NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aerius 5 mg dunmupanu TabneTKu

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bcsika Tabnetka chappika S mg necnoparaaud (desloratadine).

ITomMomHo(1) BemecTBo(a) ¢ U3BECTHO JIEUCTBUE
To3u TekapcTBEH MPOAYKT ChABPXKA JakTo3a (Bxk. Touka 4.4).

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BECUICCTBA BHXXTC TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA

Ounmvupann TabIeTKn

CBeTJIOCHHU, KPBIIH QUIMHPAHU TaOJIETKU ¢ U3ITBKHAIO pesie)HO O3HAYEHUE HA M3IIBILKCHH OyKBH
,»S M “P” OoT eHaTa CTpaHa M TJIQJKH OT Jpyrara ctpaHa. JluamMerspsT Ha puiaMupaHaTa TabJeTKa €
6,5 mm.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHU MOKA3AHUS

Aerius e 1oKa3aH IpH Bb3PAaCTHU M IOHOIIHN Ha 12 ¥ 1OBeYe rOAMHM 32 00JIeK4aBaHe Ha CHMITOMUTE
Ha:

- aeprudeH puHUT (BXK. Touka 5.1)

- ypTuKapus (Bxk. Touka 5.1)

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

ﬂOBI/I[zOBKa

Bwspacmuu u ronowu (na 12 u noseue 200umu)
[MpenopbunTtenHaTa 1032 Aerius ¢ eHa TabJIeTKa BEIHBK THEBHO.

I/IHTepMI/ITeHTHI/ISIT AJICPIrUYCH PUHUT (HaHI/I‘II/Ie Ha CUMIITOMHU 3a II0-MaJIKO OT 4 JHHU CCAMHUYHO HUJIH 3a
IIO-MaJko ot 4 CGI[MI/ILII/I) TpH6Ba Ja 6’5}_16 JICKYBAH B CbOTBCTCTBUC C aHAMHC3aTa Ha KOHKPETHHUA

ManrueHT, KaTO CJIC/ OBJIaAABAHC HA CUMIITOMUTE JICUHCHUCTO MOXKE [1a CC CIIPC, a IPpHU pCUUANBHUPAHETO

UM — Ja ce Bp300HO0BH. [Ipn nepcuctupai anepriudeH puHUT (HaTUYHe Ha CHMIITOMH 3a 4 WU TIoBeYe
JTHH CEIMUYHO U 3a [oBeYe OT 4 CeIMUIIM) Ha MAIMEHTUTE MOXKeE Jja Ce MPEJIOKH JieueHue 0e3
IIPEKBCBAHE 10 BPEME Ha NIEPUOJUTE HA €KCIIO3ULIUS HA aJllepreHa.

Ileduampuuna nonyrayus
WMa orpaHnYeH ONWT OT KIMHWYHYU M3MUTBAHUS 110 OTHOIICHHE Ha e(DUKACHOCTTA MPU MPUIIOKESHHUETO

Ha JieciIopaTaauH mpu roHom ot 12 1o 17 ronuan (Bx. Touku 4.8 u 5.1).

BesomacHoctTa 1 ehukacHOCTTa Ha Aerius 5 mg GpumMupaHu TaOIEeTKH MPH Jella Ha Bh3PAcT O]
12 ronuHu HE ca YCTAaHOBEHHU.

HauuH Ha npuioxxeHue

TlepopanHo npunoxeHue.



Jlozata MOKe J1a ce TIpueMa ChC Wi 0e3 XpaHa.
4.3 TIpoTruBomoka3aHusi

CBpPBXYYBCTBHTETHOCT KbM aKTHBHOTO BEIIIECTBO WJIHM HAKOE OT IIOMOIITHUTE BEIIeCTBa, N30POSHH B
Touka 6.1, MM KbM JIOpaTaauH.

4.4 ChneuuajaHu nmpeaynpesxaeHus U Npeana3Hyl MepKH NpU ynoTpeda
YBpexknaHe Ha Ob0peyHaTa QyHKITUS

ITpu Tesxka GbOpeUHa HEOCTATHYHOCT AErius TpsIOBa Jia ce Mpuiara ¢ MOBUIICHO BHUMAaHKE (BXK.
Touka 5.2).

I'bpuoBe
JecnopaTaaun TpsOBa Aa ce IpuiIara ¢ MOBHIIIEHO BHUMAaHHUE TIPH MAIMCHTH C MEIUIIMHCKA VITH

baMuiHa aHaMHe3a 3a I'bPUYOBE U Hail-Beue mpu Maiku jaera (Bx. Touka 4.8), kouTo ca
Ipeipa3oIoKeHH! 1a pa3BUAT HOBU I'bPUOBE 110 BPEME Ha JICUEHHUE C JecaopaTaant. MeauIMHCKUTe
CTICIIMAIMCTH MOTAT Ja OOMHUCIIST IPEyCTaHOBSIBAHE HA JIECIOPATaAnH MIPHU MAI[HEHTH, KOUTO
HOJTy4YaBaT r'bpU 110 BpeMe Ha JICYEHHETO.

Aerius TabneTka chIbpXKa JaKT03a
[TareHTH ¢ peaKK HACTIEACTBEHH MIPOOIEMH HAa HEITOHOCHUMOCT KbM TaJlaKTo3a, IbJICH JaKTa3eH
JeQUIUT UK TIOK030-TalakTo3Ha ManabcopOuus He TpsAOBa a MpUeMaT TO3HU JIEKApPCTBEH MPOIYKT.

45 B3auMmopeiicTBHE ¢ JPYTrd JeKAPCTBEHH MPOAYKTH U APYru (popMH HA B3auMojaelicTBHe

Ipy KIMHUYHY U3IMTBAHUS Ha J€CIIOpaTajnH TablIeTKH He ca HaOJII01aBaH KIIMHUYHO 3HAYMMHU
JIEKapCTBEHU B3aUMOJIEHCTBHSI IPH ChBMECTHO MPUIIOKEHHE C EPUTPOMHIINH HUITH KETOKOHA30J1 (BIK.
Touka 5.1).

IlegnaTpyuHa monyJiarust
[IpoyuBaHus 3a B3auMOAEUCTBUTA Ca MPOBEXKIAHU CaMO MPU Bb3PACTHHU.

[Mpu xnuHUYHO (hapMaKOJIOTMYHO M3IHUTBAHE HA CHBMECTEH MpUEM Ha Aerius TaOIeTKH U alKOXO0Jl He
ca yCTaHOBEHH JaHHH, 4ye Aerius HOTeHIMpa epeKTUTEe Ha aJKOX0JIa, H3sBSBAIIH C€ C Pa3CTPOIMCTBO B
noseeHreTo (BK. Touka 5.1). I[To BpeMe Ha MOCTMapKeTHHIOBa yroTpeba obade ca choOIIaBaHu
CJIy4ad Ha aJIkOXOJHA HETIOHOCHMOCT M MHTOKCHKAIIHA. 3aTOBa ce NPENophiBa MOBUIIEHO BHUMaHHE,
aKo eTHOBPEMEHHO ce IPHUeMa aJIKOXOJI.

4.6 @epTHANTET, OPEMEHHOCT H KbpMeHe

Bbpemennocr
lomsam o6em nanHM 3a OpeMeHHU KeHH (3a n3xoza Ha mosede ot 1 000 ciyuas Ha OpeMeHHOCT) He

MoKa3Bat MasipopMaTUBHA WK (eTaHa/HeOHATaTHA TOKCHYHOCT Ha JieciiopatajuH. [IpoyuBanusTa
NP KMBOTHH HE MOKa3BaT NPEKH WM HEIPEKH BPEIHU €(EeKTH, CBBP3aHU C PEIPOAYKTHBHA
TOKCHUYHOCT (BXK. TOYKa 5.3). 3a mpeArnoynTane e, Karo npejanasHa Mspka, 1a ce u30sraa yrnorpedara
Ha Aerius 110 BpeMe Ha OpeMeHHOCT.

Kopmene
JeciopaTasivH € yCTAaHOBEH B HOBOPOJICHU/KbpPMaUueTa, KbPMEHHU OT JICKYBaHHU jkeHU. EekThT Ha

JIECTIOpATaIMH TIPH HOBOPOJIEHH/KbpMadeTa He € u3BecTeH. TpsiOBa ja ce B3eMe pellieHue JTajln Ja ce
MPeyCcTaHOBH KBPMEHETO HJIH J]a Ce MPEYCTaHOBH TepanusaTa ¢ Aerius, KaTo ce B3eMaT MpeBHI
moJi3aTa OT KbPMEHETO 3a JIETETO U IoJI3aTa OT Tepanuara 3a Makara.

DepTunurer
Jluncear JaHHY 1O OTHOIICHUE HA MBKKHS WITH KEHCKUS (PEPTHUITHTET.



4.7 EdexTH BbpXy coco0HOCTTa 32 modupaHe U padoTa ¢ MAIIMHA

Aerius He MOBJIHsBA WK TOBJIHSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a MIodHpaHe U padoTa ¢ MAIIUHA
Ha 0a3aTa Ha KITMHUYHM NpoyuBaHusl. [lanpenTtute TpsioBa na Ob1aT HHGOPMHUPAHH, Ye MTPH TIOBEYETO
XOpa He ce Ha0J0AaBa ChbHINBOCT. BhIIpeku ToBa Mopaayu HHIMBUIYaIHATA PEAKIMs HA OpraHu3Ma
KBbM BCHYKH JICKaPCTBEHHU NMPOAYKTH, IPEHOPHUUTEIIHO € MTALUEHTUTE Ja Ce IOChBETBAT J1a HE
M3BBPILIBAT ACHHOCTH, M3UCKBALIN YMCTBEHA KOHLIEHTPALKs, KaTo Mo(pupaHe Wik padoTa ¢ MallHHY,
JIOKAaTO HE YCTAHOBAT CBOATAa COOCTBEHA peaKlys KbM JEKapCTBEHUS MPOIYKT.

4.8 Hexenanm iekapcTBeHH peaKUuH

Pesrome Ha mpodmna Ha 6e300acHOCT

[Tpu KITMHUYHY U3MUTBAHKS HA TOJISIM OpO¥ IMOKa3aHus, BKIFOUUTEIIHO aJIepriueH PUHUT U XPOHUYIHA
UAMONIATHYHA YPTHKAPUS, TP NMPEHIOPhYUTEITHATA JO3UPOBKA OT 5 Mg JHEBHO, € ChOOIIEHO 32
He)XeJlaH! peakiuu oT Aerius ¢ 3 % moBede OT Te3W NP MAMEHTUTE, TTOTydaBally Iu1aeoo.
Haii-yectute HexeNNaHM peakiuy, TOKIAIBaHH B TIOBEYE, B CPABHEHHE C Manedo ca: OTnaHaIoCT
(1,2 %), cyxora B ycrara (0,8 %) u rmaBo6omnue (0,6 %).

[leguaTpryHa IOIyJIaIIHs

[Ipu KIMHUYHO U3NUTBAaHE ¢ 578 MAIMEHTH B IOHOIIIECKA Bb3pacT, oT 12 no 17 roaunu, Haif-uecTarta
HEeXeJlaHa peakius € TIaBodoIre; To ce HaOmoaaBa npu 5,9 % OT MalueHTHTe, JICKYBaHH C
JeciopaTaanH, U IpH 6,9 % oT nmanueHTuTe, NoaydaBaiy mianedo.

TaGau4eH CIMCHK HA HEXKEIAHUTE PEAKIIUU

YecroTata Ha HEKEIAHUTE PEAKIIUNH, ChOOIABAHK B KIIMHUYHY IIPOYYBAHHUS B IIOBEYE B CPABHEHHUE C
wiane6o v Ipyr HEXKENAaH! PEAKIIH, 38 KOUTO Ce ChOOIIaBa 0 BpeMe Ha IIOCTMapKETHHT OBHS
Hepro, ca n30poeHu B cieBaliara tabnuia. Criope/] 4ecToTata peakiMuTe Ce ONMpPEIEIAT KaTo
mHoro vectr (> 1/10), gectu (> 1/100 mo < 1/10), vewectn (> 1/1 000 mo < 1/100), peaxu (> 1/10 000
10 < 1/1 000), muoro peaxu (< 1/10 000) u ¢ Hen3BecTHA YecTOTA (OT HATMYHUTE JAHHU HE MOXKE Ja
ObJie HalpaBeHA OIICHKA).

Hexenanun peakuuu,

CucremMo-opraneH KJjiac YecrtoTa .
Ha0JII0IaBAHM IIPM NIpHeM Ha Aerius
Hapymenust Ha MmeTaboau3sma u C HeusBecTHa
VBenmm4ueH aneTut
XpaHeHeTo 4yecToTa
XamouuHauuu
MHoro penku LRt
AOGHOPMHO IOBEAECHHE, arpecus,
Ilcnxuunyu HapymeHust C HeusBecTHa
JIETIPECUBHO HACTPOEHHE
4ecToTa
Uectn I'maBoGomue

Hapymennsi Ha HepBHaTa cucTeMa | MHOro peqki | 3amMasHOCT, CHHIIMBOCT, O€3CHHHUE,
TICUXOMOTOPHA XUIEPAKTUBHOCT, ThPYOBE

C HeusBecTHA

Hapymenus Ha ounTe Cyxorta B ouute
4yecToTra
MHoro penku Taxukapnus, chpieoneHe
Chbpaeynn HapylieHust C neusBectHa | YemkaBaHe Ha QT uHTepBana
4yecToTa
Yectn Cyxorta B ycrara

CToMAaIlIHO-YPEeBHU HAPYIIEHUSA
MHoro penku Bonka B kopema, rajieHe, MOBPBIIAHE,

JIMCTIETICHUS, Tapusi

Msoro PCaAKn IloBumraBane Ha I'ICpHO,[[pO6HI/ITe CH3UMHU,

Xenaro0uIuapHu HapylIeHUs MOBHIIIaBaHe HAa OMIMPYOHHA, XETIATHT
C nensBecTHA JKbarenuma
4ecToTa
Hapymenns Ha koxkaTa u C HeusBecTHa
DOTOYYBCTBUTEIIHOCT
MOJKO0KHATA ThKaH 4ecToTa




He:xenanm peaknuu,

CucreMo-opraHeH KJjac YecroTa .
Ha0JII01aBaHU NIPH MpHeM Ha Aerius

Hapymenuss Ha MycKyJIHO-
CKeJIeTHATa CUcTeMa u MHoro penku Mpuanrus
ChbeAMHHUTETHATA ThKaH

Yectu Ymopa

MHoro penku | Peakiuy Ha CBpBXYyBCTBUTEITHOCT (KaTo
aHauIakcus, aHTHOENIEM, 3a/TyX, ChbPOeK,
00pyB U ypTHKApHS)

C memsBecTHa | ACTeHHUS

4yecTora

OO0mm Hapymenus u e)eKTH HA
MSICTOTO HA MPUJIOKEHUE

C HensBecTHA
HN3caenBanusa YBemmueHo Terio
qecToTa

[eauaTpuyuHa MOMyJIaIs

JIpyru HeXellaH! JICKapCTBEHH PEaKIMK C HeM3BECTHA YeCTOTa, ChOOIIICHH 10 BpeMe Ha
MOCTMAPKETUHIOBHSI TIEPHOJ] TIPY TISMATPHYHA TAIMEHTH, BKITIOYBAT yAb/bKkaBaHe Ha QT uHTepBaia,
apuTMus, Opaaukap s, aOHOPMHO TIOBEICHHUE U arpecusl.

PeTpocnekTHBHO 00CepBalMOHHO MPOYYBaHe 32 6E30MaCHOCT IMOKa3Ba MOBHIICHA YeCTOTa Ha
HOBOITIOSIBHUJIU C€ I'bPYOBE NIPH NMALIMCHTH HAa BB3PaCT OT 0 a0 19 TOAWHHU, KOraTo moJjrydyaBaT
JIECIIOpaTa IiH B CPaBHEHHE C TIEPUO/IH, B KOUTO HE MoyyvaBar aecioparanit. Cpej fena Ha Bb3pacT
0-4 roaunu, KOpUrHpaHoTo abcomotHo nopuinerue e 37,5 (95 % nosepurenen unrepsan (Confidence
Interval, CI) 10,5-64,5) ma 100 000 woBexoromauuu (person years, PY) ¢ oOugaiina yectora Ha
HoBonosiBun ce rppyose 80,3 na 100 000 PY. Cpex nauuenTn Ha Bb3pacT 5-19 roannu,
Kopurupanoro adcomorHo nopuieHue ¢ 11,3 (95% Cl 2,3-20,2) na 100 000 PY ¢ obuyaiina yecrora
36,4 ma 100 000 PY (Bx. Touka 4.4).

Cpo011aBade Ha NOJA03UPAHN HEXKEIAHN DEAKIIAN

CpoOmiaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIUH CIiel] pa3peniaBaHe 3a yrnorpeda Ha JeKapCTBeHHUS
MPOAYKT € BaKHO. TOBa IMO3BOIISIBA Ja IIPOIBIDKH HAOIOIEHUETO Ha ChOTHOMIIEHUETO TT0JI3a/PUCK 32
JIEKapCTBEHUS POAyKT. OT MEIMIIMHCKUTE CIICIUAIIMCTH CE U3MCKBA Jla ChOOIIaBaT BCAKA
M0JI03UPaHa HeXKEeIaHa Peakiys Ype3 HAIMOHAIHA CUCTEMa 33 ChOOIIaBaHe, MIOCOYCHA B

[Ipunoxenue V.

4.9 TIlpemo3upane

[TpodhuabT Ha HeXeNIaHUTE ChOUTHUS CBBP3aHU C MPeI03upanHe, HaO0AaBaH Mo BpeMe Ha
MOCTMapPKETHHIOBA yHoTpeda € 1moio0eH Ha TO3H, Ha0Jt0IaBaH MpU TeParleBTUYHU JI03H, KATO
CTEIEHTA HA BB3AEHUCTBUE MOXKE Ja ObJIe IT0-BHCOKA.

Jleuenue
B cnyuaii Ha ipeo3upane oOMHCIIETe CTaHIAPTHA MEPKH 32 OTCTPaHSIBaHE HA HEPE30POUPAHOTO
aKTHBHO BellecTBo. [IpenopbyuBa ce CAMIOTOMATUYHO U MOAABPIKAILO JICUECHUE.

JlecnopatainH He ce eMMHUHKpPA Ype3 XxeMo rann3a. He e u3BeCTHO Jaiu ce eTMMUHUpA upe3
MEPUTOHEATTHA THATTH3A.

CumMmoroMu
IIpu KITMHUYHO U3NHUTBaHE C MHOTOKPATHO MPUJIAraHe, Mpu KOETO € IPUIIOKEH JeCIopaTaiuH 10
45 mg (neBeT MbTU MOBEYE OT TEPAIeBTUYHATA J103a), HE Ca YCTAHOBEHHU KIIMHUYHO 3HAYUMU €(PEKTH.

IleanaTpuyna nonyJanus

[IpodunbT Ha HEXKENMAHNUTE CHOUTHS, CBBP3aHU C MPEI03UPaHe, HAOII0aBaH M0 BpeMe Ha
MMOCTMapKETHHTOBAa yIoTpebda e mogo0eH Ha TO3U, HAOIt01aBaH MPH TEPANICBTHYHHU 103H, KaTO
CTETIeHTa Ha BB3/IEHCTHE MOXKE /1a ObJIe MTO-BHCOKA.



