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1. HME HA JEKAPCTBEHUA IIPOAYKT

OPAJIAHP 100 IR u 300 IR cy6GnuHrsanin TabneTk
ORALAIR 100 IR & 300 IR sublingual tablets
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OPAJIAHP 300 IR cy6nunrsanau TabneTku | DoodveseNe

Peaceaad

ORALAIR 300 IR sublingual tablets B

2. KAYECTBEH U KOJINYECTBEH CbCTAB

Beaka cyonunrpansa rabnerka OPAJIAUP cbabpika CbOTBETHO 100 IR* nnn 300 IR* ot cneanure
aJNlepreHHH €KCTPAKTH OT TPEBHH NOJieHU: ExKoBa II1aBHIA (Dactylis glomerata 1..), 0OHKHOBEHA
MHMpHU3NuBKa (Anthoxanthum odoratum L.), nacuuled (aurnuiicku) pafirpac (Lolium perenne L.),
rrankocTebneHa nusagna meminua (Poa pratensis L.) 1 THMOTeHKa (Phleum pratense L.)

*IR (Uuaeke Ha peakTuHOCT): MepHaTa endnuua IR oTpa3asa anepreHHus NOTCHLHAT Ha eKCTPaKT
OT aJepreHy, NPOH3BEICH OT Stallergénes: eKCTPakThT OT AICPreHH ChABPHKA 100 IR/ml, koraro npu
KOXKeH IpHK TecT (poba ¢ yooxIaHe) upes Stallerpoint® sbpxy 30 ceH3UTH3UPAHH KbM AJICPreHA
NHLA, IPHYMHABA MAIYJIa CbC CPEAHOTEAMETPHUCH AHAMCTHD 7 mm. Koxnara peakTHEHOCT Ha TE€3N
1ULa ¢ EMOHCTPHPA eTHOBPEMEHHO 4Pe3 MOJIOKHTENCH OTrOBOP Ha MPHK TECT € 9% pa3TBOp Ha
koneuHos gocdar umu ¢ 10 mg/ml XucTaMuH TUXHIPOXIOPHA. MepHaTa enununa IR na Stallergenes
He € CPABHEMA C MEPHHTE eJIMHHALM, 3NON3BAHH OT Py NPOH3BOAMTENN Ha aJICPreHH.

TToMOLIHO BEUIECTBO ¢ M3BECTHO ACHCTBHE:

Enna cy6muureanna tabnerka OPAJIAHP 100 IR cbabpxa 83,1 — 83,6 mg nakTo3a MOHOXHIPAT.
Enna cyOnuHreaina Tabierka OPAJIAUP 300 IR coawpxa 81,7 — 83,2 mg NaKTo3a MOHOXHPAT.

34 MBJIHHS CMNHCBK HA MOMOINHHTE BEWICCTBA BHKTE TOHKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Cy6Gnuurasantia TabneTka

Ta6nerkute ot 100 IR ca nexo NeTHUCTH, 6enu 10 OeKOBH Tabnerky ¢ penegeH Haamne “100” oT
ABETE CTPAaHMU.
Ta6netkure ot 300 IR ca jieko neTHHCTH, Oesu 1o HexoBr TabyeTky C peneden Haanuc <3007 ot
ABETE CTPaHU.

4. KJAHAYAU JAHHU

4.1 TepaneBTHYHH NOKAZAHAHA

JleveHre Ha MIPUYMHEH OT TPEBHM MOJICHU aN€PryHieH PHHHAT c/6e3 KOHIOHKTHBHT NPH BB3PACcTHH,

[OHOLLIM M Aeua (HaZ 5-roJHIIHA BB3PacT) ¢ KITHHAYHO 3HAYHMH CUMITTOMH, IHArHOCTULMPAHY Ype3
HOJOKUTENCH KOMKEH TECT W/MIM MOJIOKHUTESIEH THTHP Ha CrIeLA(pHIHNA IgE xeM ead
TONCHH.OT XOMOJIOXKHaTa rpyna’ Ha Tpeeata Pooideae.

| Poovideae (ymepen) xomonodcra zpyna mpeeu: Phleum pratense (JI
Anthoxanthum odoratum (Obuxrosena mupusnueka), Avena sativa (IToc
glomerata (Obuxnosena Edcoséa enasuya), Festuca spp. (/lusaona eiaca
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(Buinecma medosuya), Hordeum vulgare (Evemux), Lofium perenne (Hlacuyen (auaAudcKu)
patizpac), Poa pratensis (2naoxocmebnena augsaona memauya), Secale cereale (Pvoc), Triticum.
aestivum (HTwenuya).

4.2 JMo3npoBKa H HAYHH HA NPHJIOKEHHNE
TNeuennero ¢ OPAJIAMP Tps6ea aa ce MpeanMiie H 3ano4He eAHHCTBEHO OT JICKap bt CHOTBETHOTO
oGyueHHEe ¥ OMHUT B JIEYEHHETO HA ayiepruuuy 3abonsasanus. B Cyuaid, 4e ce JIEKYRaT AeUa, ICKapAaT

Tpa6Ba /12 MMa CHOTBETHOTO ODYYEHHE U OMHT C JeLa.

[Tupeara tabnerka OPAJIAMP Tpabea aa ce npHeMe noj MEJUIHHCKO HaGmoaeHne ¥ NalHEHTHT A3
Obae npocieaasat 3a 30 MUHYTH.

JoznupoBKka

JleyeHHETO ce CHCTOM OT HauanHa ¢asza (BKIoUBalia 3-AHCBHO HapacTBAHE HA J03UTE) H
noaaspKala gasa.

Hayanno nevenue
Jlozata nHa OPAJIAMP Tpafa fa ce yBesM4aBa B NPOABIDKEHME HA TPH AHH, 33 14 CC NOCTHI'HE
[OABPKAIIATa J03a, ChIVIACHO CIICTHATa CXEMA.

Jen | 1 Tabnetka o1 100 IR
Heu 2 2 rabnerku ot 100 IR eqnoBpeMEHHO
Jlen 3 1 Tabnerka ot 300 IR

[lepHoABT Ha MOBKLIABAHE HA J03aTa MOXE 12 OBAC YALIDKCH TIpH HeoOXO0IUMOCT 110 MPCIIeHKa Ha
JIEKapA, B 3aBUCHMOCT OT ChCTOSHUETO HA MALUCHTA.

ITodovporcaiyo nevenue

Jlo3aTa 3a BB3pacTHH, OHOH U Aena ¢ 300 IR aHerHO.

MMopabspxanioTo AeueHHe TpaOBa Aa Npoxb/DKH C €1Ha 300 IR cy6nuureansa TabieTka Ha ACH /10
Kpas Ha NOJIEHOBHS CE30H.

JleyeHueTo TpabBa Aa ce 3anoHBa OKONO 4 Meceria npeaH 04aKBaHOTO HAvallo Ha [MOJICHOBHA CE30H H
TpsOBa Aa ce MOAIbprKa A0 Kpasd Ha [10JICHOBUA CE30H.

TIpodeaxcumennocm Ha eyeHuemo

Me#AyHApOIHHTE HACOKK 32 JIEYCHHE C& OTHACAT IO NEPHOA Ha JIEHSHUE OT MHUHUMYM 3 COAHUHH
aneprensa umynorepanus (AlT) 3a nocTHraHe Ha ABIFOCPOHA e(pMKaCHOCT CJIe/] IPEKPATABAHE Ha
JTEUYCHHETO.

AKO He ce NTOCTHTHE ChOTBETHO NOA0OPEHHEE Ha CHMATOMHUTE I10 BpEME HA TBPBHA FOJICHOB CE30H,
HAMA NOKA3aHHA 2a NPOAB/DKABAHE Ha JIEHMCHHETO.

Haji-06110, aKo JIEUEHHETO ce NPEKBCHE 3a NO-MAJKO OT 7 IHH, TO MOMKE /1a Ce MPOALIKH. AKko
NepHONBT Ha PEKBCBAHE € I0-IbABr OT 7 IHH, CE NPENOphHBa ICHCHHETO 1 CC NPOABIIKH TTOA

JEKApCKo HadmoAgHUE.

Creyuaanu nonyiayuu

JIxncea KMMEAYEeH onuT oT uMyHoTepanus ¢ OPAJIAWP nipy nauMeHTH [0-Bb3pact

Ileduampuuna nonynayus



BesonacHocTTa U ethrkacHocTTa Ha OPAJIANMP nipu nena Ha BB3pacT oA 5 roIMHH HE ca
YCTaHOBCHH.

Jiuncear nannm 3a neuenuero ¢ OPAJIAWP npn feua 3a nioseye o1 €AMH CC30H Ha TPCBHH HOJACHHU.

