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).

[omormHo(1) BenecTBo(a) ¢ U3BECTHO ACHCTBUE
Bcesika Tabnerka chappika 2,28 mg nakrosa (Bk. Touka 4.4).

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BECUICCTBA BHXXTC TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA
Ounmvupann TabIeTKn

CBeTJI0CHHU, KPBIIH QUIMUPAHU TaOJICTKH ¢ U3IIbKHAIO peiedHo o3HaueHue Ha ,,C5“ oT eaHara
CTpaHa W IIaJKU OT ApyraTa crpana. JluaMeTspbT Ha puiIMUpaHara Tabierka e 6,5 mm.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHUYHU MOKA3ZAHUS

Aerius € moKa3aH Mpy Bb3PAaCTHHU M IOHOIIW Ha 12 ¥ 1oBeYe roJIMHU 3a 00JIeKYaBaHEe HA CUMIITOMUTE
Ha!

- aeprudeH puHUT (BXK. Touka 5.1)

- ypTHuKapus (BXK. Touka 5.1)

4.2  Jlo3MpOBKA M HAYMH HA MPUJIOKEHHE

ﬂOBI/I[zOBKa

Bwspacmuu u ronowu (na 12 u noseue 200un)
[MpenopbuntennaTa no3a Aerius € eHa TabJeTKa BEIHBK JTHEBHO.

HMHTEepMUTEHTHUAT JIEPTUYCH PUHUT (HAJTUYME HA CUMIITOMH 3a M0-MaJIKO OT 4 JTHU CEMHUYHO WJIH 32
MO-MaJIKO OT 4 CeMUIIK) TpsIOBa J1a ObJIe JISKyBaH B ChOTBETCTBUE C aHAMHE3aTa Ha KOHKPETHUS
MAIMEHT, KaTo CJIe] OBNIa/ITBaHe HA CHMIITOMHTE JICYCHHETO MOJXKE Ja Ce CIIPE, a IPH PEIUIUBUPAHETO
UM — J1a ce Bb300HOBH. [Ipu nepcucTupan anepriudeH puHUT (HAIUMYUE Ha CUMITTOMH 3a 4 WU TIOBEYE
JIHU CEIMUYHO M 33 ITOBEUE OT 4 CEJMMIIM) Ha NAIIMEHTUTE MOJXKE Ja Ce IPEIOKH JIeUeHHe 0e3
MPEKbCBAHE M0 BpeMe Ha TIEPUOJINTE Ha EKCIIO3UIIMSI Ha aJlepreHa.

Ileduampuuna nonyrayus
MMa orpaHuYeH ONKT OT KIMHUYHU U3IMUTBAHUS 110 OTHOIICHHE Ha e(UKACHOCTTA HPU IPUIOKCHHETO

Ha JiecyIopaTaanH npH oHou ot 12 1o 17 rogunan (Bx. Touku 4.8 u 5.1).

be3onacHocTTa U ehukacHocTTa Ha Aerius 5 mg ¢pumMupanu TablIeTKU IPH Jielia Ha Bb3PacT Mo
12 ronuHu HE ca YCTAaHOBEHHU.

Hauun Ha npunoxxenue

[lepopanuo mpunoxxeHue.
Jlozata MOKe J1a ce TIpueMa ChC WITH 0e3 XpaHa.



4.3 IIporuBomoKa3aHus

CBpPBXUYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MJIHM HAKOE OT TIOMOIIHUTE BEIICCTBA, N30POCHH B
Touka 6.1, MM KbM JIOpaTaauH.

4.4 ChnenuajaHu mpenynpeskaeHUs U MpeAna3sHil MEPKH MPH ynoTpeda
VYBpexaane Ha ObOpeuynara QyHKINS

[Tpu Texxka ObOpeUHa HEJOCTATHYHOCT Aerius TpsIOBa Jia ce Mpuiiara ¢ MOBUILICHO BHUMAaHKE (BXK.
ToYKa 5.2).

I'bpuoBe
JecnopataauH TpsOBa Ja ce Mpuiiara ¢ MOBHINICHO BHUMAHKE TIPH MAIUCHTH C MEIUITMHCKA HITUT

(hamMuIHA aHAMHE3a 3a TbPUOBE U Hali-Bede IpH MaJIKu fera (BxK. Touka 4.8), KouTo ca
NpePa3noI0KeHU JIa pa3BUAT HOBU T'bPUYOBE 110 BpEME Ha JICUEHHE C JecopaTaant. MeUIHHCKUTE
CIICIMATUCTH MOTaT Ja OOMUCIIAT IPEyCTAHOBSIBAHE Ha JICCIOPATaIUH MPH MAlUESHTH, KOUTO
MOJYYaBaT I'bpY MO BPEME Ha JICUYCHUETO.

Aerius tabneTka chIbpxkKa JaKTo3a
[MaumeHTH ¢ peiKky HacIeCTBEHHU MPOOJIEMH Ha HEMOHOCUMOCT KbM TallaKT03a, ITbJICH JIAKTa3eH
JMeUIUT WK TIIF0K030-TaJakTO3HA MaadcopOuus He TpsOBa /1a IpueMar TO3H JIEKAPCTBEH MPOAYKT.

45 BzaumoaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMu HA B3auMoelicTBHE

[1py KIMHUYHK U3MUTBAHUS HA JIecopaTaiH TableTKU He ca HAOMIJaBaH! KITMHUYHO 3HAYUMHU
JICKapCTBCHU B3aUMOJICHCTBYSI IPU ChBMECTHO MPUIIOKEHHE C SPUTPOMHIINH I KETOKOHA30J (BIK.
Touka 5.1).

IleqgnaTpyyHa monyJiarus
[IpoyuBaHus 3a B3aUMOJEHCTBUATA Ca MIPOBEXKIAHNA CaAMO IIPU Bb3PACTHHU.

[Tpn KTMHUYHO (apMaKOJIOTMYHO M3MUTBAHE HA CHBMECTEH MpUEM Ha Aerius TabJIETKH U alIKOXOJl He
ca yCTaHOBEHH JaHHH, ye Aerius IOTeHIMpa epeKTHTEe Ha alKoX0Ja, U3ABABAILH CE C Pa3CTPOICTBO B
noseeHreTo (BK. Touka 5.1). I[To BpeMe Ha mOCTMapKeTHHIOBa yrioTpeba obade ca choOIIaBaHu
CJIydad Ha aJIKOXOJHA HETIOHOCHUMOCT M MHTOKCHKAIHA. 3aTOBa C€ NPENOphYBa NOBUILIEHO BHUMAaHHE,
aKo eTHOBPEMEHHO ce NPHUeMa aIKOXOJI.

4.6 @epTHIAUTET, )PEMEHHOCT U KbpPMeHe

BpemenHoct
Tlonsm obem naHHM 32 OpeMeHHM )eHH (3a u3xosa Ha moseue oT 1 000 ciayyas Ha OpeMEeHHOCT) He

NoKa3BaT MajipopMaTUBHA WK (eTaHa/HeOHATaTHa TOKCUYHOCT Ha JieciiopaTtaauH. [IpoyuBanusra
NIPY J)KUBOTHU HE TIOKA3BaT MPEKH WM HETIPEKH BPEHU €(PEKTH, CBHP3aHU C PENPOTYKTHBHA
TOKCHYHOCT (B3X. Touka 5.3). 3a mpeamodnTane e, KaTo Npeana3Ha Msapka, Ja ce nu30sraa ynorpedara
Ha Aerius 1o BpeMe Ha OpeMeHHOCT.

Kwpmene
JeciopataayH € yCTAaHOBEH B HOBOPOJICHU/KbpPMaUeTa, KbPMEHHU OT JICKYBaHU keHU. EekThT Ha

JIECTIOpATaIMH TIPH HOBOPOJIEHH/KbpMadeTa He € u3BecTeH. TpsiOBa ja ce B3eMe pellieHHe JIalu Jia ce
MPeyCTaHOBH KbPMEHETO FUIH J1a CE MPEYCTaHOBH TepanusaTta ¢ Aerius, KaTo ce B3eMaT MpeaBHI
moJi3aTa OT KbPMEHETO 3a JIETETO U IMoJ3aTa OT Tepanuara 3a MakaTa.

DepTunurer
Jlurcear JaHHM 10 OTHOIICHUE Ha MBKKHS MJIH KEHCKHUS (PePTUIIUTET.



4.7 EdexTH BbpXy cCocO0OHOCTTA 32 modupaHe U padoTa ¢ MAIIMHA

Aerius He MOBJIMsBA WK TOBJIHSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a IodHpaHe U padoTa ¢ MAIIUHA
Ha 0a3aTa Ha KITMHUYHM NpoyuBaHusl. [lanpenTtute TpsioBa na Ob1aT HHGOPMHUPAHH, Ye MTPH TIOBEUETO
XOpa He ce HabJ0AaBa ChbHINBOCT. BhIipeku ToBa mopaau MHIMBUYaIHATa PEaKUysl Ha OpraHu3Ma
KbM BCHYKH JICKaPCTBEHHU NMPOAYKTH, IPEHOPHUUTEIIHO € MTALUEHTUTE Ja Ce IOChBETBAT J1a HE
W3BBPIUIBAT ACHHOCTH, M3UCKBALIM YMCTBEHA KOHLIEHTPALIUs, KaTo MopupaHe Win padoTa ¢ MalllHY,
JIOKAaTO HE YCTAHOBAT CBOSATAa COOCTBEHA PEaKIMs KbM JEKapCTBEHUS IPOAYKT.

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 MPENIOPhYUTEITHATA JO3UPOBKA OT 5 Mg JIHEBHO, € CHOOIIEHO 32
He)XellaH! peakuu oT Aerius ¢ 3 % moBede OT Te3W NP MAIHUEHTUTE, TTOTydaBally IuIaeoo.
Haii-yectute HexeNnaHM peakiny, TOKIAIBaHH B TIOBEYE, B CPABHEHHE C Manedo ca: OTnaHaIoCT
(1,2 %), cyxora B ycrara (0,8 %) u rnmaBodomue (0,6 %).

[leguaTpryHa IOIyJIaIIHs

[Ipu xIMHUYHO U3NUTBaHE ¢ 578 MAIMEHTH B IOHOIIIECKA Bb3pacT, oT 12 1o 17 roaunu, Half-uecTara
HEeXeJlaHa peakius € TIaBodosre; To ce HaOmonasa npu 5,9 % oT malueHTHTe, JICKYBaHH C
JiecopaTaavH, 1 mpu 6,9 % oT maruenTuTe, MmoryJaBaiy miamneoo.

TaGau4eH CIUCHK HA HEXKEIAHUTE PEAKIIUU

YecroTara Ha HEKEIAHUTE PEAKIINH, ChOOIIABAHK B KIIMHUYHY IIPOYYBAHHUS B IIOBEYE B CPABHEHHUE C
iane6o v Apyru HEeKEaH! PEAKIIH, 38 KOUTO Ce ChOOIIaBa 10 BpeMe Ha IIOCTMapKETHHT OBUS
Heproj, ca n30poeHu B cieBaiarta Tabnuma. Criope/ 4ecToTata peakiuuTe Ce ONMpPEIEIAT KaTo
mHoro vectr (> 1/10), gvectu (> 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
ObJle HampaBeHa OIEHKA).

Hexenann peakuuu,

CucremMo-opraneH Kjiac YecToTa .
Ha0JII0IaBAHM IIPM NIPHeM Ha Aerius
Hapymienns Ha MmeTadomu3Ma u C HeusBecTHa
VBenmmueH aneTut
XpaHeHeTo 4yecToTa
XamrouuHauuu
MHoro penku LRt
AOGHOPMHO IOBEAEHHE, arpecus,
Ilcuxnynn HapyLIeHus C HeusBecTHa
JIETIPECUBHO HACTPOEHHE
4ecToTa
Uectn I'maBoGomue

Hapymienunsi Ha HepBHaTa cuctemMa | MHoro peaku | 3amMasHOCT, CHHIIMBOCT, O€3CHHHUE,
TICUXOMOTOPHA XUIEPAKTUBHOCT, THPYOBE

C HeusBecTHA

Hapymienus Ha oyuTe Cyxorta B ouute
4yecToTra
MHoro penku Taxukapnus, chpieoneHe
Chbpaeynu HapyleHus C neusBectHa | YibipkaBane Ha QT wHTEpBana
4ecToTa
Yectn Cyxorta B ycrara

CToMalIHO-YPEeBHU HAPYIIEHUSA
MHoro penku Bonka B kopema, rajieHe, oBpbIllaHe,

JIMCTIETICHUS, Tapusi

IloBumraBane Ha I'ICpHO,[[pO6HI/IT€5

MHoro penku
€H3UMH, TIOBUILIaBaHE Ha OMIUpyOuHa,

XenaToOnJIuaApHU HAPYLICHHUS

XEIaTUT
C Hens3BecTHA
Kreiarennma
4ecToTa
Hapyumienusi Ha KoKaTa C HeusBecTHa
®DOTOUIYBCTBUTEITHOCT
MOJKOKHATA ThKaH yecToTa




He:xenanm peaknuu,

CucreMo-oprafHeH Kjiac YecroTa .
Ha0JII01aBaHU NIPH NpHeM Ha Aerius

Hapyumenust Ha MyCKYJIHO-
CKeJIeTHATa cUcTeMa H MHoro penku Mpuanrus
CheJMHHUTETHATA ThKAaH

Yectu Ymopa

MHoro penku | Peakimuu Ha CBpbXUyBCTBUTEIHOCT (KaTo
aHauIakcus, aHTHOENIEM, 3a/TyX, ChPOeK,
00puB U ypTHKApHS)

C memsBecTHa | ACTCHHSA

4yecTora

OO0mm Hapymenus v e)eKTH HA
MSICTOTO HA MPUJIOKEHHE

C HensBecTHA
HN3caenBanus YBemmueHo Terio
qecToTa

[eauaTpuyHa MOMyJIaIs

JIpyru HeXellaH! JICKapCTBEHH PEaKIMK C HeM3BECTHA YeCTOTa, ChOOIIICHH 10 BpeMe Ha
MOCTMApPKETUHIOBHSI TIEPHOJ] TIPY TIeMATPHYHN MAIMEHTH, BKIIIOYBAT yAb/bKkaBaHe Ha QT uHTepBaia,
apuTMus, Opaaukap s, aOHOPMHO TIOBEICHHUE U arpecusl.

PeTpocnekTHBHO 00CepBaIlMOHHO MPOYYBaHe 32 6E30MaCHOCT MMOKa3Ba MOBHIICHA YECTOTa Ha
HOBOITOSIBUJIU C€ I'bPYOBE NPH NMALIMCHTH HA BB3PaCT OT 0 a0 19 TOAWHHU, KOraTo MmoJjrydyaBaT
JIECIIOpaTavH B CPaBHEHHE C TIEPUO/IH, B KOUTO HE MOyyvaBar jaecioparanus. Cpej fena Ha Bb3pacT
0-4 roaunu, KOpUrHpaHoto abcomotHo nopuiierue e 37,5 (95 % nosepurenen unrepsan (Confidence
Interval, CI) 10,5-64,5) ma 100 000 woBexoromauuu (person years, PY) ¢ oOugaiina yecrtora Ha
HoBonosiBuin ce rppyose 80,3 na 100 000 PY. Cpex nauuenTu Ha Bb3pacT 5-19 roannuy,
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 NOJA03UPAHU HEXKEIAHU DEAKIIN

CpoOmiaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIUH CIiel] pa3peniaBaHe 3a yrnorpeda Ha JTeKapCTBEHUS
MPOAYKT € BaKHO. TOBa IMO3BOIISIBA Ja MIPOIBIDKH HAOIIOIEHNETO Ha ChOTHOIIIEHUETO TOJI33/PUCK 32
JICKapCTBEHUS NPOAYKT. OT MEIUIIMHCKUTE CIICIUAIIMCTH CE U3MCKBA Jia ChOOIIIaBaT BCAKA
M0JI03UPaHa HeXKeaHa Peakius Ype3 HAIMOHAIHA CUCTEMa 33 ChOOIIaBaHe, IOCOYCHA B

[Ipunoxenue V.

4.9 TIlpemo3upane

[MpodubT Ha HEXKENAaHUTE CHOUTHUS CBBP3aHU C MPeAo3upane, HabJIr01aBaH Mo BpeMe Ha
MOCTMapKETHHTOBA YIOTpebda e moio0eH Ha TO3H, HaOMro1aBaH [Py TEPareBTHYHH JJO3H, KaTO
CTETIEHTa Ha Bb3CHCTBHE MOXe Ja ObJie MO-BUCOKA.

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

JlecopataiH He ce eIMMUHKpPA Ype3 XxeMouann3a. He e n3BecTHO Jaiu ce eTMMHHUpA upe3
MEPUTOHEATHA AUATTH3A.

CumMmoroMu
IIpu KITMHUYHO M3NHUTBaHE C MHOTOKPATHO MPUJIAraHe, Mpu KOETO € IPUIIOKEH JeCIopaTaiuH 10
45 mg (neBeT MbTHU MOBEYE OT TEPAIEBTUYHATA J103a), HE Ca YCTAHOBEHH KIIMHUYHO 3HAYUMU €(PEKTH.