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®dapmakoguHAMUYHH CBOCTBA
dapmakoTepaneBTHYHA Tpyna: aHTHXHUcTaMuHu - Hi-antaronncty, ATC kox: RO6AX27

Mexann3sM Ha ACHCTBHE

JlecinopaTaauH e IBpJITO OeHCTBAI XHCTAMUHOB aHTarOHUCT ChC CEJICKTHBHA ITepud epHa
Hi-penientopHa aHTaroHUCTUYHA aKTUBHOCT, O€3 celaTUBHO AeiicTBue. Ciel IepopaieH mpuem,
JIeCIIOpaTaJrH OJIOKUpPA CEIEKTUBHO MEePUPEPHUTE XUCTAMUHOBH Hi-perientopu, OHEKe He
MIPOHMKBA B IIEHTPAIHATA HEPBHA CHCTEMA.

ITpu in Vitro uscieaBanus AecIOpaTavH ¢ MoKa3al aHTHAJICPIHYHH CBOUCTBA. Te BKIIOUBAT
HHXHOUpaHe Ha OCBOOOKAaBaHe Ha npouHpaamMaTopHu uTokuuu kato 1L-4, IL-6, IL-8 u IL-13 ot
YOBCIIKUTE MACTONUTH/0a30(pHiIH, KAKTO U HHXHOMPaHE Ha eKCIIPECHATA Ha aIXe3HOHHATA MOJIEKYJIa
P-cenexTrH BbpPXY SHIOTECIHUTE KIETKH. KIIMHUYHOTO 3HAaYCHUE Ha T€3H HAOJIOJICHHS BCE OIIE HE €
HAITBJTHO U3SCHEHO.

Knnanuga eukacHOCT M 0€30IMacHOCT

ITpy KITMHUAYHO W3MUTBAHE ¢ MHOTOKPATHO TPHIIAraHe, Py KOETO AECIOpaTaIiH € pUIarad B 103a
10 20 mg AHEBHO B MPOIbDKEHUE Ha 14 MHHU, HE ca yCTAHOBEHH CTATHCTHUYCCKU MJIH KITMHHYHO
3HAYMMU e(DEKTH OT CTpaHa Ha ChPJCYHO-ChAOBaTA cicTeMa. [Ipu KIMHUYHO (apMaKoIOTUIHO
W3MHUTBaHE, IPU KOCTO JSCIOpaTaJuH € Ipuiiarad B 103a 45 mg THEBHO (I€BET MTH II0-BUCOKA OT
TepareBTHYHATA J103a), He € HabIr01aBaHo yabnkaBane Ha QTc uHaTepBaa.

[Tpu KIMHUYHYA U3OUTBAHUS 332 B3aUMOJICHCTBHSI C MHOTOKPATHO MPUJIOKEHNUE CHBMECTHO C
KETOKOHA30J1 M EpUTPOMHUIIMH HE Ca YCTAHOBEHU KIMHUYHO 3HAYMMU MTPOMEHH B IJIa3MEHATA
KOHIICHTpAI¥s Ha JeciopaTaiH.

dapmakoguHAMUYHHU e(DEKTU

JlecnoparajivH He POHUKBA JIECHO B IICHTpATHATA HEPBHA crcTeMa. [Ipu KOHTPOJIMPaHH KJIMHUYHU
W3MUTBAHUS, TIPU MPENOPHUNTETHATA JIHEBHA 71032 5 mg, B CpaBHEHUE ¢ Tuiarie0o He ¢ Ha0Jro/jaBaHa
M0-BUCOKA YECTOTa Ha ChHIMBOCT. [Ipy KIMHUYHN U3NUTBaHUS Ha Aerius B €IHOKpaTHA JHEBHA /1032
7,5 mg He ca yCcTaHOBEHH MPOMEHHU B ICUXOMOTOPHOTO MoBecHue. [Ipyu U3MUTBaHe HA eTHOKpATHA
JTHEBHA J103a JIECIIOpaTanH 5 mg THEBHO MPH Bh3PACTHU HE Ca YCTAHOBEHH MMPOMEHHU B CTAHIAPTHUTE
MOKA3aTeJIM 3a TIOBEJICHUE 110 BPEME Ha MOJIET, BKIIIOYMTEIHO U 3aCHJIBaHE Ha CyOEKTUBHOTO YCEIllaHe
3a ChHJIMBOCT WJIM 33 JPYTH JEWHOCTH, CBbP3aHU C IOJIETa.

HpI/I KIMHUYHAU @apMaKonoquH HU3NUTBAaHUA Ha CbBMECTCH ITPUEM C aJIKOXOJI HE € YCTAHOBCHO
IMOBUIIABAHE HAa CBBP3aHOTO C AJIKOXOJIa paSCTpOﬁCTBO B MMOBCACHUCTO UJIN 3aCUJIBAHC Ha
cpHNuBOCcTTa. He ca YCTaHOBCHHU 3HAYUMMU PA3JIUKU B PEIYJIITATUTC OT ICUXOMOTOPHHUTEC TECTOBC
MCKAY IpynuTe, npueManiy JeCjaopaTaint, U TE3U, MpucMalin rmaue60 — KaKTO IIpyu IpHUEM Ha
aJIKOXOJI, TaKa 1 0e3 IIPUEM Ha aJIKOXOJI.

[pu nanmeHTy ¢ aneprudeH puHUT Aerius € epeKTHBEH 10 OTHOIICHHE 00JIeKYaBaHe Ha CHMITOMUTE
KaTO KMXaHe, CbpOekK U CEKPEIHs OT HOca, ChbpOSIK U 3auepBsBAHE HA OYUTE, ChII3EHE, KAKTO U
chpOex Ha HeO1eTo. Aerius epUKacCHO KOHTPOJIMPA CUMIITOMUTE B TIPOIbIDKEHUE Ha 24 daca.

IlemmaTpuyna momyJanus
EdukacHocTTa Ha Aerius TaOJNIETKH HE € IEMOHCTPUPaHA KATETOPUYHO B KITMHUYHU U3MTUTBAHUS C
MAalMEHTHU B IOHOIIECKa Bh3pacT oT 12 g0 17 ronuHmu.

OcBeH 110 yTBBpeHaTa KITacuPUKaIKs Ha aJIepTUIHISI PUHUT KaTO CE30HEH U IEJIOTOIUINCH, B
3aBHCUMOCT OT IPOABIIKUTEIIHOCTTA Ha MPOsIBA HA CUMIITOMUTE TOW MOXe J1a 0b/1e Kiracudumnmpan u
KaTO MHTEPMHUTEHTEH aJeprHueH PUHUT U TICPCUCTHPAIL AICPTUICH PUHAT. THTEPMUTCHTHUAT
ajyiepruieH pUHUT ce IeUHHUPA KaTo HATMYNE Ha CHMIITOMH B TIPOJIBIDKEHUE HA ITO-MAJIKO OT 4 JTHU



CEIMUYHO WJIM B TIPOABIDKEHHUE HA IMO-MaJKO OT 4 ceamuIty. [lepcuctupamusr aaeprudeH pUHAT Ce
neduHIpa KaTo HAIMIUE Ha CHMIITOMH B ITPOIBIDKCHNE Ha 4 MITH TIOBEYE JHU CEIMHYHO H B
MPOIBDKEHHUE HA TTOBEYE OT 4 CEMUIIH.

Aerius eheKTHBHO 00JICKIaBa CHMIITOMHTE Ha CE30HHUS AJIEPTUICH PUHHUT, KAaKTO CE BIDKIA OT OOIIHS
CKOp OT BBITPOCHHKA 32 KAUECTBO Ha KUBOT MPU PUHOKOHIOHKTUBUT. Hali-ronsmo nogoopenue ce
HAOJI0/]aBa B pa3/IeNIUTE 3a MPAKTUICSCKH MTPOOJIEMHU U OTpaHUYaBaHE HA ©KEHEBHATA JACHHOCT OT
CHUMITTOMHUTE.

XpoHUYHATa HIUONIATUYHA YPTUKApHA € OrJia MpOoyUYeHa KaTo KIIMHUYEH MOJIEN Ha ypTHKapHaTHH
CBCTOSIHUS, Thi KaTO HE3aBUCUMO OT €THOJIOTHATA, MOAJICKAIINTE MATOPUIUOIOTUYHNA MEXaHU3MU Ca
CXOJIHH M 3aII0TO BKJIFOYBAHETO HA XPOHUYHO OOJIHM MALMEHTH B IPOCIIEKTUBHY IIPOYUYBAHHUS €
no-yiecHo. Thif KaTO NPUUMHHHAT PAKTOP 32 BCHUKH YPTUKAPUAIHH 3a00JISIBAaHUS € OCBOOOKIABAHETO
Ha XMCTaMHH, Ce 0OYaKBa JecIOpaTaarH J1a ¢ epeKTHBEH 10 OTHOIIEHUE Ha O0JIeKUaBaHe Ha
CHUMIITOMUTE U Ha APYT'H CBBP3aHU C YPTUKAPUS CbCTOSHUS, OCBEH XPOHUYHATA UIHMONATHYHA
YPTHKapus, KaKTO C€ MPENnopbyuBa B KIMHUYHUTE PHKOBOJCTBA.

ITpu nBe nnane60-KOHTPOIUPAHHU 6-CEAMUYHN U3MUTBAHUSA IPH MALUEHTH ¢ XPOHUYHA UAMONAaTHYHA
ypTukapus Aerius e Oun eeKTUBEH B 00JIEKYaBaHETO HA ChpOeka U HaMalsiBaHe Ha pa3Mepa u Opost
Ha YPTUKUTE OLIC B Kpas Ha MbPBUS J1030B HHTEpBai. [Ipu BCIKO eHO OT M3NHUTBAHUATA €PEKTHT ce €
MOTBPIKAN TIpe3 1enus 24-4acoB 1030B HHTEpBalL. KakTo v mpu Apyry U3NMUTBAHUS HA
AQHTUXMCTaMMHH 32 XPOHWYHA UIUONATHYHA YPTUKAPHS, MATbK OpO OT MallUeHTHTE,
UACHTH(PHUIMPAHN KaTO HEOTTOBAPSIIY Ha aHTUXUCTAMUHH, ca OWTN n3KouBanu. O0neKyaBaHe Ha
cbpbexa ¢ Hag 50 % e nabmonaBano npu 55 % OT MalMEHTHTE, JEKYBaHH C IECIOpaTaIiH, B
cpaBHeHue ¢ 19 % oT manueHTHUTe, MOMY4YHIH 1iane6o. JledenneTo ¢ Aerius € HaMaIUIO 3HAYUTEITHO
HapyLICHUETO Ha PUTHhMa Ha CbH U 00bPCTBAaHE, U3MEPEHO 110 YETUPUTOUKOBA CKaJla, U3I10JI3BaHA 3a
OIICHKA Ha TE€3H MPOMEHJIUBH.

5.2 ®apmakokuHeTHYHH CBOWCTBa

AOGcopOuus
[Tna3MeHu KOHIICGHTPAIMK Ha JIeCIOpaTaJnH MoraT na 0b1at ycraHoBeHH 30 MUHYTH Clie]] IpreMa My.

Jecnoparaany uMa 100pa abcopOIusi, KaTo MAKCHMAITHA MJIa3MEHA KOHI[CHTPAITUS Ce TIOCTHUTa
npubM3uTeHO ciiey 3 vaca. [lony>kMBOTHT Ha TepMHUHATHATA (ha3a e mpuOIu3nuTeNIHO 27 yaca.
CreneHTa Ha KyMyJIUpaHe Ha JIeCIOpaTaJnHa € B 3aBUCUMOCT OT HErOBHS MOy KHUBOT (27 yaca) u
€IHOKPATHHS JHEBEH NMpreM. BHOHATMYHOCTTA Ha JeCIOpaTaIuH € TPOMOPIHOHATIHA Ha JI03aTa B
nuana3ona ot 5 mg go 20 mg.

[Tpu hapMaKOKMHETHYHO W3NHUTBAHE, IIPU KOETO JeMOrpadCKHUAT MpodriI Ha HaMeHTHTE € OuT
CPaBHMM C TO3M Ha 00IlaTa MoMyJanus NalueHTH ChC CE30HEH ajepruieH puHuT, npu 4% oT
MAIMEHTHUTE € TIOCTUTHATA IT0-BUCOKA KOHIIGHTPAIMS Ha JecopaTajnH. To3H MpOoIeHT MOXKe Jia
Baprpa B 3aBUCHMOCT OT €THUUECKUS IIPOU3X0/1 Ha MalMeHTuTe. MakcuManHaTa KOHIEHTpalus Ha
JeciopaTaarH € Ouiia OKoJ0 3 T [0-BUCOKA NPUOIM3UTEIHO HA CEAMHS Yac, P TOIYKUBOT Ha
TepMuHanHarta ¢a3za npudausurenano 89 waca. [Ipopunbt Ha Ge30MacHOCT Ha TE3U MAIMEHTH HE ce €
pasin4aBaji OT TO3M Ha 00IIaTa MOIyJalys.

Pasnpenenenue
JecnopatanuH ce cBbp3Ba B yMmepeHa crerneH (83 % - 87 %) ¢ mia3menuTe nporenHu. Hsima nanxu 3a

KJIMHUYHO 3HAYMMO KyMYJIUpaHe Ha JIEKapCTBOTO MPY €THOKPATEH JHEBEH IPUEM Ha JieCIOpaTanH
(5 mg mo 20 mg) B nmpoabioKeHHe Ha 14 THU.

Buotpanchopmanus

EH3UMBT, OTTOBOpEH 32 META0OJIN3MPAHETO HA ACCIOpaTaliH, BCE OILIE HE € WACHTH()UIUpaH 1
CJIETOBATEITHO HAKOM JIEKAPCTBEHU B3aWMOJICHCTBUS C APYTH JIEKApCTBEHH NMPOIYKTH HE MOTaT Ja
Obaar HambJIHO M3KIroueHu. Jecnmoparanun He naxudbupa CYP3A4 in vivo, a mpwu in vitro u3nuTeanms
€ TMOKa3aHo, Ye JIEKapCTBEHUAT NpoayKT He naxubupa CYP2D6 u He e HuTO cyOCcTpar, HUTO
MHXUOUTOp Ha P-rnukonporenHa.




EnumMunupane
[Ipu n3nuTBaHE HA SAMHUYHA 1032 7,5 Mg JeciIopaTa i He € YCTAaHOBEH S(PCKT Ha BUJa Ha XpaHaTa

(6orata Ha MAa3HUHM BUCOKOKAJIOPUYHA 3aKYCKa) BbpXY (apMaKOKWHETHKaTa Ha Jiecioparaius. [Ipu
JIpyro U3IUTBAHE, IPUEMBT HA COK OT I'peinpyT HE € oKa3al BIUSHHUE BbPXY (papMakOKHHETHKATa
Ha JeCIOpaTaanH.

HanuenTtu ¢ 660peyHO YBpeKaaHe

dapMaKOKMHETHKATa Ha IeCIOpaTaH € CpaBHEHA IIPH NAallMeHTH C XpOHWYHA OBOpeuHa
HenoctarbyHocT (XBH) ¢ Ta3u npu 3apaBu Xopa B Mpoy4BaHe ¢ SMHUYHA /1032 U IPOYYBAHE C
MHOTOKPaTHO Ipuiarane. B mpoy4yBaHeTo ¢ eAHWYHA 1032, EKCIO3UIMITA Ha AeciopaTaanH e Onna
OpUOIU3UTENHO 2 U 2,5 IBTH MO-BUCOKA IIPU YYACTHHUIIU C JIEKa CTEIIEH 10 yMEPEHa U TeKKa CTEICH
Ha XBH, cpaBHeHa ¢ Ta3u NpH 3paBu y4acTHUIU. B npoydBaHeTo ¢ MHOIOKpaTHO Mpuiarase,
CTaIlIOHAPHO CHCTOSHUE € JOCTUTHATO ciell 1 1-1sl 1eH U eKCIIO3UIMATA Ha IECIOPaTaiH € OKOJI0
1,5 mbTH MO-BHCOKA NP YYACTHHIM C JieKa 10 ymepeHa creneH Ha XBH, n okomno 2,5 mbTu mo-Bucoka
IIpU YYaCTHUILM ¢ TexKa creneH Ha XbH, B cpaBHeHue cbe 3apaBute yyactHuuu. 1 npu asere
MIPOYYBaHUs HE Ca YCTAHOBEHU KIMHUYHO 3HaYMMHU IpoMeHH B ekcrio3unuaTa (AUC u Cmax) Ha
JeciopaTaut 1 3-XUIPOKCHIECIOPATAANH.

5.3 IlpeakIMHMYHYU JaHHU 32 0€30MACHOCT

I[CCHOpaTaI[I/IH € OCHOBHHUSAT aKTHBCH META0OIUT Ha JlopaTaarH. Hexnumanyan n3nuTBaHUS Ha
AccIopaTaavH U JIopaTaJuH Ca IIOKa3aJr, Y€ HAMa KauCCTBCHA U KOJIMYCCTBCHA pa3JIMKa B npoqmna
Ha TOKCHMYHOCT Ha ACCJIOpaTaJuH U JiopaTaJuH IIPpHU CPaBHUMH HUBA HAa CKCIIO3UIIUA Ha JCCJIOpaTaaAH.

HexnmuHandHMTE TaHHU HE TIOKAa3BaT OCOOEH PUCK 3a XOpaTa Ha 0a3a Ha KOHBEHIIMOHATHATE
(hapMaKoJIOTMYHYU MPOYYBAHUS 32 OE30MMACHOCT, TOKCUYHOCT IMPU MHOT'OKPATHO MPUIIOKEHUE,
T€HOTOKCUYHOCT, KAPIMHOTCHEH MOTEHITNAI, PEPOAYKTUBHA TOKCHYHOCT M TOKCUYHOCT 3a
pasBuTHeTO. Jluncara Ha KapIWHOTEHEH MOTSHIIAANT € IeMOHCTPUPAHA TPH U3MUTBAHUS HA
JleciaopaTaJH U JOpaTaIvH.

6. DAPMAIIEBTUYHU JAHHU
6.1 Cnucbk HAa NOMOIIHHUTE BelIeCTBA

Slnpo Ha Tabnerkara:

KaJmueB xuaporengdochart quxuapar

MHKPOKPHCTAIHA [IeJTyI032

apeBUYHO HUIIIECTE

TaJK

OO0BuBKa Ha TabjeTkaTa:

¢um (ChIbpKall JaKTO3a MOHOXUAPAT, XUIIPOMETI03a, THTAHOB JUOKcua, Makporoi 400, MHIUroTuH
(E132))

npo3payHa 00BHBKa (ChIbpiKalia Xunpomenosa, makporosn 400)
KapHayOCKH BOCBK

0511 BOCBK

6.2 HecbBMecTUMOCTH
Henpunoxumo
6.3 Cpok Ha rogHoCT

2 TOIMHU



6.4 CnenuaJHM yCJI0BUS HA ChbXpaHeHHUe

Ha ue ce cexpansBa Hag 30°C.
Jla ce chxpaHsiBa B OpUTHHATHATA OTIAKOBKA.

6.5 Bujau chabpikaHue HA ONIAKOBKATA

TabmetkuTe Aerius ce JOCTaBAT B OMMCTEPH OT JJaMUHUPaH OJUCTEpeH (HUIM, TIOKPHT ¢ (HOIHO.
BructepsT e Hanpasen ot nonuxioporpuduryopoerieH (PCTFE)/ momuBuamixmopun (PVC) dpuam
(OTKBM KOHTaKTHaTa C TabJeTKaTa MOBbPXHOCT), C TIOKPUBHO aTyMHHHEBO (HOJIHO C BUHHIIOBO
TOIUTMHHO-3AJIENBAIIIO MOKPHUTHE (OTKBbM KOHTAaKTHATa ¢ TabJieTKaTa CTpaHa), 3are4aTano TOIUTHHHO.
Omnakosku ot 1, 2, 3, 5, 7, 10, 14, 15, 20, 21, 30, 50, 90, 100 tabieTku.

