KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

W3NLAHNTENHA ATEHLIAA A0 NEKAPCTBATA !
Kpamxka xapaxmepucmiixa #a npogyxm?ﬁpunwxeﬁue 1

1. HME HAJEKAPCTBEHHA IIPOXYKT

Hasonexc 50 MHKporpama/BnpeCKBaHe Cripeii 3a Hoc, cycrieH3us Kiw Pea. M 3‘,5_’\903\5 D...oocvesrroerr
Nasonex 50 micrograms/actuation, nasal spray, suspension

2. KAYECTBEH H KOJIMYECTBEH ChCTAB | Ogogpans M ... /. d 2208200,

Momerasoroe dypoar (karo monoxuapar) (mometasone furoate (as monohydrate))
50 mMukporpama/BIpLCKBaHE.

HOMOQ]EO BEHIECTRO C H3BSCTHO neﬁcmne
To3u nexkapcreeH NpoAyKT chEbpxka 0,02 mg GeH3anKoHHEB XIOPHA Ha BIPECKBAHE.
3a meAHHA CHHCHK HA TIOMOLIHETE BElIecTBa BIKTe TO4Ka 6.1,

3. JEKAPCTBEHA ®0OPMA

Chipeit 3a Hoc, CyCHEH3HA
Bana ao noyru 6sina MaToBa cycneHzus

4. KJHHHYHHA JAHHHA
4.1 TepanesTayHEH HOKAIAHHA

Hasonekc cﬂpﬁﬁ 3a HOC € MOKa3aH 3a JICUCHHE Ha CHMITTOMHTE Ha CO30HCH anCpirvicH pHHHT WK
HeNOoro HINCH PHHHT NPH BE3PACcTHH H NeLlA HA BB3PAcT 3 rONMHA H IO-TOJICMH.

Hasonexc copeif 33 HOC € NOKa3aH 3a JIeeHHe Ha HAZATHA NOHNO03a ITpH BE3PacTHH HAa BE3PAcT
18 roauHH 1 nO-TrONEMH.

4.2 Jio3EpoBKa H HAYHH HA NPRAGKEHEE

Chen mspBOHAYATIHOTO MPOYHCTRAHE Ha MoMNMukaTa Ha HasoHexc cripeii 3a Hoc, BCAKO BOPbCKBaHE
ocpoboknara nputmmHTenso 100 mg MomeTasoHOB (ypoaT cycrieH3us, ChAbPKAIIA MOMETA30H0B
(ypoaT MOHOXHPAT, eKBHBaeHTeH Ha 50 MHKpOTpaMa MOMETa30HOB ¢rypoar.

Jo3apeBka

Ce3oHeH alleprHyeH WIH LelorQIMICH PHHHT
Bb3pacTHy (BKIIOUHTETHO NALMEHTH B CTApUecKa BB3pacT) H Jelia Ha B3pacT 12 roMHHH M N0-ToIeMH:

OG6Huaiinara npenopLuHTeHA 4034 € ABe BphekratiA (50 MukporpaMa/sphcKBaHe) BbB BCAKA HO3pa
BEHEXK HEBHO (00ma s103a 200 Mukporpama). Clie OBNAABAHE HA CHMITTOMHTE HAMAIABAHETO HA
Io3aTa /10 €JHO BIIPLCKBAHE BBB BCAKa HO3pa (00ima aosa 100 MuKporpaMa) MoJKe a € AOCTATBYHO 33
noagsprxaino nedeHye. [Ipn HeNOCTaTHYHO NORTHABAHE HA CHMITTOMHTE, J03aTd MOXE 3 C€ NIOBHIIH JI0
MaKCHMANHA JHEBHA 1033 OT YeTUPH BIPECKBAMMSA BHE BCAKA HO3APA BEAHEK AHEBHO (061ma noza

400 muxporpama). Crea oBlaasBale HA CHMITTOMMTE Ce MPSNnopLYIBa NOHKABAHE Ha 103aTa.