IleanaTpuyna nonyJanus

[IpodunbT Ha HEXKENMAHNTE CHOUTHS, CBBP3aHU C MPEI03UPaHe, HAOII0IaBaH M0 BpeMe Ha
MMOCTMapKETHHTOBAa yroTpebda e mogo0eH Ha TO3H, HAOIt01aBaH MPH TEPAIICBTHYHHU 103H, KaTO
CTETIeHTa Ha BB3JIEHCTHE MOXKeE /1a ObJIe MTO-BUCOKA.
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5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoguHAMUYHH CBOCTBA
dapmakoTeparneBTHYHA rpyma: aHTHXUCcTaMuHU - Hi-antaronncty, ATC kox: RO6AX27

Mexann3sM Ha ACHCTBHE

JlecnopaTanuH e IBpJITO AeHCTBAI XHCTAMUHOB aHTarOHUCT ChC CEJIEKTHBHA ITepudepHa
Hi-penientopHa aHTaroHUCTUYHA aKTUBHOCT, O€3 celaTUBHO jeiicTBre. Clie/ IepopaieH mpueM,
JISCIIOpaTaJrH OJIOKUPA CEIEKTUBHO MepU(epHUTE XUCTaMUHOBH Hi-perientopu, oHEeKe He
MIPOHMKBA B IIEHTPAJIHATA HEPBHA CHCTEMA.

ITpwu in Vitro uscieaBanus IeCIOpaTavH ¢ MoKa3al aHTHAJICPIHYHH CBOUCTBA. Te BKITIOUBAT
MHXHOUpaHe Ha OCBOOOKAaBaHe Ha nmpouH(aamMaTopHu nuTokuuu kato 1L-4, IL-6, IL-8 u IL-13 ot
YOBEIIKUTE MACTOIUTH/0a30(p1iTH, KaKTO U HHXHOMpaHE Ha eKCIPECHATa Ha aIXe3HOHHATA MOJIEKYJIa
P-cenexTrH BbpXY SHIOTEIHUTE KIETKH. KIIMHUYHOTO 3HAaUYEeHME Ha Te3U HAOJIOACHUS BCE OIIE HE €
HAITBJTHO U3SCHEHO.

Knnanuga eukacHOCT M 0€30IMaCHOCT

ITpy KIMHUYHO W3MUTBAHE ¢ MHOTOKPATHO TPHIIAraHe, Py KOETO AeCIOpaTaIiH € pUIarad B 103a
10 20 mg AHEBHO B MPOIbDKEHUE Ha 14 MHHU, HE ca yCTAHOBEHH CTATHCTHUYCCKU WITH KIIMHHUYIHO
3HAYMMH e(DEKTH OT CTpaHa Ha ChPACYHO-ChAOBATA cicTeMa. [Ipu KIMHIYHO (apMaKoIOTHIHO
W3MHUTBaHE, IPU KOSTO JECIOpaTaJuH € Ipuiarad B 103a 45 MQ THEBHO (I€BET MTH MI0-BUCOKA OT
TepareBTHYHATA J103a), He € Hab/Ir01aBaHo yabnkaBane Ha QTc uHaTepBaa.

[Tpu KIMHUYHYA U3OUTBAHUS 332 B3aUMOJICHCTBUSI C MHOTOKPATHO MPUJIOKEHNUE CHBMECTHO C
KETOKOHA30J1 M EpUTPOMHUIIMH HE Ca YCTAHOBEHU KIMHUYHO 3HAYMMHU ITPOMEHH B IIJIa3MEHATA
KOHIICHTpAI¥s Ha JIeciopaTajiH.

dapmakoguHAMUYHHU e(DEKTU

JlecnoparaainH He POHUKBA JIECHO B IICHTpATHATA HEPBHA crcTeMa. [Ipu KOHTPOJIUPAHU KIMHUYHU
W3MUTBAHUS, TIPY MPENOPHUNTETHATA JTHEBHA 71032 5 mg, B CpaBHEHUE ¢ Tuiale0o He ¢ HabIro1aBaHa
M0-BUCOKA YECTOTa Ha ChHIMBOCT. [1py KIIMHUYHYU M3NUTBAaHUS Ha Aerius B €IHOKpaTHA JTHEBHA /1032
7,5 mg He ca ycTaHOBEHU MPOMEHH B ICUXOMOTOPHOTO MoBesieHue. [Ipu u3nuTBaHe Ha eTHOKpaTHA
JTHEBHA J103a JIECIIOPATaMH 5 mg THEBHO MPH Bh3PACTHU HE Ca YCTAHOBEHH MTPOMEHHU B CTAHIAPTHUTE
MOKA3aTeJIM 3a TIOBEJICHUE 110 BPEME Ha MOJIET, BKIIIOYMTEIHO U 3aCHIBaHE Ha CyOEKTUBHOTO YCEIllaHe
3a ChHJIMBOCT WJIM 32 JPYTH ICWHOCTH, CBbP3aHU C IOJIETa.

HpI/I KIMHUYHAU @apMaKonoquH HU3NUTBAaHUA HAa CbBMECTCH IMPUEM C aJIKOXOJI HE € YCTAHOBCHO
IMOBUIIABAHE HA CBBP3aHOTO C AJIKOXOJIa pa3CTp0ﬁCTBO B ITOBCACHHUECTO WJIM 3aCUJIBAHC Ha
cpHNuBOCcTTa. He ca YCTaHOBCHHU 3HAYUMU PA3JIUKU B PEIYJIITATUTC OT IICUXOMOTOPHHUTE TECTOBC
MCKAY IpynuTe, npueManiy eCjaopaTaint, U TE3U, MpucMalin nnaue60 — KaKTO IIpH IpHUCM Ha
aJIKOXOJI, TaKa 1 oe3 IIPpUEM Ha aJIKOXOJI.

[pu nanmeHTy ¢ aneprudeH puHUT Aerius € eeKTHBEH 10 OTHOIICHHE 00JIeKYaBaHe Ha CHMITOMUTE
KaTO KMXaHe, CbpOekK U CEKPEIHsl OT HOCa, ChbpOSK M 3auepBsSBaHE HA OYUTE, ChII3CHE, KAKTO U
cbpOex Ha HeO1eTo. Aerius epUKACHO KOHTPOJIHPA CUMIITOMUTE B TIPOJIbIDKEHUE Ha 24 vaca.

IlemmaTpuyna nomyJranus
EdukacHocTTa Ha Aerius TaOJNIETKH HE € IEMOHCTPUPaHA KATETOPUYHO B KITMHUYHU M3ITUTBAHUS C
MAalMEHTHU B IOHOIIECKa Bb3pacT oT 12 a0 17 ronuHmu.

OcBeH 110 yTBBpeHaTa KITacu(PUKAIKs Ha AIePTUIHAS PUHUT KaTO CE30HEH U 11EJIOTOIUIICH, B
3aBHCUMOCT OT IPOABIIKUTEIIHOCTTA Ha MPOsIBA HA CHUMIITOMUTE TOW MOXe J1a 0b/1e Kiracudumnmpan u
KaTO MHTEPMHUTEHTCH aJIePTHUYCH PUHUT U TICPCUCTHPAIL] AJICPTUYCH PUHUT. IHTEPMHUTESHTHHST
aJlepruieH pUHUT ce IehUHHUPA KaTO HATMYNE HA CHMIITOMH B TIPOJIBIDKEHUE HA ITO-MAJIKO OT 4 JTHU



CEIMUYIHO WJIM B TIPOABIDKEHHUE HA IMO-MaJKO OT 4 ceamuIty. Ilepcuctupamusr aneprudeH pUHAT Ce
neduHIpa KaTo HAIMIUE Ha CHMITTOMH B TTPOIBIDKCHUE Ha 4 WU TIOBEYe JHU CEIMHUYHO H B
MPOIBDKCHNE HA TTOBEYE OT 4 CEMUIIH.

Aerius eheKTHBHO 00JICKYaBa CHMIITOMHTE Ha CE30HHUS aJIEPTUICH PUHUT, KAKTO CE BIDKIA OT OO
CKOp OT BBITPOCHHKA 32 KAUECTBO Ha KUBOT MPU PUHOKOHIOHKTUBHUT. Hali-ronsmo nogoopenue ce
HaOJI0]aBa B pa3/IC/IUTE 3a MPAKTUYCCKH MPOOJIEMU M OTpaHHYaBAHE HA ©KETHEBHATA JCHHOCT OT
CHUMIITOMHUTE.

XpoHHYHATa HAUONIATUYHA YPTUKApHA € OMila MPOyUYeHa KaTo KIMHUYEH MOJIEN Ha ypTHKapHaTTHH
CBCTOSIHUS, Thi KaTO HE3aBUCUMO OT €THOJIOTHATA, OAJISKAINTE MATOPUINOIOTUIHN MEXaHU3MH ca
CXOJIHH M 3aII0TO BKJIFOYBAHETO HA XPOHWYHO OOJIHU MALMEHTH B IIPOCIIEKTUBHY [IPOYUYBAHUS €
no-yiecHo. Thif KaTO NPUUNHHHAT PAKTOP 38 BCHUKH YPTHKAPUAIHH 3a00JSIBaHUS € OCBOOOKIABAHETO
Ha XMCTaMHH, C€ OYaKBa JecIOopaTaarH J1a € epeKTHBEH 110 OTHOIIEHHE Ha o0JIeKyaBaHe Ha
CHUMIITOMUTE U Ha APYT'H CBBP3aHU C YPTUKAPUS ChCTOSHUS, OCBEH XPOHUYHATA UAMOIATHYHA
YPTHKapusl, KaKTO C€ MPErnopbyBa B KIMHUYHUTE PHKOBOJCTBA.

ITpu nBe nnane60-KOHTPOIUPAHHU 6-CEAMUYHN U3MUTBAHUSA IPY MALUEHTH ¢ XPOHUYHA WAMOIATHIHA
ypTukapus Aerius e Oun epeKTUBEH B 00JIEKYaBAaHETO HA ChpOeka U HaMalsiBaHe Ha pa3Mepa u Opost
Ha YPTUKUTE OLIE B Kpasi Ha IbPBUS J1030B MHTEpBal. [Ipu BCAKO €THO OT M3MUTBaHHATA e(DEKTHT ce €
MOTBPIKAN TIpe3 1enus 24-4acoB 1030B HHTEpBal. KakTo v mpu Ipyru U3MKUTBAHUS Ha
AQHTHXMCTaMMHH 38 XPOHWYHA UIUONATUYHA YPTUKAPHS, MaTbK OpOH OT MallMeHTHTE,
UACHTH(QHUIMPAHN KaTO HEOTTOBAPSIIY Ha aHTUXUCTAMUHH, ca OMIN n3kiouBanu. OOnexyaBaHe Ha
cbpbexa ¢ Hag 50 % e HabmonaBaHo npu 55 % OT MalMEeHTHTE, JEKYBaHH C IECIOpaTaiH, B
cpaBHeHue ¢ 19 % oT manueHTHTe, MOMY4YHIH 1miiane6o. JledenneTo ¢ Aerius € HaMaIUiIO 3HAYUTEITHO
HapyLICHUETO Ha PUTHhMa Ha CbH U O0IbPCTBAaHE, U3MEPEHO 110 YSTUPUTOUKOBA CKaJIa, U3II0JI3BaHa 3a
OIICHKA Ha TE€3H MPOMEHJIUBH.

5.2 ®apmakokuHeTHYHH CBOWCTBa

AOGcopOuus
[Tna3MeHu KOHIIGHTpAIMK Ha JIeCIoOpaTaJnH MoraT na 0b1at ycraHoBeHr 30 MUHYTH Clie]] IpreMa My.

JHecnopataaun uma 1o0pa abcopOIus, KaTo MaKCUMalTHa TIa3MeHa KOHIIEHTPAIUS Ce TOCTHUTA
npubM3uTeaHO ciiey 3 vaca. [lony>kMBOTHT Ha TepMHUHAIHATA (a3a € MPUOIU3UTEIIHO 27 yaca.
CremneHTa Ha KyMyJIMpaHe Ha JeciopaTaJuHa € B 3aBHCUMOCT OT HETOBUS TOIYXHUBOT (27 yaca) u
€IHOKpaTHHS JHEBEH NMpHeM. BHOHATMYHOCTTA Ha JIECIIOpaTa/IMH € MPOTIOPIIMOHATHA Ha 103aTa B
nuana3ona ot 5 mg go 20 mg.

I[Tpu hapMakOKMHETHYHO W3NHUTBAHE, IIPU KOETO JeMOorpacKusiT npoduir Ha malueHTuTe € Out
CPaBHMM C TO3M Ha 00IaTa MMoMyJanus MaeHTH ChC CE30HEH alepruyeH puHUT, pu 4% oT
MaIMEHTHUTE € IOCTUTHATA IT0-BUCOKA KOHIIGHTpAIHS Ha JecIopaTajrnH. To3H MpOIeHT MOXKe Jia
Baprpa B 3aBUCHMOCT OT €THUUECKUS IIPOU3X0/1 Ha MalMeHTHTe. MakcUManHaTa KOHIEHTpalus Ha
JeciopaTaanH € Ouiia OKoJ0 3 BT M0-BUCOKA MPUOJIM3UTEIHO HA CEMHUS Yac, IPU MOTYKUBOT Ha
TepMuHanHaTa Qa3za npudausurenano 89 yaca. [Ipodunbt Ha Ge30macHOCT Ha TE3U MAIMEHTH HE ce €
pasin4aBaji OT TO3M Ha 00IIaTa MoIyJarys.

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

KJIMHUYHO 3HAYMMO KyMYJIMpaHE Ha JEKapCTBOTO NP €THOKPATEH JHEBEH MPUEM Ha JecIopaTaiuH
(5 mg mo 20 mg) B nmpoabioKeHHe Ha 14 THU.

Buotpanchopmanus

EH3UMBT, OTTOBOpEH 32 MeTa0OJIN3UPAHETO HA AECIOpaTaIiH, BCE OLIE HE € MACHTHOUINPaH U
CJIETOBATEITHO HAKOM JIEKAPCTBEHN B3aWMOJICHCTBHS C APYTH JIEKapCTBEHH MTPOIYKTH HE MOTaT Aa
Obaar HambJIHO M3KIoueHu. Jlecnoparannn He naxudbupa CYP3A4 in vivo, a mpwu in vitro usnurBanms
€ TMO0Ka3aHo, Ye JIEKApCTBEHUAT NpoAyKT He nHxuOupa CYP2D6 u He e HUTO cyOCcTpar, HUTO
MHXUOUTOP Ha P-rnukonporenHa.




EnumMunupane
[Ipu n3nuTBaHE HA eAMHUYHA /1032 7,5 Mg JAeciopaTaJH He € YCTAaHOBEH S(PEKT Ha BUJa Ha XpaHaTa

(6orata Ha MAa3HUHM BUCOKOKAJIOPHYHA 3aKYCKa) BbPXY (apMaKOKHHETHKaTa Ha Jiecioparaius. [Ipu
Jpyro W3IUTBAHE, IPUEMBT HA COK OT I'peln(pyT HE € OKa3al BIUSHHUE BbPXY (papMakOKHHETHKATa
Ha JIeCIOpaTaatH.

HanuenTu ¢ 6b0peyHO YBpeKaaHe

dapMaKOKMHETHKATa Ha IeCIOpaTaH € CpaBHEHA IIPH NallMeHTH C XpOHWYHA OBbOpeuHa
HenoctarbyHocT (XBH) ¢ Ta3u npu 3apaBu Xopa B MpOy4BaHe ¢ SMHUYHA /1032 U IPOYYBAHE C
MHOTOKPaTHO Npuiarane. B mpoy4uBaHeTo ¢ eAHWYHA 1032, EKCIO3UIMITA Ha AeciopaTaauH e Onna
OpUOIU3UTENHO 2 U 2,5 IBTH MO-BUCOKA IIPU YYACTHHUIIHU C JIEKa CTEIIEH 10 yMEPEHa U TeKKa CTEICH
Ha XBH, cpaBHeHa ¢ Ta3u NpH 3paBu y4acTHUIU. B npoydBaHeTo ¢ MHOrOKpaTHO Mpuiarase,
CTaIlIOHAPHO CHCTOSHUE € JOCTUTHATO ciel 1 1-1st eH U eKCIIO3UIMATA Ha IECIOPaTaiH € OKOJIO0
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 3Ha4MMHU IpoMeHH B ekcrio3unuaTa (AUC u Cmax) Ha
JeciopaTaut 1 3-XUIPOKCHIECIOPATAANH.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

I[ecnopaTam/IH € OCHOBHHUSAT aKTHBCH META0OIMT Ha JiopaTaaunH. HexnumanyHan n3nuTBaHUS Ha
AccIopaTaaviH U JIopaTaJuH Ca IIOKa3aJin, 4€ HAMa Ka4uCCTBCHA U KOJIMYCCTBCHA pa3JjIMKa B HpO(I)I/IJIa
Ha TOKCHMYHOCT Ha ACCJIOpaTaJuH U JIopaTaJuH IIPpHU CPpaBHUMH HUBA HAa CKCIIO3UIUA Ha JCCJIOpaTaaAnH.

HexknmuHandHMTE NaHHU HE TIOKAa3BaT OCOOEH PUCK 3a XOpaTa Ha 0a3a Ha KOHBEHIIMOHATHUTE
(hapMaKoJIOTMYHU MPOYYBAHUS 32 OE30MMACHOCT, TOKCUYHOCT IMPU MHOT'OKPATHO MPHIIOKEHUE,
T€HOTOKCUYHOCT, KAPIIMHOTCHEH MOTEHITNAI, PEPOAYKTUBHA TOKCHYHOCT M TOKCUYHOCT 3a
pasBuTHeTo. Jluncara Ha KapIWHOTEHEH MOTEHIIAANT € JeMOHCTPUPAHA TIPH U3MUTBAHUA HA
JleciaopaTaJH U JOpaTaIvH.

