EBponeiickara arennus no Jiekapcrsara (EMA) 3anouna nperJie Ha Cbp/AeYHO-
ChAOBHS PUCK IPH JIEKAPCTBAaTAa, ChABbP:KAIIM HOYNPodeH 3a CHCTEMHO NPHUJI0KEHHUe,
KOIaTo ca M3IMO0JI3BAHU BbB BUCOKH /1034 U 32 NPOABJLKUTETHO BpeMe

KomurersT 32 orieHKa Ha puUcKa B MPOCIIECASBAHETO Ha JICKapCTBEHATa 0E30MacHOCT
(PRAC) xbm EBpormeilickata areHuus Mo JieKapcTBaTa 3aloyHa TMperiies] 3a OLEHKa Ha
ChPICYHO-CHJIOBHUSI PHUCK TIPU JICKAPCTBCHHTE MPOIYKTH, ChIbpXKamKd uOynpodeH 3a
CUCTEMHO MPWIOKEHHE (HApUMep MpPUETH Mpe3 ycTaTa, HO HE ca BKIIOYEHHU JIOKAIHO
MpujIaranute mnoj ¢gopMara Ha KpeM WU Tel).

OneHkara € HacO4YeHa MO-CHEIUAJHO KbM pHUCKa MpHU IMpUJIaraHe Ha BHCOKU 103U
ubynpopern (2 400 mg nAHEBHO), NpPUEMaHU PETYJISIPHO M TNPOIBIDKUTEIHO BpEMeE.
Oo6ukHOBEHO NOYTPO(dEH ce MpremMa B IO-HUCKa 032 U 32 KPATbK MEPHO/I.

He ce mpennonara HaqMYUeTo Ha TaKbB PUCK NPU TOJSIMOTO MHO3WHCTBO TAIMEHTH,
u3non3Bany udynpoden B oouuaitnu no3u. Moymnpoden e eanH ot Hail-4ecTo U3MOI3BAHUTE
MPOTHBOOOJIKOBH M TIPOTHBOBB3MAIUTEIHH JICKAPCTBEHH MPOAYKTH M MMa JI00pe YCTaHOBEH
npodui Ha 6E30MaCHOCT MPH U3MOJI3BaHE Ha OOMYAHU JT03H.

Hb6ynpoden npuHaaiIeku KbM rpyliaTa Ha HECTEPOUTHUTE MPOTUBOBB3MAIUTEIIHU
cpenctea (HCIIBC). B npoabmkeHre Ha MHOTO TOJAMHUA 0€30TIACHOCTTA Ha TE3H JIEKAPCTBEHU
MPOAYKTH, BKJIIOYUTEIHO IO OTHOIIEHHWE Ha ChPACYHO-ChAOBATAa CHUCTEMa € OOEKT Ha
CTPUKTHO pa3riexaane or EMA u HallMOHaIHUTE peryJiaTOPHU OPTaHHU I10 JIeKapCTBaTa.

Pesynarature oT myONMKyBaHWTE aHANW3W HA KIMHUYHHM W3MUTBAaHUS TOKa3axa, 4e
CBhPJICYHO-CHIOB PUCK MpHU yrnoTpeda Ha aukiodeHak u BUCOKH 103U uoOyrnpoden (2400 mg)
MoOke O6M ca mogoOHM Ha m3BecTHUS puck ¢ COX-2 mHxuOHTOpUTE (KJIAC OT Trpymara Ha
HCIIBC).