Heila Ha pB3pact Mexkay 3 1 11 romian: ofugaiiHata DpenopEYHTEIHA J032 € SIHO BIp:
(50 muxporpama/BNpEcKBate) BB BCSKA HO3/pa BeAHEK AHeBHO (00ma #o3a 100 M



48 1aca MoXKe 12 He Ce NIOCTHTHE IThJIcH eeKT ot NeverneTo. [Topany Topa naimenTuTe TPAGE2 Aa
NPOIBIDKAT C PEIOBHOTO MY TIPHITOKeHHe ¢ Lied NOy9aBaHe Ha TBJICH TePaneBTHYeH eeKT.

HPH NaTHACHTH ¢ aHAMHE3a 38 YMCPEHH [0 TeXKH CHMITIOMH HA CE30HCH RNCPIrHUcH PHHHT MOKE Nia ¢C
HanoxH, nesenrero ¢ Hazoneke cripeif 3a Hoc J1a ce 3anodHe HAKOMKO HH NPeIH O4AKBAHOTO HAYAII0 Ha
LOJICHOBHA CE30H.

Hazanua notemosa

OGuvaiinara MpenopsYUTeHA HAYAIHA /1034 32 NIOJIN034 € /IBE BIPhCKBaHHA

{50 MukporpaMa/BIIPECKBAHE) BEB BCAKA HO3IPA BEAHEXK AHERHO (00ma aueeHa fo3a 200 Mukporpama).
Ako e 5 Ao 6 CeMMITH CHMITTOMMTE HE Ca OBJIaJEHH B JOCTATHYHA CTEMICH, JI0ZATa MOXKE g Ce
NOBHLIH JO ABe BIPBCKBAHAA BLE BCAKA HO3MPA JBA THTH AHeBHO (00ma auepHa xo3a 400 Mukporpama).
Hosara Tpabea qa 6BNe THTPHpaHa 10 Hali-HUCKATA 4033, KOATO OCHTYpABa e(eKTHBHO ORIaABaHE Ha
CHMITTOMHTE. AKO ClIER 5 10 6-ceIMHUHO ABYKPATHO NHEBHO IPWIOKEHHE He ¢ IOCTHTHE MofobpeHne,
TpaORa Aa ce HATIPABH OLIEHKA HA CHCTOAHHETO HA NAIHEHTA M A4 ¢€ OOMHCIIH OTHOBO TepalleBTHYHATA

CTpaTersi.

TlpoydBanuATa 32 epHKACHOCT H GE30NACHOCT Ha NICYeHHETO Ha Ha3ATHa Nounosa ¢ Hasoreke cipeii sa
HOC Ca OWil ¢ IPOABIDKMTENTHOCT 4 Mecelia.

Heouampuuna nonynayus

Cesonens ANCPrHYeH PHHHT WIK LEJ0TOANWHICH DUHUT

BesonacrocTTa 1 edukacHocTTa Ha Hasonexe cnipeit 3a Hoc BpH fAenia Ha BB3pacT NOZ 3 TOIMHM He ca
YCTaHOBEHH.

Hazanna nonwmnosa
besonacHocTTa H edKacHocTTa Ha HasoHeke capeid 3a HoC NpH Aeia M IOHOINM Ha BB3PacT Mok
18 romaHM He ca YCTAHOBEHH.

Hagun Ba npaaoxenye

Hpenwu npanarare HA TEpBaTa 032, CIOpedT Tps0Ba Aa ce paskiaTH Jo0pe H Aa ce H3npecka 10 [IbTH BLB
BBE3yXa (NOKATC CTPYATA CTAHE XOMOTEHHR). AKO IOMITHYKATA HE € M3MNOM3BAHA B IIPOAB/DKEHIAE Ha
noBeYe OT 14 onm, npear cneapamara ynotpeba T4 TpabBa OTHOBO fa GbIe MPOYHCTEHA C

2 M3TPBCKBAHMA /IO TIOMYYaBaHe Ha XOMOUEHHA CTPYA.

Tlpean scsixa ynotpeba cnipest 1pabea no6pe na ce pasknare. Bytwikara Tpabea g ce M3XBBPIH Cllel
WINPECKBAHS Ha O3HAYSHHTE Ha eTHKeTa OpoH M031W MM B paMKHTE Ha 2 Mecella CI¢H ITbPBOTO OTBApAHE
HA OIaKOBKaTA.