6. DAPMAIIEBTUYHU JAHHU
6.1 Cnucbk HAa NIOMOIIHKUTE BElIeCTBA

Slnpo Ha Tabnerkara:

KaJmueB xuaporengdochart quxuapar

MHKPOKPHCTAIHA [IeJTyJI032

apeBUYHO HUIIECTE

TaJK

OO0BuBKa Ha TabieTKara:

¢um (ChIbpKall JaKTO3a MOHOXUAPAT, XUIIPOMETI03a, THTAHOB JUOKCH I, Makporon 400, MHIUroTuH
(E132))

npo3payHa 00BHBKa (ChIbpiKalia Xunpomenosa, Mmakporosn 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 cpxpansBa Hag 30°C.
Jla ce chxpaHsiBa B OpUTMHATHATA OTIAKOBKA.

6.5 Buau chabpKaHHe HA ONIAKOBKATA

TabmetkuTe Aerius ce JOCTaBAT B OMCTEPH OT JJaMUHHUPAH OIUCTepeH (HHUIM, TIOKPHT ¢ (OJIHO.
BructepsT e Hanpasen ot nonuxioporpuduryopoetrieH (PCTFE)/ monusuamixmopun (PVC) dpuam
(OTKBM KOHTAKTHATA C Ta0JIeTKaTa MOBBPXHOCT), C IOKPUBHO ATYMUHHEBO (DOJIMO C BUHUIIOBO
TOTUTMHHO-3aJICTIBAII0 MOKPUTHE (OTKHM KOHTAKTHATA C Ta0JIeTKaTa CTpaHa), 3aredaTaHo TOILIHMHHO.
Omnakosku ot 1, 2, 3, 5, 7, 10, 14, 15, 20, 21, 30, 50, 90, 100 TadneTKkH.

He Bcuuku BUIOBE OMAKOBKK MOTrar jJa ObJaT IMyCHATH Ha Ta3apa.

6.6 CrHenuajHu NpeINa3Hu MEPKHU IPH U3XBbPJIsIHE

Hsama CricuyaJIHi N3UCKBaHU .

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hunepnannus

8. HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

EU/1/00/160/001-013

EU/1/00/160/036

9. JATA HA IT'bPBO PAZPEINABAHE/IIOJTHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ata Ha mepBO paspemanane: 15 suyapu 2001 r.

Jara Ha nocnenHo moxHossiBa"e: 09 deBpyapu 2006 T.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

IToapoOHa uHoOpMaIKs 3a TO3M JICKApCTBEH IPOAYKT € IPeIocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 1o JiekapceTsaTa https://www.ema.europa.eu.



https://www.ema.europa.eu/

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aerius 0,5 mg/ml nepopaien pa3TBop

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bceexn MunmunmaThp 0T epopaiHus pa3TBop chabpka 0,5 mg necnoparanua (desloratadine).
IomoniHO(1) BelecTBo(a) ¢ U3BECTHO JICHCTBUE

Bceku MUTUITUTBP OT iepopaliHust pa3TBoOp chabpxka 150 mg copouron (E420), 100,19 mg
npormaenraukoa (E1520) u 0,375 mg 6en3mnoB ankoxoi (Bx. Touka 4.4).

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

[lepopamausT pa3TBOp € OUCTHP, OE3IBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHU MOKA3AHUS

Aerius e 1oKa3aH IpH Bb3pPaCcTHH, IOHOIIN | Aela Haj 1 rognHa 3a o0JekJaBaHe Ha CHMITOMUTE 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 év3pacm 12 u noseue 200umu)
Ipenoppunrennara qo3a Aerius e 10 ml (5 mg) nepopasies pa3TBOp BEAHBK JHEBHO.

Ileduampuuna nonyrayus

[MpennucBainusIT Jiekap TpsOBa ja 3Hae, 4e MOBEUYETO ClIydan Ha PUHUTH TIPH Jela Mo 2-TOIUIITHA
BB3pACT ca MHPEKIHO3HH (BXK. TOUKa 4.4) 1 4e HAMa JaHHU B MOJKpeNa Ha JICYCHUETO Ha
WH(EKIMO3H! PHHUTH C Aerius.

Jena Ha BB3pact ot 1 10 5 roqunu: 2,5 ml (1,25 mg) Aerius nepopaieH pa3TBOp BEAHBK THEBHO.

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

BbesonacnoctTa n eduracHocTTa Ha Aerius 0,5 mg/ml nepopasen pa3TBop npH Jena Ha Bb3PACT MO
1 romuHa HE ca YCTaHOBEHHU.

HNma OIrpaHUYCH OIMUT OT KIIMHUYHU U3INHUTBAHUS 10 OTHOMICHUC Ha e(bI/IKaCHOCTTa IIpU NPUIIOKECHUCTO

Ha JiecIIopaTauH IpH Jera Ha Bh3pacT oT 1 o0 11 roxguau u npwu oHOImM oT 12 10 17 roguau (BXK.
Touku 4.8  5.1).

I/IHTepMI/ITeHTHI/IHT AJICPIrUYCH PUHUT (HaJ'II/I‘II/IC Ha CUMIITOMHU 3a II0-MaJIKO OT 4 JHHU CCAMHWYHO HWJIM 3a

MO-MaJIKO OT 4 ceMHUIIK) TpsiOBa 1a ObJe JISKyBaH B ChOTBETCTBUE C aHAMHE3aTa Ha KOHKPETHUS

MMaIreHT, KaTo CJIC/ OBJIaAABaHC HA CUMIITOMUTE JICHCHUETO MOXE J1a C€ CIIPE, a IpHU pCUUIUBHUPAHETO

UM — J1a C€ BB300OHOBH. HpI/I nepcucTrupall] aJiCpruicH puHUuT (HaHI/I‘lI/Ie Ha CUMIITOMHU 3a 4 WU IIOBeYe
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JTHU CEIMUYHO M 3a ITOBEUE OT 4 CEJAMMIIM) Ha NAIIMEHTUTE MOJXKE Ja Ce IPEIIOKH JIeUeHHe 0e3
MIPEKBCBAHE TT0 BPEME Ha ITEPHOINTE Ha SKCITO3UIINS Ha ajepreHa.

Hauwn Ha npunoxeHue

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

4.3 IIpoTuBOmOKA3aHUS

CBpPBXUYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIIECTBO MJIHM HAKOE OT TIOMOIIHUTE BEIICCTBA, N30POCHH B
Touka 6.1, MM KbM JIOpaTaauH.

4.4 CoenuajaHu NpeTynpexIeHUs 1 MPeANa3Hu MePKH MPH ynoTpeda
VYBpexaane Ha ObOpeuynara QyHKINS

[Tpu Texka ObOpedHa HeOCTaTHYHOCT Aerius TpsOBa Ja ce mpujiara ¢ MOBUIICHO BHUMaHHUE (BK.
Touka 5.2).

I'bpuoBe
JeciopataauH TpsOBa J1a ce Mpuiiara ¢ MOBHIICHO BHUMAHKUE TIPU MAIIMEHTH C MEIUIIMHCKA WU

(baMuiHa aHaMHe3a 3a I'bPUYOBE U Hail-Beue mpu Maik jaera (Bx. Touka 4.8), kouTo ca
Ipeipa3oIoKeHH! 1a pa3BUAT HOBU I'bPUOBE 110 BPEME Ha JICUEHHUE C JiecIopaTaaut. MeauIMHCKUTE
CHENIUAIMCTH MOTaT 1a OOMUCIIAT NPEYCTaHOBSIBAHE HA JAECIOpaTaIiuH MPU MallueHTH, KOUTO
HOJTy4YaBat I'bpY 110 BPeMe Ha JICYCHHUETO.

Aerius nepopaiieH pa3TBop chibpika copburon (E420)
To3u nekapcTBeH MpoAyKT chabpxka 150 mg copouton (E420) BbB BCEKHM MUTMIUTBD TIEPOpasICH
pasTBOp.

Tpsi0Ba 1a ce Ma MpeBUI AAUTHBHUAT €(DEKT Ha CHITBTCTBAINO MPUIATaH! POYKTH, ChIbPKAIIH
cop6uron (E420) (wiu ¢ppykTo3a), KaKTO ¥ XPaHUTEIHHUAT preM Ha copouron (E420) (nmum
¢dpykro3a). Crappxanuero Ha copouron (E420) B ekapcTBEHH HPOAYKTH 3a MEPOPATHO MPUIOKEHUE
MOJKe Ja MOBIUsie OMOHATMYHOCTTA Ha JAPYTH [IEPOPATHH JIEKAPCTBEHU MPOYKTH, KOUTO C€ IPUIIaraT
CBITBTCTBAIIIO.

CopOuTONBT € U3TOYHUK Ha (PPYKTO3a; AIIMEHTH C HACJICJICTBCHH MTPOOJIEMH Ha HEITOHOCUMOCT KbM
dpyxro3a (HFI) He TpsiOBa 12 mpremMar To3u JEKapCTBEH MPOIYKT.

Aerius nepopaiieH pa3TBop chbpika mponuieHrnkon (E1520)
To3u nexkapcTBeH npoaykT cbabpxka 100,19 mg npormunenriukon (E1520) BbB BceKH MITHIUTBD
nepopajieH pa3TBop.

Aerius nepopajeH pa3TBop Chbprka HATPHUH
To3u ekapcTBEH MPOAYKT ChABPXKA Mo-MalKko oT 1 mmol Hatpwmii (23 mg) Ha 1034, T.€. MOXe Ja ce
Ka)Ke, 4e MPaKTUYECKH HE ChIbpiKa HATPHH.

Aerius nepopajieH pa3TBop ChIbpKa OCH3UIOB AIKOXOJI
To3u nexapcTBeH NpoaAyKT chabpxa 0,375 My OSH3UIOB aTKOXO0J BbB BCEKH MUJIMITUTHD TEpOpaIeH
pa3TBop.

BeH3uoBuAT anKoxos Moxe JAa IpUINHU aHa(bI/IJ'IaKTOI/I,Z[HI/I pcaKkuuu.
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[MoBuiIeH pUCK, KOWTO Ce ABIDKU HA KyMyJIUpaHe IpU MaJKu Jena. He ce mpenopbyBa W3MoI3BaHETO
My 3a [TOBeY€ OT €Ha CEMMUILIA TIPY MAJIKH Jera (1o 3-TOANIITHA Bb3PacT).

[Tpu nuna ¢ yeproapoOHO M 0BOpeyHo 3a00sBaHE WK MPH JIULA, KOUTO ca OpeMEHHH WIIN
KBPMSIT, TOJIEMH KOJIMYECTBA OCH3UIIOB aJIKOXOJI MOTAT J1a KyMYJIHPaT, IPeIN3BUKBAKN METa00INTHA
anuao3a.

Heauatpuyna monynamus

[pu nena mox 2-rouIIHA Bh3pacT € 0COOCHO TPYIHO JIa Ce Pa3iINyYU aJePTUIHUAT PUHUT OT JAPYTH
punutu. TpsOBa 1a ce B3eMat NpeIBU I JTUTcaTa Ha WH(EKIMS HAa TOPHUTE TUXATEITHU TBTUIIA WK
CTPYKTYypHU aHOMAJINW, aHAMHE3aTa, CTaTyChT, IOJIXOASIIUTE Ta00paTOPHU H3CIICABAHUS U
KOYKHO-aJIEPTUYHU TIPOOH.

Oxo1o 6 % OT Bb3pacTHUTE U JenaTa Ha Bb3pacT oT 2 10 11 roaunu peHoTunHo ca OaBHU
MeTab0IM3aTOPH Ha JECIOpaTaiiHa | [TOKa3BaT MO-BHCOKA €KCITO3UINS (BXK. Touka 5.2).
besomacHocTTa Ha AEcIoOpaTaauH MPpH Jelia Ha Bh3pact ot 2 10 11 roauam, KOUuTo ca OaBHU
MeTa00IM3aTOPH, € ChIllaTa KaTo MpH Jiela, KOUTo ca 0bp3u Metabonuzaropu. Edexture Ha
JleCIIoOpaTaJrH pyu OaBHU MeTaboNIM3aTOpH Ha BB3pacT < 2 TOAWHU HE Ca IPOYUCHH.

45 BzaumoaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMHU HA B3auMo/elicTBHE
ITpy KMTMHUYHY U3NUTBAHUS HA AECIOpaTaluH TabJIeTKH He ca HAOM0AaBaHU KIMHUYHO 3HAYMMU
JIEKapCTBEHU B3aWMOJICHCTBUS MPU ChbBMECTHO MPUJIOKEHHUE C EpUTPOMUIIMH WM KETOKOHA301 (BXK.

Touka 5.1).

IleanaTpuyHa NOMyJIAIHs
IIpoyuBaHus 3a B3aUMOAECHUCTBUTA €A IPOBEXKIAHH CaMO IPU Bb3PACTHHU.

[Ipu KIMHUYHO (hapMaKOJIOTHYHO U3MUTBAHE HA CHbBMECTEH MPHEM Ha Aerius TaOJIETKH U alKoXO0Jl He
ca YCTaHOBEHHM JIaHHH, 4e Aerius NoTeHnupa epeKkTuTe Ha ajJKoXoJIa, U3sBSBAIH CE C Pa3CTPONHCTBO B
noBeneHneTo (BK. Touka 5.1). ). I[To Bpeme Ha mocTMapKeTHHIOBa ynorpeba obdade ca cboOIIaBaHu
Clly4ad Ha aJIKOXOJIHa HEITOHOCHMOCT M MHTOKCHKAIUs. 3aTOBa Ce MPEnopbhyBa NOBUILICHO BHIMaHNE,
aKo €JIHOBPEMEHHO Ce MpHeMa aiKOXoJl.

4.6 @epTHIAUTET, )PEMEHHOCT U KbpPMeHe

BbpemenHoct
Tossim 00eM manHM 3a OpeMeHHH KeHH (3a u3xoza Ha oseue ot 1 000 cinyyast Ha GpeMeHHOCT) He

moka3Bat MaopMaTHBHA HITH (eTaTHa/HeoHaTaTHa TOKCUYIHOCT Ha aecioparaianH. [IpoyuBanusTa
NIPY J)KMBOTHU HE TIOKA3BaT MMPEKH WM HETIPEKH BPEHU €PEKTH, CBHP3aHU C PENPOAyKTHBHA
TOKCUYHOCT (BX. Touka 5.3). 3a mpenoynTane e, Karo npejnasHa MapkKa, a ce u30srea ynorpedara
Ha Aerius 10 Bpeme Ha OPEeMEHHOCT.

Kwpmene
JecropaTaayH € yCTaHOBEH B HOBOPOJICHU/KbpPMaUeTa, KbPMEHHU OT JICKYBaHU keHU. EekThT Ha

JIeCIIOpaTaJivH NPYU HOBOPOACHHU/KbpMadeTa He € U3BeCTeH. Tpsa0Ba j1a ce B3eMe pellleHue Ialu Ja ce
MPEeyCTaHOBH KbPMEHETO FJIH J1a CE MPEYCTaHOBH TepanusaTta ¢ Aerius, KaTo ce B3eMaT MPeaBHI
oJi3aTa OT KbPMEHETO 3a JIETETO U IoJI3aTa OT TepaluaTa 3a Malkara.

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

4.7 EdexTtn BbpXy cnoco0HocTTa 32 modupaHe u padora ¢ MALIUHH
Aerius He MOBJIHsBA WK TOBJIHSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a HIodupaHe U paboTa ¢ MAIIUHA

Ha 0a3aTa Ha KIMHUYHM NpoyuBaHusl. [lanpenTtute TpsioBa na Ob1aT HHPOPMHUPAHH, Ye MIPHU TIOBEUETO
XOpa He ce HabJI0AaBa ChbHINBOCT. BhIipeku ToBa mopaau MHIMBUyaIHATa pEaklys Ha OpraHu3Ma
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KbM BCHYKH JIEKAPCTBEHU MPOIYKTH, IPETIOPHUUTETHO € MAMEHTHTE Ja Ce TIOCHBETBAT Ja HEe
M3BBPIIBAT ACHHOCTH, M3UCKBAIIM YMCTBEHA KOHIICHTpAIHs, KaTo modupane win padboTa ¢ MalllviHH,
JTOKATO HE YCTAHOBSAT CBOSITA COOCTBEHA PEAKIIHS KbM JICKAPCTBEHUSI IPOTYKT.

4.8 HexeslaHU JJeKAPCTBEHH PeaAKIIUU

Pesrome Ha mpodumiia Ha Oe30macHOCT

IleanaTpuyHa monymnanus

[Tpy KMTMHUYHY U3MUTBAHUS IPH [IEAUATPUYHA MOMyIAMS AecIopaTaanH nox popMaTta Ha CUPOI €
JlaBaH Ha 001110 246 nera Ha Bb3pacT ot 6 Mecera 7o 11 roguau. OOIIaTa 4ecToTa Ha HEKEIAHNUTE
crOuTHs Tpu Aena ot 2 a0 11 rognHu e Gmita cXoaHa MEXy TpyTaTa, MOIydria IeCiIopaTaanH, U
rpymara, noiayunia mamne6o. [Ipu 6ebeta n Manku nena Ha Bb3pacT oT 6 10 23 Mecena, Hal-uyeCTUTE
HE)KEeJNaHU PeaKlny, JOKJIaIBaHH B TIOBeUE B cpaBHEHHE ¢ manedo ca: auapus (3,7 %), moBUILIaBaHe
Ha Temrieparypara (2,3 %) n 6e3cpane (2,3 %). [Ipu npyro u3nuTBane cien nprueM Ha eJHOKpaTHA
Jl03a JreciopartaanH 2,5 mg moxa opMaTa Ha IepopajeH pa3TBop, MPH Jela Ha Bb3pacT OT 6 10

11 romuHu HE ca HAOJIIO1aBaHU HEIKEIAHU PEaKIIUU.