Jlo3MpOBKaTa, KOATO c€ MpHJlara IpH FOHOLIK W ACLA Ha BB3PacT OT H Hall 5 rogMHH, € ChILIATa KaTO
ApH BB3pacTHH.

HaudH HA NPUIOKEHUE

TabnetkHure TPAOBa Na ce AbpKAT MO €3HKA 0 TBJIHOTO HM pa3TEapAHC (32 noHe | MMHYTA) H Cllefd
TOBa & C& IIThTHAT,

[TpenopruBa ce TabneTkaTa Jia ce IpHUeMa Nnpes IEH, Ha NpasHa yCra. He Tpabsa na ce npuemar
XpaHa B HaNUTKH Npe3 CIeABAIMTE 5 MUHYTH.

4.3 IlpornBonoxkazauns

— CBpBX4YBCTBHTEITHOCT KBM HAKOE OT MOMOIIHHTE BELICCTRA, n36poenH B To4uKa 6.1,

- TeskKa HEKOHTpONHpaHa Wi HecrabunHa actMa (FEV) < 80% OT NpOrHO3HATAa CTOHHOCT) WK
TEXKKO OGOCTPAHE HA aCTMATA NPe3 IpeAXoanHuTe 3 Mecela,

~ TlalMEHTH ¢ AKTHBHO HJIH JIOLIO KOHTPOJIMPAHO aBTOMMYHHO 3abonaBaHe, HMYHHH nedexry,
KMYHOAS(GHLHATH, MMYHOCYNPECHs WU 37I0Ka4€¢CTBCHH HoBOOOpa3yBaHUA ¢ TEKYLIO 3HAYCHHE
32 3200J19BAHETO;

- Texx# Bb3NANeHHS B yeTaTa (KaTo opajieH nuiueil, OpanHd A38H WK OpaliHa MHKO034);

= 3anoYBaHETO HA JIeYEHHE ¢ aJIepreHHa HMYHOTEpalliA o BpeMe Ha OpeMEHHOCT €
IIPOTHBOIOKA3aHO (BK. ToUka 4.6).

4.4 Coenuaing npeynpekacHis d DpeAnaInl MepKH npH ynoTpeda

TesxkH aepraytd peakiiny

KakTo mpH BCAKA MMYHOTEPANHs ¢ alepreHH, MoXe Aa ce MOABAT TEXKH AIEPTHYHH DEaKLHH,
BIFOMMTENHO TEKKM HAPYHICHWS HA NapuHTopapuHKCa MMM CHCTEMHU ancprutHi peakiihi (T.e.
OCTPO HA4ano Ha 3a6ONABaHE ChC 3acATaHe Ha KOXATa, MyKO3HATa ThKaH HIH 11 IBCTC, PECITHPATOPHO
KOMIIPOMETHPAHE, TIEPCHCTHPALIH CTOMAITHO-YPEBHH CHMIITOMH H/TH IIOHINKEHO KPbHBHO HANATaHE H/
WM CBLp3aHH cumnTomM). [larmentute Tpabsa na Obaar uHpOpMHUpaH# 32 [PHU3HALKMTE H
CHMIITOMYTE Ha TEXKHMTE alePrUHHM PEaKily ¥ TIPH NOSBATA KM /& NPEYCTAHOBAT JICHEHHETO M [
MOTHPCAT HezabasHO MEAUIHHCKA NOMOIL. JleueHueTo Tpa6Ba fa ce Bb30OHOBU CaMo 1O yKa3aHHE Ha
nexap.

Npeauiuya cUCTEMHA ANEPTMMHA_ PCAKIMA KbM anepredna UMyHOTCpanvs
IMpremsT Ha OPAJIAWP nipu nauueHTH, KOUTO Npeay TOBA €4 MMAallh CHCTEMHA aIepriyHa peaKuus
KbM NpEAVIUHA alepreHHa WMyHOTepanus, TpAOBa Aa &ble BHHMATETHO oOMMCIIEH H TpsabBa 1a ce

B3EMAT MCPKH 34 JICYCHHC HA NoTeHUHAJIHHA PEAKLHH.

AcTtma
AcTMaTa € U3BECTEH PUCKOB (PAaKTOp 3a TEXKH CUCTEMHH ATePruyHH pCaKiliy. ChBCTOSHHETO HA
acTMaTa TpAOBa na GbJle BHUMATEIHO OLEHEHO NPEAM 3al109BaHe Ha nevenuero (Bk T. 4.3).
TlalueHTHTe ¢ acouMMpana acTMa TpaOBa Aa GbAaT KOHTPOAUpAri & Ha4aloTo 1 O BpeMe Ha
neuernero ¢ OPAJIAHP. He ce npenopbusa BHE3aIHO CMMpaHe Ha JICKapeTBaTa 3@ KOHTPOI Hd
acTMara cJied HauanoTo Ha neuendero ¢ OPAJIANP.

[lalyeHTHTE Che CHIBTCTBALIA acTMa TpAGBa fa OpAaT HHPOPMUPAHH 33 HeoBXoAMMOCTTa HE3aDaBHO
Jla TIOTHPCAT MEMUHHCKA TIOMOIL, aKO 2aCTMATA WM e BIIOHIN BHE3ANHO.

[Ipy namdeHTd ¢ acTMa, cTpajalliy OT OCTpa MH(EKIAA HA_JAMXaTEIHHTE IMBTHINA
neueHue ¢ OPAJIAUP Tpa6sa f1a ce OTI0KH, IOKATO HHPEKIMATA OT3BYYH.

Cupae4yHo-ChA0BH 3a00/1ABaHu




[Tau{eHTHTe CHC ChPAEYHO-CHAOBH 3a00NABaHMA MOTaT A2 OBAAT W3JIOKEHH Ha MOBHUICH pHCK B

ciiyuaif Ha CHCTEMHM ajepruyHuM peakuud. Tosa TpsOBa na ce MMa MpPEABHA NpEiH IpHEMA Ha
OPAJIAUP.

Beta-anpeHepriausy Gnokepy

[TauueHTH, KOMTO npreMat GeTa-aapeHepruiiH 010KepH MOTaT Aa HE €& MORIMAAT OT oOHyaiiHHUTE
[103¥ AAPSHATHH, IPWIATAHH NPH JICUeHHE Ha CEPHO3HHM CHCTEMHH PEAKiLIHH, BRIIIOYHTEIIHO
anadwiakcus. [To-konkpeTHO, GeTa-alpeHepruyHKTe 6JIOKEPH Ca AHTArOHMCTH Ha

KapHOCTHMY THpAIMTe ¥ OPOHXOpasIMpABAILHTe €(eKTH Ha apACHATHHA.

MAQ-HHXHOHTOPH, TPHUHMKIIHYHHA AHTHIEPECAHTH M usxubutopr Ha COMT

AJlepreHHaTa KMyHOTepalis A MalHEHTH, JIEKYBaHH ¢ MOHOAMHHOOKCH/IASHH unxyburopn (MAO-
MHXUOHTOPH), TPHUMKTHIHA aHTHASIIPECAHTH HIIH urxuburop Ha COMT, TpsibBa na ce 0OMHUCITH
BHHMATEJIHO, Thil KATO TE3M JeYEeHHA MOI'aT a 3acHnaT eekTa Ha aapeHaIHHA.

Jlexu 10 YMEPEHH JIOKA/IHH alleprHYHH PeaKuHH

JleyeHHETO ce CHCTOH B M3JIaraHe Ha ajepreHy, KbM KOUTO NAlMEHTHT € allCpriticH. [lopanu ToBa
MOJKE /1A C& OYAKBAT JIEKH JIO YMEPCHH JIOKATHH ajleprudHH pEakLivi B opodapHHreaaHara 0onacT
(nanpuMep cbpOek B yCTHATA KyXHHa, IPasHEHE Ha MbpJIoTO, cepbex B yIIHTE ). AKO MALHEHTBT
W3MTa SHAYNTEIHH PEaKHH Ha MACTOTO Ha NMPUJIOXKEHHE, MOXKC Ad CC OOMHUCIIH CUMIITOMATHYHO
nievedre (HanpHUMep aHTHXMCTAMHHH).

OpajiHH JIE3UH

B cinyuait Ha XUPYPrUYHH MHTEPBEHIMH B YCTHATA KYXHHA, BIUTIOHATEIHO eKCTpaKi{|g Ha 350K,
npucMa Ha OPAJIAYP TpsGea 6b/1¢ OTIOKEH, 2 NPOABILKABALIOTO neyeHue TpAGEa Aa Obae
NpeKbCHATO A0 TBIHOTO 3a3/]paBABaHE HA yCTHATA KyXHHA.

