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KPATKA XAPAKTEPUCTUKA HATIPOAYKTA
ATARAX®

1. THLpProBcKo MMe Ha NEeKapCcTEEHNA NMPOAYKT

ATARAX

2. KonuyecTBeH ¥ KayecTBEH ChLCTaB

1 mi ATARAX cupon ChAbpXKa 2 mg hydfoxyzine dihydrochloride.
3a nomolHume eeulecmsa aux moyka 6.1.

3. JlekapcTBeHa chopma

Cupon: 6uctsp, OeslpeTeH pasTeop

4. KnuHUMHM BaHHn:

4.1. - lNokazaHus

ATARAX e nokasaH 3a :

.- CumnToMaTU4HO NeYeHne Ha TPEBOXXHOCT NPU Bb3PACTHU;

- CvMnTOMaTKYHO NEYEHUE Ha NPYPUTYC,
- [lpemepukauus B xupypruaTa.

4.2. [losupoBKa ¥ HauMH Ha ynoTpeba

BtzpacTi:

- 33 cuMnTOMaTUYHO NeYeHne Ha TPEBOXHOCT.

50 mg QHEBHO pasfeneHy Ha Tpy npuema, CbOTBETHO OT 12,5 ~12,5 25 mg,
koeTo B ml € pasHo Ha 6,25 mi - 6,25 mi - 12,5 ml

MpY NO-TEXKN criyyai moxe Aa ce npunoxar go 300 mg pHesHo T.e 150 ml

- 3a cuMmnTomMaTUUHO nedYeHne Ha npypuTyc:
3anoysa ce ¢ HadyanHa fo3a ot 25 mg T.e 12,5 ml npeayn CkH 1 aKo. Q'x OVIMO MOXKE
b

fia ce NpoABbIDKM C Ao3K Bo 25 mg T.e 12,5 ml 3 fo 4 nbTH ,u,HeBHo
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3a npemepukaunsi Npean XUpyprudHn UHTEPBEHUNN:

50 po 200 mg 7. 25 Ao 100 mi AHEBHO, NPUINOXEHU HABEAHEX UMW pasfenely Ha 2
nprema: npyW eAHOKpPaTHO nMpunoxeHue 1 yac rpefw onepauwsiTa, KaTto MoXe ga ce
HasHauaTt u nog opmara Ha eAHOKpaTeH NpueM BevepTa npeayn aHecTesnsTa.

MakcumanHaTta eauHnuHa Ao3a Npy BL3pacTHK He Tpsbea Aa Haasuwaea 200 mg (nnn
100 ml ot cupona), Aokato AHeBHaTa J03a He Tpsibea ga € ro-Bucoka ot 300 mg (vnn
150 ml ot cupona).

Leua (o1 12 meceuna BbL3pacT):

3a cuMnTOMaTUYHO NEYeHUe Ha NPYPUTYyC:

O1 12 wmeceua po 6 roguHu: 1 mglkg gHeeHo po 2.5 mg/kg AHEBHO, NpUeTH Nog
dopmaTta Ha otaentu npuemu, T.e. B ml 0,5 mikg go 1,25 mifkg

Hap 6 roguny: 1 mg/kg aresHo go 2 mg/kg gHeeHo T.e B ml 0,5 mikkg go 1 ml/kg,
npueTy nof chopmara Ha OTAENHW npueMu,

3a npemegvKalma Npean XMpyprissHy nHTepBeHLun:

Enunuyda goza ot 1 mgl/kg 1. B ml 0,5 ml/kg 1 vwac npeaun xupypriuvHdaTa MHTepBeHLna
unn 1 mg/kg BevepTa, npepu aHecTesnsiTa.

Onpepgerisine Ha ao3arta:

[osaTta TpaGea fa 6bie onpepeneHa MHOMBUAYANHO B paMKuTe Ha npenopb4anus
[030B PEXUM V1 B 3aBUCMMOCT OT OTrOBOpa Ha naumeHTa KbM fie4erneTo.

Mpn naumeHTVM B HanpefpHana Bb3pacT Ce 3anoypa feyeHue C nonosuHata oT
npenopLYBaHaTa [403a, Nopaay YALIDKEHOTO ASWCTBUE Ha NPoAyKTa.

INpun nauweHTn ¢ yepHoapobHa AnchYHKUMS ce npenopbyBa HamansBaHe Ha [osarta ¢
33%.

[lozaTa Tpabea fa Gbpe HamaneHa v npu NaLUeHTU ¢ yMEPEHO Aa TeXKO yBpexaaHe
Ha 6bOpeuHaTa yHKUMS, NOPaay NOHWKEHOTO OTAENAHE Ha MeTabonuTa LeTUPrU3nH.

