Bepcus 4.2, 04/2021

KPATKA XAPAKTEPHCTHKA HA [TPOAYKTA,
JAHHY BBPXY OITAKOBKATA H JIHCTOBKA



KPATKA XAPAKTEPACTHKA HA IPOAYKTA



VTo:m NEKapPCTBEH NPOAYKT NOLEHH Ha JOBAHUTENHO HabmozeHue. Tosa me no3sonu 6bp30To
YCTaHOBABAHE HA HOBa HH(pOpMalKHa oTHOCHO Ge3onachocTTa. OT MEAHIIMHCKHTE CMIELHANIACTH
M3WCKBA JIa ChoOIAaBaT BCAKA NOZO3MPaHa HeXeNiaHa peakis. 3a HauMHa Ha chobllaBate Ha
HeXeJTaHH PeaKLHM BMKTE ToYKa 4.8,

N3NLAHKTENHA ATEHLINA O J’IEKAPBTBATAW

1. HME HA JEKAPCTBEHHA TPOAYKT KDamie XepaxmepuciuKa ‘}a npogyxma anMOMGHUG 1
Au /~
AKTAHP 100 IR H 300 IR CYGJIHHI‘B&I]HH TaﬁﬂeTKH KbM Pﬂa. M [ TSP T AP PTY 1) ..-.".-.u-u..n.-----.-é-..-u.
ACTAIR 100 IR and 300IR sublingual tablets ng / /7 /l"/ / = ‘7/
Paspewetue N2, L...... 0l . /e
, 2110, m
2. KAYECTBEH H KOJIMIECTBEH ChLCTAB @OﬁpﬂHﬂe Ne B e e A e AL Mt s

CTanpapTH3upaHH iepreHHH SKCTPaKTH HAa KbplexkH OT OomaweH mpax ot Dermatophagoides
pteronyssinus w Dermatophagoides farinae na pasad uactv, 100 IR* uan 300 IR* Ha cybnnHreanta
tabnerka.

*IR (unpexc Ha peaktuBHOCT): IR eaquHALATA ¢ onMpeieNeHa 3a U3MEPBAHE Ha ANepreBHOCTTa Ha fajeH
alepreHeH eKCTPakT. AnepreHHHAT eXCTpaxT ceabpxka 100 IR/ml, xoraTo Ha kozxeH prick TecT (npoba
¢ yGoxmane) ¢ momowra Ha Stallerpoint®, Toi mpeaW3BHKBa peakiliA Ha MACTOTO Ha npobarta ¢
avamersp OT 7 mm npu 30 nauuenTH, YyBCTBUTENHH KbM TO3W alepreH (reoMeTpuuHa CpeaHa
croiiHocT). KokHaTa peakTHBHOCT HA Te3H TAUWeHTH Cc€ JeMOHCTpHpa CHHOBPEMEHHO Ype3
NONOXHTENeH KoxkeH prick Tect wid Ha 9% kojeu docdar, won wa 10 mg/ml xucramuH
anxnapoxnopui. IR expnnuara Ha Stallergenes ne e cpaBHMMa ¢ eJUHMLATA, W3NO0/A3BaHa OT 1P, "H
NPOH3BOJHTENH HA ANICPTEHH.

[MoMo1IHH Be1lIECTBA ¢ HIBECTHO NIEHCTRHE

Besaka cyGaunreanta Tabaerka ot 100 IR coabpxka 82,8 - 83,3 mg naxroza moroxuapar 1 0,20 - 0,51
mg MaHHTO.

Bceska cyGaunarsanta tabnetka ot 300 IR coappxa 80,8 - 82,3 mg nakroza Monoxuapar 1 0,61 — 1,52
mg MaHUTOJL.

3a MEAHKA CIHCHK Ha MOMOINHHTE BEIECTRA BIK TOMKa 6. 1.

3. JIEKAPCTBEHA ®OPMA
Cybnunrsansa tabnerka.

Tabnetkute o1 100 IR ca Gemu a0 GekoBH, KPLIUIK H IBOITHO HIITHKHATH, Ha KadaBM METHA, TPABHPALH
¢ .,SAC" or enuara cTpaHa M ,,100“ or gpyrara.

Tabnerkure ot 300 IR ca 6ean no GexoBH, KPLINIH H JBOHHO HAMBKHANY, HA Ka(ABH NETHA, FPaBHPaHH
¢ .SAC" ot egnara crpana 4 ,,300% or apyrara.

4. KJIHHUYHH JTAHBH
4.1 TepanerTHYHHE HOKAZAHHEA

ACTAIR e nokaszaH mps 1OHOWH (12-17 rogMHEE) W BB3PACTHH 3a JSHEHHE
aJIepruieH PHHHT WA PAHOKOHIOHKTHBHT, NPEH3BMKAH OT akapy OT AoMallleH

(rkoxeH prick TecT Wunu cneunguven IgE).




4.2 Jo3npoBKa H HAMHH HA TPRICKCHHE

EOE!EQOBK&

Hauanno nevenue

Jo3ata na AKTAHWP Tpabea Aa ce yBenHuasa B IPOAB/IDKEHHE HA TPH AHH, 32 Jla C& NOCTHTHE
NORABPIKALLATA 1034, CBIIACHO CIeJHATA CXeMa:

Hen 1 1 Tabnetka ot 100 IR
Hen 2 2 Tabnetku ot 100 IR exHoBpeMeHHO
Hen3 1 Tabnerxka ot 300 IR

Hepﬂom;r Ha MOBHIIARBAHE HA J03aTa MOXC [a Onae YABLIDKCH IIPpH HeoOXOMMMOCT 110 [peli¢HKa Ha
JeKaps, B 3aBHCHMOCT OT CbCTOAHHCTO Ha nalnHeHTa.

ITooowvpocauo neventie
Jozata 3a Bp3apacTHE | oHOIH € 300 IR nHeBHO.

IIpoovaocumennocm Ha neveruemo

Hauanoto Ha KIHHHYHEA 6eKT ce 0uaksa okono 8-16 ceIMHLM C/IEA HAYAAOTO Ha JICUCHHETO.
MesxTyHAapOIHATE HACOKHM 34 JIEHEHHE C€ OTHACAT JI0 NMEPHOA Ha JICYEHHE OT 3 roJIMHH 3a anepreHHa
MMYHOTEpamHs 32 TIOCTHraHe Ha MOJM(HKaIMi Ha 3a00JIBAHETO, HO €A HATHYHM CaMO JAHHA 32
edmkacrocT 32 12 Meceqno neuenne ¢ AKTAMP 3a jonomu (12-17 romuHu) H Bb3pacTHH (BXK. TOUKA
5.1). TpaGBa ma ce OGMHCT¥ MPeKECBaHe, ako He ce Habmonasa nogobpenye Npes MbPBaTa roiMka oT
neuenneto ¢ AKTAHP.

Heouampuuna nonyaayus

JlosupoBKaTa € eaHakBsa 3a oHowmM (12-17 rogaHy) 32 BE3PACTHH. Eduxacnocrra sa AKTAWP npu
JieLia Ha Bh3pacT nof 12 rondH se ¢ ycTanoBeHa. [I0HacTOAIEM HAMWHHATE IaHHH Ca OIMACAHH B TOMKH
48u5.1.

Cmapuecka gv3pacm
Hsma wimHudeH onmuT 3a HMyHotepanus ¢ AKTAHP npH BB3pacTHH > 65 romuen. AKTAHP we e
TIpeJHAa3HAYEH 34 YNOTpe(a Npy BB3PacTHH > 635 roanHM (Bx. TOUKa 5.1).