Eo3unogrneH e30(arur

Mma chobmeHHs 3a eo3uHoduIeH e30(aruT BbE Bpb3Ka C NMPUIAraHeTo Ha OPAJIAUP. Ako no BpeMe
na neueuretro ¢ OPAJIAHP HacTBIAT TEKKH WIK NEPCUCTUPALIH racTpoe3ogareajiHi CHMITOMH,
BKMOYUTENHO Aucharks Win 00Jka B I'bPAMTE, JIEUEHNETO C OPAJIAWUP 1pabsa a ce NPEKBCHE, &
CLCTOSHHETO HA MALMEHTA - 14 Ce OLeHH OT jieKap. JleueHHeTo TpabBa fa ce Bb30OHOBH CaMo NO
yKa3aHHE Ha JIeKap4.

ABTOMMYHHM 330014BaHHA B PEMHCHS
[1pH NaLHEHTH C ABTOUMYHHO zabonapane B pemucus OPAJIAHP Tpsa6Ba Aa Ce NPESINHUCEA C
NMOBHIIEHC BHUMAHHE,

JlakTO3a
[TauMeHTH ¢ pe/kd HACNEJACTBEHU NPodIeMH Ha HEMOHOCHMOCT KbM TalakTo34d, Lapp nakraseH
NeGULIMT UK ITIFOKO30-raJlakTo3Ha masiabcopOums He TpAOBA j1a MPUEMAT TOBRA JICKapLTBo.

HaTpui
To3H JIeKapCTBEH IPOAYKT ChABPKA MO-MAIKO OT | mmol watpuii (23 mg) Ha TabreTKa, ToecT
NpaKTHYECKH ,,0e3 naTpuii™.

-~

4.5 BsauMoaeiicTBHe ¢ APYrd JICKAPCTBCHH NMPOAYKTH H APYT'H dopmu Ha B3anMOAEHCTBHE

He ca mpoBexaaHH NPOYIBaHKS 33 B3aUMOACHCTBHS.
He ca ¢chOBUIaBaHM B3aUMOAECHCTBHA NPH KIMHUYHH ITPOYUBAHHA € OPAJIAHP, nno BpeMe Ha KOHTO
[AIMEHTHTE Ca MOXKE/IH /1a PHeMAaT MeIMKaMEeHTH 32 JICIEHHE Ha CHMITTOMH Ha anepryd
(AHTHXMCTAMUHM, CTSPOWIN).

aJiepreHH N0 BPEME Ha JICUEHHETO C OPAJIAUP.



EnHoBpeMeHHATa Teparyus Che CHMIITOMaTHUHU AHTHANIEPTHHHH JICKapCTBa Wil auTH-IgE nekapcrea
HAIP. OMATH3yMad MOXe /12 OBKIIH HABOTO HA TOJICPAHTHOCT HA NIALMEHTA KbM HUMYHOTEpanu,
Tosa TpaOBa 1a ce UMa NPEABUN NIpY NIPeKpaTABaHe prMeMa Ha TakUBa JICKapeTsa.

JIuncea KIMHMYEH OIMHT M0 OTHOLIEHHE Ha €AHOBPEMEHHO BAKCHHHPAHE H JICUEHHC C OPAJIAHP.
BakcHHALMKTE MOTAT Ja ¢ npuiarar 0e3 Aa ¢€ PEeKBCBa JICUCHHETO C OPAJIAHP cnea MeaMLIMHCKA
OlIcHKA Ha OOIIOTO CECTOSHHE HA NAL[HEHTa.

4.6 PeprHianTeT, OPpeMEHHOCT H KbpPMeHe

bpeMeHHOCT

JTunceaT KIHHHYHE naHHH oT ynoTpebara Ha OPAJIAHP npu OpeMEHHHM XKEHH.

[IpoyuBaHuATa IIPU KUBOTHH HE TN0KA3BAT MPEKH WM HENPEKHU BPC/IHA ¢(eKTH, CBBP3aHM €
PENpPOAYKTHBHA TOKCHMHOCT (BXK. TOuKa 5.3).

Teyenuero ¢ OPAJIAHP ue Tpa6Ba a ce 3aN04Ba 1o BpeMe Ha OpeMeHHOCT (BXK. TOUKa 4.3) nopaaH
MOTEHI[HAJIEH PHCK OT CEPHO3HM CHCTCMHHU AJICPrH4HH peakliny (aHadWIAKTHYHH peaKLuy). AKO M0
BpeMe Ha JIEYEHHETO HACTBIIH GpeMEeHHOCT, yNoTpedaTa Ha OPAJIAWP Moxe Ja e NPOJAB/DKH, aKo €
HeOOXOAUMO, HO IOl CTPOTO HAOMKOACHHE.

Kppmene

He ¢ H3BECTHO JAJIH AllePTEHHUTE eKCTPAKTH OT 5 TPEBHH ITOJICHA C€ eKCKpETHPAT B KbpMaTa.

Kato npeanasHa MApKa € 32 MPeANoYHTaHe /12 €€ H3OSTrRA 32M10YBAHE HA ajlepreHHa HMYHOTEpariiia no
BpeMe Ha KEPMEHE.

[Ipn Bce TOBA, THI KATO CHCTEMHATA CKCHO3HITUA HA KEPMEILA JKeHa KhM AKTHBHOTO BEILECTBO HA
OPAJIAHP e npenetpesxnma, ynorpebara na OPAJIAHP mMoxe 1a ce OOMMCIIH 110 BPEME HA
KbpMEHE, B3eMaliky MPE/IBHA NON3aTa OT JICUCHUCTO 3a KCHATa | T1013aTa OT KbPMEHETO 32 ACTCTO.

DepTHIIHTET

JTunceat JaHHH 32 QpepTHIIMTETA NPU XOpa.

He ca npoBeXaaHu NPOY4BAHHS Ha (PepTHIMTETA MPH XXUBOTHH ¢ aKTHBHOTO BELIIECTBO Ha
OPAJIAMP. XHCTONATONOTHYHOTO M3CJIEABAHE HA MBXKKH M 2KEHCKH PEMPOAYKTHEHH OPratiu, obaue,
HE PA3KPHBA HEXKETAHY HAXOAKH (1PH IPOYIBAHUATA 338 TORCUMHOCT TIPH MHOTOKPATHO IPUIIAraHe ¢ 5
anepreHHH EKCTPAKTa Ha TPEBHU MTOJICHH.

4.7 EdekTn BhpXy cHocO0HOCTTA 32 WIOPHPAHE H pafoTa ¢ MAIIMHH

OPAJIAMP He MOBJIHARA WK MOBIHsIEA NIpeHedPeXUMO CIOCODHOCTTA 3a nrodupaHe H paboTa ¢
MALHHH.

4.8 Hexenanu JeKapCTBEHH PEAKIHH
Odobuienue na npohuia HA be3oNACHOCM

Tlo ppeMe Ha nedeHuero ¢ OPAJIAWP, nauueHTiTe Ca H3J10AKCHA Ha aflepreHH, KOMTO Morar /1a
IpeAU3BHKAT PEeaKUUH HA MACTOTO HA MPHIIOKCHHE WM CHCTEMHH ajiepruyHH CUMIITOMH.

TTopany TOBa MOTAT J1a C€ OYAKBAaT PCAKLMH Ha MACTOTO Ha NpuJIoXKeHue (Hanp. chpbeK B ycraTa v
Apa3sHeHe B IBPJIOTO) Npe3 NEPHOA HA ICHCHHEC.

AKXO MALMeHTHT NOJYyYH PEakLKs Ha MACTOTO Ha NPUIIOKEHHE, MOXKE /la CC OOMHCIIH CUMIITOMATUYHO
jleyeHude (Hamnp. ¢ AHTHXHCTAMHHH).

Tabauuro npedcmagen CRUCHK HA HEXNCeIAHUmE 1eKapCmeeni peaxiun
[To BpeMe Ha KIMHHYHHATE H3NHTBAHHA o6uo 1 038 pe3pacTHH U 154 neanaTpHIHH /wd\ €o
anepruyeH PUHOKOHIOHKTHBHT, CBBP3aH ¢ TPEBHH MOJICHH, €a 6unu nexysanu ¢ O ﬂ'-&? 5
& JICH
i

enyH BT AHEBHO NPH 1ale6o-KOHTPOIMPaHH KITHHHYHH IPOYIBAHNA. Heaxenayy
peakunu ca 06001enn B TabaHuara no-1o1y.




