl 553 o

Sl Qi) Sl iay <l 5 5l J ity Caalall @l aca ol 13) A HSI 038 361 8 agall (10 @

sl bl g gl JS sl Agpad Jaad) U1 <l 5 le) 730l Al siall Shaladl gl 5l @
Ll sy LaSle il

LS9 e B Aladaal) dllgiuall § a8l aa s AY) g AL (o Al S 028 518
380 5 clilBaal celibia ey pd 2 Al SN oda e uaaill Gl ) (pa Ad) Gudaadl Lay,
itile

Alaud 4 elal S 13) il ) eisi e
Al el B ) cpaliag 0B A S o3¢y Jadial

A 483 5 ol g allsy Ailaial) (el oL lalaall aiad by (g e e Al SI 030 S
el e @l g jlls Jlasind aia

L5508 Gy sa <l gl (5 kel Ayl




*) g ulld oo B gl ol ele 13l 1
il 5 Yl g peall el gl gali el s sa iyl v

bl (5 A cladladl (e ol (0 o1 13 i il oLl (8 (e 9l Sea i,
el

Y il sy 48%e (50 . Jenll ol 415l e il | sulaa |y e il g, galy 5 v
38 elilla oY Cadall ae @lld (e Gaanll J8 (U] il 5 lh Jlis e gl @l ey
b

3l gl oL Aaals Jas e Ay Jlaniad Wil elile v/
el il s i€ 13 Capalal) (ool ) 5L e g goaa o

0 58 Y 5 Sla ot o 8 a5 i 13 (e s g 8l o i V)
_%H\};Jm\u_hw\c;‘d;u}d axinsl

Y e A5l 38 e - alatia (S dlallay 3 jual) ) geasl) dlile of o 25 V)
2Ll ol 5 5ally o Slally s gl Shalaall e caphall ae iaadll elle 6l 3l s JDA
NOPEN|

L5508 Calluy sa <l g Al (g jlaill a¥) ¥




fdand) JHA *c) g b Jglity da giall jlaldal) & L2

liginy | judad 1) e aly 28 D (8 (Jaall IS 5 allE il gl 1)
A A5l 4l il J gl die ST hlaall oS e

bl A Gl ol g jeall 61y 23]
e Ui s Fmiiie e a5 vie Al LA o

S lall 68 el de jall culS LS (81 el 5,408

o ik 3al 8 3yl g L

Ot sy iy ) ) e Bady 38 Jaall J3a 5,8 5l )
Al clale pe Jih3a¥ 5 @

Lalai Al haal skl & JSLie @

4al clale 2.1

3tk LIS Clale ) g5 8 Jaadl JNA @l g e J 5l
Aalall Al A1 a olusdl) (5]

A Aale ga Jih 100 0 on Jib 3 a3 2 @

Jaall JNA ¢ 5l ol iy 510 el sl

A5 ke g Jik 100 o e i 10 s Ay o

a8 ) A8 clalad) ) gl A L

ot LS (gl 3 gaal) aUse Lgd ) ol Y dale — (spina bifida) 48 el il @

b G lia dalall sda el 3l 5 48 i) 2asl) elld 6 Ley - daseall g aa o)l A Adls Clale o
Aa sl allac 8 SIS of o Llad) da)l

Aalusill lae W) 5 A sl @bl ¢ S il ol LY 8 clale o

JPOVORR [P DV [ 13 P

L5508 Callay sa il g Bl (g jlall an¥) ¥




Laglad iyl plaial g ) ghail) & ASia 2.2

o sal DA ellids  ghaiy |5 pa Jasl A Kl g lld S4Bl
reall J3A gyl Gl iy )l el (sl

skl 8 Sl e Jila 100 o (040 s 30 Sl B e

A UK 385 e Cand 2aY) Al sl ol il

tob et Alladh 4 skl el pils s 8

A i) b Al

LOmll @y (o AN JULYL & jlie Gaidie oS3 (5 sie
S & ) )

ST aa gl Cads (o plaaly Abad 5T jhaal aa pre Jeall Ul g 8 agilgal e gl ol JlakaY)
Aaladl Al 2l 5 )l (L5 Calaaal dusad) JULY) ool aa gl 5 (Ly 8 Cileaal 25205

b skl kil oy Fie Hhal aa yre Jead) J3A Gl 55l agilal < gl Guall JlakaY) olé (el
(ADHD) L) L i aa oLVl i i/ 5 claual)