4.3. [poTuBoOnNoKasaHus

VisBecTHa CBPLXYYBCTBUTENHOCT KbM HsikOs OT cbeTaBkute Ha ATARAX, KeM
LETUPUSMH, KbM ADYTM  NWUNEPasvHOBK NPOM3BOAHK, KbM aMUHOMUIMH WK
eTUnesauamuH.

MauueHTy, cTpagaluym ot nopdupus.

BpemeHHoCT U KbpMeHe (Bvx 7. 4.6).

WHTpa-apTepuiHoTO UM NOAKOXHO NpunoxeHue Ha ATARAX WHXeKUMOHeH pasTeop e
NPOTUBOMOKA3HO.

4.4 CrieuManHu NPOTUBONOKA3aHMSA ¥ CrieLMaNHK NPeAYNpexaeHus 3a ynotpeda
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ManknuTte fela ca No-CKIOHHM KbM NOSiBa Ha HEXENaHWn nekapcTBeHy peakuum, CBLP3aHn ©
LeHTpanHaTa HepeHa cuctema (Buwx T. 4.8). [lpu geua koHsyrncum ce Habriogasar fo-
YecTO B CPpaBHEHUE C Bb3pacTHUTE.

Mopagy noTeHUMarnHusi o aHTuXonuHeprudeH edgexkt, ATARAX Tpsbea ga ce npunara
BHAMETESNHO MpU NauMeHTU C raykoma, obCTpyKLMA Ha  NUKOUHMST MEXyp, MOHWXKEH
CTOMaLUHO-YpEREH MOTUIIUTET, MWACTEHUSA rPaBUC UNK SeMeHLMs.

Heobxoanmo e KopuripaHe Ha fosarta, B cnyyail Ha eOHOBPEMEHHO [puioXeHne Ha
ATARAX c ppyru cpegciea, NOATUCKALLWN LieHTpanHara HepBHa cucTema Mnu Niekapersa,
NpUTEXaBalUM aHTUXONUHERTUYHIN cBoitcTBa (BUXK T. 4.5).

Tpabea oa ce usbsrea efHOBpeMeHHaTa ynoTpebarta Ha ankoxon u ATARAX (Bux 1. 4.5).
HeobxoanMo e noBULLIEHO BHUMaHUWE NpY NalUMeHTV C U3BECTHA CKIMOHHOCT KbM CbpAeyHa
apuTMKns KK Takuea, NeKyBahu egHOBPEMEHHO C apMTMOTeHHU CPeacTEa.

Mpu naumeHT B HanpenHana Bb3pacT, Ce MpenopbyBa 3anoysBaHe Ha NevYeHUeTo C
MoJiIcBMHaTa 0T OBUKHOBEHO MpueTaTa [o3a, fiopaay YObIMKEHOTO AelCTBUE Ha NpogykTa.
Hosata Ha ATARAX 1psabea pa 6bAe HamaneHa W NpyM nauueHTy ¢ HapylleHa
yepHoapobHa yHKLUMA Wnk Takuea C YMepeHOo Ao Texko 6bbpeuHo yspexpaHe (BUXK T.
4.2)

Jleyenveto ¢ = ATARAX TpsiGea fia Gbae npekbcHato 5 [HU npefw TeCTYBaHETO 3a
aneprusi MM MeTaxonuHosa OpoHxuanHa npoba, ¢ uen usbsareaHe Bb3AEHCTBMETO BbPXY
pesynraTuTe.

4.5, llekapcTBEHU U BpYTX B3aMMOAEeNCTBINSA

MoTerumpawmaT ecekt Ha ATARAX T1psifBa fa ce uMa npeasusi, npy egHOBPEMEHHOTO MY
npunoxenue ¢ noaTuckaum LIHC cpencrea wnv Takmsa ¢ aHTUXONMMHEPXUUHK CBOWCTA,
KaTo pnosata Tpsabea fa ce onpegenn uHAnBUOyarnto.

ARKOXonbT CbLo noTeHuupa edektute Ha ATARAX.

ATARAX antaroHnaupa feiicteneto Ha BeTaxucTuHa 11 aHTUXonuHecTepasHuTe cpeacTsa.
TNeyenneto ¢ ATARAX TpsibBa fa Gb/ie npeksCcHaTo S AHU NPeau TecTyBaHeTo 3a aneprus
unu MeTaxonuuoea OponxuanHa npoba, ¢ uen  usdbareaHe BL3IAEUCTBMETO BbLPXY
pesynTatuTe.

Tpsibea Aa ce nsbsarea u efHOBpeMEHHOTO npunarake Ha ATARAX ¢ MAO nHxubutopu.
ATARAX npotusofeiicTea Ha npecopHus eddexT Ha afpeHanuka.

XUApOKCUaMH aHTaroHnsupa aHTUKOHBYNCUBHOTO JeicTene Ha heHuTouHa, Npu NiibXoBe.
Uwmetnand 600 mg, OBa NbTW AHEBHO HamasnsiBa CEPYMHWTE KOHLeHTpauun Ha
XWAPOKCU3UH ¢ 36% 1 NoBMILABa MUKOBMTE KOHLEHTpaUMn Ha meTabonuTa uetupusut ¢ 20
%.