BONIIUMHCTBOTO OT HEXKEIAHUTE PEeaKiiy, A0BENH A0 NPeKACBPEMEHHO UIKINOUBAHS OT MPOYHBAHETO
ca CHOTBETCTBAJIM HA PEAKLHM HAa MACTOTO Ha npunoxkenue. Te ca OWIM C JIEKa HITH YMEPEHA TCXECT U
ca OunyM HeCEPUO3HH.

TabnuuHO NpeacTaBeHO 06061eHHe Ha HEKENAHHTE JIEKAPCTBEHA PEAKIWMH MO CHCTEMO-Opratit
KJIACOBE M 10 YecToTa [MHOr0 HecTH (= 1/10), uectn (> 1/100 mo < 1/10), HeuecTr (> 1/1 000 go
< 1/100), peaku (= 1/10 000 o < 1/1 000)]. ITpu BesAko rpymupaHe B 3aBHCHMOCT OT 1eCTOTATA
HesKEAHHTE IEKAPCTBEHH PEAKIIMH Ca NPEACTABEHH B HU3XOAII PEL 110 OTHOWICHHE Ha TAXHATA
cepuosHocT, HexkenaHuTe leKapcTBEHH PEAKLMH, CHOOIIEHH MO BPeME Ha IOCTMapKEeTHHIOBOTO
HaONIoAeHNE, Ca IPeACTARCHH B TabnuliaTa no-1oiy ¢ 4ecToTa ,,¢ HEHW3BECTHA qyecToTa” .

Cucremo-opranen kiac / Hecrora / Hexce1anu JieKapCTBeHH PEAKITHN

Hundexnnn 1 HHPpECTANHA

Yectt HazodapHuruT, pHHAT
Hewectn Xeprec B YCTHaTa KyXHH4, OTHT

HapyureHusi Ha KPBBTa H JIHM@QHATA CHCTEMA
Heuectn JlumdaneHonaTHs

HapymieHusi Ha HMYHHATA CHCTEMA

Heuectu CBpbX4yBCTBHTEHOCT, ATCprHYEH
CHHAPOM B YCTHATA KyXHHA
C neuzpecTHA AHa(pHIAKTHYHA peakiyd
4yeCTOTA

IlcHXHYHH HAPYIICHHHA

Hevectn [lenpecusa

Hapymennd HA HEPBHATA CHCTEMA
MHoro uect  I'nasobonue

HeuecTd 3aMasHOCT, AMCrey3us (HapyIICHHE HITH
H3BpallleHHE Ha BKyca) , CbHIIMBOCT,

Penku bBeznokoHCTBO

Hapymenus Ha 04MTe

Yectw KOHIOHKTHBUT, ChpOEXK B OYHTE,
yBeIMUEHO ChJI3EHE
Heuect (OTOK HaA OUMTE, OKYyJ1apHa XHIIEPEMHA,
CYX0 OKO

HapyuweHHus Ha yXOTO M JTaOHPHATA

Yectn Copbex B yLIHTE
Heuect JInckoM(OPT B YLIUTE

CbAOBH HAPYLICHHSA Penxu  3auepssBaHe

PecnuparopHun, rphAHH H MeIHACTHHATHH HapyMCHHUS

Mmuoro gectd  JipasHeHe B I'bPJIOTO
Uectn DapuHrealcH OTOK, aCTMa, AKCITHCA,
KalLTHiA, AMcdOHNA, ACPrHieH PUHHT
(3aryiueH HOC, KMXaHe, PHHOPE H

Hedyectt OToOk Ha JIApUHKCA, XPH
repioTo, QapuHreanta




CroMamHo-uypeBHH HAPYHICHHA

Muoro uectn  Copbex B yCTHaTa KyxXHHa

Uecry OTOK B yCTHATA KyXHHa, OTOK Ha €3HKa,
OTOK Ha YCTHWTE, OpohapHHIrcaniu
MEXYPH, CTOMaTHT, AHapHsl, NOBPBILAHE,
OoJiKa B KOpema, JIUCICNCHA, avcdarus,
rajicHe, I0CORMHMA, OpailHa
xunoecTe3ud (H3TPHIIBAHE HA YCTATa),
napecre3us B yCTHaTa KyXHHa,
opodapuHreaina 60Ka,
opohapHHreaneH AHCKoMOpT,
nuckoM(opT B YCTHATA KyXHHA, ChPOCHK
Ha €3MKa, ChpOekK Ha YCTHUTE, CYXOTa B
ycTaTa, CyxoTa B I'bpAoTo

Heuect OToK Ha HeOLIETO, FACTPHT,
ractpoesodareaneH pediykc, A384 B
ycTara, e3odareanna O6oKa, O0JIKa B
yCTHATA KyXHHA, XeHJIWT, OPHIBaHE,
FUHTHBUT, TJIOCHT, OMUHOGMArH,
IPOMEHH B YCTHATA KyXHHA,
YroJIeMsABaHE Ha CIIFOHYEHHTE HKIIC3H,
CRpPBXCEKpELiaA Ha CIIKOHKA, TPOMEHH I10
€3uKa
C HeusBecTHa Eo3uHodIeH €30(paruT
4eCTOTA

Hapyumenusi Ha KOXKATA M HOAKOKHATA THKAH
Yectn YpTHKapHi, aTONMMYCH ACPMATHT,

npypuTyC
Heuectn AHrHoenem, oOpHB, akHE
Peaxky OTOK Ha JIMLETO

O6mn Hapymennsi 1 epeKTH HA MACTOTO HA MPHJIOKCHHE

Yectu JuckoM$opT B rpbaHus KOL
Heuectn VYceulaHe 3a Oyuka B rbpioOTO, aCTCHH,
rpunononoOHo 3abonssane

H3cneaBanns
Penxu YBenuueH 6poit Ha eo3MHOQHITHTE

Hapanssanns, OTPABSHHSA A YCJIO/KHEHN, BH3IANKHAIM B pesyarat Ha HHTCPBCHIHH

Heuectn ExckopHaiuAi

B cpaBHEHKE C HEXKEJIAHHUTE PeaKIHH, ChOOIIEHH 1pe3 IbPBUA neyebeH MepHo, NO-Majlko BUAOBE U
O-HHCKK YECTOTH Ha HACTHIIBAHE HA HEXEMAHU PeaKiy ca ChOOIIEHH Mpe3 BTOPHA H TPETH ne4eOHn
[IEPHOIH OT BB3PACTHH, KOUTO €a OHIIM TPETHPAHH ¢ OPAJIAUP npe3 TpH moc/ieA0BATENHH CE30HA HA
TpesHH HOJIEHH B KIMHUYHO MPOY4BaHE.

Onucanue Ha u3Gpany Helceaanu 1eKapcmeenu peakiuu

[To Bpeme Ha neuenHero ¢ OPAJIAHMP, nandenTyre ca H3JI0KENH Ha AJICPreHy, KOUTO
[peAU3BUKAT peakliki Ha MACTOTO HA [IPHIIOKCHHE W/ WIY CHCTEMHH AJIEPrHYHH CH

[Topany ToBa MOraT /1a C& OYaKBAT PEaKIUM HA MACTOTO Ha IIPHIOKEHHE {Hanp. ¢
nipasHeHe B I'bPJIOTO) NPE3 NEPHOJIa Ha JICHCHHUE. AKO NalMEHTDT NONYYH PEaKiii
MpUIOKEHHe, MOXKE Ja ¢& OOMHCIIH CHMITTOMATHYHO JIeYCHHE (Hanp. ¢ AaHTHXHCT



KakTo mpH BeAKA MMYHOTEpPANHKs ¢ alepreH, MOrarT Ja HaCTBIAT ANePrHYHH PEAKLHH, BKIOTHTENHO
TeXKH JAPUHCO-PapHHI€AIHH PEaKUMH WIH aHa(HIAKTHYHY PeaKiHH (Hanp. OCTpO HAuAJIo Ha
3a60BAHE CBC 3ACATAHe HA KOXKATa, TMTABHLIUTE WIH M [BETE, BIOHIABaHE Ha ANIIAHCTO, YIIOPHTH
CTOMALIHO-YPEBHH CHMITTOMH HJTH MOHHXKEHO KPBBHO HanAraHe WK CBbp3aHu CHUMITTOMH).
HUudopMupaiite NALUEHTHTE 33 CBEP3aHATE NPU3HALM 1 CHMITTOMH Y I'H Hakapaiite /1a TOTbPCAT
He3abaBHa MeTHULMHCKA [IOMOIII H Ja NIpeyCTaHOBAT JICUCHHETO, aKO HACTBIIAT TAKHEBA. JleueHHeTO
MOJKe Jia € Bh300HOBH caMo 10 YKa3aHKC Ha JieKap4.