He Bcuuky BHIOBE OMAKOBKU MOTAT Jia ObJaT IyCHATH Ha Ia3apa.

6.6 CrHenuajHu NpeINasHu MEPKHU IPH U3XBbPJIsIHE

Hsama CricuyaJIHi N3UCKBaHU .

7. INPUTEXATEJI HA PASPEILIEHUETO 3A YIIOTPEBGA

N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hunepnannus

8. HOMEP(A) HA PABPEILIEHUETO 3A YIIOTPEBA

EU/1/00/160/001-013

EU/1/00/160/036

9. JATA HA I'BPBO PAZPEIIABAHE/IIOJHOBSIBAHE HA PASPELHLIEHUETO 3A
YINOTPEBA

[ata Ha mepBO paspemanane: 15 suyapu 2001 r.

Hara Ha nocnemHo moxHoBsBaHe: 15 sryapu 2006 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

IToapoOHa uHpoOpMaLKs 3a TO3M JICKAapCTBEH MPOAYKT € IPeI0CcTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHIus o Jiekapceraara http://www.ema.europa.eu.



http://www.ema.europa.eu/

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Aerius 0,5 mg/ml nepopainen pa3TBop

2. KAUYECTBEH U KOJIUMYECTBEH CbCTAB
Bceexu MunmunmuaThp 0T iepopaiHus pa3TBop chabpika 0,5 mg necnoparanuH (desloratadine).
IomornHo(¥) BerecTBo(a) ¢ U3BECTHO JICHCTBHE

To3u nekapcTBeH NPoAyKT chabpxka copouron (E420), nponunenrnukon (E1520) u 6ensunos
ankoxoir (BkK. Touka 4.4).

3a IIBJIHUSA CHOUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTEC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

[lepopamausT pa3TBop € OUCTHP, Oe3BETEH Pa3TBOP.

4. KJIMHWUYHU JAHHU

4.1 TepaneBTHYHU MOKA3AHUS

Aerius e mokasaH npy Bb3pacTHH, FOHOIIM U Jena HaJl | roauHa 3a o6ieKkuyaBaHe Ha CAMITOMUTE Ha:
- aeprudeH puHUT (BXK. Touka 5.1)

- ypTHKapus (BXK. Touka 5.1)

4.2 J103MpOBKA W HAYHMH HA MPUJIOKEHUE

ﬂOBI/I[zOBKa

Buwspacmuu u ionowu (na 6v3pacm 12 u noseue 200umu)
IMpenoppunrennara qo3a Aerius e 10 ml (5 mg) nepopasier pa3TBOp BEAHBK JHEBHO.

Ileduampuuna nonyaiayus

[MpennucBaiusT Jiekap TpsOBa 1a 3Hae, 4e MOBEUYETO ClIydan Ha PUHUTH TIPH Jela Mo 2-TOIUIITHA
BB3pACT ca MHPEKIHO3HH (BXK. TOUKa 4.4) 1 ye HAMa JaHHU B MOJKpena Ha JICYCHHETO Ha
WH(EKIMO3HN PHHUTH C Aerius.

Jena na Bw3pact ot 1 10 5 roquau: 2,5 ml (1,25 mg) Aerius nepopaieH pa3TBoOp BEAHBK THEBHO.

Hena Ha Bb3pact ot 6 10 11 roguaun: 5 ml (2,5 mg) Aerius nepopasieH pa3TBOp BEAHBK JTHEBHO.

BesonacuHoctTa u epukacHocTTa Ha Aerius 0,5 mg/ml mepopasien pa3TBop npH Jera Ha Bb3PacT MO
1 romuHa He ca YCTaHOBEHHU.

HNma OrpaHUYCH OIMUT OT KIIMHUYHU U3MUTBAHUSA 10 OTHOIICHUC Ha G(I)I/IKaCHOCTTa IIpU MPUIIOKCHUCTO

Ha JiecIIopaTa it IpH Jera Ha Bp3pacT oT 1 o0 11 roxguau u npwu oHOImM oT 12 10 17 roguau (BXK.
Touku 4.8 u 5.1).

I/IHTepMI/ITeHTHI/IHT AJICPIrUYCH PUHUT (HaJ'II/ILII/IC Ha CHMITOMH 3a IT0-MajKo OT 4 JHHU CCAMHWYHO HWJIM 3a

MO-MaJIKO OT 4 CeAMUITH) TpsIOBa 1a Ob/Ie JEKyBaH B ChOTBETCTBUE C aHAMHE3aTa HA KOHKPETHHS

MaIreHT, KaTo CJIC/ OBJIaAABaHC HA CUMIITOMUTE JICHCHUETO MOXKE J1a C€ CIIPE, a IpHU pCUUIUBHUPAHETO

UM — J1a C€ BB300OHOBH. HpI/I nepcucTrupal] aJiCpruicH puHUT (HaJ'II/I‘II/IC Ha CUMIITOMH 3a 4 WU IIOBeYe
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JTHU CEIMUYHO M 3a ITOBeUe OT 4 CeMMIIM) Ha MAI[MEHTUTE MOXKE Ja Ce IPEIIOKH JICUCHHE 0e3
MIPEKBCBAHE IO BPEME Ha ITEPHOINTE Ha €KCITO3UIINS Ha ajepreHa.

Hauwn Ha npunoxeHue

TlepopanHo npunoxeHue.
Jozarta Mo>ke J1a ce IpueMa ChC Ml 0e3 XpaHa.

4.3 IIpoTuBONOKA3aHUS

CBpPBXUYYBCTBUTEITHOCT KbM aKTHBHOTO BEIIIECTBO MJIM HAKOE OT TIOMOIIHUTE BELIECTBA, N30POCHH B
Touka 6.1, MM KbM JIOpaTaauH.

4.4 CoenuajaHu NpeTynpexIeHus 1 MPeANa3Hu MePKH NP ynoTpeda
VYBpexaane Ha Ob0peuyHara QyHKIMS

[Tpu Texxka ObOpeuHa HeqOCTaTHYHOCT AErius TpsIOBa J1a ce mpuiiara ¢ MOBUILICHO BHUMaHHE (BXK.
Touka 5.2).

I'bpuoBe
JecopataauH TpsOBa Ja ce mpuiiara ¢ OBHIICHO BHUMAHKE MTPH MAIUCHTH C MEIUITMHCKA HITH

(baMuiHa aHaMHe3a 3a I'bPUYOBE U Hail-Beue mpu Maiku jaera (Bx. Touka 4.8), kouTo ca
Ipeipa3oIoKeHHU 1a pa3BUAT HOBU I'bPUOBE I10 BPEME Ha JICUSHUE C JecaopaTaant. MeauIMHCKUTe
CHENIUAIMCTH MOTaT 1a OOMUCIIAT NPEYCTAaHOBSIBAHE HA AECIOpaTalyuH MIPH NalueHTH, KOUTO
HOJTy4YaBaT I'bpU 110 BPeMe Ha JICYCHUETO.

Aerius nepopaiieH pa3TBop chabpika copourosn (E420)
To3u nekapcTBeH MpoayKT chabpxka 150 mg copouton (E420) BbB BCEKH MUTMIUTHD TIEpOpasicH
pasTBOp.

TpsiOBa 1a ce Ma MpeIBUI AJAUTHBHUAT €(DEKT Ha CHITBTCTBAILO MIPUIATAHN TPOYKTH, ChABPKAIIH
cop6uron (E420) (wiu ¢ppykTo3a), KaKTO U XPAaHUTEITHUT preM Ha copoutosn (E420) (nmm
¢dpykro3a). Crappxanuero Ha copouton (E420) B exkapcTBEHH HPOAYKTH 3a MEPOPATHO MIPUIIOKEHUE
MOJKe J]a MOBIUsie OMOHATTMYHOCTTA Ha JAPYTH MIEPOPATHH JICKAPCTBEHHU MPOJYKTH, KOUTO CE MpHiiarat
CBITBTCTBAIIIO.

CopOuTONBT € U3TOYHUK Ha (PPYKTO3a; NMAIIMEHTH C HACJICICTBEHH MTPOOJIEMH Ha HEITOHOCUMOCT KbM
dpyxro3a (HFI) He TpsiOBa 1a nmpremMar To3H JEKapCTBEH MPOIYKT.

Aerius nepopaiieH pa3TBop chibpika mponuieHrnkoa (E1520)
To3u nekapctBeH mpoaykT cbabpxka 100,75 mg npormunenriukon (E1520) BbB BceKH MITHIUTBD
nepopajieH pa3TBop.

Aerius nepopaieH pa3TBOp ChAbPKA HATPUI
To3u ekapcTBEH MPOAYKT ChABPXKA Mo-Malko oT 1 mmol Hatpwmii (23 mg) Ha 1034, T.€. MOXe Ja ce
Ka)Ke, 4e MPaKTUYECKH HE ChIbpKa HATPHH.

AE€rius mepopajieH pa3TBOP ChIbDKA OCH3WIOB ATKOXOJI
To3u nexapcTBeH NpoayKT chabpxa 0,75 My GeH3MIIOB alIkOX0JI BbB BCEKH MIJIHIIUTHP IepopalieH
pa3TBop.

BeH3unoBusAT ankoxos Moxe JAa IpUIrHU aHa(bI/IJ'IaKTOI/I,Z[HI/I pCaKkuuu.
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IToBumieH puck, KOHTO ce IBJDKH Ha KyMyJIHpaHe Py Maliky Aena. He ce mpenopbuBa U3MOI3BAHETO
My 3a [OBEYE OT €/IHa CeIMHMIIA MTPU MAJIKK Jela (o] 3-ToI1IIHa Bb3pacT).

[Tpu nmuna ¢ yeproapoOHo mim OBOpeyHo 3a00sBaHe WK PH JIUIA, KOUTO ca OpeMEHHH WIIN
KBPMSIT, TOJIEMH KOJIMYECTBA OCH3UIIOB aJIKOXOJI MOTAT Ja KyMYJIMPAT, IPeIN3BUKBAKN METa00INTHA
anuao3a.

Heauatpuyna monymnamus

[pu nena mox 2-roUIIHA BB3pacT € 0COOCHO TPYJIHO JIa CEe PA3IUYU alleprUIHUSAT PHHUT OT JPYTH
punutu. TpsOBa 1a ce B3eMat MpeIBU/I IUTcaTa Ha MH(EKIHMS Ha TOPHUTE TUXATEITHA IHTHINA WU
CTPYKTYypHU aHOMAJINW, aHAMHE3aTa, CTaTyChT, IOJIXOASIIUTE TAOOPATOPHU H3CIICABAHUS U
KOXKHO-aJIEPTUYHU TIPOOH.

Oxomo 6 % oT Bb3pacTHUTE U Jie1iaTa Ha Bb3pacT oT 2 10 11 roaunu peHoTunHo ca OaBHU
MeTab0IM3aTOPH HA JeCIOpaTaliHa | [TOKa3BaT MO-BHCOKA eKCITO3UINS (BXK. Touka 5.2).
besomacHocTTa Ha AEecIopaTaauH MpH Jelia Ha Bh3pact ot 2 1o 11 roguam, KouTo ca 6aBHU
MeTa00IM3aTOPH, € ChIllaTa KaTo MpH Jiela, KOUTo ca 0bp3u Metabonuzaropu. Edexture Ha
JlecIIoOpaTaJnH pyu 0aBHE MeTaboIM3aTOpH Ha BB3pacT < 2 TOAWHU HE Ca IPOYUCHH.

45 BzaumopaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U ApYyru (opmMu Ha B3auMojeilicTBHe
[Tpy KMTMHUYHY U3NUTBAHUS HA AECIOpaTaauH TabJIeTKH He ca HAOM0AaBaHU KIMHUYIHO 3HAYMMU
JIEKapCTBEHU B3aWMOJIEHCTBUS MPU CHbBMECTHO MPUJIOKEHUE C EPUTPOMUIINH UM KETOKOHA30 (BXK.

Touka 5.1).

IleanaTpuyHa NOMyJIAIHs
IIpoyuBaHus 3a B3aUMOJEUCTBUITA €A IPOBEXKIAHHA CaMO IPU Bb3PACTHU.

[Ipu KIMHUYHO (hapMaKOJIOTHYHO U3MUTBAHE HA CHhBMECTEH MPHEM Ha Aerius TabJICTKH U alKOXO0Jl He
ca yCTaHOBEHH JaHHHM, 4ye Aerius moTeHIHpa epeKTUTEe Ha ajIKoX0Jia, H3sBSBAIIU Ce C Pa3CTPOMCTBO B
noBeneHreTo (BK. Touka 5.1). ). I[To Bpeme Ha mocTMapKeTHHIoBa yrorpeba obdade ca cboOIIaBaHu
Clly4ad Ha aJIKOXOJIHa HEITOHOCHMOCT M MHTOKCHKAIHUs. 3aTOBa Ce MPEenopbhyBa MOBUIICHO BHIMaHHE,
aKo €JIHOBPEMEHHO Ce MpHeMa alIKOXOJl.

4.6 @epTHaAUTET, )PEMEHHOCT U KbpPMeHe

BpemenHocT
Tossim 00eM ganHM 3a OpeMeHHHM KeHu (3a u3xona Ha noseue ot 1 000 cnyyast Ha OpeMeHHOCT) He

NoKa3BaT MajapopMaTuBHA WK (eTaHa/HeOHATAIHA TOKCHYHOCT Ha jiecioparaaut. [IpoyuBaHusTa
NIPY J)KMBOTHU HE TIOKA3BaT MPEKH WM HETIPEKH BPEHU €(PEKTH, CBbP3aHU C PENPOAyKTHBHA
TOKCHYHOCT (BX. Touka 5.3). 3a mpeamounTane €, KaTo IpeanasHa Msapka, Ja ce n30sraa ymorpedara
Ha Aerius 1o BpeMe Ha OPEeMEHHOCT.

Kwpmene
JecropaTaavH € yCTaHOBEH B HOBOPOJICHU/KbpPMaUeTa, KbPMEHHU OT JICKYBaHU keHU. EpekThT Ha

JIeCIIOpaTaJivH PYU HOBOPOACHHU/KbpMadeTa He € U3BeCTeH. Tpsa0Ba /1a ce B3eMe pellleHre ajlu Ja ce
MPEeyCTaHOBH KbPMEHETO FJIH JIa CE MPEYCTaHOBH TepanusaTta ¢ Aerius, KaTo ce B3eMaT MPeIBH/I
MmoJi3aTa OT KbPMEHETO 3a JAETETO U MOoJI3aTa OT Tepanuara 3a MaiikaTa.

DepTunurer
Jluncear JaHHM 10 OTHOIICHUE Ha MBKKHS MJIH KEHCKUS (PEPTHUITUTET.

4.7 EdexTtn BbpXy cnoco0HoCcTTa 32 mo¢upaHe 1 padora ¢ MALIUHH
Aerius He MOBJIHsBA WK MOBJIHSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a Iodupane U paboTa ¢ MAIIUHA

Ha 0a3aTa Ha KIMHUYHM NpoyuBaHusl. [lanpenTure TpsiOBa na ObIaT HHGOPMHUPAHH, Ye MIPHU TIOBEYETO
XOpa He ce Ha0JI0AaBa ChbHINBOCT. BhIipeku ToBa Mopaau HHIMBUAyaIHATa PEaKlMs Ha OpraHu3Ma
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KbM BCHYKH JIEKAPCTBEHU MPOAYKTH, MPETIOPHUUTETHO € MAMEeHTUTE Ja Ce TIOCHBETBAT Ja HE
M3BBPIIBAT ACHHOCTH, M3UCKBAIIN YMCTBEHA KOHIIEHTpANHsA, KaTo modupane nin padboTa ¢ MallvHHy,
JIOKaTO HE YCTAHOBSAT CBOSITA COOCTBEHA PEAKIIHS KbM JICKAPCTBEHUS MIPOYKT.

4.8 HexeslaHU JI€eKAPCTBEHH PeaKIUU

Pesrome Ha mpodumiia Ha Oe30macHOCT

[Nemmarpuyna momyaarus

[Tpy KTMHUYHY U3MUTBAHUS IPH MIEAUATPUYHA MOMYIAMS AecIopaTaanH nox popMaTta Ha CUPOI €
JlaBaH Ha 001110 246 nera Ha Bb3pacT ot 6 Mecera 1o 11 roguan. OOIIaTa 4ecToTa Ha HEKEITAHUTE
crOuTHs Tipu Aena ot 2 a0 11 rognHy e Omita cXoaHa MEXTy TpymaTa, IOIydiiia 1eciIopaTaaint, U
rpymara, noiayunia rane6o. [1pu 6ebera n Manku nena Ha Bb3pacT oT 6 10 23 Mecelna, Hali-ueCTUTE
HE)KEJIAHU PEeaKIvy, TOKJIaIBaHU B TIOBEUE B CpaBHEHHE ¢ Tu1anedo ca: aquapus (3,7 %), moBUIIaBaHe
Ha Temrieparypara (2,3 %) u 6e3cpane (2,3 %). [Ipu npyro usnuTBaHe cienx mpreM Ha eJHOKpaTHA
J103a JreciopartaanH 2,5 mg moxa opMata Ha iepopajieH pa3TBOp, IPH JIela Ha Bh3pacT oOT 6 110

11 ronuHu He ca HaOJIIOIaBaHU HEKEIAHU PEaKIIHU.

[Ipu KIMHUYHO U3NUTBAHE ¢ 578 MAMEHTH B FOHOILIECKA Bb3pacT, oT 12 no 17 ronunu, Hali-uectara
HE)KeNaHa peakiys € Ir1aBo0ore; To ce Habmoasa mpu 5,9 % OT malueHTuTe, JIEKyBaHu C
JiecyopataauH, ¥ npH 6,9 % oT maIieHTuTe, MoJyJaBaiy Iiamneoo.

Bb3pacTHU ¥ FOHOIIN

[Tpy KIMHUYHY U3MUTBAHUS IPH BB3PACTHH U IOHOIIHW MPH TOJISIM OPOH TOKa3aHUSL, BKIFOUUTEITHO
aJIepru4eH PUHUT ¥ XpPOHMYHA HHOIIATHYHA YPTUKAPHS, IIPU TPETOPHUNTETHATA JO3UPOBKA, €
CHOOIIEHO 3a HEXKEJIAHU peakuuu oT Aerius ¢ 3 % moBede OT Te3H NPH MALUEHTUTE, 10JTy4aBalli
riane6o. Haii-uecTure Hexxenanu chOMTHS, JOKJIAIBAaHH B TIOBEUE B CPaBHEHUE C IUIaedo ca:
ormaananoct (1,2 %), cyxora B ycrara (0, 8%) u rmaso6onue (0, 6%).

TabauyeH CIUCEHK Ha HEKEITAHUTE PEAKIIUH

YecroTata Ha HEXKEJIAHUTE PEAKIUY, ChOOIABaHU B KIIMHUYHU MIPOYYBAHUS B [IOBEYE B CPABHCHHE C
iane0o U IPYru HeXKeNIaHW PEeaKIiK, 32 KOUTO Ce ChOOIIaBa Mo BpeMe Ha MOCTMAPKETUHTOBHSI
nepuoJ, ca u3dpoeHu B cieaainata tadauna. Cropea 4ecToTara peakiuuTe ¢e ONpeessaT KaTo
mHoro vectr (> 1/10), gwectu (> 1/100 mo < 1/10), vewectn (> 1/1 000 10 < 1/100), peaxu (> 1/10 000
10 < 1/1 000), muoro peaku (< 1/10 000) u ¢ Hen3BecTHA YeCTOTA (OT HATMYHUTE JAHHU HE MOXKE Ja
ObJle HarpaBeHa OICHKA).

