Jlo mpuTexaTenuTe Ha pa3pelieHus 3a ynorpeba Ha
AHTHENUIENTUYHU JEKAPCTBEHU MTPOTYKTH

VBaxkaemu rocrnoja,

[IperneqpT Ha HAIMYHWUTE JaHHU 3a yMOTpeOaTa Ha AHTUCTIMICITUIHUTE
nexkapctBa (AEJI), na EBpomeiicko HHUBO J0Bele 10 3aKJIIOYEHUETO, Y€
MPOAYKTHUTE OT TO3U KJIaC Ca CBbP3aHU C MAIbK, HO ITOBUIIEH PUCK OT IOsABA HA
CYULIUJIHU MUCJIU U MOBEACHHUE. Thid KATO MEXAHU3MBT HA Bb3HUKBAHETO UM HE
€ 5ICeH, HE € BB3MOXKHO Ja ce omnpenaenu, kou TouHo AEJI He morar ma Obnaar
CBBP3aHU C TO3U MOBUIIEH PUCK.

Crnen oOcwkxaaHe Ha pUCKa OT pabOTHATa rpyma 1o JiekapcTBeHa 0e30IacHOCT
(PhVWP) u xoopaunupamiara rpyna Ha Jleuenrpanusupanu u llpouenypu mo
B3aumuo IIpuznaBane (CMDh), ce pemn BCUUKH IPUTEKATETU HA Pa3peIICHUS
3a ynotpeba Ha AEJI na teputopusita Ha EC na nmogaaar 3asiBieHus 3a IpOMSHA
tunt Il 3a cporBeTHMTE npoayktu (Bk. [lpmnoxenue 2) ¢ 1en BKIIOYBAHE
JI0roBOpeHH TeKcToBe (BXK. [Ipunoxxenue 1) B tekapcTBeHaTa nHQOpMAIIHSL.

[TogaBaneTo Ha 3asBJICHHS 3a MPOMSHA CE€ OYaKBa HE MO-KHCHO OT 15 OKTOMBpHU
2008r.

OnobpenneTo Ha 3asBeHaTa MPOMSIHA CE€ MPEJBIDKAA Ja 3aBbPIIU 10 15 ssHyapu
20009.

Biaranero  Ha  akTyajdu3MpaHWTE  JIUCTOBKM B OIAKOBKUTE  Ha
HOBOIIPOU3BEICHUTE MapTUIX C€ U3UCKBA Aa 3anmo4He oT 15 anpun 2009.

[ToBede nHbOpMAIUS IO TE3HW BHIIPOCH MOXKE J1a HaMmepuTe Ha MHTepHeT
ctpanniara Ha Heads of Medicinal Agency/ Pharmacovigilance/ PhVWP
recommendations/ Antiepileptics and suicidal behaviour:
http://www.hma.eu/25.html

IIpunoxenue Nel
TexkcT Ha AOrOBOPEHUTE MPOMEHH HA aHTJIMICKU €3UK U IPEBOJI HAa OBITapCcKu
€3UK:

Antiepileptics and suicidal behaviour
Final SPC and PIL wording agreed by PhVWP July 2008

Summary of Product Characteristics

“Section 4.4 Special Warnings and Precautions for Use
Suicidal ideation and behaviour have been reported in patients treated with antiepileptic
agents in several indications. A meta-analysis of randomised placebo


http://www.hma.eu/25.html

controlled trials of anti-epileptic drugs has also shown a small increased risk of
suicidal ideation and behaviour. The mechanism of this risk is not known and the
available data do not exclude the possibility of an increased risk for <drug substance>.
Therefore patients should be monitored for signs of suicidal ideation and behaviours
and appropriate treatment should be considered. Patients (and caregivers of patients)
should be advised to seek medical advice should signs of suicidal ideation or behaviour
emerge.”

AEJI v cynnuaHo noseaeHue
OxoHYaTeJIHO TOTOBOPEHHU TeKCcTOBe HA cpemata Ha PhVWP nipe3 woum
2008r.

Kpartka xapakrepucTiHKa Ha NPOAYyKTa

“Touka 4.4 CneuuaiHy OpeaypexaACHUs U IpeanasHi MEPKH IIpH ynoTpeoda:

[Tpu narmenTu, nexkyBanu ¢ AEJI o pa3nuynu nokazaHus ca choOIaBaHu CyUIIHTHA
yjealys 1 noBeaeHne. Mera aHainu3 Ha paHAOMHU3UPAHH, IU1a1e00-KOHTPOIUPAHU
m3nutBaHus Ha AEJI cbl1o noka3Ba MalIbK , HO MOBUILIEH PUCK OT CYMIIMIHA UI€aLHs U
noBe/ieHne. MeXaHu3MBbT Ha TO3U PUCK HE € SICEH U HAJIMUHUTE JaHHU HE U3KIH0YBAT
BB3MOJKHOCTTA 3a IMOBUIIICH PUCK IIPHU <aKTHUBHO BEILIECTBO~>

3aroBa marueHTuTe TpsAOBa Aa ObAAT MPOCIEIIBaHU 32 IPU3HAIM HA CYyHIIHIHA UICalUs U
MOBE/ICHNE U TPsIOBA /1a ce MpeanpueMe CbTBETHOTO JeueHnue. Ha nmanuenTture (u xopara,
KOHMTO C€ TPIIKAT 3a TAX) TpAOBa /1a ce 00bpHE BHUMAHUE J1a TIOTHPCST JEKApCKU ChBET, B
CiIy4ai, 4ye ce MOSABST NPU3HALM Ha CYMIIMIHA UIealns U TOBECHUE.

Package Leaflet
“Section 2 Before you take X
Take special care with

A small number of people being treated with anti-epileptics such as << drug substance
>> have had thoughts of harming or killing themselves. If at any time you have these
thoughts, immediately contact your doctor.”

JIncroBka: Undopmanus 3a norpeduTeIs
“Touka 2” IIpeau 1a npuemMere <aKTHBHO BelleCTBO>
OO0bpHeTe cieuaJIHO BHUMAHME /...../

Marrka gacT OT xopara, JIKyBaHH C aHTHEIIJICIITHIIN KaTO <aKTHBHO BEIIECTBO> Ca MMAJIH
MUCJIH 32 CaMOHapaHsIBaHE WIH CaMOYOUICTBO. AKO ce MOSBSAT TaKMBa HE3a0aBHO ce
o0bpHETE KbM Bammms nekap.

[Tpunoxenue Ne2
CoucoeK Ha akTUBHUTE BemecTBa oT kiac AEJ]

List of antidepressants

Active substance
Carbamazepine
Divalproex sodium
Felbamate



Gabapentin
Lamotrigine
Levetiracetam
Oxcarbazepine
Pregabalin
Tiagabine
Topiramate
Vigabatrin
Zonizamide



