IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AJIEPTOONTT®

(ALLERGODIL®)

CKkn1ao:
ditoya pevosuHda: a3enacTUHY TiIPOXJIOPHUL;
1 M1 pO34YMHY MICTUTH a3enacTUHY rigpoxnopuny 0,5 Mr;

donomigcHi peyo8uHU: TiTpoMes03a, UHATPII0 efeTaT, 6eH3aIKOHII0 XJIOpUL, cOpbiTy PO3YHUH, 1110
KPUCTaIi3y€EeThCA, HATPIO TiIPOKCUN, BO#A IJId iH €KIIIN.

JlikapcbKa ¢popma. Kparmni ousi.

OcHogHi (pi3uko-ximiuHi 81acmusocmi: 6e30apBHUN PO3IYKNH, TPAKTHYHO IIPO30PHH i TPAKTUYHO HE
MICTUTH YaCTOK.

dapMakoTepaneBTHYHA rpyna. 3acodu, 10 3aCTOCOBYIOTLCS B opTambMoiorii. I[IpoTuHaOpsaKOBi
Ta aHTHasnepriuni 3acobu. Kog ATX S01G X07.

®Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

A3enacTuH - € IOXiAHUM (Tara3vHOHY, YUHUTH aHTUAJIEPTiYHY IIPOJIOHTOBaHY [il0 Ta Ma€
CeJIeKTUBHI B1acTUBOCTI aHTaroHicra H;. [Ipu MicieBoMy opTaIbMOIOTiYHOMY 3aCTOCYBaHHI YHHUTD
TaKO0XK IIPOTU3alajbHy Aif0.

Hani mocmimKeHb in vivo Ta in vitro moKas3yioTh, 10 a3eJIaCTUH MIPUTHIYYe cCuHTe3 ab0 BUBiIIbHEHHS
XiMigHHX MemiaTopiB, 110 BUPOOJISIOTECS Ha PAaHHIX Ta Mi3HIX CTamisgX aJepriyHuX peakxiiiii, TaKuX SK
JIeUKOTPi€eHH, TicTaMiH, iuribiTopu TpoMOouuTOAKTUBYI0YOTO hakTopa (PAF) Ta cepoTOHiH.

Ouinka EKTI marieHTiB, gKi TpuBaJIuy Yac 3aCTOCOBYBAJIX BEJIMKi JO3U a3elaCTUHY, II0Ka3ye
BiICYTHICTb KJIIHIYHO 3HAUYIIOr0 BIIJIUBY a3efacTuHy Ha iHTepBan QT (QTc).

He Oys0 BCTaHOBIEHO 3B’SI3Ky MiX 3aCTOCYBaHHSIM a3eJIaCTUHY Ta BEHTPUKYIISIPHOIO apUTMi€io abo
TPIMIOTIHHAM 1 MEPeXTiHHAM HUTYHOUKIB y moHap 3700 malieHTiB, SKi 3aCTOCOBYBaIu a3elaCTUH
IIepOPAJIBLHO.



[ToneruieHHsI CUMIITOMIB aJepriYHOr0 KOH I0HKTUBITY MOBUHHO (ikcyBaTuCs 4epe3 15-30 XBUINH.
dapmakoKiHemuxka.
KiHemuka y nauieHmis (o¢pmasvmoa02iuHa papmakoKiHemuka).

[Ticns 6araTopa3oBOr0 3aCTOCYBaHHS Mpenapaty (1mo 1 kpamii y KoxkHe 0Ko 4 pa3u Ha go0y)
MaKCHUMaJbHa KOHIIEHTpallis a3eJaCTUHY Y IJla3Mi KpoBi OyJia fyKe HU3BKOIO i 3HAX0MUIacs Ha
HUXKHIiN MeXi KiIbKiCHOT0 BU3HaYeHHS BMicTy abo He mocsrana ii.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

JlikyBaHHS Ta Ipo(ilaKTHKa CUMITOMIB CE30HHUX aJePrivHNX KOH IOHKTHUBITIB y JOPOCIUX Ta OiTel
BiKOM Bif 4 pokiB. JIiKkyBaHHS CUMIITOMIB LiIOPiYHUX (HECE30HHUX) alepriyHuX KOH IOHKTUBITIB ¥
OOPOCHUX Ta fiTei BiKOM Bif 12 poOKiB.

IIpomunoka3aHHs.