[Ipu KIMHUYHO U3NUTBAHE ¢ 578 MAMEHTH B FOHOILIECKA Bb3pacT, oT 12 1o 17 ronunu, Hali-uectara
HE)KeNaHa peakiys € riaBo0ojre; To ce Habmoaasa npu 5,9 % OT manueHTure, JISKyBaHH C
JiecyIopaTauH, ¥ npH 6,9 % oT maleHTuTe, MoJy4aBaiy miamneoo.

Bb3pacTHU U FOHOIIN

[Tpy KIMHUYHY U3MUTBAHUS TIPH BB3PACTHH U FOHOIIM MPH TOJISIM OpOH MOKa3aHMs, BKIFOUUTEITHO
aJIeprU4eH PUHUT ¥ XPOHMYHA HHOTIATHYHA YPTUKAPHS, IIPU NMPENOPhUYNTETHATA JO3UPOBKA, €
CHOOIICHO 3a HEXKEJIAaHU peakuuu oT Aerius ¢ 3 % moBede OT T€3H IPH MALUEHTHUTE, 10JTydaBalli
riane6o. Haii-uecture Hexxenanu chOUTHS, JOKJIaBaHH B IIOBEYE B CPAaBHEHHE C IJanedo ca:
ormaananoct (1,2 %), cyxora B ycrara (0, 8%) u rmaso6onue (0, 6%).

TabauyeH CIUCHK Ha HEKEITAHUTE PEAKIIUH

YecroTata Ha HEXKEJIAHUTE PEAKIMH, ChOOIABAHU B KIIMHUYHU NIPOYYBAHUS B IOBEYE B CPABHEHHE C
iane0o U IPYru HeXKelIaHW PEeaKIliK, 32 KOUTO Ce ChOOIaBa Mo BpeMe Ha MOCTMAPKETHHTOBHS
nepuoJ, ca u3dpoeHu B cieBaiara tadiauna. Cropesa 4ecToTara peakiiMuTe ¢e ONpeessaT KaTo
mHoro vectr (> 1/10), gwectu (> 1/100 mo < 1/10), vewectr (> 1/1 000 1o < 1/100), peaxu (> 1/10 000
10 < 1/1 000), muoro peaku (< 1/10 000) u ¢ Hen3BecTHA YeCTOTA (OT HATMIHUTE JTAHHU HE MOXKE J1a
OB/l HampaBeHa OICHKA).

Hexenanm peaknuu, Ha0J101aBaHU PH

CucremMo-opraseH KJjac YecToTa .
npueM Ha Aerius

Hapymenuns Ha meradosmmsma | C Hens3BecTHa
VYBenu4eH aneTur

U XpaHEHETO yecToTa
XamouHaIn
MHoro penku HHHal
[cuxuynu HapyeHust C HewsBecTHA AOGHOPMHO TIOBEJICHHE, arpecusl, ICPECHBHO
HACTPOCHUE
yecToTa
Yectu I'maBoGoOIME
Yecrtu (nema bescrHne

Hapyumienusi Ha HepBHATA
py p o1 2 TOAWHN)

cHuCTeMAa
MHoro penkn | 3amMasgHOCT, CHHINBOCT, OE3CHHHE,
[ICUXOMOTOPHA XUIIEPAKTUBHOCT, I'bPUYOBE
C HeusBecTHa
Hapymenus Ha ounTe Cyxora B ounrte
yecTora
Msoro penkn | Taxukapaus, cepriednene
Chbpaeynn HapyLeHust C memsBectHa | YabmkaBaHe Ha QT nHTepBana
4yecToTa
CToManiHo-YpeBHU Yectn Cyxota B ycraTta
HApPYILICHUA Hunapust
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Cucremo-opraneH Kjiac

YecroTa

Hexenanm peaknuu, Ha0JII01aBaHU NIPH
npueM Ha Aerius

Yectu (mema
o1 2 TOJIVHM )
MHoro penku

bonxka B kopeMma, rajeHe, moBpbILIaHE,
JTACTICTICHUS, IAPHST

XenaroouauapHu HapyuIeHust

MHoro penku

C HeusBecTHA

IToBumaBaHe Ha YePHOAPOOHHUTE SHIWMH,
MOBUINIABaHE HAa OWIIMPYOUHA, XCTIATUT
Koarenunia

OO0y HapymeHus u epeKTH
HA MAICTOTO HAa MPUJIOKEHHE

o 2 TOAWHHN)
MHoro penku

YECTOTA
Hapyumenust Ha KoxkaTa 1 C HensBecTHa
@®OTOUYBCTBUTETHOCT

NMOJAKOKHATA ThKAH yecTora
Hapyuienus Ha MyCKYJIHO-
CKeJIeTHATa cucTeMa u Mmuoro penku | Muanrus
CheIMHHMTEJHATA ThKAH

Yectu Ywmopa

UYectu (mema debpunuteT

Peaxiin Ha CBpbX4yBCTBUTEIHOCT (KaTO
aHadwuiakcus, aHTHOeIEM, 3a/1yX, ChbpOeK,
0OpHUB U ypTHUKApH)

C Hem3BecTHa | ACTeHHUA
yecToTa
C HeusBecTHA
HN3caenBanus VYBenmuueHo Terio
4ecToTa

IlegpnaTpryHa monyJianus

Jpyru HexxenaHu JIEKapCTBEHH PEaKLUK ¢ HEM3BECTHA YECTOTa, ChOOIIEHH 110 BpeMe Ha

MOCTMAapKETUHIOBHS IEPHO, IPU MEeAUAaTPUIHM ALMEHTH, BKIIIOYBAT yAbbkaBane Ha QT uHTepBaa,

apuTMus, Opaaukap s, aOHOPMHO TIOBEICHUE U arpecusi.

PeTpOCHeKTI/IBHO 06C€pBaLII/IOHHO MIpOy4YBaHC 3a 0e30IMacHOCT MMOKa3Ba MOBUIIICHA YSCTOTa Ha
HOBOITOSABHUJIU C€ I'bPYOBE NIPU MALIMCHTH HA BH3PaCT OT 0 a0 19 TOAWHHU, KOraTo moJjrydyaBart

JIECIIOpaTajIvH B CPaBHEHHE C MIEPUO/IH, B KOUTO HE MOyydaBar jaecioparanut. Cpej jena Ha Bb3pacT
0-4 roaunu, KOpUrHpaHoTo abcomoTtHo nosuinerue e 37,5 (95 % nosepurenen unrepsan (Confidence
Interval, CI) 10,5-64,5) ma 100 000 wosexoroauuu (person years, PY) ¢ oOuuaiina yecrtora Ha
HoBonosiBun ce rppyoBe 80,3 Ha 100 000 PY. Cpex nanuenTn Ha Bb3pacT 5-19 roannu,
Kopurupanoro adcomorHo nosuinerue ¢ 11,3 (95 % CI 2,3-20,2) na 100 000 PY ¢ oOuuaitna yectora
36,4 ma 100 000 PY (Bxk. Touka 4.4).

C’LO6HIaBaHe Ha I1OJ03UPaHN HEXKCJIaHU PCAKIINH

CT:O6I].IaBaH6TO Ha IOAO3UPAaHU HEKCJIIaHU PCAaKIUU CIICA pa3pCllaBaHe 3a yHOTpe6a Ha JICKapCTBCHUA
MMPOAYKT € BaKHO. ToBa mo3BossiBa Ja IpOaBbJIKA Ha6J'IIO,Z[CHI/ICTO Ha CbOTHOIICHUETO HOJ'I3a/pI/ICK 3a
JICKApPCTBCHUA IPOAYKT. Or MCECIHUIIMHCKUTC CIICIUAJINCTHU CEC U3HMCKBaA aa CT)OGHIaBaT BCsKa
Mog03MpaHa HECXKCJIaHA pCaKd Ype3 HallMOHAJIHA CUCTEMaA 3a C’BO6H.IaBaHC, IIOCOYCHA B

[puioxenue V.

4.9 TIlpemo3upane

[IpodunbT Ha HEKENAHNUTE CHOUTHS, CBBP3aHU C MPEI03UpaHe, HaOI01aBaH 110 BpeMe Ha
MOCTMapKETHHIOBA yIOTpeda, € 1o j00eH Ha TO3H, HAOJII0JaBaH MPH TEPANEBTUYHH J03H, KaTO
CTENEHTA Ha BB3IEHCTBHE MOXKE J1a ObJI€ O-BUCOKA.

Jleuenue

B cnyqaf/i Ha Ipeao3nupaHe obmuciere CTaHAAPTHU MCPKU 3a OTCTPAHSABAHC HA Hepe30p61/1paHOTo
AaKTHUBHO BCIICCTBO. HpenoquBa CC CUMIITOMAaTUYHO U MOAABPIKAIIO JICHCHUC.
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JlecnoparajivH He ce eJIMMIHMPA Ype3 XeMoanann3a. He e u3BecTHO nanu ce eMMUHNpPA Ype3
MepUTOHEATHA JHAITH3A.

CuMnromMu

IIpy KITHHUYIHO M3MHUTBaHE ¢ MHOTOKPATHO IIPHJIaraHe MPH Bh3PaCcTHHU M FOHOIIH, TIPH KOETO €
TIPHUJIOKEH JIecIopaTaanH 10 45 mg (aeBeT IbTH MOBeYe OT TepareBTUYHATA 103a), HE Ca yCTaHOBEHH
KIIMHUYHO 3HAYUMH €(DEKTH.

IleanaTpuyHa monymnanus

[TpodubT Ha HEXENaHUTE CHOUTHUS, CBBP3aHU C IpeA0o3upaHe, HaOMoJaBaH Mo BpeMe Ha
MOCTMapKETHHIOBa YHOTpeOa, € moJo0eH Ha TO3H, HaOJII0JaBaH NpU TEPAIEBTHYHH J03H, KaTo
CTEITIEHTa Ha Bh3ICHCTBHE MOXKeE Ja Obe MO-BUCOKA.

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

MexaHu3bM Ha JIHCTBHE

JecropataauH e IbJIT0 ASMCTBAIl XUCTAMHHOB aHTaTOHUCT ChC CEJICKTUBHA IeprdepHa
Hi-penientopHa aHTaroHUCTHYHA aKTHBHOCT, O€3 cenaTuBHO jaerictue. Cliell mepopaiieH mpueM,
JIeCIIOpaTaJnH OJIOKUPA CEIEKTUBHO MepU(epHUTE XUCTaMUHOBH Hi-perientopu, oHeXe He
MIPOHMKBA B LICHTPAJIHATA HEPBHA CUCTEMA.

[Tpwm in vitro u3cnenBanus aeciopaTairH € moKas3ail aHTHAJICPTUYHU CBOKCTBA. Te BKIIOYBAT
WHXUOUpaHe Ha 0cBOOOXKAaBaHe Ha MpouH(IamMaTopHu HUTokuHK Kato IL-4, IL-6, IL-8 u IL-13 ot
YOBEIIKUTE MacTOLMTH/0a30()HIIH, KAKTO U MHXHOMPaHe Ha eKCIPECHsTa Ha aXe3MOHHATA MOJICKYJIa
P-cenexkTuH BBpXy €HAOTEIHUTE KIETKH. KITMHUYHOTO 3HAUYEHHNE Ha TE3W HAOIIOCHUS BCE OLIE HE €
HaITbJIHO U3SICHEHO.

Kinnanunaa edrkacHOCT M 0€30aCHOCT

[leguaTpryHa IOIYJIAIIHs

EdukacHocTTa Ha Aerius nepopaieH pa3TBOp He € IpOoy4YBaHa B CIICIIUATHN U3MUTBAHUS TIPH Je1la.
Bce nak, 0e30macHOCTTa Ha JIeCIopaTaauH moja popMaTa Ha CUPOI, KOHTO ChJIbprKa ISCIOPATaINH B
ChIllaTa KOHIIEHTPAIU KaTo Aerius nepopajeH pa3TBop, € oKa3aHa IMPH TPH M3MHUTBAHUS TIPH JICTa.
Hena Ha BB3pact ot 1 qo 11 roanHu, moka3aHu 3a aHTUXUCTAMHUHOBA TEPAIHsl, TOTy4YaBald JHEBHA
no3a necnoparaavH 1,25 mg (npu nena ot 1 1o 5 rogunn) wnu 2,5 mg (npu aeua ot 6 A0 11 roaunn).
JledeHueTo e MoHECeHO 100pe, KOSTO € IOKYMEHTUPAHO Ype3 KIMHUKO-Ta00PaTOPHUTE U3CIICABAHMS,
JKU3HEHUTE MoKa3aTenu u JanHute 3a uareppaia B EKT, sxatountenno QTc unrepsana. [lpu nmpuem B
MPETopHYNTETHATA 1032 TUIA3MEHUTE KOHIICHTPAIIMHU Ha JieciiopaTaiuH (BK. Touka 5.2) ca omim
CpaBHUMU TIPH JIeTIa U BB3pacTHH. Taka, cjiea KaTo XOIbT Ha aJIEpTHIHUS PUHAT U XPOHUIHATA
UAMONATHYHA YPTHKAPUS ¥ MPO(UITBT Ha JISCIOPATAMH Ca CXOHH MPH JIela U Bh3PACTHU, TaHHUTE
3a e(prKacHOCTTa Ha JIECIOpaTaJIMH IPH Bh3PACTHU MOXKE JIa CE EKCTPAIIoJIMpa U 3a Jela.

EdukacHocTTa Ha Aerius CHpOIl He € M3cie/[BaHa NP TeJHaTPHIHA U3MUTBAHUsI ITPH Jiena mox 12-
TOJIUIIIHA BB3pacT.

Bnb3pacHu u roHOIM

[Ipu KIMHUYHO U3NUTBaHE C MHOTOKPATHO NpUJIaraHe MpH FOHOIIN U Bh3PACTHH, IIPH KOETO
JIECIIOpaTavH € mpwiiarad B 1o3a 1o 20 mg JHEBHO B MPOIbIDKeHHE Ha 14 THU, HE ca yCTAaHOBEHH
CTaTHCTUYECKH WM KIIMHUYHO 3HAYMMHU €EeKTH OT CTpaHa Ha ChPJIEYHO-ChJ0BaTa cucremMa. [lpu
KIIMHUYHO (i)apMaKOJIOI‘I/IT-IHO U3MUTBAHEC IIPU Bb3PACTHU Y FOHOLIU, ITPU KOETO JACCIOpaTaanH €
MIpUJIaraH Ha B3PACTHH B 71032 45 mg THEBHO (ICBET ITHTH MTO-BUCOKA OT TepalieBTHYHATA J103a), HE ©
HaOmogaBaHo yabkaBane Ha QTc uHTEpBana.
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dapMakoaMHAMUAYHN €(PEKTH

JlecropaTaavH He MPOHUKBA JICCHO B IICHTpAJTHATAa HEPBHA cUCcTeMa. [Ipy KOHTPOIUpaHU KITHHUYHH
W3IUTBAHUS, IIPY MIPEMIOPHUYUTEIHATA JHEBHA 71032 5 Mg 32 Bb3PaCTHU U FOHOIIIN, B CPABHEHUE C
miarne6o He ¢ Ha0 o aBaHa IM0-BICOKA YeCTOTa Ha CHHIIMBOCT. [1py KIIMHUYHA N3MMUTBAHMS Ha Aerius
TabJETKH B €THOKpPATHA JTHEBHA /1032 7,5 mg IMpH Bh3PACTHHU U IOHOIIM HE Ca YCTAHOBEHU MPOMEHH B
MICUXOMOTOPHOTO MoBeicHue. [Ipy M3nuTBaHe Ha €THOKpATHA JIHEBHA J103a JICCIOPaTaIuH 5 mg
JTHEBHO IPH BH3PACTHH HE Ca YCTAHOBEHH MTPOMEHHU B CTAHJIAPTHUTE TECTOBE 110 BPEME Ha IOJIET,
BKITIOYHTEITHO U 3aCUJIBaHE HA CYOCKTHBHOTO yCeIllaHe 3a ChHIMBOCT WK JIPYTH CBBP3aHH C MOJIET
ITOKA3aTEeIlH.

IIpn xnrHMYHA (HapMaKOJIOTHYHN H3NUTBAHUS HA CHbBMECTEH MPHEM C AIKOXOJ HE € YCTAaHOBEHO
MOBHUIIIABAaHE HAa CBbp3aHaTa C aJIK0oXoJja MPOMSHA B TOBEJACHUETO WM 3aCUIIBaHE Ha ChHIMBOCTTA. He
Ca YCTAaHOBEHU 3HAUMMH Pa3IUKU B PE3YNTATUTE OT ICUXOMOTOPHUTE TECTOBE MEXKY TPYIIUTE,
MpUEeMaIly eciaopaTaInH, U Te3d, IPUEeMaIly Iiane0o — KaKTo MPH IPHUEM Ha aJIKOXO0JI, Taka u 0e3
MIpHEM Ha aJTKOXOJL.

[Ipu KTHHUYHY N3MUTBAHUS 332 B3aMMOACHCTBUS C MHOTOKPATHO TMPHIIOKEHNE CHBMECTHO C
KETOKOHA30JI M EPUTPOMUITIH HE Ca YCTAHOBEHH KIIMHUYHO 3HAYMMH IIPOMEHH B TUTa3MEHAaTa
KOHIICHTpAIUs Ha IecIopaTauH.

ITpu BB3pacTHU U IOHOLIM C aJiepruideH pUHUT Aerius € e)eKTUBEH 110 OTHOLIECHHE 00JIeKIaBaHe Ha
CHUMIITOMHUTE KaTO KUXaHe, ChbpOeX U CEKpelrs OT Hoca, ChbpOexk U 3auepBsiBaHE Ha OYHTE, ChII3CHE,
KaKTO U chpOex Ha HeOeTo. Aerius epuKacHO KOHTPOJIUPA CUMITOMUTE B MIPOAB/DKCHHE Ha 24 yaca.
EdwukacHoctTa Ha Aerius TabIeTKH HE € IEMOHCTPHpPaHa KAaTETOPUIHO NP KIMHUYHU U3MTUTBAHUS C
MAalMEHTU B IOHOIIECKA Bb3pacT oT 12 a0 17 ronuHu.