L5508 Calluy sa <l g Al (g jlasll an¥) ¥




Gilady! u.uge sleadl) g L8l Jas ada Jilwy .3

fdanl) e Jibu g Janinal [l 13Lal

Jeall el Al gl die Cpially | dad |y pen *Cl gl aly 88

15l s oL Aaals Jas e Al 5 Jlasid Laila clile

dalade )5 ol an )y Gl g) D) LSy Al il BV e saal s Jes aie Al s Jlaxind Glile @
Wiy (o 33a) 5 Ay (688 ) Aday pid (piliae (i play (Dlasd Jaal) wial (pinals il ol (a0l
(S 31 i)l

i JSY) Jaall pie Jiluy e dlae aplall it @

flgdlanind (Ao Al Jaal) ada Jilug £ 45 54 La
i JSY) Jaall gie il o ) aa Slliad e iand
AL s sl e Jpanll sl gl oy padll/elodl) Cuda o culall ) as sl oa

JSL...;Q::&M‘?JM
duj\@.q

" .

L5508 Callay sa il g Bl (g jlall an¥) ¥




(o Al Sl glaal) dpari 4

2ol Alall ol Al a5 olial Lgia s 3 ) sl VA e B o
X5l e ki iy o

Jeall laaf Y g el s J skl o

Jeall bl g el g 5l Sl o

Sl Caaal g el g il J ol @

il g lly @ 3e Joliy iy

5 yrall plalaall IS0 o pudg s oll il o) 53 58 <l 5l G a1l Capdall el 2 sl
sy 3l 55 JS oL Aaals Jas pde Al g Jlanivd Laila clile o

ol lif cppaiad ol Salas ¢S 13) (5558 ISy apdal) ae ot @

Al 5l o Slally dilaiall Hlalaall e Cadall Sll # i 6L YA e

rillad) g il Adl) cila glaa

DB e clall 7 s @ISl gl = Mall e el e/l sl g Aallaiall Codall = 5 @
ALl oy (531 Lo Dl e/l ) 5 Aadlwiall o yas ST lld g Jaad) DA <l 5l sl dileial)
otV G ( Andlaiall sl Laie 4

e Eanill 1Y) 4 5l 5 gl 8 ey Candall ) 4 sl 23l eadie/cpall ) e f dadlaiall e o
Aaldl) @l shadl) e canlal)

Jeall ahadj Y g <l 5 ulld J gl
Axal Jas ada Ay Jleria Laila clile
_M\c&n&u)&'&)m&ulu_\cd)m;ﬂ#)ﬂ\gbg)gﬂ\/;uﬂ\%)i%u\@é&

813 Y Slala cagal 13 sl e quudal) ga A s i galld JolS ce CiBgil) Jeaa Y
i e g dde | b3 gy

u&;ﬂ\&cﬂﬁjg)j\aM JL}‘(&S{\&Ml@Bf)?LLAJSm#H\@ﬁ;k uand dlile
i3l Sy Aileial) s e

L5508 Calluy sa <l g Al (g jlasll an¥) ¥




Jaall Jabad g *euf g i8I gl

LY o A cuhall oAl 1ae ga gaa (Jaadl cplaladi Ui )

G gualld Sl ualg o

bl g Aaati s Jea ada Jilag Jletiad aly @

ol g (ot i Slela oaal f (in Of pgal) 00

- desll o Jasha 5 I8 ol g s ) aplal) plisg 36 o
D i dhim ya (5% o Glava ) 5 shadll o3 Ciags

Oo Aaacall i) Qi dldiadl 3l e st LSie o
g e 5yl DA (e iy 2als])

Alad) Hlasll Gl @l (mes JI of (Sar Jaall adadll ol el i) ans Jgli e ke il @
Shad Jliy o a3 Y eelld a2y Jaall O34 il _Zadl paleay) i 5 46 el Ll & gaal
5ol Jlasindy 3yl Aglal) cilalel)

A = )l eda A5 (Y e Aiadl 35 ) aliiie IS5 uplal) g dadle (anddlie o
Ayl 7 Mally i) LAl e cankal

Mala caaval g el gl J gl

Slala i g€h a8 Sl aiiad ¢ui€ 1))

Ol oAl il AL Gl ylaa¥) ol g peall e o g Gasd) - il glld Sl e CiBgil) Ggaa Y e
il e g elle | pha (S 5 Glailiy 38 Lagia

gl Clila) e Ara Aaai 1Al Jala il ¢puilad cui€ 13) Guadal) g1 AjUa 3L 1ae e g23a @
(o g lld (e JEIY) e s ol 7 sy AT e i dile G culall ¢ iy 8 el dalid)
il z30d)

rdel Hhal & s ra cJaall JDA 5 llh agilaal el sl cpall JlakaY)