He:xenanm peaknuu, Ha0J101aBaHN NPH

YecroTa .
npueM Ha Aerius

CI/ICTeMO-OpFaHeH KJ1ac

C HeusBecTHa
YecToTa

Hapymenust Ha meTa0os1u3Ma u
XpaHeHeTo

VBenudeH areTuT

XamouuHauuu
MHoro peaxu R

Ilcnxuunmu HapymeHust

C HeusBecTHA

AOHOPMHO TIOBEJICHUE, arpecusi, JePECUBHO
HACTpOCHHE

Hapymenus Ha HepBHaTAa
cHcTeMa

4ecToTa
Yectn I'nmaBoGonue
Yectu (mena be3scpHne

10J1 2 TOMHH )
MHoro peaxu

3aMastHOCT, CHHIIMBOCT, O€3CHhHHUE,
TICUXOMOTOPHA XUTIEPAKTUBHOCT, ThPYOBE

Hapymenus Ha ounTe

C HeusBecTHA
4ecToTa

CyxoTta B ouute

Chbpaeynn HapyIeHHust

MHoro penxu
C HensBecTHA
YecToTa

Taxuxapans, cepriedreHe
VY nwmxapane Ha QT nHTEpBana

CTroMallHO-4peBHH
HapyLIeHHUs!

Yectn
UYectn (nema

Cyxora B ycTara
Huapus
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CucremMo-opraneH Kjiac

YecToTa

He:xenann peaknuu, Ha0J100aBaHN NIPH
npueM Ha Aerius

o1 2 TOWHK)
MHoro peaxu

Bonka B kopema, rajieHe, moBpbILaHE,
JTACTICTICHS, TApHST

Xenaro0uauapHu HApylLIeHUs

MHoro penku

C HeusBecTHA

[ToBumasane Ha YepHOAPOOHNUTE SH3UMH,
MOBHINIABaHE HA OMIIMPYOHMHA, XCTIATUT
Konareuuma

YECTOTA
Hapymenus Ha KokaTa 1 C HemsBecTHA
DOTOUYBCTBUTEITHOCT

MOJAKOKHATA ThKaH 4ecToTa
Hapymennss Ha MyCKYJIHO-
CKeJIeTHATA cUucTeMa U MmHoro penku | Muanrus
CheIMHUTE/IHATA ThKaH

Yectu YMmopa

Yectu (nema debOpunuret

OO0 HapymeHus U epeKTH
HA MSICTOTO HA NMPUJIOKEHHE

o1 2 TOMHN)
MHoro peaxu

Peakiuy Ha CBPBXYYBCTBUTEITHOCT (KaTo
aHauIakcus, aHTHOENIEM, 3a/TyX, ChPOeK,
00pHUB U ypTHKApHs)

C HeusBecTHa ActeHus
YecToTa
C HeusBecTHA
HN3caenBanus VYBenuueHo Terino
4ecToTa

IlegpnaTpyyHa monyJianus

Jpyru HexxenaHu JIEKapCTBEHH PEAKLUK ¢ HEU3BECTHA YeCTOTa, ChOOLICHHU 110 BpeMe Ha

MOCTMAapKETUHIOBHS IIEPHO IPU MEeAUaTPUIHM aLMEHTH, BKIIIOYBAT yAbkaBaHe Ha QT uHTepBana,

apuTMus, Opaaukap s, aOHOPMHO TIOBEICHUE U arpecusl.

PeTpOCHeKTI/IBHO 06C€pBaLII/IOHHO MIpOy4YBaHE 3a 0€30IMacHOCT MMOKa3Ba MOBUIIIEHA YSCTOTa Ha
HOBOITOSAIBHUJIU C€ I'bPYOBE NIPH NMALIMCHTH HA BB3PaCT OT 0 a0 19 TOAWHHU, KOraTo moJjrydyaBat

JIECIIOpaTajIvH B CPaBHEHHE C TIEPUO/IH, B KOUTO HE MOyydaBar jaecioparanus. Cpej jema Ha Bb3pacT
0-4 roaunu, KOpUrHpaHoTo abcomotHo nopuinerue e 37,5 (95 % nosepurenen unrepsan (Confidence
Interval, CI) 10,5-64,5) ma 100 000 wosexoroauuu (person years, PY) ¢ oOungaiina yecrora Ha
HoBonosiBun ce rppuose 80,3 Ha 100 000 PY. Cpex nanuenTn Ha Bb3pacT 5-19 roannu,
Kopurupanoro adcomorHo nosuineHue e 11,3 (95 % CI 2,3-20,2) na 100 000 PY ¢ oOuuaitna yectota
36,4 ma 100 000 PY (Bxk. Touka 4.4).

C’LO6HIaBaHe Ha I1OJ03UPaHu HEXKCIIaHU PCAKIINH

CT:O6I].IaBaH6TO Ha NOAO03UPAaHN HEXKCIIAaHU PCAaKIINU CIICA pa3pCllaBaHe 3a yHOTpe6a Ha JICKapCTBCHUA
MNPOAYKT € BaKHO. ToBa mmo3BossiBa Ja IpOaABbJIKA Ha6J'IIOI[eHI/IeTO Ha CbOTHOIICHUETO non3a/pnc1< 3a
JICKApPCTBECHUA IIPOAYKT. Or MECIHUIIMHCKUTEC CIICIUAJINCTHU CEC U3HMCKBaA aa CT)OGHIaBaT BCsKa
MoJ03MpaHa HECXKCJIaHA pCaKd Ype3 HallMOHAJIHA CUCTEMa 3a C’BO6IlIaBaHe, IIOCOYCHA B

[puinoxenue V.

4.9 TIlpemo3upane

[IpodunbT Ha HEKETAHNUTE CHOUTHS, CBBP3aHHU C MPEI03UpanHe, HaOF01aBaH 10 BpeMe Ha
MOCTMapKETHHIOBA yIOTpeda, € 1o j00eH Ha TO3H, HAOJI0JaBaH MPH TEPANIEBTUYHM JO3H, KaTO
CTENEHTA Ha BB3IEHCTBHE MOXKE /14 ObJI€ O-BUCOKA.

Jleuenue

B Cﬂy‘laﬁ Ha Opeao3nupaHe obmuciere CTaHAAPTHU MCPKHU 3a OTCTPAHSABAHC HA Hepe30p61/1paHOTo
AaKTHUBHO BCIICCTBO. HpenoquBa CC CUMIITOMAaTUYHO U MOAABPIKAIIO JICHCHUC.
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JlecnoparajivH He ce eJIMMIHMPA Ype3 XeMoananu3a. He € M3BecTHO janu ce elMMUHNApPA Ype3
MepUTOHEATHA JHAITH3A.

CumnromMu

IIpy KITHHUYIHO W3NHUTBaHE ¢ MHOTOKPATHO IpHJIaraHe MPH Bh3PacTHH M FOHOIIH, TIPH KOETO €
TIPHUJIOKEH JIecIopaTaanH 10 45 mg (aeBeT IbTH MOBeYe OT TEpalleBTUYHATA 103a), HE Ca yCTAaHOBEHH
KIIMHUYHO 3HAYUMU €(PEKTH.

IleanaTpuyHa monymnanus

[TpodubT Ha HEXENaHUTE CHOUTHS, CBBP3aHU C IPeA0o3upaHe, HaOI0JaBaH Mo BpeMe Ha
MOCTMAapKETHHIOBa YHOTpeoa, € moJo0eH Ha TO3H, HaOJII0JaBaH NpH TePareBTHYHH J03HU, KaTo
CTETIEHTa Ha Bh3ICHCTBHE MOXKeE Ja Obe O-BUCOKA.

5. ®APMAKOJIOTUYHHA CBOMCTBA
5.1 d@apmakoaMHAMHYHU CBOIiCTBa
®dapMakoTepaneBTHYHA Tpyma: aHTHXucTaMuHu - Hi-antaronuctu, ATC xox: RO6AX27

MexaHu3bM Ha JIcHCTBHE

JecropatanuH e IbJITO AeCTBAI XUCTAMHHOB aHTAaTOHUCT ChC CETIEKTUBHA MeprQepHa
Hi-penientopHa aHTaroHUCTHYHA aKTHBHOCT, 03 celaTUBHO jaeictBue. Ciiell mepopalieH IpueM,
JIeCIIOpaTaJrH OJIOKUpPA CEIEKTUBHO MEepU(PEPHUTE XUCTaMUHOBH Hi-perientopu, oHexKe He
MIPOHMKBA B LICHTPAJIHATA HEPBHA CUCTEMA.

ITpu in Vitro uscreaBaHus AeCIOpaTavH ¢ MoKa3al aHTHAJCPTHYHK CBOHUCTRA. Te BKIIOUBAT
MHXUOUpaHe Ha 0cBOOOXKAaBaHe Ha MpouH(IamaropHu quTokuHu kato [L-4, IL-6, IL-8 u IL-13 ot
YOBEIIKUTE MACTOINTH/0a30(pHiTH, KaKTO M HHXHOMpaHE Ha eKCIIPECHATA Ha a/IXe3HOHHATA MOJIEKYJIa
P-cenekTrH BBpPXY SHIOTECIHUTE KJIETKU. KIIMHUYHOTO 3HAYCHME Ha Te€3H HAOJIOICHHS BCE OIIE HE €
HAIThJIHO MU3SCHEHO.

Knnanunaa edrkacHOCT M 0€30aCHOCT

[leguaTpryHa IOIyJIaIIHs

EdukacHocTTa Ha Aerius nepopaieH pa3TBOp He € IpOoy4YBaHa B CIICIIUAIHY U3MTUTBAHUS MIPH JETIa.
Bce nak, 0e30nmacHOCTTa Ha I€CIOPATaAMH o1 (hopMaTa Ha CUPOII, KOHTO ChIIbpKa JISCIOpaTaJuH B
ChIllaTa KOHIIEHTPAIU KaTo Aerius nepopajeH pa3TBop, € oKa3aHa MPU TPH MU3IUTBAHUS TIPH JICTIa.
Jena Ha BB3pact ot 1 mo 11 roanHu, moka3aHu 3a aHTUXUCTAMHUHOBA TEPAIHs, TOTy4YaBald JHEBHA
no3a neciopataaus 1,25 mg (npu nena ot 1 10 5 roguan) win 2,5 mg (npu xera ot 6 10 11 roaunn).
JledeHueTo € MoHECEHO 100pe, KOETO € JIOKYMEHTHPAHO Upe3 KIMHUKO-Ta00PaTOPHUTE U3CIICABAHMS,
JKU3HEHUTE MoKaszaTenu u ganuute 3a uarepsana B EKD, sximtountenno QTc unrepsana. [lpu npuem B
MPETOpHYNTETHATA 1032 TUIA3MEHUTE KOHIICHTPAIIMU Ha JieciopaTaiuH (BXK. Touka 5.2) ca omim
CpaBHUMU TIPH JIela U BB3pacTHH. Taka, cliea KaTo XOIbT Ha aJIepTUIHUS PUHAT U XPOHUYHATA
UAMONIATHYHA YPTHKAPHUS ¥ MPO(UITBT Ha IECIOPATANH Ca CXOJIHU IPH JIella ¥ Bb3PACTHHU, JTAHHUTE
3a e(prKacCHOCTTA Ha JIECIIOPaTaIMH MIPH BH3PACTHHA MOXKE JIa CE eKCTpaIrojupa U 3a Jera.

Edukacroctra Ha A€rius cuporr He ¢ u3ciieIBaHa P NeIUaTpPUYHI U3MUTBAHMUS [TPH Jiena o 12-
TOJIUIIIHA BB3pacT.

Bn3pacHu u roHOIN

[Ipu KIMHUYHO U3NUTBaHE C MHOTOKPATHO MpUJIaraHe MpHu FOHOIIN U Bh3PACTHH, PH KOETO
JIeCIIOpaTaH € mpwiiarad B o3a 1o 20 mg JHEBHO B MPOIbIDKeHNE Ha 14 THU, HE ca yCTaHOBEHU
CTaTHCTUYECKH WM KIIMHUYHO 3HAYNMHU €(EeKTH OT CTpaHa Ha ChP/IEYHO-ChJ0BaTa cucremMa. [Ipu
KIIMHUYHO (i)apMaKOJIOI‘I/IT-IHO HU3NUTBAHEC IIPU BB3PACTHU U FOHOLIH, ITPU KOETO A€CIOpaTaJuH €
MpUJIaraH Ha B3PACTHH B 71032 45 mg THEBHO (ICBET ITHTH MTO-BUCOKA OT TepalieBTHYHATA J103a), HE ©
HaOmogaBaHo yapibkaBane Ha QTc uHTEpBana.
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dapmakogMHAMUYHN €PEKTU

HecnopaTaaus He MPOHUKBA JIECHO B LIEHTpalHAaTa HEPBHA cucTeMa. [Ipu KOHTpoIMpaHu KIMHUYHU
W3MUTBAaHUS, PU IPENopbUrnTEIHATA THEBHA /1032 5 Mg 3a BH3PACTHU U IOHOIIH, B CPABHEHHE C
miarne6o He ¢ HaOI0aBaHa Mo-BICOKA YeCTOTa Ha CHHIIMBOCT. [1py KIIMHUYHA N3MMMTBAHKS Ha Aerius
TabJIeTKN B €THOKPATHA THEBHA /1032 7,5 MQ mpu BB3pacTHU U IOHOIIH HE Ca YCTAaHOBEHH ITPOMEHH B
MICHXOMOTOPHOTO noBeaeHue. [Ipy nu3nuTBane Ha eTHOKpaTHA THEBHA /1034 JAeciIopaTaaud 5 mg
JTHEBHO TIPH BB3PACTHH HE Ca yCTAHOBEHH MTPOMEHH B CTAHAAPTHHUTE TECTOBE 110 BpEMeE Ha IOJIET,
BKITFOUUTEITHO 1 3aCHJIBaHE Ha CYOEKTHBHOTO yCelaHe 3a ChHINBOCT WX APYTH CBBP3aHU C IOJIET
IMOKAa3aTeIIH.

[Ipn xnrHMYHA (HhapMaKOJIOTHYHN U3NUTBAHHUA HA CHbBMECTEH IMPUEM C AIKOXOJI HE € YCTAHOBEHO
MOBUIIIABAaHE HA CBbp3aHaTa C aJKoXoja MpoMsiHA B TOBEJICHUETO WM 3aCUJIBaHE Ha CHHIMBOCTTA. He
Ca YCTAaHOBEHU 3HAUKMMU PAa3IUKU B PE3YJITATUTE OT ICUXOMOTOPHUTE TECTOBE MEXKTy TPYIIUTE,
TIpUEMaIly IecIopaTaanH, U Te3d, IPUEeMAIH Ianedo — KaKTo MPH IIPHEM Ha aJIKOXO0J, Taka i 0e3
MIpHEM Ha aJTKOXOJL.

[Ipu KTHHUYHN N3MUTBAHUS 332 B3aMMOACHCTBUS C MHOTOKPATHO TPHIIOKEHNE CHbBMECTHO C
KETOKOHA30JI M EPUTPOMHITIH HE Ca YCTAHOBEHH KIIMHUYHO 3HAYMMHU POMEHH B TIa3MeHaTa
KOHIICHTpAIUs Ha IecIopaTarH.

Ipu BB3pACTHU U FOHOIIM C aJleprudeH pHHUT Aerius ¢ e)eKTUBCH 110 OTHOIIEHHE 00JICKUaBaHe Ha
CHUMIITOMHUTE KaTO KMXaHe, ChPOEK U CEKPELHsi OT HOCa, ChpOSK M 3a4epBsSBaHE Ha OYHTE, ChII3CHE,
KaKTO U chpOex Ha HeOLeTo. Aerius epuKacHO KOHTPOJIUpPA CUMITOMUTE B MPOBIKCHHE Ha 24 yaca.
Edukacroctra Ha Aerius TabJaeTKH HE € IEMOHCTPUpPaHa KaTerOPUYHO MPH KIMHUYHU U3MTUTBAHUS C
MAalMEHTU B IOHOIIECKa Bb3pacT oT 12 go 17 ronuHu.

OcBeH 110 YTBBpIcHaTa KIACU(UKAIUI Ha aIePTUYHMSI PUHHUT KaTO CE30HEH U ISJIOTOIUIICH, B
3aBUCHMOCT OT MPOIBIDKUTETHOCTTA HA TIPOsiBAa HA CHMIITOMHUTE TOM MOXKe Ja Obie Kiacuuuupan u
KaTO UHTEPMUTEHTEH AJIEPrUYE€H PUHUT U EPCUCTUPAIL] AJIEPTUYEH PUHUT. THTEPMUTEHTHUSAT
aJiepruyueH pUHUT ce Te(hMHUPA KaTO HAIMYUE Ha CUMIITOMH B NIPOIBJKCHHUE HA IT0-MAJIKO OT 4 JHU
CEIMUYHO WIH B NPOABIDKEHUE HA MO-MaNKO OT 4 ceamuiiy. [lepcuctupaliusar ajiepruieH puHuT ce
JnedrHUpa KaTo HAIMYNE HAa CUMIITOMHE B MTPOJIBIDKEHNE Ha 4 WITU TIOBeYe THU CEMHUYHO U B
MPOIBIDKCHHE HA TTOBEYE OT 4 CEMUITH.

Aerius TabiieTku e)eKTUBHO 00JIEKYaBa CUMIITOMUTE Ha CE30HHHS aJepTHUeH PUHUT, KaKTO Ce BUXK/Ia
OT OOIIHS CKOP OT BBIIPOCHHKA 33 KAYeCTBO Ha KHUBOT MPHU PUHOKOHIOHKTUBUT. Haii-romsmo
nojo0peHe ce HabJro1aBa B pa3/IeiuTe 3a MPaKTUIECKU MPOOJIEMH U OTpaHUYaBaHe Ha e)KeTHEBHATA
JIEHHOCT OT CHMITTOMHUTE.

XpOHWYHATA UAMOTIATUYHA YPTUKAPH € Oriia MpoydYeHa KaTo KIMHUYEH MOJIEN Ha YPTUKApHATHU
CBCTOSIHUS, Thi KaTO HE3aBUCUMO OT €THOJIOTHATA, NOAJICKAIINTE MATOU3NOIOTHIHN MEXaHU3MU Ca
CXOJIHH M 3aII0TO BKJIFOYBAHETO HA XPOHUYHO OOJIHU MAaLlUEHTH B MIPOCIIEKTUBHU MIPOYUYBAHHUS € I10-
necHo. Tpit KaTO IPUIHMHHMAT (HAKTOP 332 BCHUKH YPTUKAPHAITHU 3a00JIABaHNs € 0CBOOOXKIaBaHETO Ha
XHCTaMHH, C€ OYaKBa JecJIopaTaJrH Ja € e)eKTHBEH M0 OTHOILICHHE Ha O0JIeKYaBaHe Ha CUMIITOMUTE
Y Ha IPYTH CBBP3aHU C YPTUKAPUS CbCTOSHMSI, OCBEH XPOHUYHATA UIUONATUYHA YPTUKAPUS, KAKTO Ce
IIPENOPBYBA B KIMHUYHATE PHKOBOJCTBA.

