HNudopmanus 3a naumeHTH

Hogo npepa3srie:xaane Ha ynoTpedaTa Ha BaJNpoaT Npu OpeMeHHH U sKeHH
B JIeTePOHA Bb3PacT

EBponeiickara arenuusi no Jjgexkapcrsata (EMA) me o06cbam Heo0XoAUMOCTTA OT
AONBJIHUTETHHN OTPAHMYEHHS B YIIOTpedaTa Ha JIeKapCcTBaTa ChAbpP Kallli BaJIIPoaT

EMA 3amouyna mpepasriexnane ¢ (GOKyc BbpXy ymorpebara Ha JeKapcTBa
ChIBpJKAIlM BaJIpPOAT 3a JICYCHHUE Ha JKCHH W MOMHYETa, KOMUTO ca OpeMEHHH WU ca B
JeTepoaHa BB3pacT. Te3u JIeKapCTBEHM NPONYKTH ca paspelieHH 3a yrmoTrpeba Io
HAIMOHAIHU TIPOIEAYPU B IbPKABUTE—UICHKHM M Ca IOKa3aHM 3a JICUCHHE HA CIMIICTICHS,
MaHHsI TIpU OHMITOJIAPHO Pa3CTPONCTBO M MHUTPEHa (B HAKOHM CTPaHM) U Bede ca OmiIM 0OEKT Ha
npepasriexaaie or EMA.

IIpernenst Ha EMA oT 2014 I.
(http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/VValproate a
nd_related substances/human_referral prac_000032.jsp&mid=WC0b01ac05805c516f)
AOBCAC OO IMPUEMAHC HAa MCPKH 3a 34CHUJIBAHC HaA NPCAYIIPCIKACHUATA U OI'PAHUYCHUATA HA
yHOTpe6aTa Ha BaJnpoar OT XCHH M MOMHUYCTA, 3apaad pHUCKaAa OT Maﬂ(i)OpMaI_II/II/I u

HapylIeHUs] B pa3BUTHETO Ha Oebera, KOMTO MOpajau JIeYeHHWE Ha MailkaTta 10 BpeMe Ha
OpeMEeHHOCTTa ca OWJIM M3JIO)KEHH Ha Balmpoar. BhIpekw de MOoHSKOra HsMa BB3MOXKHA
aJITepHaTHBAa Ha ynoTpebaTra Ha BallpoaTr, T€3M MEPKU MMaT 3a L€l Ja rapaHTupar, 4de
MAIMEeHTKUTe ca J1o0pe MH()OpMUpaHW 3a PUCKOBETE, KOWTO IOeMaT M 4e ymoTpedsBar
BaJIIPOAT €aMo, KOraTo HauCTHMHAa HMMa HeobOxoxumocT oT ToBa. llpermenst ot 2014 .
npenopbya chilo B AbpikaBuTe Ha EBponeiickus cpro3 (EC) na ce mpoBenar mpoydBaHus,
KOUTO J1a U3MEPSAT JTOKOJIKO ca Omin e(peKTUBHU TE3U MEPKHU.

Hskon abprkaBU-UI€HKH ca MPEANPHUENN JTOMBIHUTEIIHU MEPKH 32 OLleHKa Ha edekTa
OT Te3M JEHHOCTHM Ha HAIMOHAJTHO HMBO M TakKa Ca Bb3HUKHAJIU ONACEHHs JOKOJIKO
epeKTHBHH ca Te3W MEpPKM 3a yBelMYaBaHE HAa OCH3HATOCTTA HA PUCKAa M HAMalsBaHE Ha
ynoTtpebaTa Ha BajJIpoaT MpH pa3IMUHUTE TOKa3aHUs. BBB Bpbh3Ka C TOBa (PPEHCKUST
perynaTopeH opras no jekapcrBata ANSM noucka EMA na npepasriiena eekTuBHOCTTa Ha
MEpKUTE U J1a Ob/ie oOMUCIeHa He0OOX0IMMOCTTa OT MPenopbKa 3a AON'BJIHUTEIHU JAEHCTBUS,
KOHUTO J1a HAMAJIAT PUCKOBETE MPHU KEHU, KOUTO ca OpEeMEHHM WM B JIETEpOJIHA Bb3pacT, Ha
TeputopusiTa Ha EBponeiickus cbro3.