Al clalall o

pagles iyl jlaal 5 skl 3 JSLia @

Sliny |y un alail) il ylaal 5 Ay ) ghaill JSLEW) 5 3181 cilalall 3ali 8

Ve 58 O 2 AT 2le ) JEEY Ly (S Y 8 dima Cag ol B

e slaall (a3 Sl caplall

as 8K daiial (e llila 5 i (g (5aS

Sl e e sl lacal @

il sl (S and Jal e il 5 @

L5508 Callay sa il g Bl (g jlall an¥) ¥




L3598 Gl Lalidd) ellgionall 5 pal) (o i) cilaglaall (o 235l
A Byl ) e Alad) Gl el daall 313 £ (S
https://sideeffects.health.gov.il
09-8633700 :iila e A gilu A8 )d

12020 (S 8 5 A o3 (s giaa g Aipa o Aauall 3159 cdila



https://sideeffects.health.gov.il/
https://sideeffects.health.gov.il/

Notes




Under certain circumstances, it may not always be possible to switch to another
treatment. Please refer to your doctor for additional information.

Make sure that you and your baby are very closely monitored:
e This is to make sure your illness is controlled.
e |t is also to check how your baby is developing.

For more information, refer to the Depalept Chrono
Patient Information Leaflet (PIL).
Reporting suspected adverse reactions to the Ministry of Health
by using an online form https://sideeffects.health.gov.il
Or report directly to Sanofi :09-8633700

The format and content of this Patient guide was approved by the
Ministry of Health in Nov 2020.




| am taking valproate* and planning to become pregnant

If you are planning to became pregnant, schedule an appointment with
your doctor and in the meantime:

o Keep taking valproate
o Keep using contraception until you have talked with your doctor.

It is important that you do not become pregnant

until you and your doctor have talked.

e Your doctor may need to change your medicine
a long time before you become pregnant — this
is to make sure your illness is stable.

e You should discuss the possible ways to reduce Q
the risks for your baby’s health while keeping S
your illness under control.

o Ask your doctor about taking folic acid when planning a pregnancy. Folic acid
can lower the general risk of 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 valproate use.

e You will need to review your treatment with your doctor regularly (at least
each year), and during this visit the doctor will explain the risks associated
with valproate treatment.

| am taking valproate and | have become pregnant

If you think you might be pregnant:

* Do not stop taking valproate - This is because the epilepsy or bipolar
disorder may become worse and can be dangerous for you and your baby.

¢ Schedule an urgent appointment with the doctor if you think you are
pregnant. This is so you can discuss your treatment options. Your
doctor may inform you that you need to switch to another treatment
and will explain how to make the transition from valproate to this new
treatment.

The babies of mothers who take valproate during pregnancy
are at a higher risk of:

o Birth defects

e Development and learning problems

Both birth defects and development and learning problems
can seriously affect your child’s life.

* Valproate also known as Depalept Chrono



4. What does this mean for me?

Please choose and read the situations which apply to you from the situations
described below:

¢ | am starting treatment with valproate®.

¢ | am taking valproate and not planning to become pregnant.

e | am taking valproate and planning to become pregnant.

e | am taking valproate and | have become pregnant.

I’m starting treatment with valproate

Your doctor will explain you why they think valproate is the

right medication for you and tell you about all the known

risks:

o Always use effective contraception during the entire
treatment period with valproate.

o Tell your doctor immediately if you are pregnant or think you might be pregnant.

e During your visit the doctor will explain the risks associated with valproate
treatment.

Further information for girls and female adolescents:

e The doctor will explain to the patient and to her parents/caregiver about the
treatment of valproate. The doctor will also explain risks of valproate when
used during pregnancy. This is so that the patient and the parents/caregivers
can know what to do when the patient old enough to have children.

e The patient or parents/caregivers should contact the doctor once you
experience menarche in order to discuss with the doctor about the next steps.

| am taking valproate and not planning to become pregnant
Always use effective contraception.

Talk to your doctor or gynecologist/obstetric specialist for consultation on the
method of contraception.

Tell your doctor immediately if you think you might be pregnant.

Do not stop taking valproate until you have discussed this with your
doctor, even if you have become pregnant, as this could be dangerous
for you and your baby.

You will need to review your treatment with your doctor regularly (at least each
year), and during this visit the doctor will explain the risks associated with
valproate treatment.