[Ipu nBe miane60-KOHTPOIMpPaHU 6-CeIMUYHH U3IUTBAHUS [P MAIIMEHTH C XPOHUYHA WAMOTIATHYHA
ypTukapus Aerius e Oun eekTrBeH B 00JIeKUaBaHETO Ha ChpOeka U HaMaIIsIBaHE Ha pazMmepa u Opost
Ha YPTHKHTE OIlle B Kpas Ha ITbPBUS 1030B HHTEpBaJL. [Ipu BCSIKO €THO OT M3MUTBAHUATA e(DEeKTHT ce €
HOBbPIKAN 1pe3 Heius 24-4acoB 1030B HHTepBal. KakTo W mpu Ipyru U3NHUTBaHUS Ha
AQHTUXMCTAMUHH 32 XPOHUYHATA WAMONIATHYHA YPTUKAPHUs, MATbK OPOi OT MallMeHTHTE,
UACHTU(OUIIMPAHN KaTO HEOTIOBAPSIIN HA aHTUXUCTaMUHH, ca Ovin n3kimouBanu. O0neKJyaBane Ha
cbpbexa ¢ Hag 50 % e HabmronaBaHo npu 55 % OT MalMeHTHTE, JEKYBaHH C JIECIIOpaTaJIvH, B
cpaBHeHHe ¢ 19 % OT manueHTuTe, Noay4my miareto. JledeHnero ¢ Aerius € HaMaJINIIO 3HAYUTEITHO
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HapyIICHWETO Ha pUTHhMa Ha ChH M 0OIBPCTBaHE, N3MEPEHO M0 YETHPUTOYKOBA CKalla, U3IMOJI3BaHa 32
OIICHKA Ha T€3W MPOMEHJINBH.

5.2 @apmakoKMHeTHYHH CBOWCTBA

AbGcopOrus
[Tpu BB3pacTHH W FOHOIIH IJIa3MEHHU KOHIICHTPAIIUH Ha JECIOpaTaluH MOraT Ja Ob/IaT YyCTAaHOBEHU

30 muHyTH cnen mpueMa My. Jlecnoparaand uMa 1o6pa abcopOIus, KaTo MaKCHMATHA TIa3MeHa
KOHIIEHTpAIH ce TIOCTUTa PUOIM3UTENHO el 3 Jaca. [lomyknBoThT Ha TepMHUHATHATA (a3a e
npubnu3uTenHo 27 yaca. CTenenTa Ha KyMyJUpaHe Ha JecopaTajrHa € B 3aBUCUMOCT OT HETOBHSI
MOJTYXHUBOT (27 4aca) ¥ eTHOKPATHUS THEBEH NMpUeM. bBHOHAINYHOCTTA Ha JIeCIOopaTanH €
MIPOTIOPITMOHAJTHA Ha J103aTa B Auama3oHa ot 5 mg mo 20 mg.

B cepust oT papMaKOKWHETHYHN M KIMHAYHU U3MUTBAHUA pU 6 % OT ManueHTHTe € MOCTUTHaTa To-
BHCOKA IUIa3MEHa KOHIEHTPAIHS Ha AeciopaTaaud. [IponeHTsT Ha nanueHTH ¢ GpeHoTHn Ha GaBHU
MeTab0aM3aTOpH € O CPaBHUM IIpU Bb3pacTHHU (6%) 1 mpH gena Ha Bb3pacT oT 2 10 11 rogunaun

(6 %), xKaTo MO-rONIsIM € OHJT MPOIEHTHT cpe YepHOKOKH (18 % oT Be3pacTHuTe 1 16 % oT menara),
OTKOJIKOTO TIPH XOpa OT KaBKa3kara paca (2 % ot Bp3pacTHUTE U 3 % OT Ienara).

[Tpu papMaKOKMHETUYHO U3MUTBAHE C MHOTOKPATHO NIPUJIOKEHHE, TIPOBEICHO ¢ TabjieTHaTa hopma
MIPH 3JIPaBH Bb3PACTHH XOPa, YETUPH OT YUACTHUIIMTE ca Ouiin OaBHH METa0O0JIM3aTOpU Ha
necnopataauH. [Ipu TSX € ycTaHOBeHA 3 MbTH MO-BUCOKA MaKCUMAITHA TTa3MeHa KOHIICHTPAIHS
(Cmax) Ha ceaiMHMsI Yac ¢ TIOJYKUBOT Ha TepMUHAIHA (pa3a npubausuTenHo 89 yaca.

[Tomo6HM hapMaKOKHHETHYHHU TTapaMeTpy ca HaOIItoIaBaH! MPH (PapMaKOKWHETHIHO U3MUTBAHE C
MHOTOKPATHO TIPIIIOKEHHUE, TTPOBEICHO ChC CUPOTIA IIPH Jella 0aBHU MEeTa00IM3aTOPH Ha BH3PACT OT 2
1o 11 roguawM, ¢ AMarHo3a ajneprudeH puHuT. Excno3umusTa (1iomira moa Kpupara Ha Iuta3MeHaTa
koHneHrparusa, AUC) KkbM JieciiopaTajuH ¢ Ouia 0KoJIo 6 bTH MO-BUCOKA, @ Cmax — 3 110 4 mbTH
Mo-BrCOKa Ha 3-6 "ac npu mia3MeH nonyxuBot npudmmsutenso 120 gaca. Excniosunusra e Ouia
€/IHaKBa IIPU BB3PACTHH U Jiella OaBHH MEeTa00IM3aTOPH NPU IPUEeMaHe Ha choOpa3eHa ¢ Bb3pacTTa
no3a. LsmoctHuaT npoduin Ha 6e30MacHOCT NPU T€3U YYACTHUIIN HE € OWIT pa3iiyeH OT TO3U Ha
obmara nomynanus. Edexrure Ha necnopataanH npu 6aBHE MeTab0JIM3aTOPU Ha BB3PACT MO/

2 TOJMHY HE ca MPOyYEeHHU.

[Tpu oTeTHM U3NUTBAHKSI HA €THOKPATHU JIO3H JeCIOpaTaliH B MPENOpbUYUTEHATA 1034, TIPH Jela
ca yctaHoBeHH AUC 1 Cpax, CPABHIUMH C TE€3U TIPU BB3PACTHH, MIPHEITH 1032 OT 5 Mg AeCIopaTaainH
CHPOIL.

PaznpeneneHue
HecnoparanuH ce cBbp3Ba B ymMmepena crerneH (83 %-87 %) c mna3menure npotenHu. Hsima nanau 3a

KJIMHUYHO 3HAYMMO KYyMYJIMpaHe Ha aKTHBHOTO BELIECTBO MIPU €HOKPATEH JHEBEH IIPUEM Ha
necioparaaut (5 mg mo 20 mQ) ot BE3pacTHHU | IOHOIIN B IPOAB/UKEHHE Ha 14 THHU.

[Ipu KpbCTOCAHO U3NHMTBAHE C €IHOKPATHO MPUIIOKEHUE Ha AECIOpaTauH TaOJIETKH M CHPOII €
YCTaHOBEHO, Y€ JIBeTe JIeKapCTBeHU (hOopMH ca OnoekBHBalIeHTHU. [ToHe)e Aerius mepopaiieH pa3TBop
ChIbpIKa JAECIIOpaTauH B ChIllaTa KOHIIGHTPALUS, HE € HEOOXO0IMMO MTPOBEXKIaHE Ha M3ITUTBAHUSA 32
OMOEKBUBAJICHTHOCT M CE 0YaKBa MIEPOPATHHAT Pa3TBOP Jla € CKBUBAJICHTEH Ha CHPOIA M TaOJICTKHTE.

buorpanchopmanus

EH3UMBT, OTTOBOpEH 32 META0OIM3UPAHETO Ha AECIOpaTaliH, BCE OIle HE € WACHTH(GHULIUpPaH 1
CJIETIOBATEITHO HAKOM JIEKAPCTBEHU B3aWMOJICHCTBHS C APYTH MIPErapaTy He MOTaT 1a ObJIaT HAIIBJIHO
nskirouenu. Jlecnoparaaun He naxuoupa CYP3A4 in vivo, a mpwu in Vitro u3muTBaHus € MoKa3aHo, ue
JIeKapCTBEHUAT MpoAyKT He nHxuoupa CYP2D6 u He € HuTO cyOCTpaT, HUTO MHXUOUTOD Ha
P-rnuxonporenHa.

EnumMunupane
[Ipu u3nuTBaHEe Ha eUHUYHA 1032 7,5 mg JAeciopaTaluH HEe € YCTAaHOBEH e()eKT Ha BHJa Ha XpaHaTa

(boraTa Ha Ma3HUHH BUCOKOKAIIOPHYHA 3aKyCKa) BPXY (apMaKOKHHETHKATA Ha JiecioparaauH. [Ipu
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JPYyTO U3MUTBAHE, IPHEMBT Ha COK OT TpeHnpyT HEe € oKa3all BIUSHHUE BbPXY (papMakoKHHETHKATA
HAa JIecIopaTaji.

[anmenTu ¢ OLOPEYHO YBPEIKIAHE

®apMaKkOKHHETHKATA Ha JAECIOpaTaIiH € CpaBHEHA MPH MAlMeHTH ¢ XpOHUYHA OBOpedHa
HenoctarbyHocT (XBH) ¢ Ta3u npwu 3apaBu Xopa B MPOyYBaHEe C €MHUYHA /1032 U IPOYYBaHE C
MHOTOKPATHO MpHIarane. B mpoy4yBaHeTo ¢ eHUYHA /1032, EKCIIO3UIUATA Ha IeCIOpaTauH ¢ Oua
NPUOTU3UTETHO 2 ¥ 2,5 IHTH MO-BUCOKA ITPH YYACTHUIIN C JICKA CTETIEH JI0 yMEPEHA U TEKKa CTEICH
Ha XBH, cpaBHEeHa ¢ Ta3u npu 3paBU YYaCTHULH. B Mpoy4YBaHETO ¢ MHOTOKPATHO MpUIaraHe,
CTallMOHAPHO CHhCTOSIHUE € JOCTUTHATO ciiell 11-us JeH U eKCIo3UIUsATa Ha IeCIopaTaguH € OKOJIO
1,5 mbTH O-BHCOKA TIPU YYACTHUIIM C JieKa 10 ymepeHa crerieH Ha XbH, u okono 2,5 nbTr mo-Brucoka
IIpU YYaCTHULM C TexKa creneH Ha XbH, B cpaBHeHue cbe 3apaBuTe yyactHuuu. 1 npu asere
MPOYYBaHUS HE Ca YCTAHOBEHU KIMHUYHO 3HaYnMMu rpoMeHH B ekcrio3uniusata (AUC u Cmax) Ha
JISCIIOPATaJMH U 3-XUIAPOKCUICCIOPATaINH.

5.3 IlpeakJuHUYHU TaHHH 32 0€30MACHOCT

I[CCHOpaTaI[I/IH € OCHOBHHUSAT aKTHBCH META0OIUT Ha JiopaTaarH. Hexnuanaay n3nuTBaHUs Ha
A€cCiopaTaH U JJOpaTaauH Ca IMoKa3ajil, Y€ HiMa Ka4€CTBCHA U KOJIMYECTBEHA pa3JIiKa B npoq)nna
Ha TOKCHYHOCT Ha ACCJIOpaTaJuH U JIopaTaJuH NP CPAaBHUMH HUBA HAa €KCIIO3UIIUA Ha JCCJIOpaTaaAnH.

HexknmuHandHMTE NaHHU HE TIOKAa3BaT OCOOEH PUCK 3a XopaTa Ha 0a3a Ha KOHBEHIIMOHATHATE
(hapMaKoJIOTMYHU MPOYYBAHUS 32 OE30MACHOCT, TOKCUYHOCT IMPU MHOT'OKPATHO TPUIIOKCHUE,
T€HOTOKCUYHOCT, KAPIMHOTCHEH MOTEHITNAI, PEPOAYKTUBHA TOKCHYHOCT M TOKCUYHOCT 3a
pasBuTHeTO. JIuncara Ha KapUWHOTEHEH MOTSHIIAANT € IeMOHCTPUPAHA IPH U3MUTBAHHUA Ha
JIECIIOpaTaJIvH U JIOpaTaIvH.

6. DAPMAIEBTUYHHU JAHHU
6.1 Cnucbk HAa IOMOILIHHUTE BelecTBa
cop6uron (E420)

npormaenrinkoi (E1520)

cykpaiosa (E 955)

xunpomenosa 2910

HATPHUEB LUTPAT JUXHUIPAT

€CTECTBEH U M3KYyCTBEH apoMar (apomar Ha JIbBKa, KOHTO chabpika nponunenriukon (E1520) u
OEH3HUIIOB aJIKOXO0JT)

JIMMOHEHA KHCEJIMHA, 0€3BOIHA
JUHATPUEB €JIeTaT

NpeYrcTeHa BoJa

6.2 HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha romHocT

2 TOIMHU

6.4 CroeunmajHM yCJIOBHS HA CbXpaHeHHe

Ja He ce 3ampa3siBa. Jla ce chbXpaHsiBa B OpUTMHAIHATA OMIAKOBKA.
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6.5 Bwuau chbabpkaHHe HA ONMAKOBKATA

Aerius iepopainen pa3tBop ce goctass B 30, 50, 60, 100, 120, 150, 225 u 300 ml 6ytunku Tum 111 ot
TBMHO CTBKJIO ChC 3allIMTEHA OT JIela IJIAaCTMACOBa 3aMyllajika Ha BUHT C MHOTOCJIOHHO
MOJIMETUIICHOBO MOKpUTHE. BCHYKHM OMaKOBKY, ¢ U3KIIFOUeHHE Ha Ta3u oT 150 ml, umat mepurenHa
JBKAYKa ¢ aeneHust 3a 2,5 u 5 ml. OnakoBkata ot 150 ml ce mocTaBsi ¢ MEpPHUTEIHA IBKUYUKA UITH
CIPUHIIOBKA 3a MEPOPaTHU GOPMHU ¢ MEpUTETHY AeacHus 3a 2,5 u 5 ml.

He Bcruku BHOBE OMAKOBKKM MOTAT Ja OBJAT IMyCHATHHA Ma3apa.

6.6 Cnenmajnu npeanasHu MEPKH NPH U3XBbPJIsHE

Hsama ClicuyaJIHi U3MCKBAaHU .

7. MNPUTEXATEJ HA PASPEIHLIEHUETO 3A YIIOTPEBA
N.V. Organon

Kloosterstraat 6
5349 AB Oss

Hunepnannus

8. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/00/160/061-069

9. JATA HA ITBPBO PASPEIIABAHE/ITOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEFBA

[Jara Ha repBO pa3pemanane: 15 sayapu 2001 r.
[ara Ha nocnenHo noxHopsizane: 15 suyapu 2006 r.

10. [JATA HA AKTYAJIU3BUPAHE HA TEKCTA

[MToapo6Ha nHpOpMaIKs 3a TO3H JEKapCTBEH MPOAYKT € MpeocTaBeHa Ha yebcaiita Ha EBponeiickara
areHIusl Mo Jiekapcreata http://www.ema.europa.eu.
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MNPUJIOKEHHUE |1

MMPON3BOINTEJ(M), OTTOBOPEH(HM) 3A
OCBOBOXJABAHE HA IAPTUIN

YCJIOBUA NJIN OTPAHUYEHUS 3A TOCTABKA U
YIHOTPEBA

APYI'U YCJIIOBUA N U3BNCKBAHUSA HA PASPEHHIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OTPAHUYEHUS 3A BE3OITACHA U

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS
MPOJIYKT
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A.  TTPOU3BOAMUTEJI(M), OTTOBOPEH(HHU) 3A OCBOBOK/IABAHE HA TTAPTU/IU

HMe u agpec Ha IPOU3BOAUTENS, OTTOBOPEH 3a OCBO60)KI[aBaHC Ha NapTuauTe (,bI/IJ'IMHD&HI/I TaOJIETKH

Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
benrus

HwMe u afpec Ha TPOU3BOIUTENS, OTTOBOPEH 3a OCBOOOKIABAHE HA NAPTHANTE IEePOPaICH Pa3TBOP

Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
benrus

b. YCJIOBHMA NWIN OIT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlekapcTBEHUAT MPOIYKT CE OTITyCKa IO JIEKAPCKO MPEUCaHue.

B. JAPYI'U YCJIOBHUSI U UBUCKBAHUSA HA PASPEIIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJau3npanm aokiaanau 3a oezonacuoct (IIAIB)

W3uckBanusra 3a nogaBane Ha ITAJIB 3a To3U 1eKapCcTBEH MPOAYKT Ca MOCOYEHU B CIIUCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cniuchk), npensuaeH B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, v BbB BCHYKH CIIEIBALIN aKTyalH3allH, ITyOINKYBaHU Ha €BPOTICHCKUSI
yeOrmopTai 3a JiekapcTBa.

I'.  YCJI0OBUSA NN OTPAHUYEHUS 3A BE3OITACHA U E®OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TPOAYKT

o Ilnan 3a ynpasJienune Ha pucka (ITYP)

[Mpurexatesnst Ha paspeiierueto 3a ynorpebda (ITPY) TpsOBa 1a u3BbpIIBA M3UCKBAHUTE ICHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCIIEsIBaHE Ha JEKapcTBeHaTa 6€30IacHOCT, TocoueHH B ogoopenus I1YP,
npezcraBed B Moayn 1.8.2 na Pa3pemennero 3a yrnorpeda, KakTo ¥ BbB BCHUKH CJIEIBAIN OA00peHN
akTyanu3auuu Ha [TYP.

Axtyanusupan [IYP tps6Ba na ce mopasa:

e 110 HCKaHe Ha EBpomneiickara areHius 1o JeKapcTBara;

e BHHArW, KOraTo ce M3MeHs CUCTEMaTa 3a YIpaBJIeHHE Ha PUCKa, 0OCOOCHO B pe3yiTaT Ha
noJTy4aBaHe Ha HOBa HH(MOpMaIIUs, KOSTO MOXe Ja JIOBEJIe 10 3HAYMMHU TIPOMEHH B
CHOTHOILICHHETO TIOJI3a/PUCK, WK CIIe]T JIOCTUTAaHEe Ha BayKeH eTarl (BbB Bpbh3Ka ¢
npocIie/siBaHe Ha JIeKapcTBeHaTa 0e30MacHOCT WITM CBEKIAaHE Ha PUCKA 0 MUHUMYM).
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NPUJIOXKEHHUE Il

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

OIIAKOBKA OT 1, 2, 3, 5, 7, 10, 14, 15, 20, 21, 30, 50, 90, 100 TABJIETKH

1. HNME HA JIJEKAPCTBEHUA ITPOAYKT

Aerius 5 mg bunmupanu TabIeTKH
JIeCIIopaTaanH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Besika TabneTka chabpxka 5 mg AecioparaiuH.

3. CIIMCBK HA ITIOMOIIHUTE BEIMECTBA

ChbIbpika JaKTo3a.
3a nmoBeye uHGpOpPMAIIKsI BHXKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

1 punmupana Tabmerka
2 ¢punMupaHy TaOJIeTKH
3 ¢punmupany TabieTKH
5 punmupanu TabneTku
7 ¢punmMupaHu TabJIeTKU
10 punmupanu TadbneTKu
14 punMupanu TabneTKH
15 punmupanu TabneTku
20 ¢punmupanu TabIeTKH
21 ¢unmupanu TaOIETKH
30 dunmupanu TabICTKH
50 ¢unmupanu TabaeTKH
90 ¢punmupanu TabIeTKH
100 ¢punmupanu TabICTKH

‘ 5. HAYUH HA TPUJIATAHE U ITbT(MIIA) HA BBBEXK/IAHE

I'meTHETE TabNMeTKaTa I51a ¢ BOjA.
[epopanHo nmpunokeHUE
[Ipenu ymorpeba mpoverere TUCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT NIPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYHE OT IIOTJIEJA U TOCEI'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTa.
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| 7.

JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOINUMO

‘ 8. JATA HA U3STUYAHE HA CPOKA HA TOAHOCT
T'onen no:
‘ 9. CIIEIUAJIHU YCJIIOBUS HA CbXPAHEHUE

a me ce cexpanssa Hax 30°C. Jla ce chXpaHsIBa B OpUTHHAITHATA OITAKOBKA.