[MeauaTpUyHa DOy NAUKA

Haii-o61wo, mpodwrsT Ha §e30NMacHOCT B NEAHATPHYHATA MMOITYIALAL € nonoOeH Ha TO3U IpH
BH3pACTHH. ClieIHUTE PeaKLIid, H30POCHH B TabNHYHO NIpeAcTaBeHoTo 0000uleHue, Ca OUITH
chOOIIEHH ¢ TO-BHCOKA YeCTOTA MTPH NEANATPHYHATA MOMYaLHA, OTKOIKOTO NpY BR3PACTHH.
KAILTALA, HA30(DAPUHIHT, OTOK B YCTHATa KyXHHa (MHOTO yecTO), ANlEPrHYeH CUHAPOM B YCTHATA
KyXHHa, XeITHT, IJIOCHT, ycewaHe 3a 6y1iKa B I'bpJIOTo, jiHckoMdopT B yiuHTe (MeCTO).

B nonkiHeHne KM Ta0Nu4HO NPeACcTaBeHOTO 00o0Wwenue, CNEAHUTS PeakUHH Ca OWIH CHOOILEHH
MpH Jela H IOHOIIY, KOUTO ¢4 HOTy4aBank OPAJIAUP: TOH3WIHT, GPOHXHT (4ecTo), rpbhaHa donka
(HeuecTo).

[locTMapkeTHHroBQ Hab/mMoOACHKE

CrneqHHTe HexeTaHNA PeaKiuH ca G1IM COOLIEHH 110 BpeMe Ha MOCTMapKCTHHIOBOTO HaOMO/ICHHE
[IPH BB3PACTHH, OHOIIH U Jietia: 000CTPAHE Ha acTMa, CHCTEMHA alepritiHa peaKiii, €03UHO(HIIEH
ezodarur.

UecToTaTa Ha Te3U peakiuH npu geuenne ¢ OPAJIAWP He ¢ H3BECTHA.

Crob1apane Ha MIOJIO3MPAHA HEXKETAHH PEaKIIHA

CpobInaBadeTo HA MOJO3UPAHK HeKeJIAHH PeaKiuu Cie/l paspeliaBaHe 3a ynoTpeGa Ha JleKapCTBCHUA
NPOAYKT € BakHO. TOBa MO3BOJIABA 12 NPORBI/KH HAGIIONCHUETO HA CHOTHOIISHHUETO TIOJ3a/PUCK 32
nekapcTBeHHs NMPORYKT. OT MEJHLIMHCKHUTE CIICHHANKCTH c W3HCKBA /12 ¢poDImaBar BCAKa
NOAO3MPAHA HEKENAHA peakiius upes:

M3mreTHATENHA ATSHUMA 110 JIeKapeTBaTa

yi1. ,.,J{amsH Ipyes™ Ne &

1303 Codus

Ten: +359 2 8903417
yebcaiit: www.bda.bg

4.9 IIpeposupane
He e cr00IIaBaH Clydai Ha npeao3upaHe.

AKO Ce IpHeMaT [103H MO-BUCOKH OT IIPEMOPLUATEIIHATA JHEBHA /1033, HAPACTBA PHCKLL OT HEXeJIaHH
JIEKAPCTBEHH PEAKIIHH, BKIIOYHTETHO CHCTEMHH HEXCIIAHH PeaKLnK UITH TEAKH NOKAJTHH HEXETaHH
peakiun. B cmy4aif Ha nosABa Ha TEXKH CHMIITOMH KaTO aHTHOCIEM, 3aTPYIHEHO peribilaHe,
3aTpyIHEHO JUIIaHe, IPOMEHH B IMacd WK yCelane 3a IhIHOTa B IBPJIOTO, Tps#0Ba He3a0aBHO fa Ce
IOTHLPCH KOHCY/ITALA ¢ JieKap.

B ciyyaii Ha PeA03UpaHe, HEKEIAHUTE JICKAPCTBEHH pEaKUHH TpAOBa aa ce neKyBaT
CHMIITOMATH4YHO.

5. @OAPMAKOJOTHYHMA CBOUCTBA

5.1 ®apmMakoAHHAMEYNH CBOCTBA




(dapMakoTepaleBTH4HA rpyra; AJICPr¢HeH SKCTPaKT OT TPEBHH NMOJICHH
ATC xon: VO1AAO2

MexaHu3bpM Ha AedcTBHe H dapMakoMHaMUieH edekr

OPAJIAWP ce H3MON3Ea 34 JIeYeHHe Ha MallMeHTH ¢be crieldbuyay IgE MEAHMPAHH alepruiii
CHMIITOMM KaTO aJIEPrHYeH PHHHT ¢ WIH 663 KOHIOHKTHBHT, NPHYHHCHH OT TPEBHH MOJCHH.

DapMaKOAUHAMHYHHAT €eKT € HaCOYCH KbM HMYHHATa CHCTCMA. LlenTa € Aa ce HHAYLHMPa HMYHEH
OTrOBOp CpelLy aJICprena, ¢ KOMTO ¢¢ JISKyBa NaleHTa. [ThIHKAT ¥ TOUCH MEXAHU3BM Ha ACHCTBHC 1O
OTHOLIEHHUE HA KIMHWYHUS edekT oT cneiiuduyHaTa MMYHOTEPANHs HE € HAITBIHO H3ACHCH 1
NOKYMEHTHpaH. ¥ CTAHOBEHO €, Y€ JICUCHHETO ¢ OPAJIAHUP unaynppa CHCTEMCH KOMITETHTUBCH
AHTHTAJIO-OTFOBOP Cpelly TPeBa M MHAYIMPA [TOBHINABAHE HA crienuguunrTe 1gG. He e ycTanoseHa
KJIHHHYHATA PECBaHTHOCT Ha Te3H HAOMOACHHA.

Knuanyua e(HKacHOCT ¥ 6e30MacHOCT

[Ipoyusane YO34.04

[IpoBeneno e Epponeiicko, MHOTOLUEHTPORO, MHOMOHALMOHAIHO, PAHAOMH3HPAHO, JIBOMHOCHAIO,
mnaue6o-KONTPOIHpaHo npoy4bate. [IpoyvBaHeTo € 0OXBAILAMTO 628 BB3PACTHH ChC CE30HEH
anepruyeH pUHUT H/HUIA PHHOKOBIOHKTHBHT, NPHIHHEHH OT TPEBHH MOJIEHH, MOTBBPACHH YPC3 KOKEH
TeCT M MOJIOKHUTENCH THTED Ha CHelM(PUUHNA KbM TPEBHH MOJCHH IgL.

IMauenTHTe ca GHIM PAHIOMH3HPAHH B 4 rpynu: wiauedo (n=156), OPAJIAHP 100 IR/neH (n=157),
OPAJIAUP 300 IR/zen (n=155) u OPAJIAWP 500 IR/nen (n=160).

BcekH mallMeHT € HoyyaBat CyOIHHTBATHA 1033 ¢IMH BT JHEBHO B POXBDKCHHUE HA OKOJIO

4 Mecela Ipel HAYAJIOTO HA [IOJIEHOBHS CE30H H B XOJIa HA LIS 0JICHOB CE30H. AHAaNA3BT HA
pe3yJTaTuTe c€ 0a3upa Ha 569 noaXOAAIIH 3a OllEHKA TTAUUECHTH (mnauebo, n=148; OPAJIAUP

100 IR, n=142; OPAJIAHP 300 IR, n=136; OPAJIAHP 500 IR, n=143). EdukacHoCcTTa € ONpeaesieHa
C TIOMOILTA Ha MHjlekca Ha o01uTe CHMIITOMHN Ha pHHOKOHIOHKTHEHTA (Rhinoconjunctivitis Total
Symptom Score, RTSS) (Bx. noapobHocTuTe 10-A0My) 10 BpeMe Ha eIiH MNOJICHOB CC30H.

PesynraTuTe OT TOBA [POYUYBaHe MoKa3saT CpaBHUMA eduxacnoct Ha 500 u 300 IR, ¢ nalH# OTHOCHO
GesonacEocTTa B momsa Ha 300 IR, KoeTo BOAM 0 Tpenopbybaka 1032 oT 300 IR na nen.