43 Hporreonokasanns

CBpPBXYYBCTBHTEIHOCT KbM AKTHBHOTO BEIRECTBO, MOMETA30HOB (ypoar, MM KbM HAKOE OT
[OMOMIHHTE BEIIECTBA, H3OpoeHH B Touka 6.1.

Hasonexe cnipeif 3a Hoc He TpaOBa Aa ce npuiara NPy HATHYHE HA HENEKYBAHA JIOKAHA HH(EKI,
3aCATAIA IMIABHLATA Ha HOCA, KAKTO XEPIec CHMIUIEKC.

Tlopags epeKThT Ha KOPTHKOCTEPOHAHTE Aa MOTHCKAT 3a31pPABABAHETO HA PAHH, NAIHEHTH, KOHTO ¢a
TPETHPIENH CKOPOLIAR OTEPallng Ha HOCA IIH TPaBMa, He TpAOBa Aa H3NOM3RaT KOPTHKOCTEPOH] 32
TIPAIOXKEHNE B HOCA, IOKATO PAHATA HE 3a3pasee.

44 Cpenmanus npexynpexIeREs H NpeANa3HE MePKH Npa ynorpeba

Vmynocynpechs

Hasonexc cnpefi 3a Hoc Tpa6Ba 1A Ce NpHIAra ¢ NOBHIZEHO BHHMAHHE HjlM BLOOLIE




' ALHEHTH © aKTHBHA HITH JIaTeHTHA Ty0epKy/io3Ha HH(EKUMA Ha AMXATENHHTE ITHbTHILA, KAKTO H IIPH
TAKHBA C HENEKYBAHH IE0HYHM, GaKTepHATHH HWIH CHCTEMHH BHPYCHH MH(EKIHA.

TNaipreHTHTE HA KOPTHKOCTEPOKFHO ACUCHYE, ITPH KOKTO ¥Ma OTIACHOCT OT HMYHOCYIIpeCHA, Tpabea ca
NpeAyMPE/ICHH 38 DHCKA Ha Pa3BHTHE HA ONPEAENCHH HHdexuyH (Harp. Bapruuena, Mopouns), Kakro 4 fa
OvAaT HHOPMHpPAHH, Ue € BKHO B CTy4aii Ha Pa3sBHTHE Ha TAKMBA HHGEKIHH Be/iHATA 12 TOTHPCAT
JIeKapCcKa HoMol,

JloxanHu ehekTH PRpXy HOca

Cren 12-mecedno nevenue ¢ Hasonexc cnipeit 3a Hoc B npoyysaHe NpH NALHACHTH C [IENOTOIMIIEH PHHHT
HE C¢ YCTAHORABAT NAHHH 33 aTPOGHI Ha JIMTABMIIATA HAa HOCA, OCBEH TOBA TPH MPHIOKCHHE Ha
MOMeTa30HOB (ypoar ce Hab/moJaBa TeHACHLMA 33 OOPATHO Pa3BHTHE HA JIMraBMLIATA HA HOCA KBM
HOPMANEH XHCTOIOrHueH (eroThn. Brnpexn ToRa, TpH TIAUMEHTHTE, KOMTO ¢a HA Jigyenne ¢ HazoHekce
cHpeii 3a HOC B IPOIHDKEHHE HA TOBEYES OT HAKOMIKO Mecella, TpadRa A e [paBsT NEPHOTHYHNM
TIPETTIEAH 33 BE3MOXKHH IIPOMEHH B JTHMABHIIATA Ha HOCA. AKO ce pa3BHe NOKTHA MEOHYHA HHOEKIHA Ha
HOCA WIH (papHHKCa, fegeHneTo ¢ HasoHeke cripeii 3a Hoc TpaOBa Aa ce cilpe, Wid Ja Ce 3anodne
CHOTBETHO JNedenue. IlepcrcTipateTo Ha Ha30daPHHTEANHOTO APASHEHE MOXKE JIA € TIOKa3aHHe 32
CrHpake Ha neveHKeTo ¢ Hasonexce cnpedi 3a soc.

Hasorexc He ce npenopsyBa npH nepopaus Ha HOCHHA cenTyM (Bx. Touka 4.8).