[TigBuiieHa YyTNUBICTL [0 Oymb-IKUX KOMIIOHEHTIB IIpenapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

HocmimKeHHS B3aEMO{Iii TiKapchKoro 3aco0y y ¢popMi 0UHUX Kpallelb 3 iHIIMMHU JIiKapChbKUMHU
3acob6aMu He TIPOBOMUIIU.

[TpoBomMIM [OCHIAXKEHHS B3a€EMO/Iil 3 IepopaIbHUM 3aCTOCYBAHHSIM BUCOKHKX [03, ONHAK IIi flaHi He
MalOTh BiJHOIIIEHHS O OYHUX KpaleJb, OCKIJIbKYA CUCTEMHI PiBHI TiCJIg 3aCTOCYBaHHSA OYHUX Kpalellb
3aJIUIIAThCA Y MeXKaxX HOPMHU.

Oco6.1ueocmi 3acmocy8aHHs1.
[TpemapaT He OKa3aHUY OJ1s JIiIKyBaHHS iH(PEKI[INHUX ypaXKeHb OKa.

BeH3ankoHiio XJI0pua MoXKe CIPAUYUHUTY I0gpPa3HeHHs 04el, 0COOJIMBO IIPU CHHOPOMI CYyXOT0 OKa
abo ypaxkeHHSX PoroBoi 06010HKU. PeKOMEHIYEThCSA YHUKATH KOHTAKTY Kparesb 3 M IKUMU
KOHTAKTHUMHU JiH3aMu. [lepeq 3acTOCyBaHHAM Kpaleslb KOHTaKTHi TiH31 He0OXiHO 3HATH Ta
OOSATHYTU 3HOBY SIK MiHiMyM 4epe3 15 XBUNKH mics 3acTocyBaHHSA. Bimomo, 110 ikapchKui 3acid
MOKe 3HeOapBIIIOBaTH M'SIKi KOHTAKTHI JTiH3H.

3acmocysaHHs y nepiod sazimHocmi abo 200y8avHs 2py00to. Kniniuni maHi mmomo 3acTocyBaHHS



a3eJlaCTUHY TigpoXJIopuAy KiHKaM y mepion BariTHOCTI abo romyBaHHS TPYAOIO BiICyTHi.
HocnigXeHHS Ha TBapHWHaX IOKa3aJsiy, 1110 3aCTOCYBaHHS BUCOKUX ITepPOPaIbHUX 103 a3eaCTUHY
IPU3BOAUINIY [0 3arubesti eMOpioHa, 3aTPUMKM PO3BUTKY Ta Bafl PO3BUTKY CKeJleTa.

TOMY He PEKOMEHOYEThCA 3dCTOCOBYBATH IIPEIIAPAT Y Hepion BariTHOCTI abo TOOYyBaHHA I'PyAOIO.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHi3mamu.

Jlerke TMMYacoBe MMOApPa3HEHHS 0Ka, 1[0 MOXKe BUHUKATH IIiC/IsT 3aCTOCYBAHHS Kpalleyb, He 3aTHe
3HAYHOI0 MipOI0 BIIMHYTH Ha 3ip. OfHaK MIpu MosBi 6yab-9IKUX THMYACOBUX IIOPYIIEHD 30Dy
PEKOMEH[IYEThCS YTPUMATHUCS Bifl KEPYBaHHS aBTOTPAHCIIOPTOM Ta POOOTH 3 iHIMMMM MeXaHi3MaMu
10 TIOBHOTO 3HUKHEHHS TakKuxX He0akaHUX SBUII.

Cnoci6 3acmocyeaHHsi ma do3u.

Ce30HHUU asnepeivHul KOH toHKmuaeim. [lo3a [ JOPOCIUX Ta AiTel BiKOM Bif 4 POKiIB CTAHOBUTH I10
1 xpanni y KoXkHe 0KO 2 pa3u Ha fo0y. Y pa3i HeoOXigHOCTI f03y MOXKHa 30iIpIIUTH A0 4 pa3iB Ha
no6y. Y pasi nepembauyBaHoi fii anepreHy mpemnapaT 3aCTOCOBYIOTh 3 TPOQITaKTUYHOI METOIO [I0
KOHTaKTY 3 aJlepreHOM.