Hauus Ha DpHIOKEHHE
AKTAMP tpsbea na ce MpeAMHCBa Ha NAUHEHTH ¢ AOKYMEHTHPAHA IWATHO3A M /1a €6 HHULMHPA OT

JIEKAPH € OTIHT B NEYSHHETO HA ANeprHyHH 3a00NABAHHA.

JlexapsT TpaGsa Na AaZe HA NalMeHTa MOAXOMAIA HHPOPMALA 32 JIEYSHUETO, KAKTO 1 o0y4eHHe 3a
BBIMOKHH HEXXENTAHH PeakiKH.

ITbpsara Tabnetka AKTAHWP tpatea na ce mpHeMa NOA JIEKapeKo HaGIIOgeHHe W MalMEeHTET Ja e
gafnogaBa noHe 30 MHHYTH.

AKTAUP tpabea na ce npuiara npes eHd, B MpasHa ycra.

AKTAWP tpsfBa 1a ce MOCTABH M Ja ¢€ AbDKH TMOZ €3HKA JO pasTBapsHe Ha tabneTkaTa npeau
normsinate. Ipes ciexpamure 5 MEHYTH He TpAOBa fia C© MPHEMAT XpaHa ¥ HAIHTKA,

[IpexpaTiBaHe HA TEpaANHATA
Axo neuennero ¢ AKTAHP 6uae NpeKbCHATO 3a MEPHOX A0 7 [EM, TO MOe Ja
nauHenTa. Axo eyeHHeTo Oh/e NPeKbCHATO 32 IoBeYe OT 7 NHH, € MpenopLIHTE,
nexap, mpeau 1a Bb300HOBHTE NEUEHHETO.

4.3 IIporABONOKA3AHHA



CBpbX4yBCTBHTENHOCT KBM HAKOE OT MOMOILHHTE BELIECTBA, w30poeHH B TOYKa 6.1.

Tesxka, HeKOHTpoaUpaHa WK HecTabuinna actma (FEV1 < 80% oT npemsuneHara CTOMHOCT} MJTH TEXKO
000CTpsAHE HA aCTMATA Npe3 IPESIXOAHUTE 3 Mecela.

[TAHEHTH ¢ AKTHBHO HJIH JIOIIO KOHTPOITHPAHO ABTOMMYHHO 3a60/1ABAHE, HMYHHH JedexTy,
MMyHOJS()HLIATH, EMYHOCYNIPECHS HJIH 3OKA4eCTBEHH HOBOOOpasyBaHHA ¢ aKTyanHa Gonect.

Texkd BE3MANCHHS B yoTaTa (KaTo opalicH NUIISH, OpamHH A3BH HIM OpanHa MHKO033).

TIpusiaraHe Ha JiCUEHHE C ATiepreHna HMYHOTEpaiA 10 BpeMe Ha SpeMEHHOCT € MPOTHRONOKA3AH0
(8x. Touka 4.6).

4.4 CoenuanHu NpexyRpexAcHAS H NPESANAIHE MEPKH NPH ynorpeba

Texxy anepruvHy peakin

KakTo OpH BeAKA CyGIHHIBATHA MMyHOTEPANHA ¢ AIEPTeH, MOXE [ CC MOSBAT TEKKH aepriHi
PeaKiyH, BIIOYHTENHO TENKH HAPYIIEHHA Ha TapHHIro(papHHKCa Wik CHCTEMHH AJIEPTHYHHE PEAKUHH.
TaupeHTvTe TpabBa Aa GHAAT WHQOPMAPAHYU 33 MPU3HALMTE M CUMOTOMUTE HA TEHXHTS anepriiHy
peaxupy. B ciyuaii Ha TEXKH aJleprHHHA PEaKiHM NALKEeHTHTE TPAGBA 1a NPeyCTAHOBAT JCUCHHCTO H
Jid TIOTHPCAT HE3a0ABHO MEAMIMHCKA TIOMOIN, KBAETO TPAGBA J1a ca HAMMHA MCPKH 3a JICHCHHE HA
TEXKH aneprayHH peakiy. Jleuennero TpAGRa fa ce BB306HOBH CaMO [10 YKa3aHHE Ha JIEKap.

1T HIIHA CHCTEMHA ANIePrHYHa DO KbM anepreiHa u OTepanyd
MpremsT Ha AKTAHP npi nanyeHTH, KOHTO IIpey TORA Ca HMAJT CHCTeMHR ajepririHa peakuHs KbM
MpeMUIHA ANepreHHa HMyHOTepamusa, TpabBa 1a 6bAc BHHMATENHO oOMHcIeH ¥ TpA0Ba Ja ce B3eMaT

MEPKH 32 JIEYCHHE HA MMOTCHINANHHA peakIMd.

ActMa

AcCTMATa € H3BECTeH PHCKOB (PAKTOp 3a TEXKKH CHCTEMHHE alnepriiHn peakiHu. CHCTOAHHETO HA
actMata TpabBa fa Ob/le BHHMaTEIHO OLICHEHO NPEe/IH 3amotBaHe Ha neuenueto (BIXK T. 4.3).
TMauMeHTHTe ¢ ACOLMHPaHA aCTMA TPA6Ba Aa 6BaAT KOHTPONUPAHH B HAUANOTO 1 [IPE3 UAIOTO BPEME
na nevenneto ¢ AKTAUP, He ce npenophbuBa pssko COHpPaHe Ha JIEKApCTBATa 32 KOHTPO Ha aCTMATa
chen Hauanoto Ha nevennero ¢ AKTAWP.

TlalpenTHTe CHC CHITHTCTRALLA ACTMA TPAGBa 1a GbaT MHpOPMHpPaHH 3a HeoGXOAMMOCTTA He3abarHo
I NOTEPCAT MEJHLMHCKA NOMOIL, aKO aCTMATa MM C€ RJIOIIM BHE3AMHO.

CupAeuH0-CHIOBH 3300 IABaHIA

TlansenTHTe CHC CHPOSUHO-CHAOBM 3alonApaHud Morat jJa OBJaT MAVIOKEHHM Ha MOBUIICH PHCK B
cnyyail Hd CHCTCMHH aleprydHH PeaKiHH. Topa Tpafpa 12 ce MMa TpeABMA NpEeTH MpHEMa Ha
AKTAHP,

Bera-agpesepriaHy Onokepu

TanmexTHTe, NpreMany GeTa-aapeHeprHiHH O7I0KepH, MOKE [a HE pearnpaT Ha obuuaitauTe 103H
aIPEHATHH, U3TIO/I3BAHY 32 JIEUCHUC HA CEPHO3HI CHCTEMHH PEAKITHH, BISTIOHHTERO anagunakcus. [o-
KOHKpETHO,  Oera-anpeHepriusure  OmokepH — AHTArOHM3HPAT KapAHOCTHUMYAMpPAIMTE  H
GponxomunaTHpaimuTe eheKTH Ha a/PEHATHHA.

MAQ-HHXHOHTOPH, TPHIMICTHYHY AHTHIENPECAHTH ¥ HHXUOMTODH Ha COMT

AJlepreHHaTa MMyHOTEpPAIHA NPH MAIHEHTH, JEKYBaHH ¢ MOHOAMHHOOKCH/ASHA uaxuburopu (MAO-
HHXHOHTOPH), TPHLHMKITHIHH aHTHACTIPECAHTH HIIH unxuGuropn Ha COMT, Tpafea na ce obMucIn
BHHMATE/THO, Thil KATO Te3H JIEYEHHUs MOTAT Ja 3aCHIIAT eeKTa Ha afipeHATHHA.