ATARAX e nixubutop Ha uutoxpom P 450 2D6 (Ki: 3.9 uM ; 1.7pg/ml) v BB BMCOKM [O3K
MOXe Aa foBefe OO nekapcTBeHn B3aumopeiicTeuns cbe cyberpatute Ha CYP206.

Mpu 100 pM ATARAX Hama uHxubupaly edekt Bbpxy usocopmute 1A1 n 1A6 Ha UDP-
glucuronyl transferase B uepHogpPOBHUTE MUKPO3OMN Ha HoBeKa. ToW MHXMDKUPa LMTOXPOM
P450 2C9/C10, 2C19 n 3A4 naocdopmute npu koHuenTpauun (IC50 : 19 go 140 uM ; 7p0
52 pg/ml) Hap nukoBMUTE Nna3MeHu koHueHTpauun. MeTabonuTbT uUetwpusanH HAMa
uHxubupaLy edekT BbpXy YepHoppobHUTe YoBellku LuToxpom P 450 ( 1A2, 2A6, 2C9/C10,
2C19, 2D6, 2E1 n 3A4) n wusocopmute Ha UDP-glucuronyl transferase: Eva. saiuo,
ATARAX e napywasa MeTabonusma Ha JiekapcTearta, cybcTpaTtit Ha Tesn eHsvmu.
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TbiA KaTo XUAPOKCU3MH ce MeTabonuaupa B yepHust Apob, HapacTBaHETO Ha KPbBHUTE
KOHLEHTPaUUN Ha XWOPOKCM3UWH MOXe fa ce NpOCHefM 4pe3 eAHOBPEMEHHOTO My
NPUIOKEHNUE G APYIY NEKapCTBa, 32 KOUTO € U3BECTHO, Ye ca NOTeHUMAanHW uHXMbuTopy Ha
yepHOAPOGHUTE EH3VMMN.

4.6. BpeMEeHHOCT K KbpMeHe
WscriegeannsTa npy XMBOTHW NOKa3aBaT perpoRyKTUBHA TOKCUYHOCT.

XUODPOKCU3WH NpemuHaBa nnaueHTatTa ¥ BoAW A0 KOHUEeHTpauuk Yy rnoga, no-BucoKu OT
TE3N B MakkaTta.

[lo MOMeHTa HAMa CBLOTBETHM ENWAEMUONOIMYHU AaHHK OT npunaradeto Ha ATARAX no
Bpeme Ha OpemendocT. [lpu HoBopoaeHu, uMutTo Maku ca npuemanu ATARAX npes
nocrniefHuTe eTtanu Ha GpemerHOCTTa U/Unn No Bpeme Ha pawaaHeTo, ca HabnlojasaHu
CriefiHnTE HEeXenaHu peakuum ( BeaHara unm HSKOIKO vaca Cfief] paxaaHeTo): XUnoToHus,
CMYLUEHWS B [ABMXESHUETO, BKIMIOMMTENHO eKCTpanupamMupHy HapylueHusl, KNOHUYHM
ropyoBe, noatuckaHe Ha UHC, HeoHaTanHW XUMOKCUYHY CBCTOAHWUA WINNM peTeHumnsa Ha

ypuHaTa.
Eto 3awo, ATARAX He TpsaGea fja ce npunara 1o epeme Ha GpeMeHHOCT.

ATARAX e npoTuBonoKasaH B criydalh Ha KepmeHe. Ako € Heofbxoaumo rieveHue C
ATARAX, 10 kbpMeHeTO TpsibBa ga 6bae cnpsiHo.

4.7. EchekTi BLpXY cnocoGHocTTa 3a WwothupaHe U pabota ¢ MaltMHK

ATARAX moxe Oa Hapyly peakTuBHaTa cnocobHOCT M KoHueHTpauusaTa. [aumentute
TpabBa pga 6baaTt npegynpeseHn 3a Tasu Bb3MOXHOCT U Aa Obgar nockbBeTBaHu Aa He
wocbupat uriv paboTaT ¢ MalUKHK AOKaTO Npuemar NneKapcTBoTo.

EnHoBpemeHHoTo npunaraHe Ha ATARAX ¢ ankoxon wnw ApYrM CefaTMBHU CPEACTEA,
TpsibBa foa ce u3barea, nopaau 3acunsaHe Ha Tesn eeKkTu.