LlinopiyHutll (Hece30HHUl) anep2iuHul KOH toHKmuaeim. [1o3a [AJst JOPOCNUX Ta HiTel BikKoM Bim 12
POKiB CTaHOBUTE IT0 1 Kparii y KoXKHe 0KO 2 pa3u Ha fo0y. Y pa3i HeoOXigHOCTi 03y MOXKHa
36impmmTH 00 4 pa3iB Ha fo0y. TpuBaicTh JiKyBaHHS 3a3BUYall He Ma€ IIePEeBUIYBaTH 6 THUKHIB.

[TamieHTaM CJIifi MOPAagUTH 3BEPHYTUCS OO JIiKaps, SKI0 CUMIITOMH MOTipIIyI0ThCcs abo He
OKPAIIYIThCA Yyepe3 48 roguH.

[NauieHTy cif MaTH Ha yBasi, II0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y mpoTaroM Oinbille 6 THXKHIB Mae
IIPOXOOUTH IIif] HATJIALOM JIiKapsi, HaBiTh IIPU JIIKyBaHHI CE30HHOTO aJIepriYHOr0 KOH IOHKTUBITY.

Himu.

JIikyBaHHS Ta IpodilakTUKa CUMIITOMIB CE30HHUX aJIePriYHUX KOH IOHKTUBITIB y AiTel BikoM Bif 4
POKiB.

JIiKyBaHHSI CUMIITOMIB I[iIOPiYHUX (HECE30HHUX) allepriuHuX KOH IOHKTUBITIB y [iTel BikoM Bifg 12
POKiB.

Ilepedo3yeanHsi.



Cneuudiuni peakiiil nepefo3yBaHHsA IpuU 0()TaIbMOJIOTIYHOMY 3aCTOCYBaHHI HEBiOMi, IpH
3aKalyBaHHi B 04i peakilii mepeno3yBaHHs He mepem0adyaroThcsi. HeMae gocBimy 3acTocyBaHHS
TOKCUYHUX 03 a3eJIaCTUHY TiTpOXI0pUAY JIIoasIM. Y pasi mepemo3yBaHHs ab0 iHTOKCUKAIlii O9iKyI0ThCS
TIOpYIeHHs 3 60KY IleHTPaIbHOI HEPBOBOI CUCTEMH Ha ITificTaBi pe3yJbTaTiB eKCIIePUMEHTIB Ha
TBapuHax. JIiKyBaHHS TaKWX IIOPYIIeHb Ma€e OyTH CUMIITOMaTUYHUM. BimoMoro aHTUIOTY HEMaE.

ITo6iuni peakuii.

[ToGiyHi epekTH, 110 MOKYTh BUHUKHYTH IIifl Yac MPUHUOMY a3eJaCTUHY Tifpoxnopuny, KnacudikoBaHi
3a TAaKOI0 4acTOTO: Ayxe 4yacto (= 1/10), gacto (= 1/100 - < 1/10), meuyacto (= 1/1000 - <1/100),
pigko (= 1/10000 - < 1/1000), myxe pigko (< 1/10000), HEBimOMO (He MOXXKHa BU3HAYUTH 3a
HaSIBHUMHU OAHUMH).

3 60Ky Hepeoeoi cucmeMu: He4aCTO: TIOPYIIEHHS CMaKYy - TipKOTa B POTi.
3 60Ky opeaHis 30py: 4acTo - He3HAUHe, ajle MUHYIIe MOJPa3HeHHs OKa.

3 boky iMyHHOI cucmemu: Oyze PigKo - aleprivyHi peakilii, Taki SK BUCUIIaHHS Ta CBepOixK.

Tepmin npudamHocmi. 3 POKHU.

TepMiH NpUAATHOCTI MiCIsA IePIIOTo 3aCTOCYBaHHSA - 4 THUXKHI.

YMmoBH 30epirannsi.

He noTpebye ocobnuBux ymMoB 30epiranus. 36epiraTé y HeIOCTYIIHOMY [JIsd [iTel MicIii.

YnakoBka.

[To 6 M a6o 10 Mn y dhrmakoHi-KpamnenbHuLi; Mo 1 ¢prakoHy-KpamnelbHUIl B KAPTOHHIN yIIaKOBIIi.

Kareropis Bigmycky.

3a pelenTom.

BupoOHUK.

MEJIA ®apma 'M6X enn Ko. KI' / MEDA Pharma GmbH & Co. KG.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.



Bennmrpacce 1, 61352 Bag Xom0ypr, HimeuunHa / Benzstrasse 1, 61352 Bad Homburg, Germany.