B xmMAMYHE 0poyIBaHus eNECTAKCHC CE MOABABA C IO-TOJIAMA YECTOTS B cpaBHeHHe ¢ Iuiane6o.
EnHcTakcHCHT € 611 KaTo uiio camMoorpaHHdaraly ce ¥ fex (ax. Tovuka 4.8).

Hasonexc cripeii 3a HOC chabpka GeHzAIKOHHEE XJIOpH/. BEHIAKOHHEBHAT XJIOPHI MOKE 12 NIPHYHHKA
TOpasHEeHe HITH DOAYBAHE HA HOCHATA JHrasHIia, 0coBGeHO aKo ce HaloI3sa NPOXLJBKHTENHO.

CucTeMHH edeKTH HA KOPTHROCTE

CrcreMHE e(eKTH IPH NPHIOKEHHE HA HABATHH KOPTHKOCTEPOHAH MOXE I3 ce MPOABAT, 0cobeHo
KOraro ca NpeANACaHA BbB BUCOKH JO3H 33 NPOABIKHTENEH NEPHOA OT BpeMe. BeposTHOCTTa 1a
BHEIHHKHAT Te3H e)eKTH € MHOTO MO-MaJlka B CpaBHEHHE ¢ NEPOPAIHATE KOPTHKOCTEPOHIA H MOXeE 1a
BAPHPA [IPH OTACITHHUTE HANWEHTH W NIPH PAlIHYHIATE KOPTHKOCTEPOHHH NpoayKTH. [loTeHHaTHHTE
CHCTEMHH e(heKTH MOXKE Ja BKITIOYBAT CHHAPOM Ha KBINHHT, KbHIMHTOMAHH HEPTH, TOTHCKAHE Ha
Han6nOpeqHara QyHKIss, 3a6aBsHe HA PacTeXka [IPH JeNa U Bh3PACTHH, KATapaKkTa, TIAyKOMa H
10-pAKe, HABOP OT HCHXONOTHYHH M NOBEIEHYECKH e(leKTH, BKIIOUMTEIHO ICHXOMOTOPHA
XUNEPAKTUBHOCT, HAPYLICHHA HA ChbHA, 0e3n0oKOHCTRO, IenpecHa HIH arpecHs (0cobeHo npH neua).

Crobuiasar ce Ciryyad Ha HOBHILCHO BBETPEOTHO HANATAHE ClIE] IPHIOMKEHHE HA HHTPAHA3ATHI
KOPTHKOCTEPOHIH (BK. Touka 4.8).

Tp# cHCTEMHO | NOKATHO NPUNOXKeH#Ue (BIIIOMHTETHO HHTPANA3ATHO, AHXATATOPHO H BETPEOYHO) Ha
KOPTHKOCTEPOHIH Ca BE3MOMKHH ChOOINEHHA 32 3PHTEHH CMYIICHKY. AKO P NMALUHEHT Ca HATHIIE
CHMITTOMH KaTo0 3aMbIJICHO 3PEHHE HITH APYI'H 3PHTEIHH CMYIIEHH, MANHEHTHT TpAOBa na 651e
Haco4eH 33 KOHCY/ITallMs ¢ oG TaIMONOr 32 OLleHKA Ha BB3MOKHHTE MIPHUHHH 33 3PHTENHH CMYLICHUR,
KOMTO MOFAT Jja BXIIFOYBAT KATAPAKTa, TIayKOMa HWiIH PeAKH 3a00IABaAHHA KaTo HEHTPAITHA CepO3Ha
xopuopeTrHonaTHa (LICX), 3a kouro ce cuobinasa cen CHCTEMHO H JIOKAJIHO H3TION3BAHE HA
KOPTHKOCTEPOHIH.