4.8 .Hexernany nekapcreeHu peakiium

Hexenalute NEKapcTBeHW peakuun ca CBbp3aHu rfasHo ¢ nofdruckaHeto Ha LHC unu
HEWHOTO NapaAoKCanHo CTUMYnUpaHe, aHTUXONMHEPIMYHaTa aKTUBHOCT UK C peakuumTe

Ha CBPBbX4YBCTBUTENHOCT.
Criopeg Kknacucpukaumsta Ha MedDRA ca HabrniogasaHu cCriefHUTE  HEXenaHw

JIEKapCTBEHU peaKLmn:

CopheyuHM HapylueHust:
Taxukapans NOS

3puTenEM Bapylekns:
CmyLLIEHNS B aKOMyAaLmsaTa, 3aMblfIeHO BIKAaHe



CromaluHo-4YpeBHN HapYIIeHUs:
3arniek, cyxoTa B ycraTa, rageHe, noepbiuaHe NOS

O61uu HapyieRus:
Ymopa, HepasnonoxeHue, nupekeus NOS

HapylweHus Ha UMYHHAaTa cucTema:
ARadunakTuyeH Lok, cBpbxyyBcTBUTENHOCT NOS

DYHKHWOHaNHK U3CTNienBaHNusA:
[MpomeHn BbB YepHoapobHuTe hYHKLUMOHANHW TECTOBE

HapyweHna Ha HepBHaTa cUcTeMa:
MbpuoBe, 3aMasHOCT, AMCKMHeans, rmaeobonne, 6e3cbHue, celaLins, CbHNMBOCT, TPEMOP

MeuxuyBn HapylweHus:
AxuTtupaHocT, 00bpKBaHe, AnsopueHTaumus, XanouHauun NOS

BiLOpeuHn HapyleHns:
Petebuua Ha ypuHaTa

RuxaresniHu, rPLAHK 1 MeAKaCTUHANHN HapYWeHus:
BpoHxocnasbm

HapylieHus B o6nacTTa Ha KoXaTa U NOAKOXHATa ThKaH:
AHIMOHEBPOTUYEH OTOK, AEpMaTUT, NPYPUTYC, EPUTEMaTO3EH KU MaKynonanynoset obpus,
ROBULLEHO M3FIOTABaHE, YPTUKapus.

Cto0BU HapYLIeHUs:
AuroTeHsns

4.9. NpepoznpaHe

CumnToMuTe, HabrniopaBaku cnepf 3HauMTENHO npeaosnpaHe ca CBbp3aHu TNnaeHo C
NMPEKOMEPHUS]  aHTUXOSIMHEPTMUYeH  edeKkT, MNOLTUCKAHETO WUNU  TapafoKCanHoTo
ctumynupane Ha LIHC. Te BkniousaT rafgede, nNoBpblUaHe, Taxukapaus, nupekcus,
ChHNMBOCT, HapyLICHW 3eHUYHK pedriekcy, TPemop, obbpPKaHOCT W XanouuHauuk. Te
moraT ga 6bAaT nocneaBaHn oT HapylueHus B Cb3HaHWETO, NMOATUCKaHe Ha AMilaHeTo,
KOHBYSICMM, XUNOTCHUST UNK cbpaedHa aputmunsa. Moxe pa nocriegBa  Koma W KapAawuo-
pecnupaTropeH Koraric. _
HeoBxoaum € CTpor KOHTPON BbPXY AvXaTeNnHuTe MbTylla, AULLSHETO W LMPKYNaTopHus
cratyc, npogbmxuteneH EKI sanuc, kakto w ocurypseaHe Ha HeoOXOAUMUA KUCHOpOA.
Heobxoaumo e ripocnegaBaHe U Ha cbpaeuHaTta (hyHKUMA U KPBBHOTO Hansrake 3a nepuos
24 yaca cniep NpemMuHaBaHe Ha cuMiToMuTe Ha npefosnpale. lNMalvenTute ¢ NpoMeHeHo
MCUXMHYHO CbCTOAHME TpsibBa aa O6baaT uscnedBaHK 3a eBeHTyanHo .eRHOBPEMEHHO
s Bt i M,



nMpUEMaHE W Ha ApYrM feKapcTBa WK ankoxXon WM npu HeobXopumocT ga nonyqar
KWUCIIOPOA, HAaNOKCCH, IT0KO3a U TUaMUH.

MNpy HeOOXOAMMOCT OT Ba30NPECKs Ce Npunara HopenuHeprH UKW MeTapaMiHOI, KaTo He
Tpsibea fAa ce U3nonsea enuHedpuH.

Cupon OT ipecac (IXHOAMEPWKAHCKO pacTeHve, OT KOETO Ce npasu pasxnabutenHo
cpefcTBo) He TpsbBa aa ce npurnara Npy CUMNTOMAaTVYHK NaUneHT WAK Npr Takuea, npu
Kouto Buxa MornM ga HacTenAT Obp3o OObpKBaHe, KOMa WM KOHBYFCWAM, noOpaau
Bb3MOXHOCT TOBa fia JA0BeAe [0 acnupaLoHHN NHEBMOHUTN.