10.

CIHELHUAJIHU TPEAITASHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3NCKBAT TAKHUBA

11.

NME U AJAPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hunepnannus

12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/160/001
EU/1/00/160/002
EU/1/00/160/003
EU/1/00/160/004
EU/1/00/160/005
EU/1/00/160/006
EU/1/00/160/007
EU/1/00/160/008
EU/1/00/160/009
EU/1/00/160/010
EU/1/00/160/011
EU/1/00/160/012
EU/1/00/160/036
EU/1/00/160/013

1 TabneTka
2 TabJIeTKH
3 TabieTKH
5 TabneTku
7 TabJIeTKn
10 raGneTku
14 TabneTku
15 taGneTku
20 TabneTku
21 tabmeTku
30 TabmeTku
50 TabaeTku
90 TabmeTku
100 tabneTkn

13. MTAPTHUIAEH HOMEP

ITapt. Ne
‘ 14. HAYUH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
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16. HH®OPMAIIUS HA BPAIJIOBA A3BYKA

Aerius

‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/|

JiBym3MepeH 0apKo ¢ BKIIOUCH YHUKAJICH UICHTU(PHUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JJAHHHU, KOUTO TPSABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

OIMAKOBKA OT 1, 2,3, 5,7, 10, 14, 15, 20, 21, 30, 50, 90, 100 TABJIETKHA

| 1. HUME HA JIEKAPCTBEHUSA INPOAYKT

Aerius 5 mg TabneTku
JIeCIIopaTaanuH

| 2. NME HA ITIPUTEXKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Organon

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP

| 4.  TAPTHJEH HOMEP

Lot

|5.  JPYro
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JAHHH, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITAKOBKA

BYTHUJIKA OT 30 ml, 50 ml, 60 ml, 100 ml, 120 ml, 150 ml, 225 ml, 300 ml

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aerius 0,5 mg/ml nepopasnen pa3TBop
JIeCIIopaTaanuH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Bceku ml ot nepopannus pa3tBop chabpika 0,5 mg neciiopataiuH.

3. CIITMCBK HA ITIOMOIIHUTE BEIMECTBA

Coabpika copouron (E420), nponmnenriukon (E1520) u GeH31I0B ankoxod.
3a noBeue HHPOPMAIUS BIDKTE JIHCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

repopajieH pa3TBop
30 ml ¢ 1 aBxHUKa

50 ml ¢ 1 npxxnruka

60 ml ¢ 1 nmpxuuxa

100 ml ¢ 1 apxnuka

120 ml ¢ 1 apxnuka

150 ml ¢ 1 apxuuKka

150 ml ¢ 1 cnpuHIIOBKa 32 MEpOopaHu GOpMHU
225 ml ¢ 1 nexuuka

300 ml ¢ 1 npxuuxa

5. HAYUH HA TPUJIATAHE U ITbT(MIIA) HA BBBEK/IAHE

[TepopanHo npunoxeHue
IIpenn ynotpeba npoyerere JINCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCETI'A HA TELIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTBITHO 3a JACHA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEX/IEHUS, AKO E HEOBXOAUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

ﬂa HE CC 3aMpassBa. I[a CC CbXpaHsBa B OpUTrMHAJIHATa OIAKOBKaA.

10. CHEIMUAJIHU NPEAIIA3ZHU MEPKHU ITPU U3XBBPJISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIHN OTHHAABYHU MATEPUAJIM OT THAX,
AKO CE U3UCKBAT TAKHBA

11. HME U AJIPEC HA ITIPUTEXATEJISI HA PASBPEHIEHUETO 3A YIIOTPEBA

N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hunepnannus

12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/160/061 30 ml ¢ 1 mpxuuka

EU/1/00/160/0625 50 ml ¢ 1 npxxuuka

EU/1/00/160/063 60 ml ¢ 1 npxuuka

EU/1/00/160/064 100 ml ¢ 1 mpxuuka

EU/1/00/160/065 120 ml ¢ 1 mexuuka

EU/1/00/160/066 150 ml ¢ 1 npxuuka

EU/1/00/160/069 150 ml ¢ 1 cnpuHIIOBKa 32 IepopaiHu HopmMu
EU/1/00/160/067 225 ml ¢ 1 mexuuxa

EU/1/00/160/068 300 ml ¢ 1 mexuuka

13. HAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYHH HA OTITYCKAHE

‘ 15. YKA3AHWNSA 3A YIIOTPEBA

‘ 16. HH®OPMAIIUA HA BPAJIOBA A3BYKA

Aerius

‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

JByr3mepeH 0apKo/i C BKIIIOUEH YHHUKAJICH UACHTU(DHUKATOD
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18. YHHUKAJIEH HAEHTUH®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJNVHNYHHU
II'BPBUYHU OITAKOBKH

BYTHUJIKHU OT 30 ml, 50 ml, 60 ml, 100 ml, 120 ml, 150 ml, 225 ml, 300 ml

1. HUME HA JTEKAPCTBEHUS NPOAYKT U IbT(UILIA) HA BbBEK/IAHE

Aerius 0,5 mg/ml nepopaiier pa3rBop
JIeCIIOpaTauH

2. HAYUH HA ITPUJIATAHE

Tlepopanno npuiioxeHue

‘ 3. JATA HA N3TUYAHE HA CPOKA HA T'OJHOCT

TI'onen no:

4. IHHAPTUJAEH HOMEP

ITapT. Neo

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

30 ml
50 ml
60 ml
100 ml
120 ml
150 ml
225 ml
300 ml

| 6. JIPYTO

I[a HE CC 3aMpassBa. I[a CC CbXpaHsBa B OpUTMHAJIHATaA OIIAKOBKaA.
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b. IUCTOBKA
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JIncroBKa: I/Ill(l)OpMaH](lﬂ 3a ManMeHTa

Aerius 5 mg ¢puamupann TaéaeTKu
necnoparaaut (desloratadine)

IIpoyereTe BHUMAaTEIHO LAJIATa JMCTOBKA, IIPEIH 1A 3all04YHeTe 12 IpUeMaTte TOBa JICKapCTBO,

TBhH KaTo T ChbAbPKa BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3y JUCTOBKA. MOXKe 1a ce HAJIOXKH Ja 1 IPOYETETEe OTHOBO.

- AKO UMaTe HIKaKBU JOITBJIHUTEIHU BBIIPOCH, onuTaiTe Bamms nekap, papmaneBT uin
MEJUIUHCKA CECTpa.

- Toga sekapcTBO € npennucano JnyHo Ha Bac. He ro mpeorcrenBaiite Ha npyru xopa. To moxe
Jla UM HaBpeIy, HE3aBUCHMO Y€ IPU3HAIMTE Ha TSIXHOTO 3a00JisBaHe ca chluuTe KaTo Bammure.

- AKO TOITyunTe HAKaKBU HEXXEJIaHU peakiyy, yBeaoMmere Bamms nekap, papmaneBt nnn
MEJULMHCKA cecTpa. ToBa BKIIIOUBA ¥ BCUYKH Bb3MOKHM HEXKEJIaHU PEaKLUK, HEOIIUCAHU B
Ta3u JUCTOBKA. Brxre Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kakso mpencrasmnsiBa Aerius 1 3a KaKBO Ce€ H3MOI3Ba

Kakgo TpsiOBa ja 3HaeTe, npeau Ja npuemere Aerius

Kak na mpuemate Aerius

BB3M0OKHN HEXXENTaHN PeaKIuH

Kak na chxpansBate Aerius

ChabpkaHue Ha ONIAKOBKATa W JOMIBIIHUTEIHA HHPOPMALIUS

Uk wd P

1. KakBo npeacraBiasBa Aerius H 3a KaKBO ce U3M0JI3Ba

KakBo npeacrasisiBa Aerius
Aerius ChIBpIKa JIeCIOpaTaiH, KOUTO € aHTHXHUCTAMHUH.

Kak geiictBa Aerius
Aerius e mpoTHBOAIEPIHYHO JIEKaPCTBO, KOETO HE MPUUYKMHABA CHHIMBOCT. TO momara 3a
KOHTpOJ'II/IpaHe Ha aneeranTe peaKHI/II/I U CUMIITOMUTC UM.

Kora TpsioBa 1a ce uznonsBa Aerius

Aerius o0iek4aBa CAMIITOMHTE Ha aJEPIrHYHUS PHHUT (BB3MAJCHUE HA HOCHUTE ITbTHIIA, IPHIMHEHO
OT aJICPIrus, KaTO HAIIPUMEP CCHHA XpEeMa WJIN aJICPrus KbM JOMAIICH Han) IIpyU Bb3paCTHU U FOHOLIU
Ha 12 u moBeye roaunu. Te3u CUMITOMH BKITIOYBAT KUXaHe, ChpOEXk MITH CEKPEIHs OT HOCa, ChpOek
Ha HeOlETOo, ChPOeXK, 3auepBsIBaHE UM HAChII3SIBAHE HA OYUTE.

Aerius ce U3M0JI13Ba U 3a 00JeKUYaBaHe HA CHMITOMUTE Ha YpTUKapus (C’BCTOHHI/IC Ha KoXKarta,
MNPUYIUHCHO OT aneprlxm). Te3u cuMnToMu BKIIFOYBAT C'bp6e)l( " KOIIPUBHA TPECKaA.

OO0nex4aBaHETO HA T€3M CUMITOMH MIPOABIDKABA ST AeH ¥ By momara 1a Bb3cTaHOBUTE HOpMalHATa
CH €KEJHEBHA AKTUBHOCT U CHHS CH.

2. KakBo Tpsi6Ba 1a 3HaeTe, mpeaH 1a npuemMeTe Aerius

He npuemaiite Aerius

- aKo CTe aJepru4HU KbM JECIOpaTaJiH WM KbM HIKOS OT OCTaHAINTE ChCTABKU HA TOBA
JeKapcTBO (M30pOeHM B TOUKA 6), MIIM KbM JIOpATa IHH.
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IpenynpeskaeHus U NpeANnasHu MepPKH

T'oBopere ¢ Bamms jekap, (hapMaleBT WM METUIIMHCKA CECTpa, Ipean aa Ipuemere Aerius:
- ako 0b0peunata Bu ¢pyHKIuS € BiomIeHa.

- ako Bue unu Hako# ot cemeiicTBOTO By € nman repyose.

Jeua v roHOIIN
He nagaiite TOBa 1ekapcTBO Ha Jielia Ha Bb3pacT oA 12 roauHu.

Jpyru jJekapcrBa u Aerius

He ca u3BecTHHM B3aUMOIEHCTBHS MEX Ty Aerius v APyry JIeKapCTBa.

Nudopmupaiite Bams iekap win ¢papMmareBT, ako IpueMare, HACKOpO CTe IPHEMaIH WU €
BB3MOXKHO JIa IPHEMETE JIPYTH JIEKapCTRa.

Aerius ¢ XpaHa, HAIUTKU U AJIKOXO0J
Aerius MOXKe J1a ce TIpreMa ChC HIIH 03 XpaHa.
bpaere BHUMaTenHy, B CIy4aid de mpruemare Aerius ¥ aqKoXOJl.

BpeMeHHOCT, KbpMeHe U (pepTHIUTET

AKko cTe OpeMeHHa MM KbPMHUTE, CMSITaTe, 4Y€ MOXKeE Ja CTe OpeMEeHHa WM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms nexap miu gapmaneBT npeau ynotpedarta Ha TOBa JEKapCTBO.

AKo cTe OpeMeHHa WU KbpMUTE, HE Ce MPENophYBa Jia IpueMaTe Aerius.

Jlunicar nannwm 3a hepTUINTETA TIPU MBXKE/)KSHU.

Ilodupane u padoTa ¢ MAIIMHU

He ce ouakBa ToBa 1eKapcTBO, U3MOI3BAHO B IIPEMIOPBUMTEIHATA 1033, 1a ToBIusABa Bamara
CrocoOHOCT 3a modupane win padoTa ¢ MamuHU. BBIIpeKkn de moBe4YeTo Xopa He U3IUTBAT
CBHHJIMBOCT, IPEMIOPBYUTEITHO € J1a HE U3BbPIIBATE ACHHOCTH, U3UCKBAIIM KOHICHTPAIUs Ha
BHUMAaHHUETO KaTo moupaHe U padoTa ¢ MallIHU, JOKATO HE YCTAHOBUTE KaKbB €(peKT MMa BbPXY
Bac nexapcrBoTo.

Aerius TadseTka ChIbpiKa JaKT03a
Axo Bammusr nekap Bu e ka3zan, ye uMaTe HEMMOHOCHMOCT KbM HSIKOM 3aXapH, CBBPIKETE Ce C HETO,
npey Ja MpUeMeTe TOBa JIEKapCTBO.

3. Kak na npuemare Aerius

BuHaru npuemaiite ToOBa JICKAPCTBO TOYHO KakTo Bu e kazan Bamusr nekap wnu ¢papmaieBT. AKo HE
CTe CUTYPHH B HEIIO, monuTaite Bamms nexap wim dhapmarenT.

Ynorpe6aTa npu BL3PACTHU U OHOIIYN HA 12 U MoBeYe TOAUHHI
[IpenopbunTennara no3a € exHa TabiaeTKa BEIHBK JHEBHO C BOJA, ChC WM 0e3 XpaHa.

ToBa j1ekapcTBO € 3a MEPOPATHO MPUIIOIKCHHUE.
I'nmbTHETE TabneTkaTa 1A,

ITo oTHOIIEHNE HA IPOIBDKUTEIHOCTTA Ha Kypca Ha JieueHue, JieKkapsaT Bu e onpeneny Bua
aJlepruyeH PUHUT, OT KOWTO CTpajare, M B 3aBUCUMOCT OT TOBA II[e TPEIIEHH KOJIKO BpeMe TpsioBa 1a
npuemare Aerius.

AKo cTpajare OT HHTEPMHUTCHTCH aJlepruueH PUHHUT (HAJTHMYKE Ha CHMITOMHU B IPOIB/DKCHUE HA
[0-MaJIKO OT 4 JIHM CEIMUYHO WJIM B IPOIB/DKCHUE HA MO-MAJIKO OT 4 ceMHUITH), Bammust iekap mie
Bu npenoprya cxema Ha JiedeHUe, ChoOpa3eHa ¢ JaHHUTE 3a X0/1a Ha OojecTTa Bu.

AXo cTpajare OT HepCUCTHPAIIl AJIEPTUYCH PUHHUT (HAJTMYHE Ha CHMIITOMH B IPOIbDKEHUE Ha 4 Wi
HOBeYe THU CEIMUYHO M B MPOIABIDKEHHE Ha TIOBeYe OT 4 ceMUIIN), Bamusr nekap Moxe aa Bu
npernopbya no-mpoabIHKUTEITHO JICUCHHE.
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[Ipu paznuuHUTE MAMEHTH C YPTUKAPUS MOXKE J1a Ce Hajara pa3jinvHa IPOIbDKATEIHOCT Ha
JIEYEHUETO U TIOPaIy TOBA TPSOBA J1a Cra3BaTe MPEMOphKUTE Ha JeKaps CH.

AKO cTe pHeJIN OBeYe 0T HeoOxoauMAaTa 103a Aerius

IIpuemaiite Aerius camo Taka, kakTo Bu e npeanucan. [Ipu ciaygaitHo npego3upane He ce O49aKkBat
cepuo3Hu npobieMu. Bee 1mak, ako B3eMeTe o-BHCOKa J03a Aerius oT npeanicanara Bu,
MOCHhBETBalTE ce BegHara ¢ Bamus nekap, ¢papmaneBT Wi MeTUIIMHCKA CECTpa.

AKO cTe NpoIycHaJHu 1a npuemMete Aerius

Axko 3a0paBuTe Ja IpreMeTe 103aTa CH Aerius HaBpeMe, IpHeMeETe 5 IPH IbPBa BE3MOXKHOCT, CIIe]
KOETO MPOABIDKETE IpUeMa 110 npeanucanara Bu cxema. He B3emaiite 1BOMHA 1033, 32 Ja
KOMIIEHCHpATe IpOITycHAaTAaTa J103a.

AKo cTe cripesi mpueMa Ha Aerius
AKO MMaTe HIKaKBH JOITbIHUTEIHH BBIPOCH, CBBP3aHH C yroTpebara Ha TOBa JICKapCTBO, MONUTAiiTe
Barmus nexap, GpapManeBT WM METUIUHCKA CECTPA.

4. Bb3MOKHHN HexKeTaHU peaKkIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPECAMN3BHUKA HEKECIaHNU PCAKIIUH, BBIIPEKU Y€ HC
BCCKH T'U IIOJTy4aBa.

ITo BpeMe Ha TOCTMAPKETUHTOBHSI ITepro,1 Ha Aerius, MHOTO PSAAKO ca ChOOIIaBaHH CIyYan Ha TEIKKH
QIIEPIUYHHU Peakiny (3aTpyIHEHO JHUILaHEe, XPUITOBE, ChPOEK, YPTHKAPHS U OTOK). AKO 3a0eiexuTe
HSIKOS OT TE3H CEPHO3HU HEXKETaHH PEaKIMH, IPEKpaTeTe MpUeMa Ha JICKApCTBOTO M MOThPCETE
CIICIIICH CHBET OT JICKap He3a0aBHO.

ITpy KMTMHUYHY IPOYYBaHMS NPU B3PACTHH HEXEIAHUTE PEAKLUH Ca MPAKTUIECKU CHLIUTE KaTo MPH
npueM Ha mane0o. Bee mak, HexxenaHu peakiny, 3a KOUTO ce ChoOIIaBa 1o-4ecTo, OTKOJIKOTO IPU
IpHeM Ha mIane0o, ca OTIaAHAIOCT, CyX0Ta B ycTara U riaBodonue. Ipu roHomuTe, Haif-uecto
cboOIIaBaHaTa HEXXENaHa Peakys € rJ1aBoOoIHe.