OcBeH 110 yTBBp/IcHATa KJIAaCU(UKAIUS HA aJIePIrUYHUS PUHHUT KaTO CE30HEH M IEJIOTOMIIICH, B
3aBUCHMOCT OT MPOIBIDKUTETHOCTTA HA TIPOsiBAa HA CHMIITOMHUTE TOW MOXe Aa ObJie Kiacuuiuupan u
KaTO UHTEPMUTEHTEH AJIEPIrUUYE€H PUHUT U EPCUCTUPAIL] AJIEPruYeH pUHUT. THTEpMUTEHTHUSAT
aJiepruyeH pUHUT ce Te(hMHUPA KaTO HAJTMYUE Ha CUMIITOMH B ITPOBJDKCHHUE Ha I10-MAJIKO OT 4 JHU
CEIMUYHO WIH B NPOABIDKEHUE HA MO-MaNKO OT 4 ceamuiiy. [lepcuctupaiusar anepruueH puHuT ce
JnedruHUpa KaTo HATMYHE HA CUMITTOMH B IIPOIBIDKCHNE Ha 4 MK TIOBEYE THU CEIMUYHO U B
MPOIBDKEHNE HA TTOBEYE OT 4 CEMUITH.

Aerius TabiieTkn e)eKTUBHO 00JIEKYaBa CUMIITOMUTE Ha CE30HHHS aJIepTHUeH PUHUT, KaKTO CE BUXK/Ia
OT OOIIHS CKOP OT BBIIPOCHHKA 33 KAYeCTBO Ha KHUBOT P pPUHOKOHIOHKTUBUT. Haii-romsmo
nojo0peHre ce HabJro1aBa B Pa3/IeuTe 3a MPAKTUIECKHU MPOOJIEMH U OTpaHNYaBaHe Ha eKeTHEeBHATA
JIEHHOCT OT CHMITTOMHUTE.

XpoHWYHATa HIUOTIATHYHA YPTUKApHA € OrJia MPOyUYeHa KaTo KIIMHUYEH MOJIEN Ha yPTHKApUaTTHH
CBCTOSIHUS, Thi KaTO HE3aBUCUMO OT €THOJIOTHATA, NOMJICKAIINTE MATOUINOIOTHIHN MEXaHU3MH ca
CXOJIHH M 3aII0TO BKJIFOYBAHETO HA XPOHWYHO OOJIHU MAallMEHTH B MIPOCIIEKTUBHU MTPOYUYBAHUS € M0-
necHo. Tl KaTo MPUYMHHUAT (HAKTOP 32 BCUUKH YPTUKAPHATHU 3a00IIIBaHUS € OCBOOOXKIaBAaHETO Ha
XHCTaMHH, C€ OYaKBa JiecJIOpaTaJnH a € epeKTHBEH 110 OTHOLICHHE Ha 00JIEKYaBaHe Ha CUMIITOMUTE
Y Ha JIPYTH CBBP3aHU C YPTUKAPUSA CbCTOSHMSL, OCBEH XPOHUYHATA UIUONATUYHA YPTUKAPUS, KAKTO CE
IIPENOPBYBA B KIMHUYHUTE PHKOBOJICTBA.

[Ipm nBe iane60-KOHTPOIMpPaHy 6-CeIMUYHH U3IUTBAHUS NP MAIIMEHTH C XPOHWYHA WAMOTIATHYHA
ypTukapus Aerius e Oun eekTrBeH B 00JIeKUaBaHETO Ha ChpOeka U HaMallsIBaHe Ha pazMepa u Opost
Ha YPTHKHTE OIle B Kpas Ha ITbPBUS 1030B HHTEpBaJL. [Ipu BCSIKO €HO OT M3MUTBAHUATA €(DEeKTHT ce €
HOTBbPIKAN Mpe3 Heius 24-4acoB 1030B HHTepBal. KakTo v mpu Ipyru N3NHUTBaHUS Ha
AQHTUXMCTAMUHH 32 XPOHUYHATA WANONIATUYHA YPTUKAPHUS, MATbK OPOI OT MallMeHTHTE,
UACHTU(OUIMPAHN KaTO HEOTIOBAPSIIN HA aHTUXUCTaMUHH, ca Onin n3kimouBanu. O0ieKJyaBane Ha
cbpbexa ¢ Hag 50 % e HabmonaBano npu 55 % OT manMeHTHTe, JEKYBaHH C JIECIIOpaTa IiH, B
cpaBHeHHe ¢ 19 % OT manueHTuTe, NOTy4rIH iane6o. JledeHnero ¢ Aerius € HaMaJIMIIO 3HAYUTEITHO
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HapyIICHWETO Ha pUTHhMa Ha ChH M 0OIBPCTBaHE, N3MEPEHO M0 YETHPUTOUYKOBA CKala, U3IMOJI3BaHa 32
OIICHKA Ha T€3W MPOMEHJINBH.

5.2 @apmakoKMHeTHYHH CBOWCTBA

AbGcopOrus
[Tpu BB3pacTHH W FOHOIIH IJIa3MEHU KOHIICHTPAIIUH Ha JeCIOpaTaiuH MOraT Ja Ob/IaT YyCTAaHOBEHU

30 muHyTH cnen mpueMa My. JlecnoparaanH uMa 1oopa abcopOIus, KaTo MaKCHMATHA II1a3MEeHa
KOHIIEHTpAIIH ce TIOCTUTa PUOIM3UTENHO ciiel 3 Jaca. [lomykuBoThT Ha TepMHUHATHATA (a3a e
npubm3uTenHo 27 yaca. CTeneHTa Ha KyMyJIUpaHe Ha JeciiopaTaliHa € B 3aBHCUMOCT OT HETOBUS
MOJTY>KUBOT (27 Yaca) v €IHOKPATHUS JHEBCH MpUeM. BUOHaIMYHOCTTa Ha JiecopaTaiuH ¢
MIPOTIOPITMOHAJTHA Ha J103aTa B Juama3oHa ot 5 mg mo 20 mg.

B cepust oT papMaKOKWHETHYHHU U KIMHAYHU U3MUTBAHUA pU 6 % OT MAlMEeHTHTE € MOCTUTHATa T0-
BHCOKA IUIa3MEHAa KOHICHTPAIHS Ha JeciopaTaauH. [IponeHTsT Ha manueHT ¢ GeHOTHH Ha OaBHU
MeTab0aM3aTOpH € O CPaBHUM IIpU Bb3pacTHHU (6%) 1 mpu neua Ha Bb3pacT oT 2 10 11 roguan

(6 %), xKaTo MO-TONISIM € OHJT MPOIEHTHT cpe YepHOKOKH (18 % oT Be3pacTHHTE U 16 % OT menaTa),
OTKOJIKOTO TIPH XOpa OT KaBKa3kara paca (2 % ot Bp3pacTHUTE U 3 % OT nenara).

[Tpu papMaKOKMHETUYHO U3IMUTBAHE C MHOTOKPATHO NPUIIOKECHHE, TIPOBEICHO ¢ TabieTHaTa opma
MIPH 3JIPaBH Bb3PACTHH XOPa, YCTUPH OT YUACTHUIIMTE ca OWIM OaBHH MeTabO0JIN3aTOpH Ha
necnopataauH. [Ipu TSX € ycTaHOBeHa 3 MbTH MO-BUCOKA MaKCUMAITHA TTa3MeHa KOHIICHTPAIHS
(Cmax) Ha ceaiMHMs Yac ¢ TIOJIYKUBOT Ha TepMHUHAIHA (pa3a npubausuTenHo 89 yaca.

[lomo6HM hapMakKOKHHETUYHHU TTapaMeTPH ca HaOMoJaBaHu PH PapMaKOKHHETHYHO U3ITUTBAHE C
MHOTOKPATHO TIPIIIOKEHHUE, TTPOBEIEHO ChC CUPOTIA IIPH Jella 0aBHI MEeTa00IM3aTOPH Ha BH3PACT OT 2
1o 11 roguaM, ¢ AMarHo3a ajneprudeH puHuT. ExcrosummsTa (Iiomira moa KpuBara Ha Iia3MeHaTa
koHneHrpaiusa, AUC) kbM JieciiopaTajuH ¢ Ouia 0KoJIo 6 MbTH MO0-BUCOKA, @ Cmax — 3 110 4 bTH
Mo-BHCOKa Ha 3-6 Yac mpu mia3MeH NoayuBoT npuommutenHo 120 gaca. Excniosunusirta e 6uia
€/IHaKBa IIPU BH3PACTHH U Jielia 0aBHH MeTa00JIM3aTOPH NPH IpHEeMaHe Ha choOpa3eHa ¢ Bb3pacTTa
no3a. LsmoctHuaT npoduin Ha 6e30MacHOCT NPU T€3U YYACTHHIIN HE € OWIT pa3iiyeH OT TO3U Ha
obmara nomynanus. Edexrure Ha necnopataauH npu 6aBHE MeTabOIM3aTOPH Ha BB3PACT O]

2 TOJMHY HE ca MPOyYeHHU.

[Tpu oTeTHM U3NUTBAHKS HA €THOKPATHU JIO3H JIeCIOpaTaluH B IPENOpbUYUTEHATA 034, TIPH Jela
ca yctaHoBeHH AUC 1 Cpax, CPABHIUMH C TE€3U IPU BB3PACTHH, MTPHUEIH 1032 OT 5 Mg AeCIopaTaIiH
CHPOIL.

PaznpeneneHue
HecnoparanuH ce cBbp3Ba B yMmepeHa crerneH (83 %-87 %) c mia3menure npotenHu. Hsima naHau 3a

KJIMHUYHO 3HAYMMO KyMYJIMpaHe Ha aKTHBHOTO BEIIECTBO NP €HOKPATEH JHEBEH IIPHEM Ha
necioparaaut (5 mg mo 20 MQ) ot BE3paCcTHHU | IOHOIIN B IPOAB/UKEHHE Ha 14 THU.

[Ipu KpbCTOCAHO U3NHMTBAHE C €THOKPATHO MPUIIOKECHHUE Ha JECIIOpaTaluH TaOJIETKHA 1 CHPOI €
YCTaHOBEHO, Y€ JIBeTe JIeKapCTBeHU (HOpPMH ca OnoekBHUBalIeHTHH. [IoHeke Aerius epopaiieH pa3TBop
ChIbpiKa JAECIIOpaTaiH B ChIllaTa KOHIIEHTPALUS, HE € HEOOXO0IMMO MPOBEXkKIaHE Ha M3ITUTBAHUSA 32
OMOEKBUBAJICHTHOCT M C€ 0YaKBa MIEPOPATHHAT Pa3TBOP Jla € CKBUBAICHTEH Ha CHPOIa U TaOJIETKHTE.

Bbuorpanchopmanus

EH3UMBT, OTTOBOpEH 32 METaO0OJIM3UPAHETO Ha AECIOpaTaIiH, BCE OLIE HE € MACHTH(UIINPpaH U
CJIEJIOBATEITHO HIKOM JICKAPCTBEHU B3aMMOJICHCTBUS C JIPYTH MperapaTH He MOTaT Jja ObJIaT HAIThJIHO
nskirouenu. Jlecnoparaaun He naxuoupa CYP3A4 in vivo, a mpwu in Vitro u3muTBaHus € MoKa3aHo, ue
JIeKapCTBEHUAT MpoAyKT He nHxuoupa CYP2D6 u He € HuTO cyOCcTpar, HUTO MHXMOUTOP Ha
P-rnuxonporenHa.

EnumMunupane
[Ipu u3nuTBaHe Ha eUHUYHA 1032 7,5 mg AecopaTaluH HEe € YCTAaHOBEH e()eKT Ha BHJa Ha XpaHaTa

(GoraTta Ha Ma3HMHHU BUCOKOKAJIOPUYHA 3aKyCKa) BBPXY (papMaKkOKWHETHKATA Ha Aeciiopataaud. [Ipu
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JPYTO U3IUTBAHE, IPHEMBT Ha COK OT TpelndpyT He € oKa3all BIUSHIE BbpXY (apMaKOKHHETHKATA
Ha JIeCIIOpaTavH.

[NarnmenTy ¢ OLOPEYHO YBPEIKIAHE

®dapMaKkOKHHETHKATA Ha JIECIOpaTaIiH € CpaBHEHA MPH MAllMeHTH ¢ XpOHIUYHA OBOpedHa
HenoctarbyrocT (XBH) ¢ Ta3u npwu 3apaBu Xopa B MPOy4BaHEe C €MHUYHA /1032 U [IPOYYBAHE C
MHOTOKPATHO MpuiIarane. B mpoy4BaHeTo ¢ eHUYHA /1032, KCIIO3UIUATA Ha JICCIIOPATa il € Omiia
MpHOTM3UTENHO 2 U 2,5 IBTH MTO-BUCOKA NPY YYACTHHIIN C JIEKa CTETIeH 10 YMEPEHa U TeXKa CTEeTIeH
Ha XBH, cpaBHEeHa ¢ Ta3u nOpu 3paBU YYaCTHULM. B Mpoy4yBaHETO ¢ MHOTOKPATHO MpUJIaraHe,
CTallMOHAPHO CHhCTOSIHUE € JOCTUTHATO ciiell 11-us JeH U eKCIo3uIusiTa Ha IecIopaTaguH € OKOJIO
1,5 mbTH 1TO-BHCOKA TPU YYACTHUIIM C JieKa 10 ymepeHa crerieH Ha XBbH, u okono 2,5 nbTr mo-Brucoka
IIpU YYaCTHUILM C TexKa creneH Ha XbH, B cpaBHeHue cbe 3apaBuTte yyactHuuu. 1 npu asere
MPOYYBAHUS HE Ca YCTAHOBEHU KIMHUYHO 3HaUYuMU IipoMeHu B ekcno3uiusaTa (AUC u Cmax) Ha
JISCIIOPATaJMH U 3-XUIAPOKCUICCIOPATAINH.

5.3 IlpeakJuHUYHU TaHHH 32 0€30MACHOCT

I[ecnopaTam/IH € OCHOBHHUSAT aKTHBCH META0OIMT Ha JiopaTaaunH. HexnmumanyHan n3nuTBaHUS Ha
A€CiopaTaivH U JJOpaTaarH Ca IoKa3ajik, Y€ HiAMa Ka4€CTBEHA U KOJIMYECTBEHA pa3jIiKa B HpO(i)I/IJ'Ia
Ha TOKCUYHOCT Ha ACCJIOpaTaJuH U JIopaTaJuH IIPpHU CPaBHUMH HUBA HAa €KCIIO3UIUA Ha JCCJIOpaTaaAnH.

HexnmuHandHWTE TaHHN HE TIOKAa3BaT OCOOEH PUCK 3a XOpaTa Ha 0a3a Ha KOHBEHIIHOHAITHUTE
(hapMaKoJIOTMYHU MPOYYBAHUS 32 OE30MACHOCT, TOKCUYHOCT IMPU MHOT'OKPATHO MPHIIOKEHUE,
T€HOTOKCUYHOCT, KAPIUHOTCHEH MOTEHITNAI, PEIPOAYKTUBHA TOKCHYHOCT ¥ TOKCUYHOCT 3a
pasBuTHeTO. Jluncara Ha KapIWHOTEHEH MOTSHIIAAN € IEMOHCTPUPaHa IPH U3MUTBAHUS Ha
JIECIIOpaTaJIvH U JIOpaTaIvH.

6. DAPMAIEBTUYHHU JAHHAU
6.1 Cnucbk Ha IOMOIIHHUTE BeLIeCTBA
cop6uron (E420)

npormaenrinkoi (E1520)

cykpaiosa (E 955)

xurnpomenosa 2910

HATPHUEB LUTPAT JUXHUIPAT

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

JIMMOHEHA KHCEJIMHA, 0€3BOIHA
JUHATPUEB €lIeTaT

NpevYrcTeHa BoJa

6.2 HecnBMecTHMOCTH

Henpunoxxumo

6.3 Cpok Ha romHocT

2 TOMHU

6.4 CroenmajHM yCJIOBHS HA CbXpaHeHHe

Ja He ce 3ampa3siBa. Jla ce chbXpaHsiBa B OpUTMHAIHATA OMAaKOBKa.
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6.5 Bwuau chbabpkaHHe HA ONAKOBKATA

Aerius niepopaiieH pa3tBop ce npocrass B 30, 50, 60, 100, 120, 150, 225 u 300 ml Oytunku Tum 1 ot
THMHO CTBKJIO ChC 3allIMTEHa OT JIela MJIaCTMACcoBa 3aMyllajika Ha BUHT C MHOTOCJIOIHO
MOJIMETUIICHOBO MOKpUTHE. BCHYKM OTIAKOBKH, ¢ U3KITIOUeHHE Ha Ta3u oT 150 ml, umat mepurenHa
TBKHYKA ¢ aeneHus 3a 2,5 u 5 ml. OmakoBkara ot 150 ml ce mocTaBst ¢ MEpHUTETHA JIEKUIKA WITH
CIPUHIIOBKA 3a MEPOPaNTHU GOPMHU ¢ MEpUTETHH AeiaeHus 3a 2,5 u 5 ml.

He Bcruku BHOBE OMAKOBKHM MOTAT Ja OBJAT IyCHATHHA Ma3apa.

6.6 CnenmajJHu nmpeana3Hu MePKH NPH U3XBbPJIsIHE

Hsama ClicuyaJIHi U3MCKBAaHU .