Tlpu naipenTs, KOMTO OT MPOTL/DKHTEIIHO CHCTEMHO JIGYSHHE ¢ KOPTHKOCTEPOH/IH IPEMHHABAT Ha
nevenve ¢ Hasonexe cnpeii 3a Hoc, TpaGea 1a ce noixokaa ¢ NOBHUICHO BHEMAaHKE. CIMpaHETO Ha
CHCTEMHOTO JIEHCHHE ¢ KOPTHKOCTEPOUIH IIPH TAKMEA NAITMEHTH MOXKE ha AOBCHE N0 PAIBMTHE Jig




AJIeprHicH KOHIOHKTHBHT H CK3€M4, KOUTO NIPCOH TOBA Ca OHITH ITOTHCHATH OT CHCTEMHATA Tepandsa ¢
KOPTHKOCTEPOHIH.

JleueHHETO B 103H NO-BHCOKH OT NPENOPLUMTEIHATE MOXKE A2 JOBEIE A0 KIMHHYHO 3HAYHMO
IOTHCKaHe Ha HaaOB6pedHaTa PynKima. AKO HMa JJAHHH 33 TIPHJIOKCHHE B A03H, TI0-BHCOKH OT
TIPEROPBHUATENHHTE, B [IEPHOAM HA CTPEC WM MPH IIAHOBU ONEpalHH TpAOBa N2 ce OCHTYPH
JOIMBIHHTENHO NOKPHTHE ChC CHOTEMHH KOPTHKOCTEPOHIH.

HazanHa noaumosa

He ca npasesu npoyusaHus 3a GesonacHocT H edukacHocT Ha HasoHeke crpeii 3a Hoc npu
YHANATEPAITHH TIOJIHITH, HOTHITH OpH KHCTO2HA (HUOpPO3a MiM MIO/IHANH, BOJSUIH A0 IIBTHA 00CTPYKLINSA
Ha HOCHATA KYXHHA.

Ymmarepmnﬂm: HNONAITH ¢ HEPABRA MOBBPXHOCT HIH HETHNHYCH BH], ocobeHo ako ca pa3A3BeHH HIH
KBPRALITH Tpaﬁna Ja €€ ONEHAT NOIMBJIHATCIIHO.

Edekr BE %3 MIPH Ne AHATPHYHATA [0

TpenopsuBa ce MpH Nela, KOUTO ¢4 HA NPOXBBKHTENHO JIEYEHHE ¢ HA3AIHH KOPTHKOCTEPOHIH, PHCTHT
Ha ce crieny peosHo. TIpH 3abapane H2 TeMna Ha pacTex, TepanHsTa TpIOBa Aa ce Npepasriena ¢ Ue 1o
BLE3MOXHOCT HAMAIABAHE HA A03aTa HA HA3AMHUTS KOPTUKOCTEPORH KO HAM-HNCKATa BR3MOKHA 1034,
OCHTYpABALNA eheKTHBHO OBJIAASBAHE HA CHMITOMHTE. OCBEH TOBA € HKEIATEMHO NALMEHTET Aa Gue
HACOYEH M KbM CHESLMATHCT 1IeIHATED,

Henazanuu cHMOTOMH

Buripexs ye npu nosedero nauueHt Hasonexc crpeif 3a HOC Hie KOHTPOITHpA HA3AJHWTE CHMITTOMH,
€IHOBpPEMeHHATA YNOTpe0a Ha MOAXO0AINA JOMKIBALLA TEPATHA MOXKE Ja IIPEAOCTARH JNOITBIHHTETHO
ofnex4aBane HA APYTH CUMITTOMH, 0OCOBEHO OT CTPAHA Ha OYHTE.

4.5 BsammopeiicTBHe ¢ ApYTH JeKkapcTBeHA HPOAYKTH ¥ APYrH Gopmu Ha BiaHMoeHcTBHE

(Broxre Touka 4.4 Crienmanuy NpeAyIpexIeHAa H NPEANA3HE MEPKH NIPH yROTpe6a Che CUCTEMHH
KOPTHKOCTEPOKIH)

IIpoBeaeHo € KIMHHYHO IIpOyYBaHe Ha JICKAPCTBEHHATE B3aumozeicTaus ¢ opataani. He ca yeranosenn
NEKAPCTBEHH BIAMMOASHC TR

Ouakea ce eIHOBPEMEHHOTO JievueHue ¢ EHxubHTOpH Ha CYP3A, BRIIOIHTEIHO NPOIYKTH, ChIbPKalIH
KODHIMCTAT, N3 YBETHYH PHCKA OT CHCTEMHH KOPTHKOCTEpOHHM edexty. KomBrrHpaneTo Tpabea a ce
W30ATBA, OCBEH AKO TI0J13aTa NPEBHIIABE YBEIHUEHHA PHCK OT CHCTEMHH KOPTHKOCTEPOMITHH e(heKTH, B
KOHTO cltyyaii naiHeHTHTS TpA6Ba 1a 0 MPOCEAABAT 38 CUCTEMHU KOpPTUROCTEPOUAHY edeKTH.