[Mpy KNMHUYHO 3HAUUMO Npejo3upaHe ce npaBu cTomallHa NPoMUBKa C npefilecTsalla
ehpoTpaxeanHa uHTyOauus. Moxe fAa ce NpunoXy U akTMBEH BLITIEH, HO HaHHWUTE 3a
HeropaTa €(heKTUBHOCT B TO3U criydai ¢a OCKbAHMW.

lMoctaps ce nof CcbMHEHWe ¥ nosisaTa OT MpPOBEXOaHETO Ha Xemojuanusa wuim
xemonepdysus.

Hsama cneluduyer aHTuaoT.

JinTtepatypHuTe danHn MOKa3BaT, Ye NPV Hanuuue Ha TeXKW, XMBOTOo-3acTpaluasaliyv,
TPYAHO MOBMUSABALUM Ce OT APYri fieKkapcTBa aHTMXONUHEPrMUHK edekTi, NnpunaraHeTo Ha
dusmocTurmMmH Moxe aa 6bae oT nonsa.

dusKocTUrMuH He Tpsbea fa ce mpunara camo c Uer NofAbpXaHe Ha nauveHTa OyneH.
lMpy epHOBPEMEHHOTO nNpMEMAaHE Ha UWMKNUYHW aHTMAENpPEecaHTu, W3NonsBaHeTo Ha
DU3KOCTUIMMH MOXE A3 YCKOpU nosiBaTta Ha rbpyoBe W TPYAQHO MOBNUsBaLY ce ChbpAeveH
apect. ®usnocturmud TpsiGea Aa ce u3bsrsa M npu NauveHT! c HapylleHa cbpAedHa
NpoBOAUMOCT.

5. PapmakonoruuHu faHHu:
5.1.dapmakoguHaMU4HN CBOKCTEA

MapmMakoTepaneBTUYHE FPYna:

ATARAX e ncuxonenTuysHo ¥ aHKCUONMTUMHO CPeAcTBO (aTapakiyik)

ATC kop: NO5B BO1.

JlekapcTBEHOTO  BELUECTBO  XWAPOKCU3MH  AUXMEPOXNOpMA €  Npou3BOAHO  Ha
andbeHunmMeTala 1 ce pasnuuasa B XMMWYHO OTHOLLEeHUE OT dieHoTUasnHuTe, pesepnuxa,
menpoBamara unu 6eHzopnasennBnTe.

MexaHn3tM Ha BeMcTEUE
Hydroxyzine dihydrochloride He e kopTukaneH aenpecaHT, a AEUCTBUETO MY Ce NposBABa
ypes MOATWCKAHEe aKTMBHOCTTa Ha CbOTBETHUTE OCHOBHM (KIMIOYOBM) CYOKOPTUKANHW

obnacTu Ha UeHTpanHaTta HepBHa cucTema.

dapmakoguHaMuyHU edeKkTi

AuTuUxucTammuHoBusi edekT W OpoHxopunaTaTopHaTa aKTUBHOCT ca [EeMOHCTpUpaHu
EKCMEPUMEHTANHO 1 Ca KNWHUYHO NOTBBbPAEHU. AHTUEMETUYHMST €dIEKT € YCTaHOBEH, KaKTo
C anoMopdwHOBUS, Taka M C BEPUNOUOHUAT TecT. (PapMaKonoryuhuie M KIMHUYHN
Npoy4BaHUs MOKasBaT, Ye B TepaneBTUYHY O3U XULPOKCUSUH He noavzu.laea "CTomatlHaTa
CEKpeLs UM KWCEMNUHHOCT, KaTo B NOBEYETO crydyan nposssasa cna6a eHTucexpeTopHa
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axkTuBHoCT. [pn Bb3pacTHW 3gpasn [obpoeonun v gela U HabnogaeaHo HaMansasaHe Ha
Kpbra 1 3a4epBsABaHETO Cref UHTPagepMarnHo UHXeKTupaHe Ha XuctamuH Ui aHTUFeHHU.
XVAPOKCV3WH € AeMOHCTpupan ceBosiTa edhekTUBHOCT U ripy obnekyasaHe Ha HpypuUTYC npu
pasnu4Hn hopMn Ha YPTUKapusi, eKsemMa W JepMaTuTi.

Fipy HapywieHa JepHoapoOHa yHKUWS, aHTUXUCTaMUHOBUMA egekT Moxe Aa bbge
yobIbkeH o 96 yaca crieq npunaraHe Ha eauHudHa gosa.