EdukacHocTTa B rpynara Ha jeuenune ¢ 300 IR cnpamo rpynata Ha mnauebo (GpodaT Ha yHACTHUIUTE,
BIUTIOUEHM B Noanexamara Ha neuende (Intent to Treat, ITT) nonynanus € 6w, cpoTBETHO, 136 1
148) e nmokazana CIeAHHTC PE3YNTATH:

[Tpoyurane VO34.04 peaynraTd OTHOCHO eukacHocTTa (1O BpeMe Ha e/IHH [IOJICHOB CE30H)

IILpBhtina Kpaiina TO9Ka

5
IInanebo Cpeana OrHocuTEIHA
%PAJIAHP EOU IR Cpenna cTOHHOCT HA cpesHa
Tpoyusae p(f::ﬁ:;::g" CTOHHOCT 20COJIIOTHATA pasanKa* p-
(cTARZAPTHO KoOpHIrHpaHa CTOMHOCT*
vo34.04 OTKJIOHEHHE) OTKJIOHEHHE) pa3jinka
Meduana [xoBepuTE/IEH
Meduvana HHTEPBAJT 95%]
cnﬂﬁf:ﬁ::}m 3,58 (2,98) 4,93 (3,23) 11,39
2,91 4,62 [-2,09; -0,69]
PUHOKOHIOHKTHBHTA

*OTHOCHTe/IHA cpeHa pasinka: AScosioTHa pasnuka / [iaue6o
** n-croiinocT 10 ANCOVA




A Munekc Ha CAMITTOMUTE: CpeiHH JHEBHH PE3YJITAaTH 33 OOHTE CHMITTOMHE HA PUHOKOHIOHKTHBHT 32 BCCKH
NMALFEHT 110 BPeMe Ha CE30Ha Ha TPeBHH noneHH. CHMATOMUTE HA PUHOKOHIOHKTHBUT €2 BKIIIOUBAIIH KHXAHC,
pHHoOped, chpbeXk B HOCA, HA3AIHA KOHIeCTHA, ChI3CHE HA OYHTE U ceplex B ouute (06xsart 0-18, KaTo ropHaTa
croiHocT 18 noxa3ea ycToH4MBa, MHOTO TEXKA CTEMECH Ha BCHYKHTE IICCT CHMIITOMA).

BropHunH KpaHHM TOUKH

Cpeana OTHOCHTEIHA
%PAJ[AHP 300 IR . TLraueo cTofimoeT Ha cpena
I peaHa CToHHOCT peaHa cToHHOCT | o000 ornara pazimKa*
poy4BaHe (crangaprao (cTaspapTHO KODACADAH o P-
V034.04 OTKJIOHEHHE) OTKJICHEHMHE) pprEpans ’ cToifnocT™*
pa3IHKA
Meduana Meduana [noBepuTeIeH
HHTEPBAT 95%)

Y noTpeta Ha 19,7% (24,8) 27,9% (29,3)

CIIACHTCIIEH 10 6% 10 79 - - -
MearkamedT B ’ ’

HHaeke Ha Ka4eCTBOTO 1,08 (0,96) 1,37 (1,01) -0,25 2L,1% =0,0199
Ha SKMBOT B 0,89 1,20 [-0,47; -0,04] :

*OTHOCHTE/IHA CPe/THA pasJiiKa: AGcomoTHa pasamka / [lnauedo

** p-cToitHOCT 10 ANCOVA

B YroTpe6a Ha cnacuTeNneH MeAHKaMenT: [IPOLISHT Ha IHUTE 33 NAlCHT C IIPHCEM HA MOHE €AUH CIIACHTEJICH
MeAMKaMeHT, p-cTolinocT 0,0194 HecurauMkaHTHA (TI0 Wilcoxon).

B KauecTBOTO HA XHBOT ¢ OLEHEHO 110 BpeMe Ha IIMKa Ha MOJICHOBMA C€30H 1pe3 aHKeTata 3a Ka4eCcTBOTO HA
KHBOT ¢ puHOKOHIOHKTHBHT (Rhinoconjunctivitis Quality of Life Questionnaire, RQLQ) (00xBaT Ha HHACKCA
0-7, kaTo Ha#-BUCOKHAT HHAECKC OTpa3sgBa [Hana3oHa Ha HHCKO KauecTBO HA KHBOT).

[no6anHa oLeHKa Ha e(HKaCHOCTTA Ha JICYEHHETO OT MALHECHTA. 119/136 naunentH (88%) B rpymnara
sa OPAJIAMP 300 IR u 108/148 nanuenty (73%) B rpynara na rmnauebo ca sadbesnasait ICKo 10
YMepeHO HIH A0GPO 0 3HAUHTENHO NOACOpeHHE, B CPABHEHNE CHC 3allOMHEHHTS CHUMIITOMH OT
peaxoIHuS [I0JIEHOB CE30H.

PezynraTnTe Ha aHanu3a ANCOVA 32 BCEKH OT CpeJHHTe pe3y/ITaTH Ha IECTTC OTACIHA CUMITTOMA,
aprpallti ot 0 110 3, OKa3BaT pa3iuKa B [oN132 Ha TabneTkara oT 300 IR B cpaBHeH#e ¢ Nauebo no
OTHOLICHHe Ha xuxane (-0,19), punopes (-0,23), cppbex B HocA (-0,23), nazanua kourectus (-0,23),
cupbex B ounte (-0,24) M chbn3eHe Ha OUUTE (-0,21).

JleTbT Ha MALMCHTHTE, HEH3MOM3BALIH CNIACHTEICH MEANKAMCHT, € 6mit 35,3% B rpynarta Ha 300 IR 1
27,0% B rpynaTa Ha maueGo (HecHMrHU(HUKAHTHA PA3NIHKA).

Kpaiinii TOUKH Ha post hoc-anannsa (H3BbpIIEH CJie] NPHKITIOIBAHE HA 3aC/1CNIABAHETO):

Cpenna OTHOCHTEJIHA
OPAJIAWP 1300 IR Il.naueﬁf cTONHOCT HA cpenna
0 Cpenna croiinoct | Cpeana CTOHHOCT | ,&c0moTHATA pasinKa*
5‘3;33:‘3 (cTanjapTho (cranxapTio KOPHTHpaHa % p-cToiHOET
. OTKJIOHEHHE) OTKJIOHEHHE) pazinKa
Meouana Meouana [roBepuTeIen
HHTEPBAT 95%]
CpeacH KopHrHpaH
HHIEKE HA 4*13?:;39) 5=3§. %82) 1,84 [2.66; -1,02] 29.1% <0,0001**
cumrrroMure ’ '
Cpenes HHAEKC 32
J——— 0.3 :j %‘43) 0.48 03 20,17 [0,29; -0,05] 0,0047%*
MemHicaMenT 2 ' ’ \
43,5% (33,8) 28.7% (30,7)
E 3 -
PSChao0 38,6 17,1
25,3% (30,2) 14,9% (23.6)
X )
PSED 10,9 0,0

*OTHOCHTe/IHa Cpe/IHa pasnnka; AbcomorHa pasnuka / [Inauebo
** p-croiiHoct o ANCOVA/*** p-cTOHHOCT N0 Wilcoxon
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" CpeneH xOpHIMpaH MHACKC HA CHMIITOMHTE (Average Adjusted Symptom Score, AASS): Cpener pe3ynrart 3a
CHMIITOMHTE, KOPHI'MPaH OTHOCHO yNoTpeba Ha CHACHTENIEH MCANKAMEHT (3a BCEKM NMALIWEHT, U3N0JI3BAHKA
[IHEBHHTE PE3YJTATH 32 CHMITTOMHTE M IHEBHATA YNIOTpeDda Ha CIaCUTENCH MeJHKaMeHT).

A CpeseH WHAEKS HA CIACHTENCH MEIHKaMeHT: Cpe/ICH IHEBEH HHICKC Ha cracHTeneH MEAHKAMEHT 33 BCCKH
[ANMEHT II0 BpeMe Ha C€30Ha Ha TPEBHH [OJICHH. W3non3BaHuTe MEIUKAMEHTH ca OTYHNTAHH, KaKTO ClICaBa. 6e3
ynotpeba Ha cnacuTeNeH MeaHKaMeHT = (), aHTHXHCTaMHHH (nepopauy 1/ o9HH) = 1, Ha3AIHY
KOPTHKOCTEPOHH = 2 H MEPOPATHH KOPTUKOCTEPOHIH = 3.

E TIponeHT Ha AHWTE ¢ KOHTPOINP2HH CHMITOMY (Percentage of Symptom Controlled Days, PSCD2.q): [IpOUSHT
Ha JIHUTE ¢ HHAEKC HA CHMITOMHTE HE N0-BUCOK OT 2  Ge3 ynorpeda Ha CnacHTeNIeH MEAMKaMCHT.

X [TpoueHT Ha AHKTE 63 CHMIITOMHU A CIIACHTENICH MCIUKAMERT (Proportion of Symptom and rescue
medication—Free days, PSFD): IIpolenT Ha anute 6e3 CHMITOMH H 6e3 npHeM Ha CIIACUTEJICH MEJIHKaMEHT.