4.6 PepruanTer, GpeMenHOCT H KBPMEHE

bpemennoct

JIMmcBaT WA EMa OrPaHMYEHH JAHHH OT YNoTpefaTa Ha MOMETA30HOB (ypoaT NpH GpeMeHEHH JKeHH.
TpoyusanmsTa IpH AKHBOTHA (T0Ka3BaT PENPOAYKTHBHE TOKCHYHOCT (. Touka 5.3). Kakto M mpu Apyru
HA3a/MHW KOPTUKOCTEpOUINH NpoaykTH, Hasonexe cnpeii 3a Hoc He TpsOBa fia ce npiiara rpy OpeMenHy
JKEHH, OCBEH aKO MNOTeHIMAHATA [OJI3a 34 MaHKkaTa HAIBHINAR2 TIOTEHITHAITHUA PACK 38 Maifxara, 1iona
WIH KbpMaYeTo. [lena, poneHH oT MaiKH, TeKyBaHH ¢ KOPTHKOCTEPOHHM TI0 BpeMe Ha GpemenHOCTT],
Tp#0Ba 1a GaaT BHUMATE/HO HaO/OAABAHH 32 MMPOABH HA XHIIOKOPTHLHIBM.

Kspmene

mpekpaTH/He ce niposene TepanuaTa ¢ Hazoseke cnpeli 3a HOC, KATO Ce BIEMAT HpeBuj
KBbPMEHETO 34 IETETO M [OJI3aTa OT TSPaITHATA 34 JKEHATA.




Oeprunurer
Jluncear KIHMHEMHH JaHHH 32 ef)eKTa HA MOMeTaz0HOBHAT diypoar Bepxy ¢eprinmrera. [Ipoyasanmima

TIPH KMBOTHH TIOKA3BAT PEMPOAYKTHBHA TOKCHHMHOCT, HO Oe3 edhexTi BpXy depraunHreTa (BX.
To9ka 5.3).

4.7 EdexTa sppxy coocobnoctTa 3a modapane B paiora ¢ MAITHAH
He ca msBecTn.
43 Hexenans JexapcrBeHH PeaKHE

Peatome WA Ha 0e30MacHoCT

ITpH KIHEVYHA MPOYYBAHNA 32 allEPrUYeH PHHHUT CE ChOOILABA 38 eNHCTAKCHCHT, KOHTO KaTO LAN0 €
CaMOOTPaHIYaBAN CE H JIEK, H ¢€ HPOABABA 1O-YECTO B CPABHEHHE ¢ 1Uialeto (5%), HO Cbe ChU3MEpHMa
HIH C [O-HHCKA YECTOTA B CPABHEHME C HAZATIHATE KOPTHKOCTEPOHZH, H3ITON3BAHN KaTO pedepeHTHH
NPONYKTH B ipoyuBaHuATa (710 15%). HYecToTara Ha BCHIKH OCTAHAJIM HEXKE/IAHH PEAKLIHH € CXOHA ¢
Ta3¥ npH wianeto. [Tpr nampenTy, Nexyrany 38 Ha3aHa NONMTIO3a, OGHIATA JeCTOTa HA HEKENaHH
peaxitiy € noAo0Ha Ka Ta3u HabmoAaBaHa HPH NAHEHTH ¢ Teprided PHHHT.