Jlexs 10 YMepeHH JOKATHH ANEePru4HE DAk
JleqeHHETO ce CHCTOM B H3TAraHe HA alepreH , KbM KOWTO NAIHEHTET € aJiep!

a ce OYaKBaT JIEKH A0 yMEePeHH JIOKAJIHH ANIePTHYHH PCaKIHH B opogapHHT
cppbexx B yCTHATA KyXHMHA, [pasHEHE Ha CBpIOTO, chpOeX B YLIMTE).



3HAYHTEITHH PEaKLHH Ha MACTOTO HA MPHIOKEHHE, MOXKe /a ce OOMHCIH CHMIITOMAaTHYHO Jie4EHHE
(nanpuMep aHTHXHCTAMHHH).

OpaIHH Ie3HH
B ciyvall Ha opajHa XHpYpPrH4ecKa OEpalld, BKIIOYMTENHO eKCTPaKUMi Ha 350H, mpHeMbT Ha

AKTAHP Tpabpa na 6nae oTI0keH, a MPOABILKABALIOTO JiedeHne TpaOBa Na 6bae npexboHATe 10
ITRTHOTO 3a3/ipaBABaHE HA YCTHATa KyXHHA.

Eozunodunen ezodarur

CrobleHH ca CIydan Ha eo3uHOdUIEH e30(aruT BEB Bpb3ka ¢ neyeHHeTo ¢ AKTAHP. Ako ce moABAT
TeMKH WIH NEPCHCTHpAIM racTpoe3oharcaHd CHMITTOMHE, BKIIOYMTENHO Aucharus win Homka B
repaute, ynotpe6ata Ha AKTAHP Tpabsa aa Gpae npeycTaHOBEHa H NMAlMEHTHTE 18 ObAAT OLEHOHH
OT TeXHHA Nekap. JledeHAETO MOXKe J1a c€ Bb30OHOBH caMo ciiejl yKa3aHHe Ha Jiekaps.

ABTOMMYHHH 3260NIABAHMA B PEMHCHS
TIpu natMeHTy ¢ aBTOMMyHHO 3aGonsBare B pemucia AKTAHP Tpabea na ce NpeAnicea ¢ NOBHIIEHO
BHMMaHHE.

Jlakrosa
FlawHEeHTH ¢ PEAKH HACTEACTBEHH NMPOGIEMH HA TaNakTo3HA HEMOHOCHMOCT, 001 aKTaseH fAedHUHT
HIIH [TIOKO30-TalakTo3Ha Manabeopbuua He TpaOBa aa mpueMat TOBA JIEKApCTBO.

4.5 BiaumoseiicTBHe ¢ IPYTH JEKAPCTBEHE NPOIYKTH B ApyrH (OPMHE HA B3AHMOAeiicTBHE

He ca npoBexaaHK Npoy4yBaHus 3a B3aHMOJCHCTBHATA.

EAHOBpPEMEHHATA TEPANKA ChC CHMITTOMATHYHH AHTHATIEPTHYHH JIeKapcTBa MM aHTH-IgE nekapcTea
HAIp. OManH3yMal MoXKe a TOBHIIH HHBOTO Ha TOJICPAHTHOCT Ha MALIACHTa KbM HMYHOTCPaI#A.
Topa Tpa0Ea na ce UMa MPEABUA NpH MIPEKPaTABAHE NPHEMA Ha TAKHBA JIEKapCTBa.

Hsama HaNMYHH JaHHH 33 BB3MOKHH PHCKOBE OT €JHOBPEMEHHA HMYHOTEpanHa ¢ JpYyrd ajlepreid no
BpeMe Ha jieuenue ¢ AKTAHMP.

JlvmcBa KIMHHYEH ONMT MO OTHOMEHWE HA eJHOBpEMeHHa BakCHMHaUma u nedenne ¢ AKTAMP.
BakcHHALIMSTa MOXe 1a ce HampasH 0e3 aa ce mpexbcBa neueHneto ¢ AKTAWP cnen meauuuscka
0lleHKa Ha 001I0TO CHCTOSHHE HA TIALMEHTA.

4.6 ®epruanTer, GpeMeHHOCT H KbPMeHe

Bpemennocr
HMa OrpaHs4eHO KOJAMYECTBO JAHHH 3a YIOTpeOaTa Ha alepreHHH €KCTPakTH Ha aKapH OT AOMAlICH

npax npu OpeMeHHH xeHn. IIpoBeneHHTe NPOYIBAHHATA NMPH JKHBOTHH HE MOKA3BAT HOBHIICH PHCK 33
IUI071A. 3HAYEHHETO Ha TE3H MPOYUBAHHS BEPXY KMBOTHH OTHOCHO NPHIIOHKEHHETO IpH X0pa, odaye €
OrpaHMYEHO, Thii KaTO HAYHHBT HA NPWIOKCHHE MpPH TECTBAHWTE BHIOBE C€ pasnM4aBa OT
CcyOIHHTBATHOTO [IPHIMKEHHE TIPH XOpa.

Jleuenunero ¢ AKTAHP ne rpaGea ja ce mprnara o Bpeme Ha GpemeHHocT (Bik. Touka 4.3). Ako no
BPEME Ha JICUCHHETO HACTHIH GPEMEHHOCT, JIEYEHHETO MOKE Ja ce POABIDKH ClIEA OLeHKa Ha 061oTo
CHCTOAHHE HA NMALMEHTA H Peakl[MMTe KbM NpeaHHo nprioxernne Ha AKTAWP.

Knpmene
Hiama Hanuue KIWHHYHE JaHEH 32 ynotpe6ara va AKTAHP no speme Ha Kbpmene. He ce ogakear

eexTH BBPXY KBPMEHOTO HOBOPOAEHO/KBEpPMAade, ThH KaTO CHCTEMHATA €KCMIO3HMIMA Ha KbpMellaTa
skena Ha AKTAP ce mprema 3a He3HAYHTENHA. -

OeprunuTeT
Hsama HUTHYHE AaHHY NIpH Xopa 3a edexta Ha AKTAWP pupxy depranvrera.




He ca nposexnaHu npoyuBaHWs 3a QepTHIMTET2 TpH XHBOTHH ¢ axTheHM Bemectsa AKTAHP.
BurnpekH TOBa MPH NPOYYBaHE 32 TOKCHIHOCT IPH MOBTOPHH AO3H C A/IEPTeHHH eKCTPAKTH OT aKapH He
ce Habnro/1aBaT e(eKTH BPLPXY PENPOAYKTHBHUTE OPTaHH H Ha BaTa ToJja.

4.7 EdexTn BHpXY cnocobHocTTa 32 modHpane B pabora ¢ MamIAEA

AKTAHP HaMa WM HM2 HE3HAYHTEITHO BIMAHHE BEPXY CNOCOGHOCTTa 38 Modupane 1 paboTa ¢
MAallHHA.

4.8 HexelanH NeKADPCTBEHH PeAKIAH

O6o6menue Ha npogHna Ha GezomacHoCT

OueHKaTa Ha HeKEJIaHATE PEAKUMH OT NaHHHTE OT KIHHHYHHTE MPOYYBAHHA C& OCHOBARa Ha OMNWTH,
npu kouTo 3007 narmeHTH ca NoNyYwiIH oHe eAHa J03a cyOnHHTBanHa Tabnerka OT akapH OT AoMalleH
npax. Haii-uecTHTe HeskeNaHH peaKiMH ca peaklMHTE Ha MACTOTO Ha NPHJIOKEeHHE: NEpopalieH cbpbex,
OTOK B YCTaTa, ipa3HeHe Ha I'bPAOTO M chpOex B YIIHTE.