[1lecTaecer W equH nanxeHTH (45%) B rpynara Ha 300 IR ca nokasany noBeye o1 50% puu ¢
KOHTPOJIHPAHH CUMIITOMH (C WHIEKC Ha CAMNITOMUTE HE MO-BHCOK OT 2 u Ge3 ymoTpeba Ha
cracHTelIeH MeIHKaMeHT) 1o BpeMe Ha ce30Ha Ha TPEBHH NONICHH CIIPAMO 40 naupeHTH (27%) B
rpynara Ha raueoo.

[TepraTpyyHa NOOyNaLHA

Mpoyusane VO52.06

[IposeacHo € EBponelcko, MHOTOUCHTPOBO, MHOTrOHAIIMOHAITHO, PAHROMH3UPAHO, JIBOHHOCHSIO,
nanebo-KORTponMpano Hpoydsate (npoyusane V052.06). I1poyusaHeTo € obxeaiano 2738
NalMeHTH Ha Be3pacT oT 5 7o 17 rofuny, CTpajaliy OT Ce30HCH anepruticH PUHHT W/ WIH
PHHOKOHIOHKTHBUT, NMPUYHHEHH OT TPEBHH II0JICHH, MOTBBPACHH Upe3 KOXKEH TECT H MONOKHUTCICH
TUTHD Ha COCHMPHYEH KbM TPEBHH TOICHA IgE.

[TatpeHTHTE ca GHITH paHAOMK3HpaHK B 2 rpymu: rnauebo (n=139) nin OPAJIAWP 300 IR/neH
(n=139). Bceku nalHeHT € NoTy4asa cyOnuHrBaNHa 1038 ¢AHH NBT JHCBHO B IpOJABIDKEHHE HA
OKOJIO 4 MeceLia Ipeay HaualoTo Ha MOJEHOBHSA CE30H ¥ B XO/1d Ha LIC/IHA noeHoB ce30H. [1pe3
OepBHTE 3 JHH OT (pa3aTa Ha JICUSHHE & IPU/IaraHa cxeMa ¢ HapacTBallla I03HPOBKA, IIPH KOETO
no3ara e 6mra yeenuuasada ¢ no 100 IR Bcekn AcH, KaTo c€ 3al09HE OF wayanHa gosza ot 100 IR o
NOCTUTaHe Ha AnesHa fo3a oT 300 IR, Auanu3sT Ha Ppe3yNTaTHTE CC 6asupa Ha 266 NOIXOAALIH 32
oneHKa nayenTH (manebo, n=135 u OPAJIAHP 300 IR, n=131). EduxacHoCTTa € onpenecHa ¢
TOMOIIITA Ha MHIeKCa 34 OOIIMTe CUMIITOMH Ha PHHOKOHIOHKTHBHATA (Rhinoconjunctivitis Total
Symptom Score, RTSS) (BK. OAPOOHOCTHTE no-0:y) 1o BpeMe Ha €/IMH MOJICHOB CE30H,

AHanM35T Ha epMKacHOCTTa B rpynata Ha aeveHue ¢ 300 [R cnpsmo rpynara Ha mianebo (OpoAT Ha
YHAaCTHHIIMTE, BKIIOUEHH B OUICKAINATA HA JICICHHAE (Intent to Treat, ITT) nomynauus ¢ 6un,
csotseTHo, 131 1 135) e mokasalt cneAHUTE pE3YIITATH:

[Tpoyusane VO52.06 pe3yaTaTH OTHOCHO edMkacHocTTa (110 BpeMe Ha €/THH MOJICHOE CE30H)

IILpeuuHa KpaiiHa TOUKa

A JTAFIP ILiane6Go Cpeana OTHOCHTE/HA
%P %00 IR Cpeﬂna CTOHHOCT HA cpeina
e¢AHA CTOHHOCT )
Mpoy=Bane p(c{lra?lna TH::C cTOlfHOCT a0coJTHATA pa3iHKa* -
V052,06 oricaone (crampaprao | KopHTHpana % | crofmocrs*
. TKJIOHEHHE) OTIIOHEIHE) pasIHKa
Meouana [noBepHTECH
Meouana HHTEPBAT 95%)
CH:{{HH'?:S;{caHa 3,25 (2,86) 4,51 (2,93) -1,13
2,48 4,08 [-1,80; -0,46]
PHHOKOHIOHKTHBHTA

*OTHOCHTEJIHA CpeaHa pasinka: AGcomoTHa pasnuka / [lnawebo

** p-croiiHocT o ANCOVA

A Wngexc Ha cumrTomuTe; CPEAHM THEBHHI PE3YJITATH 32 O0IUTE CHMOTOMH Ha pHHO
NAILMEHT 110 BPEME Ha ce30Ha Ha TpeBHH nosieHH. CHMIITOMUTE Ha PHHOKOHIOHKTHBAT
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puHOpes, cupOeK B HOCA, Ha3anHa KOHIECTHA, ChJI3CHE Ha OUNTE M cbpbex B ounte (obxsar 0-18, Karo ropHata
ctoitnoct 18 mokaspa ycToidHBa, MHOrO T¢KKaA CTENEH HA BCHYKHTC 1ECT CHMIITOMA).

Bropr4HA KpaliHH TOUKH

Cpeana OTHOCHTEJHA
OPAJIAMP 300 IR ILzane6o pex
C . Cpeﬂﬂa CTOHHOCT HA CpeaHa
penna CToMHoCT CTOHHOCT A0COIIOTHATA pasanka*
Ilpoyupane (cTangapTHo <ODHIHDaHA o/ P-
VO52.06 OTKJIOHEHHE) (CTanaapTHo prrHps ’ cTOHHOCT™*
OTK.JIOHEHHE) pas/IHKa
Meduana [noBepuTEICH
Meouana HHTEPBAJI 95%)
Cpenen BRAEKE 3a
cacHTe N 60 000 0.7 0.} 10,20 [-0,34; -0,06] 24.1% 0,0064
Me(HKkaMeHT B : ’
iﬁiﬁfﬁ;‘f 35,4% (33,2) 46,5% (34,6) _ “ _
26,8% 49,0%

MequKaMeHT B

*OTHOCHTENHA cpelHa pasnuka; AbcomoTHa pasnuka / [lnauedo
** n-croiinocT o ANCOVA

B CpeseH MHIEKC HA cHacHTeNeH MeaukaMenT: C
NALMENT MO BpeMe Ha Ce30Ha Ha TPEBHU MONCHH.

ynoTpe6a Ha CrlacuTeIeH MeIUMKaMeHT = (, aHTUXHCTAMHHEH (Tepopaltiu WM 04Hr) = 1, HasaNHHK
KOPTHKOCTEPOHAH = 2 H NEPOPATTHU KOPTUKOCTEPOHIH = 3.

B yriotpe6a Ha criacuTeneH MeIHKaMeHT: [IpoueHT Ha IHUTE 3

HMHIeKcH Ha OTACTHHTE CHMITFOMH: Pe3ynTaTuTe Ha aHa/ln3a ANCOVA 3a BCeKH OT CPEAHHUTE
pe3yJ/ITATH Ha WECTTE OTAEIHH CUMIITOMA, BAPHPAIlH OT 0 mo 3, nokas
ta6aerkaTa ot 300 IR B cpaBHeHHe ¢ nianebo [0 OTHOLICHHE HA PHHO

pelcH IHEBEH HHAGKC Ha CHIACHTENICH MEUKAMEHT 33 BCCKH
3HOM3BAHKUTE MEIMKaMEHTH €A OTYNTAHH, KaKTo crejsa: 63

4 NIALAEHT ¢ MpHeM Ha NoHe ¢AHH CIacHTe/ICH
MeMKaMeHT, p-cToliHocT 0,0146 HecHrHH(HKaHTHA (o Wilcoxon).

(-0,26), cupbex B ounte (-0,33) H ChA3CHE H& OUHUTE (-0,21).

[lensT HA NAUMEHTHTE, HEU3MON3BALIM CIIACHTENCH MEIHKAMEHT, © onn

14,8% B rpynara Ha niauedo (HecurHudpHKaHTHA pazfKa).