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

Kloosterstraat 6
5349 AB Oss

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/160/061-069

9. JIATA HA ITbPBO PA3PEINABAHE/ITIOJTHOBSIBAHE HA PASPEILIEHUETO 3A
YIIOTPEFBA

[Jara Ha repBO pa3pemanane: 15 sayapu 2001 r.
[ara Ha nocnenHo noxuosiBade: 09 deBpyapu 2006 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

IMToapo6Ha nHdpOpMaIKs 3a TO3H JEKapCTBEH MPOAYKT € MpeocTaBeHa Ha yeOcaiita Ha EBporeiickara
areHIus o Jjekapcreata https://www.ema.europa.eu/.
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MNPUJIOXKEHHUE |1

MMPON3BOINTEJ(M), OTTOBOPEH(HM) 3A
OCBOBOKJIABAHE HA IAPTHIN

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUSA U U3BUCKBAHUSA HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJIOBUSA WJIN OT'PAHUYEHMUSA 3A BE3OITACHA U

EOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA
MHPOAYKT
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A.  TIPOU3BOJIUTEJI(M), OTTOBOPEH(HHU) 3A OCBOBOK/IABAHE HA ITAPTU U

HMe u aipec Ha IPOU3BOAUTENS, OTTOBOPEH 3a OCBO60)KI[aBaHC Ha NapTHuauTC (i)I/IJ'IMI/IDaHI/I TaOJIETKH

Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
benrus

HwMe u afipec Ha TPOU3BOIUTENS, OTTOBOPEH 3a OCBOOOKIABAHE HA NAPTHAUTE IEPOPaICH Pa3TBOD

Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
benrus

b. YCJIOBUSA NN OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

.HCKapCTBCHI/IﬂT MMPOAYKT C€ OTIIYCKa I10 JICKAPCKO NpCAINCaHUuC.

B. JAPYI'U YCJIOBUSA U UBUCKBAHUS HA PASPEHIEHHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaanau 3a oezonacuoct (ITAIB)

W3uckBanusra 3a nogaBane Ha [TAJIB 3a TO3U eKapCTBEH MPOAYKT €A IOCOYEHH B CIMCHKA C
pedepentaute natu Ha EBponetickus cpro3 (EURD cnuchk), npeasuaen B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CJIE/IBALIM aKTyaJIN3aLUH, ITyOJIUKYBaHU HA €BPOIICHCKUS
yeOnopTain 3a JeKapcTBa.

I'.  YCJIOBUA NJIN OT'PAHNYEHUS 3A BE3OITACHA U E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

o Ilnan 3a ynpasJenue Ha pucka (ITYP)

[Mpurexatessrt Ha paspemienneto 3a ynorpeba (ITPY) TpsOBa 1a u3BbpIlBa M3UCKBAHUTE ICHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCIIEsIBaHE Ha JIeKapcTBeHaTa 0€301acHOCT, ocoueHH B ogoopenus 11YP,
npezcraBed B Moayn 1.8.2 Ha Pa3pemennero 3a ynorpeda, KakTo ¥ BbB BCHUKH CJIEIBAIN O100peHN
akTyanu3auuu Ha [TYP.

Axtyanusupas [IYP tps6Ba na ce mopasa:

® [0 UCKaHe Ha EBpornelickara areHIus 1o JeKapcTBaTa;

e BHHAIW, KOTaTo ce M3MEHS CHCTeMaTa 3a yIpaBJeHUEe Ha PUCKa, 0COOEHO B pe3yaTar Ha
noJTyyaBaHe Ha HOBa HH(MOpMaIIYsi, KOSTO MOXe Ja JIOBEJIe JI0 3HAYMMU IPOMEHH B
CHOTHOILICHHETO TI0JI3a/PUCK, WK CIIe]T JIOCTUTaHEe Ha BayKeH eTarl (BbB Bpbh3Ka ¢
npocIie/siBaHe Ha JIeKapcTBeHaTa 0e30MacHOCT WITM CBEKAAaHE Ha PUCKA 0 MUHUMYM).
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NPUJIOXKEHHUE Il

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA

22



A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

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

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT

Aerius 5 mg bunmupanu TabiIeTKH
JIeCIIOpaTauH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bcesika Tabnerka cpabpika 5 mg aecioparaaiH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ChbIbpika JaKTo3a.
3a moBe4e uHGpOpPMAIIKsI BHXKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

1 punmupana Tabmerka
2 hunMupaHu TabIeTKH
3 ¢punmMupany TabIeTKH
5 ¢unmupanu TabneTKu
7 hunMupaHu TabIEeTKH
10 punmupanu TabneTku
14 ¢punmupanu TabaeTku
15 punmupanu TabneTku
20 ¢punmupaHu TaOJICTKH
21 dunmupanu TabIeTKH
30 dhunmupanu TabICTKH
50 ¢punmupanu TabIeTKH
90 ¢punmupanu TabiIeTKH
100 ¢pmmupany TabieTku

‘ 5. HAYUH HA TIPUJIATAHE U ITBT(MIIA) HA BBBEKJIAHE

I'reTHETE TabneTkaTa 1s71a ¢ Boa.
IIepopanHo npunoxenue
[Ipenu ymorpeba mpoverere TUCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCETI'A HA TEIIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.
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| 7.

JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOANUMO

‘ 8. JATA HA U3STHYAHE HA CPOKA HA TOAHOCT
T'onen no:
‘ 9. CIIEUAJIHU YCJIIOBUSA HA CbXPAHEHHUE

[a me ce cexpansgsa Hax 30°C. Jla ce chXpaHsIBa B OpUTHHAIHATA OITAKOBKA.

10.

CIHELHUAJIHU TPEAITAZHA MEPKMU ITPU U3XBBHPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTITAABYHHN MATEPHUAJIA OT
TAX, AKO CE U3NCKBAT TAKNBA

11.

NUME N AAPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 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 TabJeTKH
3 TabneTKH
5 TabneTku
7 TabJIeTKn
10 raGneTku
14 TabneTku
15 tabneTku
20 TabneTkn
21 tabmeTku
30 TabmeTku
50 TabaeTku
90 TabmeTku
100 tabneTkn

13. MTAPTHUJAEH HOMEP

ITapt. Ne
‘ 14. HAYUH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
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16. HH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Aerius

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JiBym3mepeH 0apKo ¢ BKIIFOUCH YHUKAJICH UICHTH(GHUKATOP

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

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

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

| 1. NME HA JIEKAPCTBEHUS NPOAYKT

Aerius 5 mg tabieTku
JecnoparauH

| 2. HUME HA TPUTEKATEJIA HA PASPEIIEHHUETO 3A YIIOTPEBA

Organon

| 3. JATA HA U3TUYAHE HA CPOKA HA 'OAHOCT

EXP

| 4. TAPTMJIEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

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

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Aerius 0,5 mg/ml mepopaien pa3rBop
JIeCIIopaTaanH

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

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

3. CIIMCBK HA ITIOMOIIHUTE BEIMECTBA

Coabprka copouron (E420), nponmnenriukon (E1520) u 6eH31I0B ankoxod.
3a moBeve uHGpOpPMAIIKsI BHXKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

mepopaieH pasTBop
30 ml ¢ 1 apxHUKa

50 ml ¢ 1 apxxnruka

60 ml ¢ 1 apxxHruKa

100 ml ¢ 1 apxuuKa

120 ml ¢ 1 apxnuka

150 ml ¢ 1 apxnuka

150 ml ¢ 1 cnpuHIOBKA 32 MEPOpaTHU GOpMHU
225 ml ¢ 1 npxuuxa

300 ml ¢ 1 nexuuka

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

IlepopasiHo npuIIOKEHHE
[Ipenn ynorpeba npoyereTe JIMCTOBKATA.

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

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA NI3TUYAHE HA CPOKA HA 'OJAHOCT

T'onen mo:
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‘ 9. CIHHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla He ce 3ampassBa. [la ce chXpaHsABa B OPUTHHATHATA OMAKOBKA.

10. CHEIMAJIHU NPEANA3ZHU MEPKHU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPHUAJIM OT THAX,
AKO CE U3UCKBAT TAKHBA

11. HUME U AJAPEC HA TIPUTEXATEJIS HA PASPELLIEHUETO 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 npxkuuka

EU/1/00/160/0625 50 ml ¢ 1 npxxuuxa

EU/1/00/160/063 60 ml ¢ 1 mpxuuka

EU/1/00/160/064 100 ml ¢ 1 npxuuka

EU/1/00/160/065 120 ml ¢ 1 mexuuka

EU/1/00/160/066 150 ml ¢ 1 mpxuuka

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

EU/1/00/160/068 300 ml ¢ 1 mpxHr4Ka

13. HAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYHH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUSI HA BPAMJIOBA A3BYKA

Aerius

‘ 17. YHUKAJIEH UIEHTUO®OUKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
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 mepopasien pa3rBop
JiecIiopaTaafH

2. HAYUH HA ITPUJIATAHE

Tlepopanno npuiioxeHue

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH 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 HEC CC 3aMpassBa. I[a CC CbXpaHsBa B OpUTI'MHAJIHATA OIIAKOBKA.
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b. IUCTOBKA
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JIncroBKa: I/Ill(l)OpMaH](lﬂ 3a ManMeHTa

Aerius 5 mg ¢puamupanu TaéaeTKu
necnoparaauH (desloratadine)

IIpoyereTe BHUMAaTEIHO LsJIaTa JIMCTOBKA, IIPEIM 1A 3all04YHeTe Ja IpHeMaTe TOBa JICKapCTBOo,

TBhH KaTo T ChAbPKa BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOKH J1a S IPOYETETE OTHOBO.

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHU BBIIPOCH, NoNUTaiTe Bamms nekap, papmaneBT win
MEJUIUHCKA CECTpa.

- Toga sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcrsnBaiite Ha npyru xopa. To moxe
Jla UM HaBpeI, He3aBUCHMO Y€ IPU3HAIMTE Ha TSIXHOTO 3a00JisiBaHe ca chluuTe KaTo Bamure.

- AKO TOITyunTe HAKaKBU HEXXEJIaHU peakiyy, yBeaoMmere Bamms nekap, papmaneBt nnn
MEJULMHCKA cecTpa. ToBa BKIIIOUBA U BCUYKHU Bb3MOKHH HEXKEJIaHU PEaKIUY, HEOIIUCAaHU B
Ta3u JUCTOBKA. Brxre Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

KakBo mpencrasmnsBa Aerius 1 3a KakBO C€ H3MI0I3Ba

Kakgo TpsiOBa ja 3HaeTe, npeau Ja npruemere Aerius

Kak na npuemare Aerius

BB3MOXXHU HEXETaHU peakuu

Kak na cexpansiBare Aerius

ChbabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

Uk wd P

1. Kakso npeacraBiasiBa Aerius U 3a KaKBO ce H3M10JI3Ba

KakBo npeacrasisiBa Aerius
Aerius ChIBpIKa JIeCiopaTajiH, KOWTO € aHTHXHUCTAMHUH.

Kak geiictBa Aerius
Aerius e pOTHUBOATIEPTHYHO JIEKAPCTBO, KOETO HE MPUUMHABA CHHIUBOCT. T0 momara 3a
KOHTpOJ'II/IpaHe Ha aneerqHHTe peaKHI/II/I U CUMIITOMUTEC UM.

Kora TpsioBa na ce usnoJzBa Aerius

Aerius o0Jiek4aBa CUMIITOMHUTE Ha aJepTUYHUS PUHUT (Bb3NaJICHHE Ha HOCHUTE ITBTHINA, TPUIUHEHO
OT aJICPIrus, KaTO HAIIPUMEP CCHHA XpeMa WJIN aJICPIrusd KbM JOMAIlICH Han) ITpU Bb3pPaCTHU U FOHOILIU
Ha 12 v moBeue roJuHU. Te3u CHMITOMH BKJIFOUBAT KMXaHe, ChpPOEeK MITH CEKPEIUs OT HOCA, ChpOeK
Ha HeOlETOo, ChPOeK, 3auepBsIBaHE UM HACHII3SIBAHE HA OYUTE.

Aerius ce U3M0J13Ba U 3a 00JEKUYaBaHE HA CUMITOMUTE Ha YpTUKapusa (C’BCTOHHI/Ie Ha KoXKarta,
IMPUYIUHCHO OT anepmﬂ). Te3u cuMIITOMU BKIIFOUBAT C’Lp6C)K 1 KOIIpUBHA TPCCKaA.

OO0nex4aBaHETO HA T€3M CUMITOMH MIPOABIDKABA ST AeH ¥ By momara /1a Bb3CTaHOBUTE HOpMailHaTa
CH ©XEJTHEBHA aKTHBHOCT U CBHHS CH.

2. Kakso Tps0Ba 1a 3HaeTe, npeau 1a npueMere Aerius

He npuemaiite Aerius

- aKo CTe aJepru4HU KbM JIECIIOpaTaiH UM KbM HSKOS OT OCTaHAINTE ChCTABKU HA TOBA
JeKapcTBO (M30pOeHM B TOUKA 6), MIIM KbM JIOpATa IHH.

33



IpenynpeskaeHus U NpeANnasHu MepKHU

T'oBopere ¢ Bams jiekap, (hapMaIieBT WM MEIUIIMHCKA CECTpa, Ipean aa mpuemere Aerius:
- ako 0bp0Opeunata Bu ¢pyHKuus e BiomeHa.

- 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 u3BecTHH B3aUMOJICHCTBHS MEX Ty Aerius v APyrH JeKapCcTBa.

Nudopmupaiite Bams iekap win GpapMarieBT, ako IpueMare, HACKOpO CTe IPHEMaIH UITH €
BB3MOXKHO JIa IPHEMETE JIPYTH JIEKapCTRa.

Aerius ¢ XpaHa, HAIUTKHU U AJIKOXO0J
Aerius MOXKe J1a ce TIpreMa ChC HIIH 0e3 XpaHa.
braere BHUMaTenHy, B CIy4aid 4e mpruemare Aerius ¥ aqKoXOll.

BpeMeHHOCT, KbpMeHe U (pepTHIUTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
NochBeTBalTe ce ¢ Bamms nexap miu gapmaneBT npeau ynorpedaTta Ha TOBa JEKapCTBO.

AKo cTe OpeMeHHa WU KbpMUTE, HE CE MPENophyBa Jia mpuemMare Aerius.

JlunicBar nannwm 3a hepTUINTETA IPU MBXKE/)KESHU.

Ilopupane u padoTa ¢ MAIIMHU

He ce ouakBa ToBa j1ekapcTBO, U3MOI3BAHO B IIPEMIOPBUUTENHATA 1033, 1a TOoBIusABa Bamara
CIocoOHOCT 3a modupane win padoTa ¢ MauHU. BBIIPEeKH de moBevYeTo Xopa He U3IHUTBAT
CBHHJIMBOCT, IPEMIOPBYUTEITHO € J1a HE U3BBPIIBATE ACHHOCTH, U3UCKBAIX KOHIICHTPAIUS Ha
BHUMAaHHUETO KaTo moupaHe U paboTa ¢ MallliHU, JOKATO HE YCTAHOBUTE KakbB e(peKT MMa BbpXY
Bac nexapcrBoTo.

Aerius TadieTka chIbpKa JIAKT03a
Axo Bammusr nekap Bu e ka3zan, ye uMaTe HEMOHOCHMOCT KbM HSIKOM 3aXapH, CBBPIKETE Ce C HETo,
npey Ja MpUeMeTe TOBa JIEKapCTBO.

3. Kak na npuemare Aerius

BuHaru npuemaiite TOBa JISKAPCTBO TOYHO KakTo Bu € kazan Bamwmst jgekap wim apmanesT. AKO He
CTe CUTYPHH B HEIIO, MonuTaiite Bamms nexap win dhapmanesT.

Ynorpe6aTa npu BL3PACTHU U OHOIIYN HA 12 U MoBeYe TOAUHHI
[IpenopbunTenHara n03a e eHa TabiIeTKa BEIHBK JHEBHO C BOJA, ChC WK 0€3 XpaHa.

ToBa j1ekapCcTBO € 3a MEPOPATHO MPUIIOKCHHUE.
I'nmbTHETE TabneTKaTa 1A,

ITo oTHOIIEHNE HA IPOIBDKUTEIHOCTTA Ha Kypca Ha JiedeHue, JieKkapsaT Bu e onpeneny Bua
aJlepruveH PUHUT, OT KOWTO CTpajaTe, M B 3aBUCUMOCT OT TOBA III€ TPEIIEHH KOJKO BpeMe TpsioBa 1a
npuemare Aerius.

Axo CTpagaTe OT MHTCPMUTCHTCH aJICPruiCH PUHUT (HaJ'II/IT—II/Ie Ha CUMIITOMH B ITPOAB/DKCHUEC Ha
MO-MaJIKO OT 4 THH CEIMUYHO WU B IPOIBIDKEHUE HA MTO-MaJIKO OT 4 ceaMuIin), BammsiT nekap mie
Bu npernoprya cxema Ha JiedeHue, Cho0pa3eHa ¢ JaHHUTE 3a X0/1a Ha OosecTra Bu.

AKoO cTpajare OT NepCUCTUpAIll AJICPTUYCH PUHHT (HAJIMYHE Ha CHMIITOMH B TIPOJABIDKEHUE Ha 4 WITH
MOBEYE THA CEMUTHO U B TIPOABIDKEHUE Ha MOBeUe OT 4 cenmuiin), Bammust iekap Moxe na Bu
npernopbya No-MpoabHKUTEITHO JICUCHHE.
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[Ipu paznuuHUTE MAMEHTH C YPTUKAPHS MOXKE J1a Ce Hajara pa3indHa IpOIbDKATETHOCT Ha
JIEYEHUETO U TIOPaIy TOBA TPSOBA J1a CrIa3BaTe MPETOpPhKUTE Ha JeKaps CH.