* Valproate also known as Depalept Chrono




3. Contraception for female adolescents and women
who are able to become pregnant

Why do | need to use contraception?

Valproate* can seriously harm the unborn child when taken during pregnancy.

Always use effective contraception when taking valproate:

e You should use at least one highly effective contraception (such as intra-
uterine device or implant) or two forms of effective contraception that work by
different methods when at least one of them is a barrier method (such as a
condom).

e The doctor will talk to you about the most appropriate contraceptives.

What type of contraception should | use?

Please discuss with your doctor about the best method of contraception for you.
Please refer to the doctor or gynecologist/obstetric specialist for full
consultation.

Let's talk about
contraception

v v
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2.2. Development and learning problems

Taking valproate* while pregnant could affect
your child’s development as they grow up.

In women taking valproate while pregnant:
e Up to 30 to 40 in every 100 may have problems
with development.

The long-term effects are not known.

The following effects on development could be

observed:

e Being late in learning to walk and talk.

o Lower intelligence than other children of the
same age.

e Poor speech and language skills.

e Memory problems.

Children of mothers who take valproate in pregnancy are at higher risk for
autistic spectrum problems (approximately 3 times higher) and autism in
children (approximately 5 times higher) compared to the general population.

Also, children of mothers who take valproate in pregnancy are at increasing
risk of developing Attention Deficit and/or Hyperactivity Disorder (ADHD).

* Valproate also known as Depalept Chrono



2. What are the risks of taking valproate*
during pregnancy?

If you take valproate when you are pregnant, it can
seriously harm your unborn child.
e The risks are higher with valproate than with
other medicines for epilepsy or bipolar disorder.
e The risks are present even with smaller doses
of valproate - the higher the dose the higher
the risk.

How could my child be harmed?

Taking valproate whilst pregnant can harm your child in two ways:
¢ Birth defects when the child is born
e Problems with development and learning

2.1. Birth defects
Taking valproate during pregnancy can cause serious birth defects.

In women in the general population:
e About 3 in every 100 babies will be born with a birth defect.

In women who take valproate while pregnant:
e Around 10 in every 100 babies will have a birth defect.

What type of birth defects can happen?

e Spina bifida - where the bones of the spine do not develop properly.
e Face and skull malformations - including ‘cleft lip’ and ‘cleft palate’.
This is where the upper lip or and bones in the face are split.
o Malformations of the limbs, heart, kidney, urinary tract and sexual organs.
e Hearing problems or deafness.

* Valproate also known as Depalept Chrono




1. What you need to know about valproate*
v Valproate is an effective medicine for epilepsy and bipolar disorder.

v/ Valproate should only be taken by women and girls only if other
treatments are ineffective or not tolerated.

v Valproate can seriously harm an unborn child when taken during
pregnancy. Whatever your medical condition, never stop taking
valproate before discussing with your doctor first as your condition
may became worse.

Ve Always use effective contraception when taking valproate.

v/ Make an urgent appointment with your doctor if you think you are
pregnant.

v/ Consult your doctor promptly if you are thinking about having a baby
and do not stop using contraception until you consult your doctor.

v/ Remember to visit your specialist regularly - at least once a year.

During this visit, you and your specialist will discuss the risks
associated with valproate use during pregnancy.
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This booklet is for girls and women of childbearing age taking
medicine which contains valproate*, or their caregiver/legal
representative.

e The guide contains key information about the risks of taking
valproate during pregnancy.

e It is important to read this guide if your doctor recommended
valproate as the best treatment for you.

e The type of risks of using valproate during pregnancy is the same
for all girls and women using valproate.

From time to time read this guide along with the patient leaflet
inside the medicine box.

You might find it helpful to talk about this guide with your
partner, friends and family.

e Ask your doctor if you have any questions.

Keep this guide. You may need to read it again.

This guide is part of the Risk Minimization measures of valproate
Pregnancy Prevention Program and aims to avoid the use of
valproate during pregnancy.
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Patient’s Guide

Valproate* (Depalept Chrono)
contraception and pregnancy:
What you should know

This booklet contains important information about
the risk associated with valproate (Depalept Chrono)
treatment during pregnancy related to birth defects,
development and learning problems. This guide
is part of a risk minimization program designed to
maintain the benefit/risk ratio of valproate (Depalept
Chrono) and as part of Depalept Chrono Marketing
Authorization.

Therefore, this guide aim is to ensure patient are
well aware of and understand the risks of valproate
(Depalept Chrono) use during pregnancy.

[N
* Valproate also known as Depalept Chrono SA N O F I \J