[Tpu kIMHUYHYE TpoyuYBaHus ¢ AErius cIeJHUTE HeXEeTaHH PeaKIMu ca ChoOIaBaH KaTo:

UecTH: cleqHUTE peakiuy MoraT ja 3acerHat a0 1 Ha 10 qymm

° yMopa
° CyXOTa B ycTaTa
° ri1raBo0oJIE

ITo BpemMe Ha MOCTMAPKETHHIOBHS MTEPHO Ha Aerius ca ChOOIIaBaHK CIICIHUTE HEXKEJIaH! PEaKIUH:

MHoro penku: ciaeqHuTe peakiuu Morar ja 3acersar 10 1 xa 10 000 qymm
TEXKHU aJIEPrU4YHU PEaKIIUU

00puB

ChpIICOVCHE WITH HEMPABHUJICH ChPJICUYCH PUTHEM
YCKOPEH ChPJCUYCH PUTHM

0oJIKa B cTOMaxa

rajicHe

MOBPBIIaHE

pa3CcTpoeH cToMax

Japus

3aMastHOCT

CHHIIMBOCT

0Oe3chbHHUE

MYCKYJIHa O0JIKa

XaJIOIMHAIIAN
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[PHITATBIH
0€3MOKOMCTBO ChC 3aCHIICHA IBUI'ATEIHA AaKTHBHOCT
BB3MAJICHUE HA YSPHHS IPOO

OTKJIOHEHHE B YEPHOPOOHHTE TIOKA3ATEIIH

C Hen3BeCTHA YECTOTa: OT HAIMYHNTE JaHHHU HE MOXKe J]a Ob/ie HalpaBeHa OIIeHKa Ha YeCTOTaTa
HeoOuyaifHa craboct

HOXXBJITSABAaHE HA KOXKATa W/MJIN OUHTE

HIOBHIIICHA YyBCTBUTEITHOCT Ha KO)KaTa KbM CITbHUYEBA CBETIIMHA, IOPU U B 00JIAYHO BpeMe, M KbM
UV (yarpaBuoneToBa) cBeTIIMHA, HarpuMmep KbM UV cBeTnmHaTa B colapruym

MPOMEHU B ChPACYHHUS PUTHM

HeoOMYaiHO MOBEICHUE

arpecust

YBEIMYEHO TETJIO, yBEIMUCH alleTUT

JICTIPECHBHO HACTPOCHHE

CyXOTa B OYHTE

HEM3BECTHA YECTOTA: OT HATMYHHUTE TAHHU HEe MOXe Ja ObJic HApaBeHa OllEHKA Ha 4ecTOTaTa
3a0aBeH ChPACUYCH PUTHM
HpOMHHa B C’LpI[C‘IHI/Iﬂ pI/ITI)M
HeoOHYaiiHO MMOBEAECHHUE
arpecust

e e 0 0 N

Cpo01aBaHe HA HeKeJIAHU peaKlun

AKO MoJTyynTe HSKaKBU HEXXEJaHU JIEKapCTBEHU Peaklyy, yBeaomere Bamus nekap, GpapmaueBT nin
MCIUIMHCKA CeCTpa. ToBa BK/II0UBa BCUUKH Bb3MOKHHM HEOMMCAHU B Ta3H JIMCTOBKA HEKEIaHU
peaxuuu. Moxere CbhlIO J1a ChOOIUTE HEKEIaHU PEaKUU TUPEKTHO Ype3 HallMOHAIHATa CUCTEMa 32
cboO1IaBane, mocoueHa B llpunoxenue V. Karo cpobiiaBare HexxeIaH! peakiy, MOXKETe J1a JajieTe
CBOSI IPUHOC 3a MOJIyyaBaHe Ha OBeYe MH(POPMAIU OTHOCHO 0€3011aCHOCTTAa HA TOBA JIEKAPCTBO.

5. Kak na coxpansiBate Aerius

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITIHO 3a JACHA.

He n3non3BaiiTe TOBa JIEKapCTBO CIIE/ CPOKA HA TOJHOCT, OTOENA3aH BHPXY KapTOHEHATa OlaKOBKa U
ommcrepa cien ,,l 'ogeH 10:“.CpoKbT Ha TOTHOCT OTrOBaps HA TOCIEAHMS ICH OT IIOCOUYCHUS MECEII.

Ha ue ce cexpansea Hax 30°C. Jla ce chXpaHsBa B OpUTHHAIIHATA OMMAKOBKA.
He uznon3Baiite TOBa JIeKapCTBO, aKO 320€JICKUTE MPOMSIHA BbB BHHIIIHUS BUJI HA TAOJIETKUTE.

He uzxBbprsiite nekapcTBaTa B KaHAJIU3AlUATA WIM B KOHTEHEPA 3a JOMAlIHW OTHAabIIH.
ITonwuratite Bamms hapmaneBT kak Ja H3XBHPIIATE JIEKAPCTBATa, KOMTO Beue He u3noyseare. Te3u
MEpKH 1I€ CHOMOTHAT 3a Olla3BaHE Ha OKOJIHATa cpeaa.

6. Chabpikanue HA ONMAKOBKATA U JOMBJIHUTETHA UHOpManus

KakBo cbabp:xka Aerius

- AKTHBHOTO BEILIECTBO € AeciIopaTagud 5 mg.

- [pyrute cbecTaBKy Ha TablieTKaTa ca KajluueB XuaporenpocdaTt TuXuapar, MUKpOKPUCTAIHA
eIyJi03a, IIapeBuyHa ckopOsiia, Tank. OOBUBKaTa Ha TabeTKaTa ChIIbpka GUIM (ChIbpIKAII
JIAKTO3a MOHOXHAPAT (BIKTE TOuka 2 ,,Aerius tabieTka ChabpiKa JaKTo3a*"), XUIIPOMEI03a,
TUTaHOB JroKcH, Makporon 400, maaurotus (E132)), mpo3pauna oOBUBKa (ChabprKalla
xutpomenosa, Mmakporoi 400), kKapHayOCKH BOCHK, OsUT BOCBHK.
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Kak m3riie;kna Aerius 1 KAaKBO ChIBbPKa OMAKOBKATA

Aerius 5 mg ¢punmupana TabneTka ¢ CBETIIOCHHS, KPBIJIa, C M3ITBKHAJIO peliehHO 03HAUCHUE Ha
U3IBIDKCHH OYKBH ,,S5” 1 “P” 0T eHaTa cTpaHa U € TIajika OT Jpyrara cTpaHa.

Aerius 5 mg dbunmupanu tabieTku ca onakoBanu B 6imucrepu ot 1, 2, 3, 5, 7, 10, 14, 15, 20, 21, 30,
50, 90 wim 100 TabneTkH.

He Bcuuku BUIOBE OMAKOBKK MOraT Ja ObJaT MyCHATHHA Ma3apa.

IIpuTesxkarTes Ha pa3pelIeHHETO 32 YOTpeda U POU3BOAUTE
[Iputexaren Ha pa3penIeHUETO 3a ynorpeoda:

N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hunepnannus
IMpoussoauren: Organon Heist bv, Industriepark 30, 2220 Heist-op-den-Berg, benrusi.

3a 1onbIHUTETHA HH(POPMAIMS OTHOCHO TOBA JIEKapCTBO, MOJISL, CBBPIKETE CE C JIOKAIHHS
NPEICTAaBUTEN HA IPUTEXKATEIIS Ha Pa3pelieHHETo 3a ynorpeoda:

Belgié/Belgique/Belgien Lietuva

Organon Belgium Organon Pharma B.V. Lithuania atstovybé
Tél/Tel: 0080066550123 (+32 2 2418100) Tel.: +370 52041693
dpoc.benelux@organon.com dpoc.lithuania@organon.com
Boarapus Luxembourg/Luxemburg

Opranon (U.A.) B.B. - xion bearapust Organon Belgium

Temn.: +359 2 806 3030 Tél/Tel: 0080066550123 (+32 2 2418100)
dpoc.bulgaria@organon.com dpoc.benelux@organon.com

Ceska republika Magyarorszag

Organon Czech Republic s.r.o. Organon Hungary Kift.

Tel.: +420 233 010 300 Tel.: +36 1 766 1963
dpoc.czech@organon.com dpoc.hungary@organon.com
Danmark Malta

Organon Denmark ApS Organon Pharma B.V., Cyprus branch
TIf: +45 4484 6800 Tel: +356 2277 8116
info.denmark@organon.com dpoc.cyprus@organon.com
Deutschland Nederland

Organon Healthcare GmbH N.V. Organon

Tel: 0800 3384 726 (+49 (0) 89 2040022 10) Tel.: 00800 66550123 (+32 2 2418100)
dpoc.germany@organon.com dpoc.benelux@organon.com

Eesti Norge

Organon Pharma B.V. Estonian RO Organon Norway AS

Tel: +372 66 61 300 TIf: +47 24 14 56 60
dpoc.estonia@organon.com info.norway@organon.com

EA\Gdo. Osterreich

BIANEZ A.E. Organon Austria GmbH

TnA: +30 210 80091 11 Tel: +43 (0) 1 263 28 65
Mailbox@vianex.gr dpoc.austria@organon.com
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Espafia

Organon Salud, S.L.

Tel: +34 91591 12 79
organon_info@organon.com

France
Organon France
Tél: +33(0) 1 57 77 32 00

Hrvatska

Organon Pharma d.o.o.
Tel: +385 1 638 4530
dpoc.croatia@organon.com

Ireland

Organon Pharma (Ireland) Limited
Tel: +353 15828260
medinfo.ROI@organon.com

Island
Vistor hf.
Simi: +354 535 7000

Italia

Organon ltalia S.r.l.

Tel: +39 06 90259059
dpoc.italy@organon.com

Kvmpog

Organon Pharma B.V., Cyprus branch

Tn: +357 22866730
dpoc.cyprus@organon.com

Latvija

Arvalsts komersanta “Organon Pharma B.V.”

parstavnieciba
Tel: +371 66968876
dpoc.latvia@organon.com

Polska

Organon Polska Sp. z 0.0.
Tel.: +48 22 105 50 01
organonpolska@organon.com

Portugal

Organon Portugal, Sociedade Unipessoal Lda.
Tel: +351 218705500

geral_pt@organon.com

Romania

Organon Biosciences S.R.L.
Tel: +40 21 527 29 90
dpoc.romania@organon.com

Slovenija

Organon Pharma B.V., Oss, podruznica Ljubljana
Tel: +386 1 300 10 80
dpoc.slovenia@organon.com

Slovenska republika
Organon Slovakias. r. 0.
Tel: +421 2 44 88 98 88
dpoc.slovakia@organon.com

Suomi/Finland

Organon Finland Oy

Puh/Tel: +358 (0) 29 170 3520
dpoc.finland@organon.com

Sverige

Organon Sweden AB

Tel: +46 8 502 597 00
dpoc.sweden@organon.com

United Kingdom (Northern Ireland)
Organon Pharma (UK) Limited

Tel: +44 (0) 208 159 3593
medicalinformationuk@organon.com

JlaTa Ha mocJjeqHo npepasriaexaane Ha aucroBkata <{MM/I'TTT}> <{mecen I'TTT}>

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TOBa JICKAPCTBO € MPEAOCTABCHA HA ye6caﬁTa Ha EBpOHeﬁCKaTa arcHIus

1o JiekapcTBata http://www.ema.europa.eu.
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JIncroBKa: I/Ill(l)OpMaH](lfl 3a ManMeHTa

Aerius 0,5 mg/ml nepopasien pa3TBop
necioparaaut (desloratadine)

IIpoyereTe BHUMATEIHO LA/1ATa JUCTOBKA, IIPEIH 1A 3all04YHeTe 12 IpUeMaTte TOBa JICKapCTBO,

ThH KaTo T ChbAbP:Ka BaxHa 32 Bac nadgopmanus.

- 3amaseTe Ta3u JUCTOBKA. MOXKe 1a ce HAJIOXKH Ja A IPOYEeTEeTe OTHOBO.

- AKO UMaTe HIKaKBU JOIBJIHUTEIHU BBIIPOCH, NonuTaiTe Bamms nekap, papmaneBT uin
MEJUIMHCKA CEeCTpa.

- Toga sekapcTBO € npeanucaHo JnyHo Ha Bac. He ro mpeorcrenBaiite Ha npyru xopa. To moxke
Jla UM HaBpey, HE3aBUCHMO Y€ IIPU3HAIMTE Ha TSIXHOTO 3a00JiiBaHe ca chluuTe KaTo BamuTe.

- AKO TOITyunTe HAKAKBU HEXXEJIaHU peakiyy, yBeaoMmere Bamus nekap, papmanest nnn
MEJUIMHCKA cecTpa. ToBa BKIIIOYUBA U BCUYKHU Bb3MOKHH HEXKEJIaHU PEaKIUK, HEOIIUCAHU B
Ta3u JUCTOBKA. Brxre Touka 4.

Kakgo CbAbpPiKa Ta3u JIMCTOBKA

KakBo npecrasisia Aerius repopajieH pasTBop M 3a KaKBO CE H3II0JI3Ba
KakBo Tpsi6Ba 1a 3Haete, mpe/u aa npruemere Aerius nmepopaieH pasrBop
Kak 1a nmpuemate AeriuS mepopajieH pa3TBop

Bb3MOXKHHU HEXKETaHH PEaKIun

Kak ma cexpansiBate Aerius mepopaieH pa3TBop

ChbabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

Uk wd P

1. Kaxkgo npencraBiasiBa Aerius nepopaJjieH pa3TBoOp M 32 KaKBO Ce H3IMO0JI3Ba

KakBo npeacraBasia Aerius
Aerius chbpiKa Jiecioparait, KOUTO € aHTUXHCTAMHEH.

Kaxk neiictBa Aerius
Aerius repopaJieH pa3TBop € MPOTHBOAIEPIUYHO JIEKAPCTBO, KOETO HE MIPUYUHABA CHHIMBOCT. TO
ImomMmara 3a KOHTpOHI/IpaHe Ha aﬂepFI/I‘IHI/ITe peaKHI/H/I U CUMIITOMUTEC UM.

Kora TpsioBa 1a ce uznosnsBa Aerius

Aerius niepopajieH pa3TBop 00JIeKYaBa CHMITOMUTE HA AJICPTUYHKS PUHHT (Bb3MAJICHUE HA HOCHUTE
MIBTHIIA, IPUUMHEHO OT aJIeprus, KaTo HAalpyUMep CEHHA XpeMa WM alleprus KbM JOMaIlleH 1pax) mpu
BB3PACTHH, FOHOIIM U JeTla Ha 1 1 moBeve roquHu. Te3u CUMIITOMH BKITIOYBAT KUXaHe, ChpOexk I
CeKpelus OT HOca, ChpOEK Ha HEOIIETO, ChPOEeXK, 3auepBSIBaHe UIIM HACHI3SIBAHE HA OUYHTE.

Aerius MEPpOPpaJICH PA3TBOP CC M3IIOJI3BA U 3a 0o0JIeKyaBaHe Ha CUMIITOMHUTE Ha YpTUuKkapusa (C’BCTOFIHI/IG
Ha KOKarta, IpUIUnHCHO OT aﬂepFI/Iﬂ). Te3u cuMIITOMU BKJIIOUBAT C’Bp6e)K " KOIIpUBHA TPCCKaA.

OO0nex4aBaHETO HA T€3M CUMITOMH IIPOABIDKABA ST AeH ¥ By momara 1a Bb3cTaHOBUTE HOpMalHaTa

CH €KEHEBHA AKTHBHOCT U CHHS CH.

2. KakBo TpsdBa n1a 3HaeTe, npeau Aa npuemMerte Aerius nmepopajieH pa3TBop

He npuemaiite Aerius mepopaJjieH pa3TBop

- aKo CT€ aJIEprUYHM KbM JECIOpaTaJuH UM KbM HSKOS OT OCTaHAJINTE ChCTaBKU HA TOBA
JeKapcTBO (M30pOeHM B TOUKA 6), MIIM KbM JIOpATa IHH.

IpenynpesxaeHust U Mpeana3sHu MePKU

T'oBopete ¢ Barus nekap, hapMaieBT WM MEIUIIMHCKA CECTpa, pean aa nmpuemerte Aerius:
- ako ObOpeuHaTa Bu pyHkus ¢ BiIOIICHA.
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- ako Bue wnu HsKoM OT ceMelicTBoTO Bu € uMan rppuose.

Jena v roHOImIM
He naBaiite ToBa IekapCcTBO Ha Jielia HA BB3pacT Noj 1 roauHa.

Jpyru nexkapcTBa u Aerius

He ca usBecTHH B3aMOAEHCTBHS MKy AEriUS U IpyrH JIeKapCTBa.

Huadopmupaiite Bamms mekap nin GpapmaineBT, ako IpreMaTe, HaCKopo CTe MIPHUEMAaITH I €
BB3MOJXKHO J1a TIpUeMeTe IPYTH JIeKapCcTBa.

Aerius nepopajieH pa3TBOp ¢ XpPaHA, HAMMTKHU U AJKOXOJI
Aerius Moxe 1a ce mpremMa ChC Uin 0e3 XpaHa.
braere BHUMaTENHY, B CIyYaid 4e mpruemare Aerius U aJKoXoJl.

bpemennoct, kbpMeHe U pepTUIANTET

AKo cTe OpeMeHHa I KbPMHUTE, CMSITATe, Y€ MOXKe Jja CTe OpeMEeHHa WM IUIaHupaTe OpEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap mim gapmaieBT npeau ynotpedarta Ha TOBa JEKapCTBO.

AKko cre OpeMeHHa WIIM KbPMHUTE, HE C€ IPEenophyBa 1a IpueMare Aerius IepopajeH pa3TBop.
JlunicBar nannwm 3a hepTUINTETA IPU MBXKE/’KESHU.

Ilodupane u padoTa ¢ MAILIMHU

He ce ouakBa ToBa JieKapcTBO, U3MOI3BAHO B MPEMOPHUYUTETHATA J1034, J1a OBIUsABa Bamara
CIOCOOHOCT 3a modupaHe Wi padoTa ¢ MalMHU. BBIIPEKH Ue MOBEYETO XOpa HE U3MUTBAT
CBHJIMBOCT, MPECIIOPBUYUTEIIHO € Ja HC U3BHPIIBATC I[eﬁHOCTPI, H3UCKBalllM KOHICHTpAUA Ha
BHUMAaHHUETO KaTo mopupaHe u padoTa ¢ MallIMHU, JOKATO HE YCTAHOBUTE KaKbB €(PEKT UMa BBPXY
Bac nekapctBoTO.

Aerius nepopajien pa3TBop cbaAbLp:ka copouToa (E420)
Toga nekapcTBo chabpka 150 mg copbouron (E420) BbB BCceKH MIITHIHTBP MEPOPAICH Pa3TBOP.

CopOuToabT € U3TOYHUK Ha PpykTo3a. Ako Bamust nexap Bu e kazan, ue ue Bue unu Baiero nere
MMaTe HEMMOHOCUMOCT KbM HSIKOM 3axapy uiu Bu e mocraBeHa [uarHosa HacleACTBEHAa HEIIOHOCUMOCT
KbM (PYKTO3a, PAIAKO TeHETUYHO 3a00IsIBaHe, TPH KOETO XOpaTa He MOTaT J1a pa3rpaKaar
¢dpykTo3ata, roBopere ¢ Bamms ekap npeau Bue unu Bamrero aere na npuemete wiu na Bu 0b1e
MPUIOKEHO TOBA JIEKAPCTRO.

Aerius mepopajien pa3TBop ChAbLP:Ka NponuaeHrankoa (E1520)
Tosa nexapceto chappika 100,75 mg npomunenriukon (E1520) BbB Bcekr MITHITUTED MTEpOpaieH
pasTBoOD.

Aerius mepopaJjieH pa3TBoOp ChAbp:Ka HATPUA
ToBa JilekapcTBO ChIBPIKa MO-Mainko oT 1 mmol Hatpuii (23 Mg) Ha 1034, T.e. MOXKeE Aa ce Kaxe, e

MPAKTHUYCCKH HEC ChAbPIKA HanI/Iﬁ

Aerius mepopajieH pa3TBOp ChABbPKa 0EH3NUIOB ATKOXOJT
Toga nekapcTBo chabpika 0,75 My OSH3HUIOB aJKOXO0J BB BCEKH MIIIMIIUTB TIEPOpaICH Pa3TBOP.

beH3nnoBHAT aTKOXOIJI MOXKE Ja IpUYIWHU AJICPTUYHU PCAKIIUU.

[la He ce u3M0/13Ba 3a IIOBEYE OT €IHA CeIMUIIA ITPH MaJIKH Jielia (Ha Bb3pacT 1ojl 3 TOAMHH), OCBEH
aKo He € IperopbYaHo oT Barmms rekap nim gapmareBT.

OO0wpHeTe ce kbM Bamms nexap win papManeBT 3a CbBET, aKo UMaTe 3a0onsiaBaHe Ha ObOpennTe nin

yepHHUs Jpo0, 3alI0TO TOJIEMH KOJIMYeCcTBa OSH3MIIOB AJIKOXOJI MOTAaT JIa ce HaTpynar B opranu3ma Bu
¥ MOJKE€ JIa IPUUMHAT HEKeJlaHa peaknus (HapedeHa ,,MeTaboIuTHA amumo3a‘’).
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O06BbpHETE ce KbM Bamms nexap win hapMarieBT 3a ChBET, aK0O CTe OpeMeHHa WIIH KbPMUTE, 3aI[0TO
rOJIEMHU KOJMUYEeCTBa OCH3WIIOB aJIKOXOJI MOTaT Jia ce HATpyIaT B opranu3mMa Bu u Moke J1a MpUYHHST
HE)KeNaHa peakuus (HapeyeHa ,,MeTaboJMTHA alnmo3a‘).