EEF sanucute npu 3gpaBu pobpoBonuM MoKa3BaT HEroBUst aKCUONUTUYHO-CEAaTUBEH
npodurn. AkcuonnTUYHUAT edbekt € Gun NoTBbpAEH NPW NauneHTu 4ypes fpwraraHe Ha
pasnuubn  KnacuyecKkn ncuxoMeTpuyHu TectoBe. [lonucomHorpadckute sanuck npu
TPEBOXHK 11 MHCOMHUYHY MauueHTh [OoKa3BaT yBenuyaBaHe Ha o0uoTo BpeMe Ha CbHS,
HamarnsiBaHe Ha oOLOTO BpemMe Ha HolwHata byaHocT W HamanssaHe Ha CbHHata
NaTeHTHOCT KaKTo crief] eBVHWMHW, Taka v cried noBTapsawm ce aHeBHU posu o7 50 img.
HamanseaHe Ha MYCKyNHOTO HanpexeHne € HabniogasaHo Mpyu TPeBOXHN NauveHTy npu
AHeBHa fosa oT 3 X 50 mg. He ca nabniogaBadu cmylleduss B nametia. He ca
HabnogasadHy M CUMNTOMM HA MpuMBUKBaHe cried 4-cefMUYHO hedeHue Npi TPEeBOXHU
nauueHTH.

Hayvarno Ha delicmeue

AHTUXUCTaMUHOBUS edeKT HacTbnBa npubnusutenHo 1 4vac cnen npunaraHe Ha
nepopansute ¢opmu. CenatuBhuaT edekT npu cupona HacTensa crneg 5-10 muHyTy, a
rpyu Tabnetkute cboTBETHO 30-45 MuHyTI.

XuapoKcuauH 1MMa CbLUO CNIasMOSIMTUYHO UM CUMNATONWUTUYHO AelcTBUE. ToW NpuTexasa
HUCBK aduHUTET KbM MYCKapuHOBUTE peuentopu W nposeaBa cnaba aHanreTuvHa
aKTUBHOCT.

5.2.®apMaKOKUHETUYHM CBOKCTBA

ABcopbuuns

Xuppokcusuh ce abcopbupa OBPs0 Npes CTOMAaLLHO-4peBHUA TpakT. [MKkoBO nnasmeHo
nueo (Cmax) ce goctura okoro 2 yaca cnej nepopanHo npunoxexue. Cnej eguHUYHU
nepopantu aoau ot 25 mg 1 50 mg npu BL3PacTHW, MUKOBUTE KOHLIEHTPALMK Ca CbOTBETHO
30 ng/ml n 70 ng/ml. CkopocTTa 1 ¢cTenenTa Ha abcopbumns Ha XMAPOKCU3NH ca CXOAHM npu
TabneTkute unu  cupona. Crnefl  MHOTOKPatHO  MPUIIOKEHWE, BeAHBX [AHEBHO,
KOHUEHTpauuuTe My Hapactat ¢ 30%. byoHannyHoCcTTa Ha XWAPOKCU3UH Npy nepoparnHo
npunoxenune e oxono 80% o OTHOLEHUE Ha Tasu, HabnioaBaHa npu UHTpamyckynHo (IM)
npunoxenue. Cnen IM npunaraHe Ha eguHwdHa nosa ot 50 mg, nukoBuTe MnasmeHu
KoHUEeHTpauuy obukHoBeHo ca 65 ng/mi.

PaznpepeneHune
XVOPOKCU3MH ce pasnpefens B Lenus OpraHM3bM, HO MO-BUCOKM KOHLEHTpauuwn ce
Habnl#aBaT B ThKaHWTe, B cpaBHeHwe ¢ nnasmata. Obema Ha pasnpepnernexsve npu
BEb3pacTHu e o1 7 fo 16 I/kg. Cnen nepopanHo npuioXxeHue XUWApPOKCU3KMH npemuHasa B
KoXaTta, Kato KOHUWEeHTpauumie My Tam ca Mo-BUCOKW OT nnasmeHuTe, KaKTo cnep
€AVHWYHO, Taka M Cnef MHOFOKPaTHO npuniokeHue. XWOPOKCU3VH npemuHasa  KpbBHO-
MO3bMHaTa W nnayeHTapHa Gapuepa, KoeTo Boan [0 No-BMCOKN KOHL\GHTpaLtMW~ Jinoaa, B
cpaBHEeHUWE ¢ Te3un npwu Mainkara. e )
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MeTabosin3tLm

Xuapokcusuh ce Metabonuavpa aktueHo. OcHoBHUTE MeTabonuTHU NbTUlla BOAAT B0
o6pa3syBaHeTo Ha kapbokcunen meTabonut, ueTupunsns (45% ot nepopankara fosa). Toan
MeTtabonut npurexxaea aHauYMTEnHW nepudepHn Hi-aHTaroHUCTUYHNM  CBOIACTBA.
Wpentudnumpann ca u pepuua apyru metabonuty, BrioquTenHo O-geankunupaH
meTabonuT ¢ NnasMeHo BpemMe Ha rnony-enumuHupane 58 yaca.