Tlpy npHoXkeAHe Ha HAZAUTHA KOPTHKOCTEPOMIM MOTAT JIa Ce NPOSBAT M CHeTeMHH edekTH, 0co0eAo ako
ca DPEATTHCAHY BbB BHCOKH JO03H H 33 MPOTWDKHTENHO BpeMe,

TatmHdeH CIACHEK HA HEXKEIaHHUTE DeakIHH

ChbpsaHHTe ¢ ISYeHHETO HEXENAHY peakiwH (>1%), choGLIEHH 10 BpeMe Ha KNHHUYHE H3NMHTBAHAA
TIpH M2LHEHTH C ANePrHdeH PHEWT WA Ha3alHa NOJIKHII03a H IOCTMapKETHHIORATA YHoTpeda,
HE3aBHCHMO OT TIOKa3aHHsTa, ca noxasann B Tabmina 1. Hexxenaxute peaki ca H30pOCHH CHINIACHO
OCHOBHATA CHCTeMO-Opransa Kiacubuxaius na MedDRA., Hexenanare peakiivu ca noapeaeHu o
YeCTOTa BBB BCEKH CHCTEMO-OpraHeH Knac. YecToTHTe ¢a OnpeaeneH KaKTo CICABA: MHOTO YeCTH
(21/10); yectn (=1/100 no <1/10); weuect (=1/1 000 no <1/100). YecToTaTa Ha HEXENTAHHTE PEAKLMHA
0T MOCTMAapKeTHHrOBa yniotpeba e olipeeneHa KaTo ,,¢ HeH3BECTHaA YecToTa (0T HAJIMIHMTE JaHHH He
MOKe Aa ObZie HarlpaBeHa OLCHKA) .

Tabnnana 1: Crodmesn RedkeNand peakiud, CBbP3aHHE ¢ 1eUEHHETO, CHOPE CHCTEMO-OPraHeH
KJac H 9eCTOTA
MHOro gecTH Yectn C HenzBecTHa YecToTa
Hudexunm n Oapunrir
HHpeCTALHA Hrdexima Ha ropHHTE
AHXATeHA MTHTUIA
Hapymenns Ha CBpBEXYYBCTBHTETHOCT,
UMyHHaTa CHCTEMa BKJTIOYHTETHO
aHaHIaAKTHYHH
peaKIM, aHTHORAEM,
O6poHXOCTasEM H
JTHCITHEA
Hapyinenus Ha T'nasobonue
HECPBHATA CHCTEMA
Hapymemis Ha owtre Tnayxoma
[lopumeno BETPEOUHO




Tabnmana 1: Cho0menn nexeiann peaknay, CBLPIAHE ¢ Ne9eHEETO, CHOPE] CHCTEMO-OpraHen
KJIAC H 9eCTOTA
Pecnaparopun, rpsaau | EnmcrakcHe* Emicraxcuc [epdopaums va
H MEIMACTHHAIHH [apese B Hoca HOCHaTa MeMOpaHa
HapyieHus ApasHeHe Ha HOCa
#2811 Ha HOCa

CroMammHO-9peBHA Jlpasnere Ha repitoto* | Hapymennsa BbB BKyCa
HapymeHns H obonRsHHAETO

*YCTHHOBBHH TIPH NpHIOKeHHe ABad MbTH AHEBHO 3a JICUCHHC HA Ha3alHa IIOIHIO03a
*ycmuoaerm K&TO HEUCCTH NIPH NPpHAOKCHNS Ba ITETH JHOBHO 33 JICMCHHUC HA HA3aJIHA HNOTHIIO3a

Heduampuuna nonyaayun
YecToraTa Ha YCTAHOBEHHTE HEKENAHY PEAKIMH NPU IEAHATPHIHATA NOTYNALHA [10 BpeMe Ha

KiMHHYHH NPOYYBAaHHA, HAND. enmucTakcHe (6%), rnaso6oaue (3%), sp3natenne Ha Hoca (2%) n
xuxaue (2%), ca CpaBHMMH ¢ MECTOTATa WM TIPH NPUIoKEHHE HA rwianebo.