3. Kak 1a npuemaTte Aerius mepopaJjieH pa3TBop

Bunaru npuemaiite ToBa JeKapcTBO TOUHO KakTo Bu e ka3zan BamusT nexap unu papmarieBt. Ako He
CTe CUTYPHH B HEIIO, onuTaiite Bamms nexap wimn dhapmanenT.

Ynorpebda npu gena

Jema ot 1 1o 5 roguHu:

Ipemoppunreanara q03a € 2,5 ml (IrbliHa 0 TOJIOBHHATA MEPHUTENHA IBKUUKA OT 5 ml) oT
TIEPOPAITHUS Pa3TBOP BEAHBXK THEBHO.

Jema ot 6 no 11 rogunau:
I[penoppunrtenHara q103a € 5 ml (exna MepurenHa TwkuYka 0T 5 Ml) OT mepopasHUs pa3TBOP BEAHBK
JTHEBHO.

Ynorpe6a npu Bb3paCcTHU U OHOIIHN HA 12 1 moBeYe roAuHI
[Mpenopbunrtennata no03a € 10 ml (1Be MepHUTEIHU TBKUYKK OT 5 ml) OT epopaiHusi Pa3TBOpP BEAHBK
JTHEBHO.

AKO IepOpaHUAT Pa3TBOP C€ OCTABS C MEPUTEIIHA CIIPHHIIOBKA 32 EPOpaHU HOpMHU, MOXKE 2
U3IM0JI3BaTe U Hesl, 32 J]a OTMEPUTE ChbOTBETHOTO KOJIMYECTBO MEPOPATICH Pa3TBOP.

ToBa ekapcTBO € 3a MEPOPATHO MPUIIOKECHHUE.

Crien kaTo mpUeMeTe J03aTa MepopalieH Pa3TBOP, U3MUITE MAJIKO BoJa. MoKeTe 1a U3I0JI3BaTe
JIEKapCTBOTO HE3aBHCHUMO OT MpHEMa Ha XpaHa.

[To oTHOMIEHHE HA TPOIBIDKUTETHOCTTA HA Kypca Ha JIeUeHue, JekapsaT Bu e onpenenu Buga
ajiepruueH puHUT, OT KOHTO CTpajare, M B 3aBHCUMOCT OT TOBA I MPETICHH KOJIKO Bpeme TpsiOBa aa
npueMate Aerius repopaieH pa3TBop.

AKo cTpagate OT HHTEPMUTEHTEH AJICPTHUCH PUHUT (HATMYKE HA CUMIITOMH B MPOJABIDKCHUE HA T10-
MAaJIKO OT 4 JTHU CEIMUYHO WUJIH B MIPOIBIDKEHHE Ha ITO-MaJIKO OT 4 cenmMuiu), Bammst nexap e Bu
MperophrYa cxema Ha JiedeHre, cho0pa3eHa ¢ JaHHUTE 3a Xo/1a Ha OonectTa Bu.

AKo cTpagate OT IepCUCTHpAI aJIePTUYCH PUHUT (HATHYME HA CHMIITOMH B TIPOIBJDKEHNE HA 4 WITH
MOBEYE THU CEMUTHO U B IPOIBIDKEHUE Ha TOBeUe oT 4 cenmuiin), Bamust iekap Mmoxe na Bu
Mpenopbya No-npoAbIKUTEIIHO JICUCHUE.

[Ipu paznuyHUTE MAIMEHTH C YPTUKAPHUS MOXeE JIa CE€ Hajlara pa3jinyHa MpoIbJDKUTETHOCT Ha
JICYCHUETO U MOpaJiv TOBa TPAOBA Jla cria3BaTe MPENOPBKUTE HA JIEKaps CH.

AKO cTe MpHeJIH MoBeYe 0T Heo0XoIuMaTa 103a Aerius nepopaJjieH pa3TBop

[Ipuemaiite Aerius nepopaieH pa3TBoOp camo Taka, Kakto Bu e npennucan. IIpu ciyuaiino
npeo3upaHe He ce OYaKBaT CepHO3HU Mpodiemu. Bee mak, ako B3emeTe mo-Bucoka jo3a Aerius
HepopaieH pa3TBOp OT IpeanucanaTa Bu, noceBerBaiite ce BegHara ¢ Bamms ekap, gpapmaneBT wim
MEIHMIINHCKA CECTpa.

AKO CTe MPOMyCHAJIH 12 IpuemMeTe AErius nepopajeH pa3TBop

AKo 3a0paBuTe J1a IpUeMeETe J03aTa cu Aerius HaBpeMe, MPUEMETE 5 IIPU IIbPBa Bb3MOXKHOCT, CJIS]
KOETO MPOABIDKETE MpueMa 1o npeanvcaHara Bu cxema. He B3umaiite nBoiiHa 103a, 3a 1a
KOMIICHCHpATE MPOITyCHATATa J103a.

AKo cTe cripesiv mpueMa Ha Aerius mepopaJjieH pa3TBop

AKO UMate HIKaKBH JIOTBIHUTEITHA BBIIPOCH, CBBP3aHH C YIIOTpeOaTa Ha TOBA JICKAPCTBO, MOMUTANTE
Barmus sekap, papMmarieBT Wik MEIUIIMHCKA CECTPa.
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4. Bb3MO:KHN He:KeJIaHU peakuuu

Kakro Bcuuku JICKapCTBaA, TOBA JICKAPCTBO MOXKE J1a IPEAN3BHUKA HEXKCIIAHNU pCaKIUH, BBIIPEKU Y€ HE
BCCKHU T'Y IIOJTy4aBa.

ITo BpeMe Ha OCTMAPKETUHTOBHUS MEPHO Ha AErius, MHOTO PSIKO ca ChOOIIABAHHU CITyYaH HA TEKKH
aJepTUYHU Peakiuy (3aTpyJHEHO AUIIaHe, XPUIIOBE, ChPOEX, YPTUKAPHS B OTOK). AKO 3a0eNexnTe
HSKOS OT T€3U CEPUO3HH HEXEJIaHU PEaKIUy, MPEKpaTeTe MpUeMa Ha JIEKAPCTBOTO U OThPCETe
CIICIICH CHBET OT JieKap He3a0aBHO.

IIpu KIMHUYHU TPOYYBAHUS IIPU ITOBEYETO JEla U Bb3PACTHU HEKEIAHUTE PEaKLMH Ca MPAKTHUECKU
CBIUTE KaTO MPH MIpHUeM Ha Tanedo nof Gopmara Ha pa3TBOp WM TableTka. Bee nmak, npu aeua mox
2 TOVHY B CpaBHEHHE C TUIAe00 1Mo-4eCTH HeKENaHH PEaKIiy ca JUapys, MOBUILICHA TEMIIepaTypa u
Oe3chHHE, TOKATO MPH BH3PACTHHU - OTIIAJAHAIOCT, CyX0Ta B yCTaTa U riaaBoboiue.

[Ipu KIMHUYHK TIPOYyYBaHUs ¢ AErius CieIHUTEe HeXKENIaH! PEaKIny ca ChOOIIaBaH! KaTo:

YecTH: CeHUTE peakuy MOTaT Jia 3acernat 1o 1 va 10 gymm

° yMopa

° CyXoTa B ycrara
° riaBo0ore
Lena

UYectu nipy Aenia Ha Bb3pacCT MO 2 TOAWHU: CIIETHATE Peakinu Morar Aa 3acersar a0 1 Ha 10 mema
° JTrapus

° IIOBUIIIEHA TeMIIepaTypa

) Oe3chHHE

ITo BpeMe Ha TOCTMAPKETUHTOBHS Mepro,] Ha Aerius ca ch00IIaBaHy CIEAHNTE HEKETaHN PEaKIuH:

MHoro penku: ciaeqHuTe peakiuu Morar ja 3acerHar g0 1 Ha 10 000 qymm
TEXKHU aJIEPrUYHU PEAKIIUU

o0puB

ChpLICOVCHE WITH HETPABHUJICH ChPJICUSH PUTHEM
YCKOPEH ChPACUYEH PUTHM

0oJIKa B cTOMaxa

rajgeHe

MOBPBINIAHE

pa3CTpOeH cTOMax

Juapust

3aMasHOCT

CHHJIMBOCT

Oe3chHue

MYCKYJTHa 0OJIKa

XaJIFOLIMHALIMT

MPUTIaIbIN

0E3MOKOMCTBO ChC 3aCUIICHA IBUTaTEIHA AKTHBHOCT
BB3MAIICHNE HA YSPHUS APOO

OTKJIOHCHHE B YEPHOIPOOHUTE TTOKA3ATEIH

C Heu3BecTHA YECTOTa: OT HATMYHUTE JIaHHU HE MOJKeE Jia ObJlc HallpaBeHa OIICHKA Ha 4YeCTOoTaTa

° HeoOnJaiiHa ciaboct

® IIOXBJITABAHE Ha KOXaTa I/I/ WJIN O4YUTE

° TIOBHUIIICHA YYBCTBUTEITHOCT Ha KOXKaTa KbM CIIbHUCBA CBETIIMHA, JIOPU U B 001a4HO BpeMe, U KbM
UV (yntpaBrosneroBa) cBeTIHHA, HanpuMep KbM UV CBeTIIMHATA B COTapHyM
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IIPOMEHH B CHPJICUYHUS PUTHM
HeoOHYaliHO MOBEACHHUE

arpecust

YBEJIMYCHO TETJI0, YBEIUYEH areTUT
JICIIPECUBHO HACTPOCHHE

CyXOTa B OYHUTE

HEM3BECTHA YECTOTA: OT HAIMYHHUTE JAHHHU HE MOXKe J1a ObJie HallpaBeHa OIleHKa Ha YeCcToTaTa
3a0aBeH ChpACYCH PUTHM
NPOMSIHA B ChPACYHHS PUTHM
HEOOWYaiHO MTOBEICHIE
arpecus

e 0 0 0 N

Cpo0maBaHe Ha HesKeJIaHU peakIun

AKO MONTyYnTe HIKAKBU HEKETAHU JICKAPCTBCHH PEakIiy, yBeaoMeTe Baius nekap, GpapManeBT win
MCOUIIMHCKA CCCTpa. TOBa BKJIFOYBA BCUYKHU BB3MOKXKHU HCOIIMCAHU B Ta3U JINCTOBKA HEXKCIIaHU
peaxiuu. MokeTe CBIIO /1a ChOOIINTE HeXENIAaH! Peaklliy TUPEKTHO Ype3 HAIlMOHATHATA CHCTEMA 3a
cho0mmaBane, mocodeHa B [lpumoskenue V. Kato cro0mmaBare HeXKenaH peakIny, MOXETe Ja JaieTe
CBOS PUHOC 32 TOJIy4YaBaHe Ha MoBe4Ye MH(OpPMAIUs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JICKAPCTRO.

5. Kak na cbxpansiate Aerius nepopasien pa3TBop
Jla ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JIeIa.

He u3non3BaiiTe TOBa JIGKAPCTBO CJIC]] CPOKA HA TOAHOCT, OTOENsI3aH BhpXY OyTHIIKaTa ciexn ,,[ 'oaeH
110:*“. CpOKbT Ha TOJHOCT OTTOBaps Ha MOCIEIHMSI IEH OT ITOCOYEHUS Mecell.

Ja He ce 3ampa3sBa. Jla ce cbXxpaHsBa B OpUTMHAIHATA OMIAKOBKA.

He u3nosnsBaiite ToBa 1eKapcTBO, aKO 3a0€NeKUTE MPOMSHA BbB BHHILHUS BUJ Ha IEPOPATHUS
pasTBOD.

He H3XB’LpJ’IHﬁTC JICKapCTBAaTa B KaHAJIU3aluATa WU B KOHTeﬁHepa 3a JOMAIlIHH OTIIaaAbIIn.
[Tonmraiite Bammus Q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATd, KOUTO BEYC HC U3II0JI3BATC. Tes3n
MCPKH 1II€ CIIOMOIrHaT 3a OI1a3BaHC HAa OKOJIHATa Cpeaa.

6. C'b)l'bp)l(aﬂl/le Ha OonMaKoBKaTa M 10IIbJHHUTEC/IHA HH(l)OpMaIIHﬂ

KakBo cbabpaka Aerius nepopaJieH pa3TBop

- AXTHBHOTO BemecTBo € aecioparaaut 0,5 mg/ml.

- Jlpyrute CbCTaBKU Ha TiepopaiiHus pa3tBop ca copoutosn (E420), nponmsienriukon (E1520),
(BmxTe Touka 2 ,,A€rius mepopaiieH pa3TBop chabpxa copourton (E420) u nmponuieHr MK
(E1520)), cykpanosa (E 955), xunpomenoza 2910, HaTpreB UTpaT AUXUAPAT, ECTECTBEHH U
U3KYCTBEHH apoOMaTH3aTOpH (apoMaT Ha JbBKa, KOWTO Chabpxka npommienraukosn (E1520) u
OeH3MIIOB aTkoX0JI (BIKTE Touka 2 ,,A€rius mepopaiieH pa3TBop ChIbpika OSH3MUIIOB aKOX0I*)),
0e3BOIHA TMMOHEHA KHCEIIMHA, INHATPHEB €1eTaT U MPeYrcTeHa BOJa.

Kak u3riie:kna Aerius nepopasieH pa3TBop U KaKBO ChbP:Ka OMIAKOBKATa
Aerius nepopaiieH pa3TBop € OUCTBp, OE3LBETEH Pa3TBOP.

Aerius niepopaiieH pa3tBop € HanuueH B Oytuiiku ot 30, 50, 60, 100, 120, 150, 225 u 300 ml, c¢be
3armyinajKa 3aluTeHa oT Jelia. BbB BCHYKH ONMAKOBKH, C U3KIIIOUEHUE Ha Ta3u oT 150 ml, uma
MEpHTEITHA JIbKUYKa ¢ AeneHus 3a 2,5 ml u 5 ml. B omakoBkara ot 150 ml uma wmu mepurenna
CIPUHIIOBKA 3a IepopaHu GOpMH, MM MEPUTETHA IbKUYKa ¢ aenenus 3a 2,5 mlu 5 ml.
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He Bcuuku BuoBe OMakoBKH MoraT Ja ObaT MyCHATH Ha Ta3apa.

IIpurexaTten Ha pa3pelIeHHETO 32 YIOTPeda W MPOU3BOAUTE

[Mpurexxaten Ha pa3pemeHUETo 3a yrnoTpeoda:

N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hupnepnannus

[Tpouzsoauren: Organon Heist bv, Industriepark 30, 2220 Heist-op-den-Berg, benrus.

3a momreTHATETHA WHGOPMAITHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATTHUS
NpeACTaBUTEN HA MIPUTEXKATEIS Ha pa3pelIeHHeTo 3a ynorpeoa:

Belgié/Belgique/Belgien

Organon Belgium

Tél/Tel: 0080066550123 (+32 2 2418100)
dpoc.benelux@organon.com

Buarapus

Opranon (1.A.) B.B. - xion beirapus
Ten.: +359 2 806 3030
dpoc.bulgaria@organon.com

Ceska republika

Organon Czech Republic s.r.o.
Tel.: +420 233 010 300
dpoc.czech@organon.com

Danmark

Organon Denmark ApS

TIf: +45 4484 6800
info.denmark@organon.com

Deutschland

Organon Healthcare GmbH

Tel: 0800 3384 726 (+49 (0) 89 2040022 10)
dpoc.germany@organon.com

Eesti

Organon Pharma B.V. Estonian RO
Tel: +372 66 61 300
dpoc.estonia@organon.com

E)\LGda

BIANEE A.E.

TnA: +30 210 80091 11
Mailbox@vianex.gr

Espafia

Organon Salud, S.L.

Tel: +34 91591 12 79
organon_info@organon.com
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Lietuva

Organon Pharma B.V. Lithuania atstovybé
Tel.: +370 52041693
dpoc.lithuania@organon.com

Luxembourg/Luxemburg

Organon Belgium

Tél/Tel: 0080066550123 (+32 2 2418100)
dpoc.benelux@organon.com

Magyarorszag

Organon Hungary Kft.

Tel.: +36 1 766 1963
dpoc.hungary@organon.com

Malta

Organon Pharma B.V., Cyprus branch
Tel: +356 2277 8116
dpoc.cyprus@organon.com

Nederland

N.V. Organon

Tel.: 00800 66550123 (+32 2 2418100)
dpoc.benelux@organon.com

Norge

Organon Norway AS

TIf: +47 24 14 56 60
info.norway@organon.com

Osterreich

Organon Austria GmbH
Tel: +43 (0) 1 263 28 65
dpoc.austria@organon.com

Polska

Organon Polska Sp. z o.0.
Tel.: +48 22 105 50 01
organonpolska@organon.com



France
Organon France
Teél: +33 (0) 1 57 77 32 00

Hrvatska

Organon Pharma d.o.o.
Tel: +385 1 638 4530
dpoc.croatia@organon.com

Ireland

Organon Pharma (Ireland) Limited
Tel: +353 15828260
medinfo.ROI@organon.com

island
Vistor hf.
Simi: +354 535 7000

Italia

Organon ltalia S.r.I.

Tel: +39 06 90259059
dpoc.italy@organon.com

Kvnpog

Organon Pharma B.V., Cyprus branch

TnA: +357 22866730
dpoc.cyprus@organon.com

Latvija

Arvalsts komersanta “Organon Pharma B.V.”

parstavnieciba
Tel: +371 66968876
dpoc.latvia@organon.com

Portugal

Organon Portugal, Sociedade Unipessoal Lda.
Tel: +351 218705500

geral_pt@organon.com

Romania

Organon Biosciences S.R.L.
Tel: +40 21 527 29 90
dpoc.romania@organon.com

Slovenija

Organon Pharma B.V., Oss, podruznica Ljubljana
Tel: +386 1 300 10 80
dpoc.slovenia@organon.com

Slovenska republika
Organon Slovakias. r. o.
Tel: +421 2 44 88 98 88
dpoc.slovakia@organon.com

Suomi/Finland

Organon Finland Oy

Puh/Tel: +358 (0) 29 170 3520
dpoc.finland@organon.com

Sverige

Organon Sweden AB

Tel: +46 8 502 597 00
dpoc.sweden@organon.com

United Kingdom (Northern Ireland)
Organon Pharma (UK) Limited

Tel: + 44 (0) 208 159 3593
medicalinformationuk@organon.com

JlaTa Ha moCJIeTHO npepasriexaane Ha sucToBkata <{MM /ITT'T}> <{mecen I'TTT}>

INoxpoOHa uH(popMaIIus 3a TOBA JIKAPCTBO € TPe0CTaBeHa Ha yeOcaiita Ha EBpornielickaTa areHius

1o JiekapcTBata http://www.ema.europa.eu.

45


http://www.ema.europa.eu/

	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	A. ПРОИЗВОДИТЕЛ(И), ОТГОВОРЕН(НИ) ЗА ОСВОБОЖДАВАНЕ НА ПАРТИДИ
	Б. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА ДОСТАВКА И УПОТРЕБА
	В. ДРУГИ УСЛОВИЯ И ИЗИСКВАНИЯ НА РАЗРЕШЕНИЕТО ЗА УПОТРЕБА
	Г. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА БЕЗОПАСНА И ЕФЕКТИВНА УПОТРЕБА НА ЛЕКАРСТВЕНИЯ ПРОДУКТ
	A. ДАННИ ВЪРХУ ОПАКОВКАТА
	Б. ЛИСТОВКА