Enumunupane

BpemMeTo Ha nony-enMMuUHMpaHe npu BbapacTHu € okono 14 waca (ot 7 po 20 vaca).
O6uwms KnupbHE, onpeaeneH npu npoyysanuata € 13 mi/min/kg. Camo 0.8% oT npuetara
J[03a Ce OTAENs 4Ypes ypuHaTta B HenpomeHeH Bua. OCHOBHUAT MeTabonut LUeTUpUsuH ce
OTAEens IMaBHO B HeMpomeHel BuA ¢ ypuhata ( 25 u 16% cvoTBeTHO OT nepopanHara u
IM no3a XWApPOKCH3UH).

Crieuuasiiy rpynm:

lauyuernmu e HanpedHana ex3pacm

WacnegeaHa € apMaKoKMHeTuKaTa Ha XuapokcusuH npw 9 3sgpasn MHAMBMEE B
HanpegHarna sb3pact (69.5 + 3.7 roguun), cnen nepopanHo npunarakde Ha eauHn4Ha Josa
ot 0.7 mgkg. Bpemero Ha nony-enumuHmpaHe e Ouno yabmkeHo fo 29 vaca, a
onpepeneHna ob6eM Ha pasnpepeneHuMe e HapacHan o 22.5 l/kg. llpenoptusa ce
HaMarnfBaHe Ha QHEBHaTa fS03a Ha XWAPOKCU3WH MNpy NauveHT B HanpegHana Bb3pacT
(K T. 4.2).

Leua

dapMaKoKUHETUKATA Ha XWIPOKCU3UH & olenena npu 12 peua (6.1 + 4.6 rogunn u 22.0 +
12.0 kr), crieg nepopasiHo NMpunaraHe Ha eawHudHa fdosa ot 0.7 mg/kg. lnasmeHns
KnupbHC € npubrmautenHo 2.5 nbTM OT TO3M Ha Bb3pacTHuTe. Bpemetro Ha nony-
enyMUHMpaHe € NMO-KpaTtko OT ToBa Npu Bb3pacTHuTe. TO € OKono 4 vaca 3a rpynata Ha
efHoroAuIIHNTE naumeHTy 1 11 yaca 3a rpynarta Ha naumeHTuTe Ha 14 roauwiHa Bb3pacT.
Heobxoaumo e kopurupaHe Ha Bo3ata npu geua (Bux 1. 4.2).

UepronpobHo yBpexaaHe

FMpu nauueHT ¢ YepHoapobHa AucdyHKUMsA, BTOpUYHA WK MbpBhyka Bunvapha uuposa,
obLuMs knUpbHE € npubnunauteniHo 60% oT Toau, HabniofaeaH npu nauueHTy bes Takoea
HapyweHue. BpemeTo Ha nony-envMMHMpaHe e yeenuueHo o 37 uaca, a cepymHuTe
KOHUEHTpauuy Ha kapbokcunHus metabonut, LeTUpUsnH ca No-BUCOKW OT Te3n Npn Mnaau
naLuueHTM ¢ Hopmanha uepHoppobHa dyrkuus. [lHeBHata aosa wnvm 4YecroTata Ha
npunaraHe Tpsibea Aa 6bhar pepyuspaHu Hpu NauMeHT G YBpeAeHa uepHoppobHa
dyHKUus (BUX T. 4.2).

BxbpeuHo yBpexnaHe

dapmakuHETUKaTa Ha XWAPOKCU3NH € uacriefiBaHa npu 8 nauueHTta ¢ Texko SuGpeuno
yBpexgaHe (KpeaTMHUHOB KnupbHC: 24 £ 7 mil/min). CTeneHTa Ha pasnpefefeHue (AUC)
Ha XWOPOKCU3NH HE Ce NMPOMEHS, NOKaTo Tasn Ha KapOoKeunHus MeTaﬁonm TLeTUPU3KH €

yeEnn4eHa. Tosn metabonut He ce oThaenA ECbeI{TMBHO qpes, xeMo,u,uanvzaa C ormnen
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n3bsrsaHe Ha 3HaYMTENHO KyMynupaHe Ha MeTabonurta HeTWpU3sKH, criefi MHOTOKPaTHO
fipunaraHe Ha XMOPOKCU3WH, AHEBHATa [03a Ha XUAPOKCU3UH NPU nauueHTU ¢ HapylueHa
ObbpeuHa dyHKkUMs, TpsOBa ga 6bae HaMarneHa.

5.3.MpegknuaMyHA JaHHK 32 Oe30nacHoOCT

MpoyvBakusiTa BbpXy oOcCTpaTa, MOJOCTPa W XPOHW4YHE TOKCMUYHOCT He ca nokasanu
obesnokonTenHn pesyntaTti npu rpyusadn, kydeta n manmyHu. LD50 npu nnbxose U MULLIKW
ca cboTBeTHO 690 1 550 mg/kg p.o. n 81 n 56 mglkg i.v.