HesxenaHuTe peakiiH 0GHKHOBEHO €4 JIEKH HIH YMepeHH. Te ce mosBiBaT Haii-Beye Npe3 MbpPBATE JHH
OT JIeYEHHETO M HAMAJIARAT TIpe3 CNeABAIATE 3 Mecela.

TabnuveH CNHCHEK HA HEKETAHWTE PEaKLIMH

Cpen 1583 BBE3pacTHH ¥ IOHOIIM ¢ NPEAW3BHKAH OT aKapd OT AOMAINEH mpaxX aJIePru<cH PHHMT,
nonyuasaum AKTAHP B rpynara Ha nederue ¢ 300 IR, 909 (57%) chobmapar 3a HexxenaHH peakLHH.
Te ca H3GPOSHH MO-Z0Ny MO CHCTEMO-OpraHeH Knac M yectoTa Ha MedDRA [MHoro yectn (21/10);
vectu (>1/100 no <1/10); Hewects (>1/1,000 ao <1/100); peaxu (> 1/10,000 go <1/1,000)]; BbB BCAKa
YeCTOTHA rPyNa HexKeNAHHTE pPeakiHK ca NPeCTABEHH B HH3XOAAN PeX;

CrcTemMo-opranen xJiac Yecrora Hexenanm JeKapeTBeHH
PeaKmHH
HHexHy H HHBA3HH Heueern [acTpoeHTEpHT,

HazogapHHIUT, KaHAHWA03a HAa
YCTHATA KyXHHa

Peaxn BpOHXHT, HapOXOHTHT
Hapymenns na IMyHHATa HewecTn OpaneH anepradeH CHHAPOM
cHCTEMA
Penxn CesoHHa aneprua
TlcmxndeH pascrpoiicTea HeuecTn BeanokoiicTBo
Peaxn Pa3ipasHHUTE/IHOCT
Hapymienud Ha HepBHATA YeeTn JHcreysus
CHCTEMA
He41ecrn 3amaiisane, rnasobonue,
napecTe3Hs
Peaxn Hapymenne Ha BHUMAHHETO,
XHIOECTE3UA, CEHIHBOCT,
HapyLIeHHe Ha TOBOpA, TpeMop
O49HH HAPYIICHHS Yecrn

Heuecn




Pegkn

Ouna xunepemui, 6nedapur,
6nedapocnassM, IPasHCHE Ha
O4HTE

HapymieHns Ha yXoTo B Mpuoro 4ecTH
nabupuHTa

Heuecrn

Peakn

VineH cppbex

CaerosbpTex, 60IKa B YXOTO,
HapecTe3ns Ha YXOTO

3amyuiBaHe Ha YIOHMTE, IIYM B
YIIHTe

Crpaednn HapymeHHA Penxu

Taxukapmus, cbpucbueHe

PecrmpaTtopHu, FPBIHH H Muoro 1ecTH
MEAKHaCTHHANHH HApYLICHHS
YecyH

Heuecmn

Penkn

IlpasHeHe Ha IBPIAOTO

Orok Ha dapuHKca, TUCTIHES,
Kalllivia

OToK Ha JapHEKCa,
(papuHreanHo pascTpoicTRO,
acT™Ma, GpOHXOCIIa3bM,
XPHIIOBE, CTATaHE B FBPJIOTO,
Auchons, SIIHCTAKCHC,
JHcKoMGOPT B JIAPHHKCA,
dapHHreanHa MapecTeIng,
PHHHT (Ha3IHA KOHIeCTH,
HOCOB CHpOEXK, pHHOpe,
KHXaHe)

XunepseHTWIALMS, [Ipa3HEHE
Ha JJApUHKca, AUCKoM(OopT B
Hoca, (hapHHrearHa
XHMIOECTEe3H, 3anyIIBaHe Ha
CHHYCHTE

CroMalliHO-4peBHH Mmuoro sectn
pascTpoiicTBa

YecTH

Orok B ycTaTa, OpaneH chpOeK

OT0K Ha €31K4, OTOK HA
YCTHHTE,

YCTHA YIILIEpalys, CIOMATHT,
nHAaphs, KopeMHa 60J1ka,
AHcIiencnd, AHcgarua, rajcHe,
auckomGopT B ofnacTra Ha
opocdapHHKCa,
opodapuureansa foska,
TapecTe3uA Ha ycTaTa, ChpOeK
Ha e3MKa, ChpOex Ha YCTHHTE




HeuectH

Peaxn

Eosunodunex ezoparur, 0TOK
Ha HeOLeTo, racTpur,
racTpoesotareatHa pedaykcHa
Honect, opodapHHreansy
MexypH, e3odareanta 6onka,
XeH/IMT, CyXOoTa B yCTaTa,
CyXOTa B I'BpPJIOTO, [TIOCHT,
CIOCOAMHUA, XHITOECTE3HA B
obJacTTa Ha ycTaTa, OpaltHo
pascTpoiicTbo, 3aboaBaHe Ha
CJIIOHUYEHHTE HJIE3H,
NOBPHILAHE

(OTox Ha XpaHONPOBOIA,
KPBBOM/MB B YCTaTa, CHHIPOM
Ha pa3pa3sHEHOTO YepBO,
4eCTH JBIDKEHHA Ha YepBaTa,
MHpH3Ma OT YCTaTa, OpHrBaHe,
MeTCOpH3BM, OfHHO(Arks

HapyineHua Ha xoxara 1 Yecr
MOJIKOXKHATA ThKAH

Heuectr

Peakn

TIpypuryc

AHrHoeIeM, ICPMATHT, 0OpHB,
ypTHKapus

Epurema myntagopMe,
GmMcTep, EpHTEM, IPYPHTO

HapyleHHs Ha MYCKYJTHO- Penxn
CKeJIeTHATa CHCTEMA M
CheIHHHMTEIHATA THKAH

Mycxynﬂid COA3MH, MyCKYIIHO-
cKeNeTeH guckoMbopT

Hapyenns na 6s0peuure 1 Peaxn
MHKQUHHATS OBTHIA

Tozus 3a ypuHHpaHe

Hapymennd Ha Peakn
penpoXyKTHBHATA CHCTEMA K
rbPAATE

Bonka B MISYHHTE AIIE3H

Q61 HApyIIeHHS ¥ JlokanHl ~ YectH
YCIIOKHEHHA Ha MACTOTO Ha
[IPHJIOKEHHE

HeuecTR

Bonka B repAMTe

QOToK Ha IHLIETO, NOKATHIAPaH
OTOK, JIHCKOMQOPT B I'EPAHTE,
ycelaHe 3a 6yukd B repioTo,
acTEHHA, HEPasMOJ0KEHHE,
KaKa

Hacnenpannsa HegecTn

Henopmaizo 1abopatopHO
HpacaeapaHe (XxeMaToJI0rHyHa,
4yeprHOApPOOHA, MHKOYHA
KHMCEJTHHA)

Onwucarie Ha M30paHH HEKETAHH PEAKIHHI

Morar na ce TOABAT TEKKH ANSPrHYHH PEaKIMH, BKIIOYHTENHO TEHKK
pa3cTpOMCTBO HAK CHCTEMHH a1ePrHiHH PEaKLlY KaTo CCPHO3HA EVEL
Hauato Ha 3260ABaHe ¢ aHraKMpaHe Ha KOXKaTa, JIMFAaBHLIATA HIH U BETE,