[Tpe3 2013 r. PRAC pasrnena Hanmu4YHWTE TAHHW, OTHACSIIM CE€ N0 AUKIO(PEHAK
(npencraButen Ha HCIIBC) u HanpaBu mpenopbku 3a HamansBaHe Ha pucka. Cera PRAC
3armoy4Ba Mperjie]l Ha HATMYHUTE NaHHU 32 ChPICYHO-CHIOB PHUCK NPH YIOTpebda Ha BHCOKU
no3n  ubynpodpern. PRAC me pasriena CbI0  HAIMYHUATE  JOKa3aTeliCTBa  3a
B3aMMO/ICHCTBUETO HA MOYNpOo(deH ¢ HUCKU J03M acluprH (IPUEeMaH 32 HaMaJsBaHEe Ha pUCKa
OT CBhpJIEYEH M MO3BYEH YyJap), 3a Ja MpeleHH Jdajd HACTOSIIUTE MPENOPbKH KbM
MEUIIMHCKUTE CIICIUATUCTH Ca TOCTATHYHH.

Jlokato ce mpoBexJa TOBa Mpepas3riekaaHe, MalHeHTUTe TPsAOBa a NMpOoabJDKAT Ja
ynotpeOsBar jekapcTBarta crnope WHopmanuara B JUCTOBKUTE 3a MAlMEHTa WM CIIOPEN
MIPEANNCAHUATA, TIOJIyYEHH OT JIEKApUTE.

IloBeue 3a JiekapcTBeHUS MPOAYKT:

Nb6ynpoden mpuHamIeku KbM TpylaTa Ha HECTEPOUIHUTE MPOTHUBOBB3MAIUTEIHU
cpencTBa. MexaHU3MBT Ha HETOBOTO (DApMaKOJIOTHYHO JICUCTBUE € OJIOKMPAHETO HAa €H3MMa
LIUKJIOOKCUTEHAa3a, OTTOBOPEH 3a MPOM3BOJICTBOTO HA BEIIECTBA, HAPEUEHHU MPOCTATJIaHIMHU,
KOWTO MMaT Ba)KHA POJIS 3a BH3MAIUTEIHUS Tpoliec U Ooskarta. Toil € akTHBHA ChCTaBKa Ha
JICKapCTBEHH MPOIYKTH 32 JICYCHHE HA TeMIiepaTypa, 00JIKa U Bh3MaJcHHE.

OOwuyaitHaTa f103a 3a Bb3pacTHU U aena Haj 12 roguan € 200 mo 300 mg, npuetu 3 10
4 IbTH THEBHO CIIOPE HYK/aTa.



Nbynpoden e mpencraBeH B JeKapcTBaTa Karo CMEC OT JBE MOJIEKYJH, KOUTO
MIPEJCTaBIABAT EHAaHTUOMEPH (orienainHu obpasu). JekcubynpodeH e akTUBEeH eHaHTHOMED,
KOWTO MOHSIKOTa € HAJIMYEH CAaMOCTOSATEIHO U MOPaJx TOBA ChIIO € BKIIOYEH B TO3U MPETIIE.

HNoynpoden u nexcuOynpodeH ca MOHACTOAIIEM HAJIWMYHU B JAbpKaBUTE Ha
EBporeiickus cbi03 KaTo ChCTaBKH Ha pa3IM4HU BHJOBE JiekapcTBa. [loBeueTo OT TsX ca 3a
CHCTEMHO TIPWJIOKEHHE W CJIEIOBATENHO ca OOEKT Ha HacTosmms npernena. Jlexapcrarta,
chabpkai udynpoden u nexcubynpodeHn ca paspemieHu 3a ynorpeda B IbpKaBUTE Ha
EBpomneiickus Cbi03 10 HAIIMOHAIHY MPOIEIYPH U ca MpeajaraHi B MPOIBIHKEHHE HA MHOTO
TOAMHU TIOA Ppa3IMYHH TBHPrOBCKM HMEHA. HSKOM OT TAX ce OTHycKaT MO JEKapcKO
MpeAnucaHue, Ipyru - 6e3 perenra.

IToBeue 3a mpoueaypara:

[IpernensT Ha uOynpoden 3anousa Ha 09.06.2014 r. mo uckane Ha AreHIUsATa TIO
nekapctBata Ha BemukoOputanuss (MHRA) u ce mpoBexna Ha ocHOBaHue Wi. 31 oT
Hupextua 2001/83/EC. Tol ce mpoBexaa 3apaju OMACCHUs, Y€ BUCOKH J03H MOynpodeH
Ouxa MOTJIM J]a UMAaT MOJI00CH ChPICYHO-CHA0B pUcK KaTo To3u Ha COX-2 uHXHOUTOpHTE.