AKO cTe pHeJIN OBeYe 0T HeodxoauMAaTa 103a Aerius

IIpuemaiite Aerius camo Taka, kakTo Bu e npennucan. [Ipu ciaydaitHo mpemgo3upane HE ce 04aKBaT
cepuo3Hu npobieMu. Bee 1mak, ako B3eMeTe Mo-BHCOKa f03a Aerius OT mpeanucanaTa Bu,
MOCHhBETBalTE ce BegHara ¢ Bamus nekap, ¢papmaneBT Wi METUIIMHCKA CECTpa.

AKO cTe NpoIycHaJHu 1a npuemMere Aerius

Axko 3a0paBuTe Ja MpueMeTe 103aTa cu Aerius HaBpeMe, IpUeMeTe 5 P IbPBa BE3MOXKHOCT, CIIE]
KOETO MPOABIDKETE IpUeMa 110 npeanucanara Bu cxema. He B3emaiite 1BOMHA 1033, 32 J1a
KOMIIEHCHpATe IpOoIlycHAaTaTa J103a.

AKo cTe cripesi mpueMa Ha Aerius
AKO MMaTe HIKaKBH JOITbIHUTEIHH BBIPOCH, CBBP3aHH C yIoTpebara Ha TOBa JICKapCTBO, MONUTAiiTe
Barmust nexap, GpapManeBT WM MEITUIUHCKA CECTPA.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

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

ITo BpeMe Ha TOCTMAPKETUHTOBHSI TTepro,1 Ha Aerius, MHOTO PSAIKO ca ChOOIIaBaHH CITyYan Ha TEKKH
aJIepTUYHU PeakIuy (3aTPyAHEHO IUIIaHe, XPUIIOBE, ChPOeXK, YPTUKAPHS U OTOK). AKO 3a0eNexnTe
HSKOS OT TE3H CEPHO3HM HEXKEJIaHH PEaKIHy, MPeKpaTeTe MprueMa Ha JIEKapCTBOTO M OThPCETe
CIICIICH CHBET OT JIeKap He3a0aBHO.

[Tpy KITMHUYHY IPOYYBaHMS NPH BB3PACTHH HEXEIAHUTE PEAKIIMH Ca IPAKTUYECKU CHIINUTE KaTo MPH
npueM Ha maneo. Bee mak, He)xxenaHu peakiuy, 3a KOUTO ce ¢hoOIaBa Mo-4ecTo, OTKOIKOTO MPU
IpueM Ha 1anedo, ca OTIaJHAJIOCT, CyX0oTa B ycraTa U riiaBooonue. Ilpu roHomure, Haif-uecto
choOIIaBaHaTa HEXENNaHa Peakys € rJ1IaBo0oIHe.

[Tpu kIMHUYHYE TpOoyuYBaHuUs ¢ AEriusS cIeHUTE HeXKETaH! PeaKIMu ca ChoOIaBaH KaTo:

UecTH: cieqHUTE peakiuy MoraT Ja 3acerHat 1o 1 Ha 10 qymm

° yMopa
° CyXOTa B ycTaTa
° ri1raBo0oJIE

ITo BpemMe Ha MOCTMAPKETHHIOBHS MTEPHO Ha Aerius ca ChOOIIaBaHU CIICTHUTE HEXKEIaHU PEaKIUK:

MHoro penku: ciaeqHuTe peakiuu Morar ja 3acersar g0 1 xa 10 000 qymm
TEXKHU aJIEPrUYHU PEeaKIUu

00puB

ChpIICOVECHE WU HEMPABHUJICH ChPJICUYCH PUTHEM
YCKOPEH ChPJCUYCH PUTHM

0oJIKa B cTOMaxa

rajicHe

MOBPBIIaHE

pa3cTpoeH cToMax

Japus

3aMastHOCT

CHHIIMBOCT

0Oe3chbHHUE

MYCKYJIHa 00JIKa

XaJIIOIMHAIIAN
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[PHITATBIH
0€3MOKOMCTBO ChC 3aCHIICHA IBUI'ATEIHA AKTHBHOCT
BB3MAJICHUE HA YSPHHS IPOO

OTKJIOHEHHE B YEPHOAPOOHHTE TIOKA3ATEIIH

C Heu3BeCTHA YECTOTa: OT HAMYHUTE JaHHU HE MOJKE a ObJic HallpaBeHa OIICHKA Ha 4eCcToTaTa
HeoOMyaiina ciadoct

MOKBITSIBAHE Ha KOYKATa /WA OYUTE

MOBUIIICHA YYBCTBUTEITHOCT HA KOXKaTa KbM CIIbHUEBA CBETIIMHA, JIOPU U B 00JIAYHO BpEMe, U KbM
UV (yntpaBuosieToBa) CBEeT/IHHA, HampruMep KbM UV cBeTIMHATA B COTAPUYM

MPOMEHH B ChPJCYHHUS PUTHM

HeoOHYaliHO MOBEACHHUE

arpecus

YBEIUYEHO TETJIO, YBEIMUCH arleTUT

JICIIPECUBHO HACTPOCHHE

CyXOTa B OYHUTE

HEM3BECTHA YECTOTA: OT HATMYHUTE JAHHU HEe MOXe Ja ObJic HAlpaBeHa OlleHKA Ha 4ecToTaTa
3a0aBeH ChpACUYCH PUTHM
HpOMHHa B C’pr[C‘IHI/Iﬂ pI/ITI:»M
HeoOHYaiiHO MMOBEAECHHUE
arpecust

e e 0 0 N

Cpo01aBaHe HA HeKeJIaHU pPeaKl U

AKO MoJTyunTe HAKaKBU HEXEJIaHU JICKapCTBEHU Peakyy, yBeaomere Bamus nekap, GpapmaneBT nin
MCIUIMHCKA CeCTpa. ToBa BK/II0YUBa BCUYKH Bb3MOKHHM HEOMMCAHU B Ta3H JIMCTOBKA HEKEIaHU
peaxuuu. Moxere ChlIO J1a ChOOIUTE HEKEIaHU PEaKUU JUPEKTHO Ype3 HallMOHAIHATa CUCTEMa 32
cboO1IaBane, mocoueHa B llpunokenue V. Kato cpobiiaBare HexXeIaHU peakyy, MOXKETe Ja JaJieTe
CBOSI IPUHOC 3a MOJIyYaBaHe Ha OBeYe MH(POPMANUs OTHOCHO 0€30M1aCHOCTTAa Ha TOBA JICKAPCTBO.

5. Kak na coxpansiBaTe Aerius

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

He n3non3BaiiTe TOBa JIEKapCTBO CJIE CPOKA HA TOIHOCT, OTOENSI3aH BPXY KapTOHEHATa OMaKOBKa U
ommcrepa cien ,,I'ogeH 10:“.CpoKbT Ha TOTHOCT OTIOBaps Ha TOCISIHUS JICH OT IMOCOYCHIS MECeIl.

[a ue ce cpxpansBa Hax 30°C. Jla ce cbxpaHsABa B OpUTHHAIHATA OMAKOBKA.
He u3non3Baiite ToBa eKapcTBO, aKO 3a0eNeKUTe NPOMSIHA BbB BHHIIHUS BUJ Ha TabJIETKUTE.

He 1/13x131>pn51171Te JICKapCTBaTa B KaHAIM3alusaTa Uiu B KOHTeﬁHepa 3a JOMAaIIHH OTIIaaAbI .
Ilonuraiite Bamms Q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC U3IOJI3BATC. Tes3n
MCPKHU 1€ CIIOMOIrHAT 34 OIla3BaHC HA OKOJIHATa Cpeaa.

6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTETHA HHGOpManus

KakBo cbabp:ka Aerius

- AKTHBHOTO BEILIECTBO € JAECIopaTaguH 5 mg.

- [pyrute cbcTaBKU Ha TabJieTKaTa ca KaluueB XuaporeHpochaT IMXuapar, MUKPOKPHCTAIHA
eIyJio3a, IapeBuyHa ckopOsiia, Tank. OOBUBKaTa Ha TabieTkaTa ChIbpka GUIM (ChIbpIKAII
JIAKTO3a MOHOXHAPAT (BIKTE TOUKa 2 ,,Aerius TabieTka ChabpiKa JaKTo3a‘’), XUIIPOME03a,
TUTaHOB Auokcua, makporon 400, maaurorud (E132)), mpo3pauna oOBUBKa (ChIbpiKalla
xumpomenosa, Makporoi 400), kapHayOCKH BOCHK, OSUT BOCBHK.
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Kak m3riie;kna Aerius 1 KAaKBO ChIBbP/Ka ONMAKOBKATA

Aerius 5 mg ¢unmupana TabieTKa € CBETIIOCHHS, KPbIJIa, C U3IIbKHAJIO penedHo o3HaYeHue Ha ,,C5*
OT eHaTa CTpaHa U € TJaJKa OT ApyraTa cTpaHa.

Aerius 5 mg ¢punmmupanu TabNeTKH ca onmakoBaHu B Onmcrepu ot 1, 2, 3, 5,7, 10, 14, 15, 20, 21, 30,

50, 90 mu 100 TabmeTKH.

He Bcuyku BUIOBE OITAKOBKH MOTAT Ja 6’I)ILaT IMyCHAaTHHaA I1a3apa.

IpuTexaTes HA pa3pelIeHNETO 32 yNOTPeda U MPOU3BOTUTEI

[TpuTexaTen Ha pa3pelIeHUETO 3a yIoTpeoda:
N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hunepnannus

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

3a 1onbIHUTEIHA HHPOPMAIMS OTHOCHO TOBA JIEKapCTBO, MOJISL, CBBPIKETE CE C JIOKAIHHS
NPEACTAaBUTEN HA MIPUTEXKATEIS Ha Pa3pelieHUETO 3a yHoTpeoa:

Belgié/Belgique/Belgien

Organon Belgium

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

Bbarapus

Opranon (1.A.) b.B. - x1ou bearapus
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
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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 Healthcare GmbH
Tel: +49 (0) 89 2040022 10
dpoc.austria@organon.com



Espafia

Organon Salud, S.L.

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

France
Organon France
Tél: +33 (0) 1 57 77 3200

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

Kvbmpog

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

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. 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 mocJjeqHo npepasriexaane Ha aucroBkata <{MM/I'TTT}> <{mecen I'TTT}>

IMoapobHa uHpoOpMaIKs 3a TOBA JIEKAPCTBO € TpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara areHIus
o JiekapcTeata https://www.ema.europa.eu.
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JIncroBKa: I/Ill(l)OpMaH](lﬂ 3a ManMeHTa

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

IIpoyereTe BHUMATEIHO LsJIaTa JIMCTOBKA, IIPEIM 1A 3all0YHeTe Ja IpHeMaTe TOBA JIeKapCTBO,

TBhH KaTo T ChAbPKa BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HaJIOXKH Ja s IPOYEeTeTe OTHOBO.

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHU BBIIPOCH, NoNUTaiTe Bamms nekap, papmaneBT uin
MEJUIUHCKA CECTpa.

- Toga sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcrsnBaiite Ha npyru xopa. To moxe
Jla UM HaBpeI, He3aBUCHMO Y€ IPU3HAIMTE Ha TSIXHOTO 3a00JisiBaHe ca chluuTe KaTo Bamure.

- AKO TOITyunTe HAKaKBU HEXXEJIaHU peakiyy, yBeaoMmere Bamms nekap, papmaneBt nnn
MEJULMHCKA cecTpa. ToBa BKIIIOUBA U BCUYKHU Bb3MOKHH HEXKEJIaHU PEaKLUM, HEOIIUCAaHU B
Ta3u JUCTOBKA. Brxre Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

KakBo npencraBnsiBa Aerius nepopajcH pa3TBOp U 3a KaKBO CE M3MOJI3BA
Kakgo TpsiOBa aa 3HaeTe, npeau Aa nmpueMere Aerius nepopaieH pa3TBop
Kak na npuemare Aerius nepopaiieH pa3TBop

BBb3MOXXHU HEXKETaH! PeaKIiu

Kak na cexpansBare Aerius nepopaieH pa3TBop

ChbabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

Uk wd P

1. KakBo npeacrapisiBa Aerius mepopaJjieH pa3TBop H 3a KAaKBO Ce H3M0J13Ba

KakBo npeacrasisiBa Aerius
Aerius ChIBpIKa JIecopaTagnH, KOWUTO € aHTHXHUCTAMHH.

Kak geiictBa Aerius
Aerius miepopaiieH pa3TBOp € IMPOTHBOAIEPTUIHO JIEKAPCTBO, KOETO HE MPUUNHABA CHHIMBOCT. T0
Imomara 3a KOHTpOJ'II/IpaHe Ha aneerqHMTe peaKum/I U CUMIITOMUTEC UM.

Kora TpsioBa na ce usnoJzBa Aerius

Aerius niepopajieH pa3TBop 00JIeK4YaBa CUMITOMUTE HA aJICPTUYHUS PUHUT (Bb3MAJICHHE HA HOCHUTE
MIBTHIA, TPUUMHEHO OT aJIeprus, KaTo HAlpUMep CEHHA XpeMa WU ajleprusl KbM JOMAIlleH Mpax) Mpu
BB3PACTHH, IOHOIIM U Jiena Ha | 1 moBeue roguHu. Te3n CUMITOMU BKITIOYBAT KUXaHe, ChpOeK Win
CeKpelus OT HOca, ChpOEK Ha HEOIIETO, ChPOEK, 3aUepBIBaHE WM HACHI3SIBAHE HA OUMTE.

Aerius MEpOpaJICH Pa3TBOP CC M3IIOJI3BA U 3a 00JIeKYaBaHe Ha CUMIITOMUTE Ha YpTUKapusa (C’LCTOHHI/IG
Ha KOKarta, IPpUINHCHO OT aﬂepFI/Iﬂ). Te3u cuMIITOMHU BKJIIOYBAT C’Bp6€)K 1 KOIIpUBHA TPECKaA.

OO0nex4aBaHETO HA T€3M CUMITOMH MIPOABIDKABA ISUT AeH ¥ By momara 1a Bb3CTaHOBUTE HOpMaJIHATa

CH €KEJHEBHA AKTHBHOCT U CHHS CH.

2. KakBo TpsdBa n1a 3HaeTe, npeau Aa npueMere Aerius nepopajieH pa3TBop

He npuemaiite Aerius mepopaJjen pa3Tsop

- aKOo CT€ aJIEprMYHM KbM AECIOpaTaJiuH UIU KbM HSAKOS OT OCTaHAJIUTE ChCTABKU HA TOBA
JeKapcTBO (M30pOeHM B TOUKA 6), MIIM KbM JIOpATa IHH.

IpenynpesxaeHust U NpeanasHu MePKH

T'oBopete ¢ Barus nekap, hapMarieBT WM MEIUIIMHCKA CECTpa, pean aa mpuemete Aerius:
- ako ObOpeuHaTa Bu yHkius ¢ BiIoIIeHa.
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- ako Bue wnu Hskol OT ceMelicTBoTO Bu € uMan repuose.

Jena v roHOImIM
He naBaiite ToBa IekapcTBO Ha Jielia HA BB3pacT Hoj 1 roauHa.

Jpyru nexkapcrBa u Aerius

He ca u3BecTHM B3aMMOACHCTBUS MEXKy Aerius U APYTH JISKapCTBa.

Hudopmupaiite Bamms mekap wim GpapManeBT, ako preMaTe, HaCKOpo CTe IPHUEMAITH T €
BB3MOJXKHO J1a TIpUeMeTe IPYTH JIeKapCTBa.

Aerius nepopajieH pa3TBOp ¢ XpPaHA, HANMTKHU U AJKOXO0JI
Aerius MOXKe J1a ce TIpreMa ChC WA 0e3 XpaHa.
braere BHUMaTEHY, B CIyYaid 4e mpruemare Aerius U aJKoXoJl.

bpemenHoct, kbpMeHe U pepTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATAaTe, Y€ MOJKE /1a CTe OpeMeHHa WIIH TUTaHupaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap miu gapmaneBT npeau ynotpedarta Ha TOBa JEKapCTBO.

AKko cTe OpeMeHHa MM KbPMHUTE, HE e MPernopbyBa a NprueMaTte Aerius IepopajeH pa3TBop.
JlunicBar nannwm 3a hepTUINTETA TIPU MBXKE/)KSHU.

Ilodupane u padoTa ¢ MAIIMHU

He ce ouakBa ToBa JieKapcTBO, U3MOI3BAHO B MPEMOPHUYUTEIHATA /1034, J1a OBIKsABa Bamara
CIOCOOHOCT 3a modupaHe win padboTa ¢ MaluHU. BBIIPEeKH Ye MoBEeYEeTO X0pa HEe U3IUTBAT
CBHHJIMBOCT, IMPECIIOPBUYUTEIIHO € Ja HC U3BHPIIBATC ILCI\/'IHOCTI/I, H3UCKBalll¥ KOHIOCHTpAUA Ha
BHUMAaHHUETO KaTo mopupaHe U padoTa ¢ MaIIMHU, JOKATO HE YCTAHOBUTE KaKbB e(DEKT UMa BHPXY
Bac nekapctBoTO.

Aerius nepopajien pa3TBop cbabp:ka copouTos (E420)
Toga nekapcTBo chabpska 150 mg cop6uron (E420) BbB BCEKH MIUTHIMTBD MEPOPAJICH pa3TBop.