OT BCIKAKBE THII, MOCTOAHHH CTOMAIIHO-YPEBHH CHMITOMH HJTH HaMaJleHO KpPbBHO Hanjarame u/uiu
CBBP3aHH CHMITTOMH) {BaK. To9k2 4.4),

HenpaTprtiHa NOMyIanyd
AKTAWP ue ¢ noxazan npu neua (<12 romunm). OnMTET, CBBP3aH © 6esonacHoCTTa TIPH

Tie/IRATPAYHATA MOMY/IALMA C& OCHOBABA HA KNMHWYHH IPOYYBAHNA, BlUTIO4BAIIM 270 feua Ha BH3pacT
o1 5 10 11 rofHAHY ¢ aNleprideH PHHHT, NpeH3BHKAH OT AKapy OT JOMAIIeH Mpax | KOWTO C2 IOy Hin
AKTAHP = nosa ot 300 IR. Karo wsio npodunst Ha GesonacHoct Ha AKTAHP npu nequarpiriyara
nonyJauus ¢ nogo0eH Ha TO3H NPH BBE3PACTHH M FOHOLIH.

B [OIBIHEHHE KbM PEAKI[HHTE, u36poeHH B TaGnMHOTO pe3tome, Ca AOKNaNBAHK CICAHHIC PEaKLIHi.
HeweCTH: EHTEPOKONMT, O0JIKA B OYNTE, HAMAIABAHE HA aNeTHTA, MUPEKCH H cebopes

OcBeH TORa, CJICTIHHTE PEAKIIMA Ca AOKIAIBAHH ¢ MO-BHCOKA YECTOTA, OTKOJNKOTO NPH BBIPACTHH U
FOHOIIM:

Yectu: AUCKOMGPOPT B fIapHHKCA, NOBPBIAHE, YPTHKAPHA H HeoOHuatiny naGopaToOpHH H3C/EABAHAS
(XeMaTonoru4Ha, yepHoApobHa, MHKOTHa KHCE/IHHA).

HeuecTH: o4Ha XMNEpXeMHA H APa3HEHE Ha NapHHKCA.

TIalHEHTH, 3aNKCaHH B IPOYYBAHHA 38 ANIEPrH4HA aCTMA
ODI{T'BT, CB'LPB&H C 663011&CHO0TT3 II])H MALHEHTH < aneerHHa acTMa ce OCHOBABa Ha KITHHHYHHA

M3MUTBAHHA, BKIOUBAIH 589 panmeHTH Ha BB3pacT OT 6 no 50 rogMHH ¢ aHaMHE32 Ha ancpruvHa
acTMa, MpeM3BHKAHA OT akapu OT JOMallicH Mpax, KOHTPOJIMpana € acTMATHHHi TepanHH,
cHOTBETCTRAIM Ha Jieuenne ¢ GINA Ctenka 2, 3 wiK 4 ¢ win 6€3 1e/IOrOAHINEH PHHUT 1 KOWTO ca
nomysasamn AKTAUP B nosu o 2000 IR. Karo tsno npodunsT Ha GesonacuocT Ha AKTAHP npu
[ALMEHTH ¢ ajlepriyHa acTMa, [peAu3BHKaHa OT aKapH OT AOMAIlieH npax, € noao6GeH Ha TO3H TipH
TIALHEHTH ¢ AlCPrHYeH PUHHT, IIPEM3BHKAH OT aKapH OT JOMALlieH 1pax.

B nombIHEHnEe KbM peakiiuTe, H3GpoeHH B TaGAUIHOTO PE3oMe, Ce ¢HO0IMABA H 34 CIGAHATA PEAKLIUA
¢ AKTAHUP 300 IR:

YecTH: HETPaHA3ATHA NAPECTEIHA

[ocTMapKeTHHIOB NEPHON
B NOCTMapKeTHHTOBHA TNEpHON ca JOKNajBaHM Cny4aH Ha CHCTEMHH aIeprHYHH DEaKLHH,

BIJIFOUHTEIHO CEPHO3HH aHA(UITAKTHYHH Peakiii, KOUTO Ce CHHTAT 33 edeKTH Ha KiIaca.

ﬂog@gsane Ha IpEATICAAracMH HEXKEIANH peaKiHH
Crpobuiasanero Ha MOAO3HPAHH HExKETatk PeaKiiH CIIEN paspciuasane Ha JIeKapCTBEHHA NIPONY| KT €

pako. Tosa mo3BOABa HENPeKLCHATO HabmoieHne Ha CHOTHOLICHHETO MION32/PUCK Ha
nekapcTeenus apoaykr. OT 37ApasHHTE CIENHATMCTH C¢ H3HCKBA /13 cpobmaBar 32 BCiAKA [003UpaHa
HesKe/lana peakuma 4pes:

HMzneaHUTENHA areHI|g [0 JIEKApCcTBaTa

yi. ,,Jdamsan Ipyep® Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGceaiit: www.bda.bg

4.9 TIpenosupane

3a nepHox no 28 AHM ce NpuiAraT A03M Ha NAUKEHTH 10 1000 IR u ce crobinapa 3a MPeRO3HPaHe ¢
noue 600 IR 3a nepuon 10 324 pun. He e pL3HHKHAI HEOYAKBAH PHCK 32 6e30TACHOCTTA TIPH TE3H
nauyent. Josnre no 2000 IR npu maimeHTH ¢ 4CTMA €a H3C/ACABaHH be3 HHA 34
6e30MacHOCTTA.

B ciryuaii Ha npe03HpaHe HEXCNAHWTE PEaKLHK Tpabba fa ce JIEKyBaT CHMIIT:

5. GAPMAKOJOI'MYHH OCOBEHOCTH
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5.1 ®apmakoaAHHAMHYHH CBOICTBA
dapmakoTepaneBTHYHA rpyNa: AJlepreHeH eKCTPaKT, akapH OT JOMAlICH Mpax; ATC kom: VOIAAO3

MexaHu3bM Ha JeHcTBHE W (hapMaKoIMHAMUYHY edeKTH

AKTAHWP e anepreHeH NpOAYKT 3a MMYHOTepanus. AJiepreHHara MMyHOTepanus € MHOF'OKpPaTHO
npuIarase Ha ajepreHH Ha anepruyHH HHHBH/IM C e/ NPeIN3BHKBAHE HA ycToifuMBa MOTM(HKALIHA
Ha MMYHOJIOTHUHMS OTTOBOP KbM aJIepreHa o BpeMe Ha MOC/Ie/IBALLO H3JIaraHe Ha eCTECTBEH ajlepre .
dapmakoMHaMUuHUTe eeKTH Ha allepreHHaTa HMyHOTepanus ce OKaseaT BhpXy UMyHHATA cHCTEMa,
BBIPEKH Y€ TOYHHAT MEXAHH3BM Ha JICHCTBHE, B OCHOBATA HA KIHHHYHATA e()MKACHOCT, HE € HAITbJIHO
u3sicHeH. HAKOJKO Tpoy4BaHWs TMOKa3BaT, Y€ MMYHOJOTHYHHMAT OTrOBOp Ha aepreHHaTa
MMYHOTEpanus ce XapaKTepusupa ¢ HHIYKLHA Ha ajepreH cnemmduyen IgGs KOHTO ce KOHKYpHpaA €
IgE 3a CBBP3BAHETO C ATEPreHH W MO TO3M HAYMH HaMaJliBa akTHBHPAHETO Ha MUMYHHHTE KJIETKH.
JlokasaHo e, ye neyernrero ¢ AKTAWP npeau3Brkea CUCTEMEH OTrOBOP Ha aAHTHTENA KBM alepreHH OT
aKapd OT JIOMAlleH [paX, ¢ PaHHO W TIPEXOJHO YBENW4YeHHE Ha cnenmduuanTe IgE anTuTena,
[10C/IE/IBAHO OT MOCTENEHHO HAMAIABAHE U yBe/HYaBaHe Ha crielHpHIHHUTE IgGa.