Kpaiinn Touks Ha post-hoc anannsa (H3pBplIeH CJIe] npuKI0dBaHe HA 3aC/ICIABAHETO):

BaT pa3jiMKa B N0J3a Ha
pes (-0,16), Ha3aIHa KOHIECTHA

18,3% B rpynata Ha 300 IR 1

OPAJIAMP 300 IR ILnanebo Cpenna
Cpeama cToiinoct Cpenna CTOMHOCT HA | o hreaHa
poyuBane (cTangapTHO CTOHHOCT abcosmoTHATA cpeana y
v052.06 UTKJIOHEHHE) (CTaHI_IﬂpTH{} KOpHIrHpaHa paiiﬂﬂl{ﬂ* p-CTOHHOCT
OTKJIOHCHHE) pa3Hka o/,
[noBepuTENEH
Meouana Meouana MHTEPBAJ 95%]
Cpeaen
KOPHIHDaH HHIEKS 30 (335,57) f’*]i 05) 11,64 [2,51; -0,78] 29.8% 0,0002+*
Ha cUMIToMATe ¥ ’ ’
33,8% (30,0) 23,7% (27.2) -
A g - 0,0107%%*
PSCDza 30.0 12,2 10
19,2% (24.9) 10.5% (18,4) -
E > 3 s _ ¥ % %
PSFD 52 0.0 0,0037

*()THOCHTEJIHA cpena pasiuka: AGCOMOTHA pa3nuKa / [Inauebo
*% p_crofinoct no ANCOVA/**# p-croitnoct no Wilcoxon

I' CpelieH KOpUrHpaH HHAeke Ha cHMITomuTe (Average Adjus
CHMIITOMMTE, KOPUTHPAH OTHOCHO YNoTpeda Ha CTIACHTE/IEH MC/IMKaMCHT (3a BCEKH NnaLHe
[HEBHHTE PE3y/NTaTH 3a CHMIITTOMHTE H IHEBHATA YNOTpeda Ha CACHTE/ICH MEIHKAMEHT)
ATIpoueHT Ha THHTE C KOHTPONHPAHH CUMITTOMU (Percentage of Symptom Controlled D
Ha [THUTE ¢ MHASKC HA CHMIITOMMTE HE [0-BHCOK OT 2 H Oe3 ynoTpe0a Ha CrIaCHTENICH M
E [TpouteHT Ha gHUTE 63 CHMIITOMH U CIACHTENCH MEAHKAMEHT (Proportion of Sympto
Free days, PSFD): IIpouent Ka nquuTe 0€3 CHMITOMH U fe3 npueM Ha CIIaCHUTENICH MEIA
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ted Symptom Score, AASS): Cp




UeTupHeceT U yeTupH naunedTH (34%) B rpynara ua 300 IR ca noxasanu noscye oT 50% auu ¢
KOHTPOJIHPAHH CUMIITOMH (C HHACKC Ha CHMITOMHTE HE N0-BHCOK OT 2 u 6e3 ynorpeba Ha
CIIACHTE/IEH MEIMKAMENT) 1O BpEME Ha Ce30Ha Ha TPEBHH MOJICHN CIpAMO 26 nauueHTH (1 9%) B
rpynara Ha ruanebo.

5.2 ®apMaKOKHHETHYHH CBOHCTBA

BoJIIMHCTBOTO OT ajnepreHuTe B cbeTapa Ha OPAJIAMP npeacraBissar cMec OT POTEHHA 1
riukonpotenHy. Hama qupexTHa OMOHATMYHOCT Ha MHTAKTHH aNepreHy B KphBTa. [Topanu TOBa HE Ca
MpoBeXiaHl (apMaKOKMHETHYHH TIPOYHYBAHKS [IPY )KUBOTHH HJIH TIPH XOPa, LALLM H3C/ICABAHC Ha
dhapmakokuHeTHYHHS Tipodin U MeTabonusma Ha OPAJIAWP.

5.3 IlpeaxkNWHUYHH AaHHH 32 6€30MACHOCT

Hex/IMHMYHHMTE JaHHH HE TIOKA3BaT 0cODCH pUCK 32 Xopa Ha 6a3zaTa Ha KOHBCHUHOHAIIHHTE
MpOY4YBAHMAA 32 TOKCHYHOCT NPH €JHOKPATHO MpHJiaraHe, TOKCHYHOCT MPH MHOTOKPaTHO NpHJIaraHe,
reHOTOKCHYHOCT, JIOKATHA IIOHOCHMOCT H eMOpHO-(eTaTHOTO pa3BUTHE.

[Ipu npoyusaHe Ha IOBEHHIHATA TOKCHYHOCT TPH TUTXOBE, IHEBHOTO NIPUIAraHe B NpOIBbIKEHHE Ha
10 cexMuIE Ha MakcuMaTHH go3M (300 mbTH No-rosieMH OT MAKCHMAITHAaTa TepanesTHHa 1033 TIPH
x0pa) € OGWI0 CBBP3aHO ChC 3HAYHTEJIHO CKBCEHO AKTHBHpaHO HaCTHUHHO TPOMOOTUIACTHHOBO BPEME
(Activated Partial Thromboplastin Time, APTT) camo Mpx MEXKHTE XKUBOTHH, HO HE Ca YCTAHOBCHH
HHTO KJTMHHYHH IIPH3HALH, HUTO XHCTOMATON0IHIHH IPOMEHH.

6. OGAPMAIIEBTHYHHA JAHHHA
6.1 ChnHcebk HA ROMOLUIHATE BEIECTBA
- [lenynoza, MHKpOKPHCTAIHA,

- KpockapMenosa HaATPHH;

- JlakTo3a MOHOXH/IpAT,
- MarHesuer cTeapar;

-~ Manwuron (E421);

- CHIMLIHEB THOKCHA, KOTOMAEH Oe3BO/IEH;

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHocT

3 roaMHH

6.4 CnenHalHH yCTI0BHA HA CbXPAaHEHHE

Te3H JieKapCTBEHH IPOAYKTH He W3HUCKBAT CIELHANIHH TEMIIEPAaTypPHH YCIOBHA 34 ChXpPaHCHHE,

I[a ce CBbXpaHABA B OpHIHHAIIHATA OIIAKOBKA&, 3a Jla ce npeanasyd oT BJIara.

6.5 Bujgu chbIbp:KaHHe HA ONAKOBKATA

100 IR u 300 IR

Enuu Mansk 6auctep ¢ 3 cybauursantu Tabnetku o 100 IR v et 6nuctep ¢©
tabnerku ot 300 IR.

Bcexu GrucTtep (ATyMUHHI/aTyMHHUIT) ce CHCTOH OT PHIIM
(TONHaME/anyMHHU/ NIOTHBHHIDUIOPH/) OT €/IHaTa CTPaHa K 3aMeHaTato ¢ 1
(aTyMHEHHIA), TOKPHTO C JIAK (BHHMJI) OT APYraTa CTpaHa. BnucTepHUTE KJICTKH €
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OnakoBka: 31 cyOiMHrBagHM TabNETKH.

300 IR

Eaun 6macrep ¢ 30 cybnnarsamnu Tabnetku ot 300 IR.

BaucTepbT (ATyMHHHH/ATYMHHHR) C€ CBCTOM OT QHIM (MOMMAMU I/ ATy MMHHE/TIOTMBUHWIX0PU]) OT
e[HATA CTPaHa M 3alle4aTaHo ¢ TOINIHHA (oano (aryMHHHH), TIOKPUTO C JIAK (BHHMJI) OT Apyrara
cTpaHa. BINCTepHHTE KICTKH Ca HOMSPHPaHH.

Onaxobku: 30 v 90 cybnuHreannu TabieTKH.

He BCHUKH BHIOBE ONAaKOBKH Morat Aa 6bJaT MycHaTH B Npojaxoa.

6.6 CresHaJHH NpeANAIHH MEePKH IPH M3XBbpJsiHe

Hsama cnenmanHy U3MCKBaHMA.

7.  TIPUTEJXKATEJ HA PASPEHNIEHUETO 3A YIIOTPEBA

STALLERGENES

6 rue Alexis de Tocqueville
902160 ANTONY

POpaHLHA

Ten.: 0033 (0) 1 55 5920 00
Daxc: 0033 (0) 155 59 21 68

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

OPAJIAHP 100 IR 1 300 IR cy6anureainn tadjieTku
Per. Ne 20100376

OPAJIAHAP 300 IR cyGaumuarsa Hn TabaeTku
Per. Ne 20100374

9. JATA HA IIBPBO PA3SPEHIABAHE/MIOQHOBABAHE HA PA3SPEINIEHHETO 3A
YIIOTPEBA

OPAJIAYIP 100 IR m 300 IR cyGiHHrBaJHH Ta0/1eTKH
JlaTa Ha mepBO paspemarare: 15 onu 2010T.
Jlata Ha nocleaHo noasosasare: 07 oxromepu 2013 .

OPAJIAHUP 300 IR cy6amursaann TabJeTKH

Jlata Ha mepBo paspemasane: 14 ronu 2010,
JlaTa Ha nocnexaHo MOAHOBABaHE: 7 OKTOMBPH 2013 r.

10. JATA HA AKTYAJM3HUPAHE HA TEKCTA

08/2023
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