CopOuToabT € U3TOYHUK Ha (PpykTo3a. Ako Bamust nekap Bu e kasan, ue ue Bue unu Bamero aere
MMaTe HEMMOHOCUMOCT KbM HSIKOM 3axapy uiu Bu e mocTtaBeHa [uarHosa HacleACTBEHAa HEMOHOCUMOCT
KbM (PYKTO3a, PAIAKO TeHETUYHO 3a00sIBaHe, TP KOETO XOpaTa He MOTaT Jia pa3rpaKaar
¢dpykTo3ata, roBopere ¢ Bamms ekap npeau Bue unu Bamrero aere na npuemete wiu na Bu 0b1e
MPUIOKEHO TOBA JIEKAPCTBO.

Aerius mepopajien pa3TBop cbaAbp:ka nponuiaenriaukon (E1520)
Tosa nmexapctBo chappika 100,19 mg npomunenriukon (E1520) BbB Bcekrt MUTHITUTBD TIEpOpaieH
pasTBoOD.

Aerius nmepopaJjieH pa3TBoOp ChIbpKa HATPUH
ToBa JlekapcTBO ChIBPIKa MO-Maiko oT 1 mmol Hatpuii (23 mg) Ha 7032, T.€. MOXKE Ja ce Kaxe, e

MPAKTHUYCCKU HEC CbAbPIKA HanHﬁ.

Aerius mepopaJjeH pa3TBop CbAbpaxka 0€H3UI0B ATKOXO0J
ToBa nexapcTBo cbabpika 0,375 My OeH3UII0B aJTKOXO0JI BbB BCEKH MUJIMJIMTHP IIEPOPaAIeH pa3TBOpP.

beH3nnoBHAT aTKOXOII MOXKE Ja IpUYIWHU AJICPTUYHU PCAKIIUU.

[la He ce m3Mo3Ba 3a IOBEYE OT €/IHA CeIMUIIA ITPH MAJIKH Jela (Ha Bb3pacT MO0 3 TOANHH), OCBEH
aKo He e ImpenopbUaHo oT Bamus nexap ninu gpapmarieBT.

OO0wpHete ce kbM Bamms nexap min papMareBT 3a CbBET, aKO UMaTe 3a00JisiBaHe Ha ObOpenuTe Win

YepHHUs Jpo0, 3alI0TO TOJIEMH KOJINYeCTBa OSH3MIIOB AJIKOXOJI MOTAT Jla ce HATpyNar B opranu3Ma Bu
¥ MOJKE€ JIa IPUYUHSAT HeXKellaHa peakiys (HapedeHa ,,MeTaboIuTHa anu03a‘™).
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O6BbpHETE ce KbM Bamms nexap win (apMarieBT 3a ChBET, aKO CTe OpeMeHHa MIIH KEPMHUTE, 3aI0TO
rOJIEMHU KOJMUYEeCTBa OCH3UIIOB aIKOXOJI MOTaT Jia Ce HATPYIAaT B opraHu3Ma Bu u Moxe Ja MpUIHHAT
HE)KenaHa peakuus (HapeyeHa ,,MeTaboJMTHA alumo3a‘).

3. Kak 1a npuemaTte Aerius mepopaJjieH pa3TBop

Bunaru npuemaiite ToBa JIeKapcTBO TOUHO KakTo Bu e ka3an BamusT nexap uiu papmaineBt. Ako He
CTe CHUTYPHH B HEIIO, monuTaite Bamms nexap win dhapmanesT.

Ynorpebda npu gena

Jema ot 1 1o 5 rogunu:

IIpenoppuntennara no3a € 2,5 ml (rbjiHa 10 MOJOBHHATA MEPUTEIHA IBKHUYKA OT 5 ml) oT
TIEPOPAITHUS PAa3TBOP BEAHBXK JTHEBHO.

Jema ot 6 no 11 roguau:
[IpenopruntenHara go3a e 5 ml (exHa MepuTeNHA IHXIYKA OT 5 ml) OT mepopaHus pa3TBOP BETHBK
JTHEBHO.

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

AKO TIepOpaHUAT Pa3TBOP C€ TOCTaBs C MEPUTEIIHA CIIPHHIIOBKA 32 epopaiHu (HOPMHU, MOKE
U3I0JI3BaTe U Hesl, 32 ]a OTMEPHUTE ChOTBETHOTO KOJMUYECTBO MEPOPATICH Pa3TBOP.

ToBa ekapcTBO € 32 MEPOPATHO MPUIIOKECHHUE.

Cries kaTo mpHUeMeTe J03aTa MepopalicH pa3TBOP, U3MUITE MAJIKO BoJa. MoXeTe Ja U3M0JI3BaTe
JIEKapCTBOTO HE3aBHCHUMO OT MpHEMa Ha XpaHa.

[To oTHOMIEHHE HA TTPOIBIDKUTETHOCTTA HA Kypca Ha JIeUueHue, JJekapsIT Bu mie onpenenu suga
ajiepruueH pUHUT, OT KOMTO CTpajare, M B 3aBHCUMOCT OT TOBA IIe MPEIeHN KOJIKO BpeMe TpsOBa Jia
npueMate Aerius iepopayieH pa3TBop.

AKo cTpagate OT HHTEPMUTEHTEH aJIEPTHUCH PUHUT (HAIMYME HA CAMIITOMH B POIBDKCHIE HA T10-
MAaJIKO OT 4 JTHU CEIMHUYHO WUJIH B MIPOIBIDKEHHE Ha ITO-MaJIKO OT 4 cenMuIu), Bammst nexap e Bu
MperophrYa cXxema Ha JieueHne, cho0pa3eHa ¢ JaHHUTE 3a Xo0/1a Ha Oonectra Bu.

AKo cTpagate OT IepCHUCTHpAIIl AJIePTUICH PUHUT (HAJTMYKE Ha CUMIITOMH B TIPOIBIDKEHUE Ha 4 WK
MOBEYE THU CEMUTHO U B IPOIBIDKEHUE Ha MTOBeUe OT 4 cenmuiin), Bamust iekap moxe na Bu
Mpenopbya No-npoAbIKUTEIHO JICUCHUE.

[Ipu paznuyHUTE MAIMEHTH C YPTUKAPHUS MOXeE JIa C€ HaJlara pa3jnyHa MpoIbJDKUTETHOCT Ha
JICUCHUETO U MOpajax TOBa TPsiOBa Jla cria3BaTe MPEOPbKUTE HA JIEKaps CH.

AKo0 cTe npHeJH oBeye 0T Heo0XoAMMAaTa J03a Aerius nepopaJjieH pa3TBop

[Ipuemaiite Aerius nepopaieH pa3TBop camo Taka, Kakto Bu e npennucan. Ilpu ciyuaitno
npeao3rpaHe He Ce OYaKBaT Cepuo3HU npodiiemu. Bee mak, ako B3eMeTe mo-BHCOKa 103a Aerius
HepopasieH pa3TBop OT IpeanucanaTa Bu, moceBerBaiite ce Begnara ¢ Bammst exap, GpapmaneBTt mwim
MEIHUIINHCKA CECTpa.

AKO CTe MPOMyCHAIH 12 MpuemMeTe AErius nepopajeH pa3TBop

AKo 3a0bpaBuTe J1a IpUeMeETe J03aTa cu Aerius HaBpeme, IPUEMETE S IPU ITbPBa Bb3MOXKHOCT, CJIE]T
KOETO MPOABIDKETE MpueMa 1o npeanvucaHara Bu cxema. He B3umaiite nBoiiHa 103a, 3a 1a
KOMIICHCHpATE MPOITyCHATaTa J103a.

AKO CcTe cripeJiv IpHeMa Ha Aerius mepopaJjieH pa3TBop

AKO UMate HIKaKBH JIOMBIHUTEITHA BBIIPOCH, CBBP3aHHU C YIIOTpeOaTa Ha TOBA JISKAPCTBO, IMOMUTANTE
Barmus sekap, papMmarieBT Wik MEIUIIMHCKA CECTPa.
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4, Bb3MOKHN HeKeJTaHU PeaKIun

Kakro Bcuuku JICKapCTBaA, TOBA JICKAPCTBO MOXKE J1a IPEAN3BHUKA HEXKCIAHU p€aKIIUH, BBIIPEKHU Y€ HE
BCCKH T'U IOJIy4aBa.

[To BpeMe Ha MOCTMAPKETHHTOBUS MEPHUOJT Ha Aerius, MHOTO PSJIKO ca ChOOIABaHU CIyYan Ha TEXKKU
aJepTUYHU Peakiuy (3aTPyJHEHO AUIIaHe, XPUIIOBE, ChPOeX, YPTUKAPHS U OTOK). AKO 3a0eNeKnTe
HSKOS OT T€3U CEPUO3HH HEXKEJIaHHU PEaKIUK, IPEKPaTeTe MpreMa Ha JISKAPCTBOTO U MOTHPCETE
CICILIECH CHBET OT JieKap He3a0aBHO.

IIpu KTMHUYHU TPOYYBaHUS MIPU [TOBEYETO Jela ¥ Bb3PACTHU HEKENAHNUTE PEaKK ca MPaKTHIECKU
CBIUTE KaTO MPH MIpHUeM Ha Tanebo noj Gopmara Ha pa3TBOp MM TabneTka. Bee nmak, nmpu aena mox
2 TOIVHY B CpaBHEHHE C TUIAe00 MM0-9eCTH HEeKEIAHH PEaKIny ca JHapus, HOBUIICHA TeMIIepaTypa u
Oe3chHUE, TOKATO MPH BH3PACTHHU - OTIIAJAHAIOCT, CyX0Ta B yCTaTa U riaaBoboiiue.

[Ipu KIMHUYHK TIPOYy4YBaHUs ¢ Aerius CieHUTe HeXKEIAaH! PEaKIInK ca ChOOIIaBaHH KaTo:

Yectu: cieqHuTe peakuy MoraT Jia 3acersat 1o 1 Ha 10 gymm

° yMopa

° CyXoTa B ycrara
° riaBo0ore
Lena

UYectu nipy Aenia Ha BB3PacCT IO 2 TOAWHU: CIIETHATE PEakIii Morat aa 3acersar a0 1 Ha 10 mema
° JTrapus

° IIOBUIIIEHA TeMIIepaTypa

) Oe3chHHE

ITo BpemMe Ha MOCTMAaPKETHHIOBHS MTEPHO Ha Aerius ca chOOIIaBaHU CIICTHUTE HEKEIaH! PEaKIUK:

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

o0puB

ChpLIEOVCHE WITH HETPABHUJICH ChPJICUSH PUTHEM
YCKOPEH ChPACUYEH PUTHM

0oJIKa B cTOMaxa

rajgeHe

MOBPBINIAHE

pa3CTpoOeH cTOMax

Juapust

3aMasHOCT

CHHJIMBOCT

Oe3chHue

MYCKYJIHa 00JIKa

XaJIFOLIMHALIMT

MpUIaIbIN

0E3MOKOMCTBO ChC 3aCUIICHA IBUTaTEIHA AKTHBHOCT
BB3MAIICHNE HA YePHUS APOO

OTKJIOHCHHE B YEPHOIPOOHUTE TTOKA3ATEIH

C Heu3BecTHA YECTOTa: OT HATMYHUTE JIaHHU HE MOJKeE J1a ObJlec HallpaBeHa OIICHKa Ha 4eCTOTaTa

° HeoOuyaiina ciadoct

® ITIOXBIITABAHEC HA KOXKaTa I/I/ HUIJIN OYUTEC

° TIOBHUIIICHA YYBCTBUTEITHOCT Ha KOXKaTa KbM CITbHUCBA CBETJIMHA, JIOPU U B 00J1a4HO BpeMe, U KbM
UV (yaTpaBHOJIETOBa) CBeTIIMHA, Hartpumep KbM UV CBeTJIMHATA B COJAPHYM
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IIPOMEHH B CHPJICUHUS PUTHM
HeoOH4YaliHO MOBEACHHUE

arpecust

YBEJIMYCHO TETJI0, YBEITUYCH aleTUT
JICIIPECUBHO HACTPOCHHE

CyXOTa B OYHUTE

HEN3BECTHA YECTOTA: OT HAMYHHUTE JaHHHU HE MOXKe J1a ObJie HalpaBeHa OIeHKa Ha 4YeCTOTaTa
3a0aBeH ChpACUYCH PUTHM
NpPOMSIHA B CHPACYHHS PUTHM
HEOOWYaiHO MTOBEICHNE
arpecus

e 0 0 0 N

Cpo0maBaHe HA HesKeJIAaHU PeaKIIun

AKO MONTyYuTe HIKAKBU HEKETAHU JICKAPCTBCHH PEakIiy, yBeaoMeTe Baius nekap, GpapManeBT win
MCOUIIMHCKA CCCTpa. TOBa BKJIFOYUBA BCUYKU BB3MOKHU HCOIIMCAHU B Ta3U JINCTOBKA HECXKCIIAaHU
peaxiui. MoKeTe CBIIO /1a ChOOIINTE HeXENAHU PEeaKIlni TUPEKTHO Ype3 HAIMOHATHATA CHCTEMa 3a
cho0ImmaBane, mocodeHa B [lpumoskenue V. Kato cro0mmaBare HeXKenaHN peakiny, MOXKeTe Ja JaieTe
CBOS MMPUHOC 3a TIOJIy4YaBaHe Ha MoBe4Ye MH(GOPMAIUs OTHOCHO 0€301aCHOCTTA Ha TOBA JISKAPCTBO.

5. Kak n1a cbxpansiBate Aerius nepopasieH pa3TBop
Jla ce cpxpaHsBa Ha MSCTO, HETOCTHITHO 32 JICTa.

He u3non3BaiiTe TOBa JIGKAPCTBO CJIE]] CPOKa HA TOAHOCT, OTOENsI3aH BhpXY OyTHiIKaTa ciexn ,,[ ojeH
110:*“. CpoKbT Ha TOJHOCT OTTOBaps Ha MOCIECIHUS JICH OT ITOCOUYEHHUS Mecell.

Ja He ce 3ampa3sBa. Jla ce cbXxpaHsBa B OpUrMHAIHATA OMAaKOBKa.

He u3nosn3aiite ToBa 1eKapcTBO, aKO 3a0eeKUTEe NPOMSIHA BbB BHHIIHHS BUJI Ha MIEPOPATHUS
pasTBOD.

He HSXBLpHHfITe JICKApCTBAaTa B KaHAJIM3aluATa UIN B KOHTeﬁHepa 3a JOMAIllHA OTHaaAbIIn.
[TonmraiiTe Bamus Q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC U3II0JI3BATC. Tes3n
MCPKH 1II€ CIIOMOIrHAaT 3a OIla3BaHC HAa OKOJIHATa Cpeaa.

6. C'b)l'bp)l(aﬂlfle Ha OnMaKOBKaTa M 10IIbJHHUTEC/IHA I/IH(l)OpMaIII/IH

KakBo cbabpka Aerius nepopaJieH pa3TBop

- AXTHBHOTO BemiecTBo € aecioparaaus 0,5 mg/ml.

- Jlpyrute CbCTaBKU Ha TepopaiiHus pa3tBop ca copoutosn (E420), nponmsienriukon (E1520),
(BmkTe ToUKa 2 ,,Aerius nepopaiieH pa3TBop chabpxka copouTon (E420) u nmponmieHr MK
(E1520)), cykpanosa (E 955), xunpomenosza 2910, HaTpreB LUTpAT AUXUAPAT, ECTECTBEHH U
M3KYCTBEHH apOMaTHU3aToOpH (apoMaT Ha IbBKa, KOMTO Chabpxa mpormienriukoi (E1520) u
OEH3MIIOB aTKOX0JI (BIIKTE TOUKa 2 ,,Aerius mepopaieH pa3TBop ChIbpika OEH3UIOB aTKOX0m*)),
0e3BOIHA IMMOHEHA KHCEIIMHA, INHATPHEB €/IeTaT U MpeyrcTeHa BOa.

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

Aerius nepopajieH pa3TBop € HamuueH B Oytuiiku oT 30, 50, 60, 100, 120, 150, 225 u 300 ml, c¢be
3aImyiajKa 3alluTeHa oT Jieia. BbB BCHYKU ONAKOBKH, ¢ U3KIIIOUEHHE Ha Ta3u oT 150 ml, uma
MepUTeNHa ThXUYKa ¢ AeneHus 3a 2,5 ml u 5 ml. B onakoBkara ot 150 ml nma nim meputenHa
CIIPUHIIOBKA 32 TIEPOPaTHH (OPMH, WIIM MEPHUTEIHA JIBKUUKA ¢ AeneHns 3a 2,5 ml u 5 ml.
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He Bcuuky BuIoBe OMakoBKH MoraT Jja ObaT MyCHATH Ha Ta3apa.

IMpurexaTten Ha pa3pelIeHHETO 32 YIOTPe®a W MPOU3BOAUTE

[IputexxaTen Ha pa3pemieHreTo 3a ynorpeoda:
N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hupnepnannus

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

3a momreTHATETHA WHGOPMAIIHSI OTHOCHO TOBA JIEKAPCTBO, MOJISA, CBBPIKETE CE C JTOKATHUS
NpeACTaBUTEN HA MPUTEXKATEIS Ha pa3pelieHHeTo 3a ynorpeoa:

Belgié/Belgique/Belgien

Organon Belgium

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

Boarapus

Opraunon (1.A.) b.B. - ximon bearapus
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

EAlLGoa

BIANEE A.E.

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

Espaia

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 Healthcare GmbH
Tel: +49 (0) 89 2040022 10
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 3200

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

Kvnpog

Organon Pharma B.V., Cyprus branch
TmA: +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
Slovenské 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 moCJeTHO npepasriexaane Ha sucToBkata <{MM /ITT'T}> <{mecen I'TTT}>

INoxpoOHa uH(popMalIKs 3a TOBA JIKAPCTBO € Ipe0CTaBeHa Ha yeOcaiita Ha EBpornelickaTa areHius
1o JiekapcTBata https://www.ema.europa.eu.
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