KaunuyHa eukacHocT U 6e30nacHOCT

AKTAUP peiicTBa, KaTo ce CrpaBs C IPHYMHATA 32 PECIHPATOPHO aneprHyHOTO 3abonsaBaHe OT
aKapuTe OT JOMAIUEH NPaX W KIHHUYHUAT eheKT N0 BpeMe Ha JIEUCHHUETO & 6un gokasaH. OcHOBHATA
saumuTa, ocurypeHa ot AKTAHWP, soau no nonobpaBaHe KOHTPosia Ha 3a00NsABaHMATA H nonoopeHo
KAYECTBO Ha JKMBOT, IEMOHCTPHPAHO Upe3 HAMaJIABaHe TEKECTTA HAa CHMITOMMTE, KAKTO M HaMajicha
Hykla OT CHMIITOMATHYHH JekapcTsa (NepopanHd  aHTHXMCTAMHHH WIM WHTpaHa3aJlHH
KOPTHKOCTEPOH/IH).

Toii KaTo HAMA JAHHM 3a roBeye OT 12 Mecelia JieYeHHe, He € YCTAHOBEHA ABIrocpoiHa edukacHOCT H
edext, MoguduLMpa 3a60/15BaHETO.

Edukacrnocrra Ha AKTAHWP e nemoncTpupana B IBC JBOMHO-CIIENH, PAHIOMH3HPaHH, niauedo-
KOHTPO/IMPAHH MPOYHUBAHHs HA €CTECTBEHO Haxouiie. B Te3n npoyuBanusi ca paHIOMH3HpaHH 06110
2116 nauMeHTH ¢ alepruy¥eH PUHUT OT aKapH OT IOMAIICH Npax.

[Tpoyusane SL75.14

[Onowy (Ha BB3pacT >12) ¥ BB3PACTHM C AMATHOCTHLMPAH YMEPEH 10 TEeHBbK aJeprH4eH pUHHT,
npeauseukad or HDM, ca BKIIOHYEHH B MEX1yHapoOaHO, NBOMHO-CIIANO, TUanedo-KOHTPOIUPaHo,
panzoMu3supato npoyusane asa Il or npubauuTeHO 12 Mecela Je4eHHe ¢ nnaue6o unu 300 IR
HDM cy6nuHreanHa Tabnerka.

Panmomusupann Gsxa obmo 1607 yuacthuuM. IIpuGnusurento 38% OT nanMeHTHTe ca HMAalH
CHITBTCTRAINA ¢/1a00 KOHTPO/IMpaHa acTMa MpH BKIIOUBaHe U 46% ca GuIH MOJIMYYBCTBHTETHH.

[TbpBHYHATA KpaKHa TOYKA € CPEAHMAT 06111 KOMOGMHUPAH pe3yJ/ITaT No Bpeme Ha 4-Te CEIMHLIA B Kpas
Ha MepHo/ia Ha JIeYeHHe.

AKTAHUP Ilnaue6o AGCoNOTH
OTHOCHTEJIH p-
SL75.14 S00IR A PASINKA | pasauMka | cToiiHOCT®
or ot miauebo *
LS CpeaHo LS Cpeano niauebo
O06m KoMOMHUpaH
pesyrar! 3,62 4,35 -0,74 -16,9% ;;gp:gpm

: _(Oﬁxnznj -1
B E‘

Pesynrar 3a
KOMOMHHpaHH

1 b \‘ 3 . '



CHMIITOMH H
nexapcrsa’
(O6xsart: 0-6)

O6m pesynaTar 3a
CHMIITOMHTE Ha
pHHHTA’
(O6xsar: 0-12)

3,16

3,79

-0,64

-16,8%

<0,0001

OO0 pe3yarar 3a
CHMIITOMHTE Ha
PHHOKOHIOHKTHBHT
33

(O6xsar: 0-18)

4,22

»

5,04

-0,81

-16,1%

0,0002

Peaynrar 3a
neKkapcTea 3a
CIEIIHH CITy4aH
(O6xsaT: 0-3)

0,21

0,30

-0,09

-29.7%

0,0004

PSCD,.0°

Cpenno/yenmpan
HO
31,82/04:35 u.

Cpenno/yenmpan
HO
25,44/0,00

0,0082

LS

CpeaHo

CpenHo

BbrpocHHK 3a
KayecTBOTO Ha
MHBOT NPH
PHHOKOHIOHKTHBHT
06w pesynrat®
(OGxsar: 0-6)

625 1,42

678 1,62

-0,19

-12,0%

0,0004

I'mobGanHa oueHKa
Ha eduKkacHoCTTa
Ha JIE4EHHETO OT
nanueHTa’

Bpoii nauueHTH, chobaBanm 3a
nono6penne Ha cumnromure (%)

529 (80,8%)

522 (72,4%)

~ 0,0003

FAS: [TbieH KommekT 3a ananu3; LS Cpeawo: [Ipenenna cpeana CTORHOCT, Monupuunpan FAS: [TauueHTs B paMK1Te HA
FAS, KOMTO ca MMaJlH OlIEHKA 33 ChOTBETHATA NPOMEHINBA NPE3 NEPHOIA HA MbPBHYHA ouenka; N: bpoii nauuents BbB

BCsKa JIeKyBaHa rpyna; n: bpoi naineHTH ¢ HATHYIHH JAHHH 32 aHATH3

*QrHocHTeHA pa3muKa: AGCOMOTHA pasauKa/miaueto

*#*p.croitnoct ANCOVA pbpxy abCOMOTHA CTOHHOCTH 32 BCHHKH PE3yJITaTh,
u tect Chi-Square 3a rnofaiHa oleHKa Ha e(HKaCHOCTTa Ha IEYEHHETO

Wilcoxon Tecr 3a paur Ha c6opa 3a PSCDz2.0

106mmaT KOMOHHHpaH pe3yaTaT e cOOpBT OT Pe3ylTaTHTE 33 CHMIITOMHTE (cGopET OT pe3yTaTHTe 3a KHXaHe, pHHOPEs,
HOCEH MPYPHTYC H HA3alHA KOHIeCTHA) W Pe3yIITaTa OT JIEKapeTeaTa 3a CrelHH CIIy4au.

206WMAT Pe3yNTaT 33 CHMIITOMHTE Ha PHHUT € COOPBT OT YETHD
3O6IMAT pe3ynTaT 33 CHMITOMHTE HA PHHOKOHIOHKTHBHT € c6o
Ha PHHOKOHIOHKTHBHT.

K oMOMHMPAHKAT PE3YNTAT 32 CHMITOMMTE M JIEKApCTBaTa NMpEeACTaBRIAB

CHMIITOMHMTE M OLICHKATA Ha IEeKapcTBaTa 3a CIELIHH ClTyyaH.
STIponopumsTa Ha KOHTPOIHPAHHTE OT CHMITTOMHTE JIHH2-0: TIpoLeHT JHM C PE3y/ITaT 32 CHMITTOMHTE HE M0-BHCOK OT 2u
Ge3 nekapcTBara 3a CIeliHH Clry4au.