KomuTeTsbT 3a OlleHKa Ha pUCKa MpHU MpocieAsBaHe Ha JeKapcTBeHaTa 0e30MacHOCT
(PRAC) xpM EMA 11e pa3riena HaMMYHUTE JI0KA3aTEJICTBA U 1€ MPOBEAE KOHCYITAIUS ChC
CHOTBETHUTE 3aWMHTEPECOBAHM CTPAaHU. 10OBa 1€ BKJIOYBA MPOBEXKAAHE HA IMYyOJIUYHO
U3CIyIIBaHE Ha TEXHHUTE omaceHus. Jlokato ce OChIIEeCTBSIBa MpEeryieqbT Ha JeKapcTBara
CHIBPXKAIIM BaJIpoaTr MAIMEHTUTE, Ha KOUTO ca TMPEANUCaHU TaKhBa JIEKApCTBA U KOUTO
MMaT HSKAaKBU MPHUTECHEHHS Ca CHBETBAHU Ja TH OOCHIAT C MEIUIIMHCKUTE CIEIUATUCTH,
KOUTO C€ TPUXKAT 32 TAX.


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Valproate_and_related_substances/human_referral_prac_000032.jsp&mid=WC0b01ac05805c516f
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Valproate_and_related_substances/human_referral_prac_000032.jsp&mid=WC0b01ac05805c516f

IToBeue 32 J1eKapCTBOTO

.HeKapCTBaTa, ChAbpiKallly BAJIIIPOAT CC U3I10J3BAaT 3a JICUCHUC HA CIIWJICTICUA U MaHUA

npu OUNOJSIpHU pascTpoiicTBa. B Hakom mappkaBu-uineHkd Ha EC Te ca paspelieHd u 3a

npoUIaKTHKa HA MUTPEHO3HO II1aBOOOIIHE.

B P. bearapus BanmuaHo paspeiieHue 3a yrnoTpeda KbM HACTOSIIMS MOMEHT HMat

CICOHUTE JICKAPCTBCHHU IMPOAYKTH CBHAbpXKallyd BalIpoar,

pasriaCxKaaHe Ipyu HacTodIIara nmpoucaypa:

KOMTO ca B oOxBara Ha

Ipurexaren | JlekapcTBen | KauecTBeH u JlekapcTBena ¢popma IIbT HA
HA NPOAYKT | KOJIMYECTBEH NPUJIOKEHHUEe
paspelieHue CbCTaB
3a ynorpebda
Canodu- Jenakux Harpues IIpax u pazTBOpHUTEN 32 HNuTpaBeHo3HO
ABEHTHUC Basinpoatr 400 | MHKEKIIMOHEH Pa3TBOP
bearapus mg
EOOJ
Canodu- Jenakun Hatpues CroMaiHo-ycToiunBu Ilepopanno
ABeHTHC Bainpoar 500 | TabneTku
bearapus mg
EOOJ
Canogu- Jlenakun Harpues Cupon Ilepopanno
ABeHTHC BaJIIIpoaT
Benrapus 57.64 mg/ml
EOO/
Canogu- Jlenakux Banmpoesa TabneTku ¢ yaAbIKEHO ITepopanno
ABeHTHC XpoHo KHCEIHA 0CBOOOXK1aBaHe
bovarapus 145.14 mgu
EOO HaTpUEB
BaJIIpoar
333.3 mg
Cano¢u- Jenakun Banmpoesa TabneTku ¢ yabIKEeHO ITepopanno
ABeHTHC XpoHo KucenuHa 87 | ocBOOOXKIaBaHe
bobarapus Mg 1 HaTpUEB
EOOL BaJIPOAT
199.8 mg
G.L. Pharma | KonuBysekc Harpuen Nnxekmmonen/ungy3nonex | THTpaBeHO3HO
Gmbh Baympoat 100 | pa3tBop

mg/mi




G.L. Pharma | KonBynekc | Bammpoesa CromaiHo-ycTolunuBU Ilepopanno
Gmbh kucenuna 300 | Kancyiu, MEKu

mg
G.L. Pharma | KonBysekc Bannpoesa CroMaiHo-ycToiunBu ITepopanno
Gmbh kucenrna 500 | Kancyiu, MEeKu