Enmnuudn nepopantn gosu ot 100 mg/kg unpyuupar npusHauW Ha Aenpecusi, arakcus,
KOHBYNCUM M Tpemop npu kydeta. [pu malimyHu, npu nepopanHu fosu Hag 50 mg/kg e
HabrioaaBaHo noBpbluaHe, OOKATO MHTpaBeHosHu posu of 15 mg/kg npeawsBukeaT
KoHBYNCuK. MHTpa-apTepranty UHXEKUMM BOAST A0 3HAYUMU ThKaHHK Nesuu npu aaium.

MopocTpata TOKCUYHOCT € 6una uacnefeaHla npu Kyyeta npy Josa ot 50 mg/kg u sBoam fo
rafeHe, TpenepeHe W kKoueyncuu. [nbxose ca npexveenu 30 AHW npW nepopariHo
ApunoxeHue Ha xuapokcuand 200 mg/kg/ AHeBHO.

XpoHuuHaTa TOKCWMHOCT € Guna npoydeHa npu nnbXose, Npu nepopanHn [osu Ao 50
mg/kg 6e3 cumnToMM Ha XucTonartonormuHu aHomanuu. fosn ot 10 mg/kg ca Hamanunu
KOHLIEHTpaumaATa U XusHecnocobHocTTa Ha cnepmartounTute. Tpu KyvyeTta, nepoparnHu Jo3n
0o 20 mg/kg AHEBHO B MpogbmxeHue Ha 6 Mecela He ca Ounu CBbp3aHU C HsKaKBK
CUMIITOMW MW HAKaKBY BUONMOMMYHN UK XMCTONAaTOMNOMMYHI aHOMas UK.

TepatoreHHocTTa € 6una oueHeHa npy GpeMeHHn rpusaun. mancopMalium Ha nnoja u
abopT ca HaGniopaeasu npu Ao3n Hag 50 ma/kg XugpokcusuH, nopagn akymynipase Ha
MeTabonuTa HOPXACPUMKIM3KH. TepaToreHHutTe [03W TyK ca MO-BUCOKM OT Te3n,
M3MOoN3BaHKn Npu Xopata ¢ TepanesTuyHa uen. He e HabniopasaHa myTareHHa akitwBHOCT
rnpu TecTa Ha Amec. LIMTOTOKCHYHUAT noTeHuman e oueHex kaTo cnab. He e HabniofgaeaH
KaHUeporeHeH ediekT.

6. ®apmaneBTUUHKU AaHHN
6.1 CnucE:K Ha NOMOLIHKUTE BEleCTBa U TEXHUTE KOJIMYECTBA

Cupori:

Ethanol 5,00 mg
Sucrose 3750,00 mg
Sodium benzoate 1,50 mg
Levomenthol 0,25 mg
Hazelnut flavour 2,50 mg
Purified water g.s. ad 5 mi

6.2. PUINKO-XMMHUYHY HECTLBMECTUMOCTH
He ca u3sBecTHM
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6.3. Cpok Ha rogiHoCT
B opuruHanHa onakoBka:

ATARAX cupon 200 ml: 3 roguHuw.

6.4. CneumanHv ycnoBMs 3a ¢bXpaHeHune
B opurnHanHa onakosKa:
ATARAX cupon 2mg/ml — 200 ml: Ja ce coxpaHsiea riod 25°C, ebe 8bHUWIHama Oi1aKosKa.

Jlekapcmeerus npo8ykm mpsbea Ga ce CbXpaHsea 8b6 6bHUWHAaMa KapImoHeHa onaKkoeKa,
riopadu chomoyyscmeumenHocmma Ha hydroxyzine dihiydrochloride.

6.5 daHHK 32 onakoBKaTa
Cupona — kadsea crekrneHa Oytunka (tun lll- Ph. Eur.)) ¢ nnactmacoBa kanadka Ha BWHT,
3alyuTeHa OT Aela, MEpUTEnHa vallka.

6.6. Npenopt=ku npm ynortpebda
Hsima cneuuanHn npenopbku npw ynotpeba.

7. Wime v appec Ha NpUTEXaTesisi Ha paspelleHneTo 3a yrioTpeda
UCB S.A.

Allee de la Recherche, 60

B — 1070 Brussels (Belgium)

7.1.ime 1 afpec nHa ripousBoguTens:

UCB Pharma s.a., Route de Meuian 17,
78520 Limay - France

UCB 8.A. Pharma Sector
Chemin du Foriest, B-1420 Braine-L’Alleud — Belgium
8. PervcTpalMoOHeH HOMep B perucTepa no 4n. 28 3MAXM

ATARAX cupon 2 mg/ml - 200 mi : Ne 529/20.09.1994

9, fata Ha nLPBO paspeaBaHe 3a ynoTpeGa Ha neKapcTBEHUS NPORYKT
(nopHOBsIBaHE Ha paspelleHneTo)

10.[ata Ha (wacTuyHa) aKkTyanusayus Ha TeKcTa.

Mapt 2001 r.