6B'l:llpO(.‘-I‘ll'll('hT 3a Ka4uecTBOTO Ha »KHBOTA NMPH PHHOKOHIOHKTHBHT ChAbpAall 7 neitHOCTH € OLICHE

JIEYCHHE.

T noGanHara oLeHKa Ha e(MKACHOCTTA Ha JEYEHHETO OT NallHeHTa Oeme OLEH

cTeneHHa ckaia Ha JIHKepr.

Paznukara ot -0,26 B nipeaiBapuTeHO AeduHUpa L
(6anancupan pesyirar, myGiukysas oT EBponeickoTo obecteo EAACI (EB
ajeprus ¥ KIHHHYHA HMYHOJIOTHA)) MOKa3Ba €

12

MUTE pe3ynrara 3a CHMIITOMHTE Ha PHHHT.
pPBT OT LWECTTE HHIWBHIYAIHH pe3yJrara 3a CHUMIITOMHTE

a paBHOMEPHOTO GalaHCHpaHe Ha pesy.Tara Ha

HaTa BTOPHYHA KpaiiHa TOUKa/)

L
2

GSMS(0:6) - -
[ nelicka akanemus 1o |
dexr na HDM TabrieTka B cpaBHEHHE C mnanebo ot .

=% i Fodpe Ty

H B Kpas Ha Nepxoaa Ha

eHa B Kpas Ha nepuHoaa Ha JIEYCHHE 110 15-
—

- i




eIMH KJIac Ha TeKEeCT B €IMH CUMIITOM [pe3 Ldj1aTa rogdHa, B MO)IHCbHIalaHHFI Ha60p OT omynauua
FAS.

B nonbiaHeHHe, MHOTO nofobeH edekT e IEMOHCTPHpaH B post-hoc aHamus, U3no/a3Baiy Oanancupas
ATCRS (0-24) pesynrar (LS cpenno: -1.07 [-1.35; -0.79] B Moauduumpanns Habop OT nory anus
FAS).

[Tpoyusane VO57.07

Br3pactuu ¢ guarHocTHimpan HDM-acoumupad aneprdyeH pHHHT Ca paHIOMH3MpaHH B JIBOMHHO-
cnano, mianeGo-koHTponupano npoyusane ¢asa IV, 3a na nomyuar 500 IR HDM cyOnunraaiHa
Tabnerka, 300 IR Tabnerka wiu miauebo, MPUIOKEHH BEHBK AHEBHO B MPOAB/DKCHHE Ha 1 ronuHa u
ca mpocie/ieHH 3a rocieBamara roausa. 509 ysactHuum 04xa paHIOMH3MPAHH H 427 npoJbiKUXa
npe3 roauuara 6e3 umyHorepamus. [IpuGnusurento 30% oT nauMeHTHTE Ca HMAIK acTMa B HA4aI0TO
H 52% ca OWIM MOTHUYYBCTBUTEJIHH.

[IbpBUYHATa KpalHa TOYKa Gellle CpeIHUAT KOPUTHPaH Pe3yJITaT 3a CHMITOMHTE NIPE3 nocJIeIHHTE 3
Mecela oT roguHa 1.

AKTAHWP IInane6o AGCOJIOTH

OTHOCHTE/IHA p-
VO057.07 IR apaoaznrnxa * pasiMKa OT | CTOHHOCT®
eﬁ *
_ LS %enmﬂ)r njaaueto e
KpaiiHa TouKa
PR 3,18 3,87 -0,69 17.9% 0,0150
CHMITOMHTE
(O6xear: 0-12)

H BTOPH!

ASvi
061, pe3ynTar 3a
CHMITTOMHTE Ha
puHHTA

(O6xsar: 0-12)
Pesynrart 3a
JNIeKapcTBa 3a
CMENIHH CITy4aH
(Obxsat: 0-3)

271 3,33 -0,62 -18,5% 0,0067

0,33 0,32 0,01 1,8% 0,9241

Cpeano/yenmpan | Cpeano/yenmpain

HO 0

51,49/57,78 41,83/38,04 - = 0,0140

sEe e Py Ee T EE R ERETE -
LS LS
Cpeano " Cpeano

BbIpocHHK 32
Ka4eCcTBOTO Ha
KHBOT MPH
PUHOKOHIOHKTHBH
L e wordy D Y
Ofim pesiyarrat 135 1,05 144 1,37 031 2B30% | 70,0040

(O6xsar: 0-6) =t
Bpoii naumeHTH, cho0IIaBallH 33 W2\
nono6penue Ha cumnTomuTe (%) A
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'moGanHa oleHKa
Ha epHKaCHOCTTA
HAa JICYSHMETO OT
MALHEHTS’

FASy1: TInneH KOMIUICKT 3a aHaTH3 ToauHa 1; 1S Cpenno: [Ipenensa cpeana crodinoct; Moguduumpan FASy:: Iammenry
B paMikuTe Ha FASy|, KOMTO ¢a WMaJTH OLEHKA 3a CHOTBETHaTa NMPOMEHJIHBA IIpe3 MEpHOAA Ha
IIBPBHYHA OLCHKA npe3 TogHHa 1; N: Bpoil namuenty peb BeAka JeKyBaHa rpyna; n: Bpoil nandeHTH ¢ HanKqHY
JAHHH 32 aHAIH3

*OrHOCHTENHA pa3iivka: AGCOIOTHA pasHKa/ IUIaLeso

**p-crofinoct ANCOVA Bopxy aGCOMIOTIIH CTOMHOCTH 3a BCHIKH pesyaTard, Wilcoxon Tect 3a panr na cbopa 3a PSCDzo
H Tect Ha Cochran-Mantel-Haenszel 3a rnobansa olieHka Ha epMKaCHOCTTA HA NIETEHHETO

K opHrEpaHmsT pe3y ITaT 32 CHMITTOMHTE KOPHFHpA PE3YJITATa 33 CHMITTOMHTE (CGOPET OT pe3yATaTHTE 3a KHXaHE, PHHOpex,
HazaleH CHPOCK M HA3aNHA KOHMTECTHA) 33 MINMONIDAHC HA JIEKAPCTRATA 33 CNCHIHM clydad (T.c. AHTHXMCTAMHHH H
KOPTHKOCTEPOH/IH).

ZO61HAT PE3yATAT 38 CAMITTOMMTE HA PEHAT € COOPET OT 1ETHPHTE PE3yNTaTa 3a CHMIITOMHTE HA PHEHT.

IponopHHATa HA KOHTPONHPAHHTE OT CHMIITOMMTE IHH24: TIPOLIEHT ZHH ¢ Pe3YJITAT 32 CHMITTOMHTE He [10-BHCOK 0T 2 H
e3 nekapcTBaTa 3a CIEMIHM CTyYas, .

‘BEOpOCEHKBT 38 KAYECTBOTO Ha JKMBOTA IIPH PHHOKOHIOHKTHBHT ChALPIKALL 7 AEHHOCTH € OLEHEH B Kpad HA NICPHOJA HA
HeqeHHE.

STnoGanHara OUERKa Ha cMKACHOCTTA HA JICYEHHETO OT MamMenTa feme OICHEHA B Kpad Ha MEpHOIZA HA JIEYCHUE No 5-
cTereHna ckana Ha Jluxepr.