IIpernensT ce ocpuiecTBsiBa 0T KoMuTeTa 3a OLEHKAa Ha pUCKa B MPOCIEASIBAHETO HA
nekapctBenara 6e3onacHocT (PRAC), koliTo Ma OTTOBOPHOCTH 3a MPOOJIEMUTE, CBBP3aHH C
0e30MacHOCTTa Ha JIEKAPCTBEHUTE MPOAYKTH 3a XyMaHHa ynoTpeba.B pesynrata Ha npernena
PRAC me HampaBu penuua Mnpenopbku. TbHH KaTo BCUYKM JIEKAPCTBEHM NPOAYKTH,
ChABpXKAIIM HOyTpodeH ca paspenieHr o HallMOHAIHA Tpoleaypa, npenopbkara Ha PRAC
e 0b1e npenocraBeHa Ha KoopanHaonHara rpymna 3a npoueaypH 1o B3auMHO TIpU3HaBaHe
u neuneHtpanuzupanu nporeaypu (CMDh), kosTo e npueMe OKOHYATETHO CTAHOBHIIE IO
Bbpoca. CMDh, rpyna ¢ npeacTaBUTeNCTBO HAa BCHYKH Ibp)KaBU-4JICHKH Ha EBponeickus
ChI03, UMa OTTOBOPHOCT 3a OCUTYpSIBaHE HAa XapMOHHM3UPAHU CTAHAAPTH 3a 0€30MacHOCT Ha
paspelieHreTe 3a ymnorpeda MO HAIMOHAJIHU NPOIEIypH JIEKapcTBa Ha TEPUTOpUATA Ha
EBponeiickus cbio3.

IIpu3us 3a cho0IaBaHe HA HEXKEJAHH JIEKAPCTBEHH PeaKIuu

Hanomusive By, ue manuenTuTe Morar fa cho0IaBaT HeKEIaH! JIEKaPCTBEHH PEAKIINU
10 BCSAKO BpeMe Ha MEJUIIMHCKUTE CHEIUAINCTH WK Ha V3bJIHUTETHATA areHIHs 110
nekapctBarta (MAJI).

Moxere /1a HarpaBuTe CHOOIICHUE 3a HEXKETaHa JiekapcTBeHa peakuus 10 MAJI o eaun
OT CJIETHUTE HAYUHMU:
- IOM'BbJIBAHE U M3IpalaHe Ha popmyJsipa 3a choOlIaBaHe Ha HEXKeJIaH! JIEKAPCTBEHU pPEaklu OT
HEMEIUIIMHCKY JIUIa MyOJuKyBaH Ha yeO-caiira Ha UAJT;
- TIOM'BJIBAHE U M3IpaIllaHe 1o TolaTa Ha Komue oT (GopMyJisapa, MpeHa3HaueH 32 HEMEIUIMHCKA
JMLA.

3a JOMBJIHMTENIHU pa3siCHEHUS MoXeTe Jaa ce obaxnaare B oraen “JlekapcTBeHa
6e3omacHoCT” KbM M3ITBIIHUTEIHA areHIns 1o JeKkapcTBara Ha Ten. +359 2 890 34 17.

OpUrMHAIHOTO U3SBJICHUE HAa AHTJIUIICKU €3UK KaKTO U IPYT'H TOKYMEHTH OTHOCHO TOBa
IpepasriexaaHe MoKe Ja HaMepuTe Ha yeO-caiita Ha EMA Ha cneHus InHK:

http://www.ema.europa.cu/ema/index.jsp?curl=pages/news_and _events/news/2014/06/ne
ws_detail_002125.jsp&mid=WC0b01ac058004d5cl