mg
G.L. Pharma | KonBynekc | Hatpues Cupon [TepopainHo
Gmbh Basmpoat 50

mg/ml
G.L. Pharma | KonBynekc | Hatpues TabneTku ¢ yabJKEHO [lepopanno
Gmbh XpoHo Baimpoar 300 | ocBoOoOKIaBaHe

mg
G.L. Pharma | KouBynekc | Harpues TabneTku ¢ yaIbIKEHO [Tepopanno
Gmbh XpoHo Baympoat 500 | ocBobGoKIaBaHe

mg

IToBeue 3a npoueaypara

[IpernensT Ha Banmpoar € uHunuupad Ha 9 mapt 2017 r. mo uckane Ha (peHCKuUs
perynaropeH opras 1o JekapctBata ANSM Ha ocHoBanue ui. 31 ot Jupextua 2001/83/EC.

[Ipernenst me ce ocbmectBu or PRAC — koMuTeT OTroBOopeH 3a OLEHKAa Ha
pobJeMHUTe CBBP3aHM ¢ 0€30MaCHOCTTA Ha JICKAPCTBEHUTE MPOJYKTH 3a XyMaHHA yrnoTpeoa,
KOMTO I11e HalpaBy MPenopbKU Mo pasraexaanus Bbipoc. [Ipenopskure Ha PRAC me 6bpaar
usnparenn Ha KoopauHamuoHHaTa rpyna 3a MpoLEAypU IO B3aUMHO IPU3HABaHE H
nerneHtpanusupanu npoueaypu (CMDh), kosaro me usnese ¢ no3unus no npodiema. CMDh e
rpyma, B KOATO MMa TPEACTAaBUTEICTBO HAa BCHYKH AbpKaBU-wieHKH Ha EC, xakTto u Ha
Ucnannus, JInxrenmaiin 1 Hopserusa. ['pynata € oTroBopHa 3a OCUTypsiBaHE Ha CTaHAAPTH,
CBBp3aHU C O€30M1aCHOCTTA 3a JIEKapCTBaTa pa3pelleH! M0 HAI[MOHAIHU MPOLEAYPH.

[TonpoOHa mHpoOpMalus W JOMBIHUTEIHH JOKYMEHTH 3a TOBa MpepasriexjaHe Ha
aHTJIMICKY €3UK MOXKE J]Ja HAMEPUTE Ha TO3U XUIIEPIUHK KbM yeO-caiita Ha EMA:

http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Valpro
ate 2017 _31/Procedure_started/WC500223242.pdf

Hamomussme Bwu, 4ye mammeHTHTe MOraT Ja CbhOOIIABaT HEXKEJIaHW JIEKApCTBEHHU
pEaKIUH MO BCAKO BpEME Ha MEAUIIMHCKUTE CIECIUAIUCTH WU Ha M3mbiHUTEHATA areHus
o nexkapcrsara (MAJI).

MoxeTe na HaIIpaBUTC C’BOGH_ICHI/IC 3a HCXKCJIaHA JICKApCTBCHA pCaKlusd OO0 HUAJI no
CIWH OT CJIICIHUTC HAYUHU!



http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Valproate_2017_31/Procedure_started/WC500223242.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Valproate_2017_31/Procedure_started/WC500223242.pdf

- TIOMBJIBaHE W W3MpalnaHe Ha (GopMmyIspa 3a chOoOMaBaHe Ha HEXKEJaHU JICKapCTBEHU
peakuy OT HEMEIUIIMHCKY JIUIa MyOIMKyBaH Ha yeO-caiita Ha MAJL;

- TONBJBaHE W M3MpallaHe Mo Tollara Ha Komue oT (opmyispa, MperHazHAueH 3a
HEMEUIIUHCKUTE JIUIIA.

- I’bpBOHAYaJHA MH(pOpPMAIMI MOXKE Ja choOIuUTE U Ha Ha Ten. +359 2 890 34 17, dakc
+359 2 890 34 34, enextponHna nomia: bda@bda.bg.

3a JMONMBIHUTEIHH Pa3sIiCHEHUS MOXKETe Ja ce obaxmaare B oraen ‘‘JlekapcTBeHa
6e3onacHOCT” KbM M3MbIHUTEIHA areHIusl 1Mo JeKkapcTBaTa Ha Tei. +359 2 890 34 17.