Cnen enHa rofuHa jieyeHde npu pb3pactHH edextsT oT AKTAHP ce 3ana3sa €iHa roJnHa
ClIe A Kpad Ha JICUCHHETO.

120 (80,5%) 96 (59,6%) - - 0,0001

[eauarpuyna Jonyaaunsa
Ipoyusanuara SL75.14, 1207D1731 u 1501D1732 pkmousaT cbotBeTHO 341, 181 1 156 roromu Ha

BB3pact oT 12 g0 17 rogunn. Ot tax 312 (300 IR: 155, nnaue6o: 157) roHoH B MPOy4YBaHe SL75.14,
171 (500 IR: 55, 300 IR: 57, mnane6o: 59) B npoyurane 1207D1731 u 154 (300 IR: 75, nauebo: 79) B
npoy4eaHe 1501D1732 ca ouexeHu 3a edHkacHOCT. Berpeks Ye Te3n HNPOYYBaHUA HE ca cnocobHy aa
NEMOHCTPHPAT €()MKACHOCT BB BB3PACTOBHTE IOATPYMH, e€eKTHT OT ACUCHHETO MNPH IOHOMIM €
nocienosarenHo ¢ nonsa Ha 300 IR, kakro ce nabmonaBa nmpu ofliaTa DOMyAalMA ¢ OTHOCHTENHA
pazmuKa oT miaueGo B o6mus koMGHHUpaH pe3ynTaT ot -15,5% s mpoyusaxe SL75.14 u oTHocHTENHA
pamiHKa OT Iane6o B KOPHIHPAHATA ONEHKA HA CHMIITOMHTE CHOTBETHO OT -26,9% u -13,6% B
npoyusanHs 1207D1731 u 1501D1732.

B npyro npoiiHO-cismio, MnaneGo KOHTPOJNKpPAHO meauaTpuqHoO npoyusane VO64.08, 471 neua u
roHoLH (Ha BB3pact 5-17 roauuan) ca nomyunnu AKTAUP B no3a a0 300 IR (n = 241) unu mwiatebo (n
=230). He ce HaGmonapa 3naunmM edexr Ha tevenue 3a AKTAHP B cpapHenme ¢ wiane6o. [anuenrure
B /IBE€TE IPYITH CHOOIIABAT CAMO 3@ HAKOJIKO CHMITTOMA 10 BPEME Ha H CJIe]I IEYEHHETO, , M [IPOYUBAHETO
e TIPeKpaTeHo TI0-paHo 3a Ge3T0NIE3HOCT, CHIIACHO MpenophkaTa Ha ChBeTa 32 HAOMIOACHHE HA TAHHUTC
u GesonacHocTTa.

EBpOH&ﬁCKaTa arcHiika no JICKapCTBaTa ocnoﬁomasa OT 3aJB/DKEHHETC 33 [IpeAOCTaBAHE Ha
pesyrrataTe oT npoyueannata ¢ AKTAWP npu fena Ha BB3pact noJ 5 FOAHHH NPH aTepTHYEH PHHAT
OT aKapH OT JOMaINeH pax.

IposeaeHo e KIMHUYHOTO npoy4sane V064.08 npu feua H joHomH (5 - 12 roaMiiHa B53pacT),
TUIAHKPaHO B IPOrpaMata 3a AeTcko pasBHTHE. Epporeiickara areHIA MO ICKapCTBaTa NOTEBPAH
CIIA3BAHETO HA IUIaHa 34 ASTCKO pa3BHTHE,

5.2 <®dapmMakokHHeTHYHH CBOHiCTBAa

DapMakoNOrHYHHAT eeKT Ha aKTHBHMTE BeIMecTBa Ha TableTKaTa OT akapH OT NOMAIlEH Mpax HE ¢

[ipeMHHAT Tipe3 GHoMeMOpaHaTa Upe3 macHBHa AuQY3Hs H 1O TO3H HATHH C€
CHCTEMHO YCBOABAHE HA €KCTPAKTHTE OT AKapH OT [OMAIieH NMpax € MHOro 1
CremoraTeNiHO He ca MPOBESKIAHHA (PapMaKOKHHETHYHH NPOY1BaHNA IPH XKH
n3cnenea papmakokuHeTHaHus npogun na AKTAHP.

5.3 IlpenknuHAYHA A2HAH 3a GesomacHocT \ ’,

Y f . ’b"g;\.))- {1
L TR
14 e et T



HeKIMHHYHWTE [aHHH He TOKa3BaT ocofeH pPMCK 3a Xopa Ha ©asaTa Ha KOHBEHIMOHAHHTES
(apMakonorHaHE mpOyYBaHWA 3a GE30MAacHOCT, MPOYYBAHHA 3a TOKCHYHOCT IIpH MHOTOKPaTHO
MpHIarase, FeHOTOKCHYHOCTH JIOKATHA TOHOCHMOCT. HiMa A0CTAaThYHO IAHHH 32 3aKIMOUCHUSA OTHOCHO
TOKCHYHOCTTA BEPXY PENPOAYKIHATA U Pa3BHTHETO.

6. GOAPMAIEBTHYHM JAHHH

6.1 Cnachbk Ha NOMOITHHTE BeIlecTBA

MHAKpOKpHCTAITHA LETya03a
Kpockapmenosa HaTpuid

Kononzex Ge3B0NEH CHITHIMEB THOKCHN,
MarnesHes cTeapar

Masawroxn (E 421)

JlakToza MOHOXHIpAT.

6.2 HechLBMECTEMOCTH

Jla He ce npunara

6.3 Cpok Ha rogaoct

3 ronuHH

6.4 CoenHanEg ycI0BHS HA ChXpaHeHHe

To3K NEKAPCTEEH NPOAYKT HE M3HCKBA CIICLIMANHY YCAOBHA HA CHXPAHEHHE.
6.5 Buau cnAbpXKABHE HA ONAKOBKATA

OpuenTipan nomamua (OPA Y anymunuii/PVC Giucrep ¢ aTyMHHHEBO ¢omHO BB BRHIIHATA
KapTOHEHa KyTHA.

Buzose onakobkn; Onaxoeka ot 3 cybnuHreanim Tabnetku ot 100 IR 1 28 cyOauHrBAHH TalNeTky
ot 300 IR

6.6 CnenEaney npeANa3HA MEPKH NPH HIXBLPISHE

Hsama criellHaJiHd M3HCKBaHHA.
Hersno3saHiUaT NeKapeTsed NPOAYKT WIH OTHAbYHHTE MATEPHAITH OT HETo Tpa0Ba Ja ce H3XBBLPIAT
B CBHOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. TIPHTEXATEJ HA PASPENIEHHETO 3A YIIOTPEBA

STALLERGENES

6 rue Alexis de Tocqueville
92160 ANTONY

OpaHuad

Ten. +33 (0) 1 55 59 20 00

daxc +33 (0) 155 59 21 68

8. HOMEP(A) HA PASPENIEHAETO 3A YIIOTPEBA
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<[Jla ce NOMBJIHK CHIVIACHO HALIOHATHHTE H3HCKBAHUA]>

9. JIATA HA OHPBO PA3SPENIABAHE/MMOJHOBSABAHE HA PA3SPEHNIEHHETO 3A
YIIOTPEBA

<Jlara Ha mepBo paspeiuaane: {JJ] mecen ITTT}>

10. JTATA HA AKTYAJIM3HPAHE HA TEKCTA

\.\\. . " ‘? w‘o‘} '
\,ﬁﬁ YR atf:%,;f’

e e TE T
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