Crofinasane Ha NOJOIMPAHN HeKENAHH PEAKIIMH
CnolmaraneTo Ha NONO3HPAHN HEXENAHM Peakiii clie]] paspelllasaHe 3a YoTpeOa Ha IeKapCTBeHHA

HPOAYKT € BaxHO. ToBa No3Bondsa A2 NMpoIbDKM HaOMOASHHETO HA CHOTHOIISHHETO NOJI3a/PHUCK 32
REKAPCTBEHUA NPOAYKT. OT MEOMIMHCKHTE COCLIHATHCTH ¢ H3HCKEA A3 ChoOIIaBaT Beska
MIOAO3UPAHA HEKEaHa Ppeakia Ipe3 HamenuureiHa areHiws 1o jekapeTsara, yu. ,JJdamss Ipyes” Ne
8, 1303 Codmns, Ten.: +35928903417, yebeaiit: www.bda.bg.

4.9 Tipenozupane

CumMIrmomu
HuxanHpaHeTo HIH NCPOPATHOTO NPHAOKEHHE HA KOPTHKOCTEPOMIH BEB BHCOKH JO3H MOXE JIa IOBE/E
J0 NOTHCKaHe HA ¢yaxuaTa Ha XXH oc.

Jeuenme

Haii-9ecTo , npH npeno3spane He ce Hanara npeinpueMane Ha APYTH MEPKH, OCBEH HAO/IONCHHE,
NOCJICABAHO OT MPHIOKEHHUE B NIOAXOMAIATA IPEAMHCAHA 1033, Thl K&TO CHOTeMHATA OHOHATWYIHOCT Ha
Hasonexce cripeit 3a Hoc € <1%.

5. ©APMAKOJOTWYHEA CBOUCTBA

5.1 DapmaxoIHHAMAYHH CBONCTBA

®apmaxoTepaneBTHUHA I'PYNIA: IEKOHFECTAHTH H APYI'H HASAIHH MPeNapaTy 3a JIOKATHO TIPUIOKESHHE
- kopraxoctepormn, ATC xoa: RO1A D09

MexabmasM Ha aelicTRHE
MomeTa30HOBEAT QypoaT € NOKANEeH KOPTHKOCTEPOH ¢ JIOKATHO IPOTHBOBL3MATHTENHO [CHCTBHE B
BO3M1, TIPH KOHTO HAMa CHCTEMHH eeKTH.

BEPOHTHO B I'OJAMa CTONCH MEXaHW3IMET Ha OCLUNECTBARANES Ha AHTHATICDIFHMHOTO H
TIPOTHBOBBINATHTEHOTO ZEHCTBHE HA MOMETA30HOBHS (yPOaT ce IB/DKH Ha CIOCOGHOCTTA My N2
uHXuGHpa oCEODOHTIABAHETO HA MEJIHATOPH HA ANEPrUYHH PEAKUMH. MOMETAa30HOBHAT (hypOAT

AHXHOHTOp Ha NPOIYKIMATA HA IEBKOTPHERH. B flombiHenye, ToM € M3KmoumTe
Ha npoAyxuusTa Ha Th2 uprokwute, IL-4 1 IL-5 ot yopenku CD4+ T-keTkH.



Dapmakonunamigey edexTr

Flpu npoy4Basns ¢ KOHTAKT ¢ HazajieH aHTHreH, Hasonexc cIipeil 3a HOC ITOKa3Ba MPOTHBOBB3NATHTEIHO
HeliCTBHE KAKTO B pAHHATA, TAKA H B KbeHaTa $ala Ha anepridsia omrosop. Tosa ce 10KA3Ba Uped
HamanApase (B CpaBHEHHeE ¢ U1ane60) Ha XMCTAMMHOBATA M €03HHO(IIHATA AKTHBHOCT H NOHWKAaBaHe (B
CpaBHEHHE ¢ M3XOZHATA CTOMHOCT) Ha aXe3AOHHHTE IPOTEHHH HA €O3HHOMHINTE, HEYTPOPHIHTE H
EITHTETHHTE KJICTKH.

ITpu 28 % oT naumeHTHTE ChC ce30HeH aneprideH puHHT HazoHeKc cripeit 3a HOC 0KA3BA KIHHHIHO
3HAYMMO HAYATIO HA JEefCTRHETO CH B paMKuTe Ha 12 yaca cnen npHio;KeHHeTO Ha IThpBaTa 1034.
Cpennoro (50%) speme 3a 3anourane Ha oGnexuarase Ha cumiTroMuTe € 35,9 gaca.

[lemarpuuna HONY anms
B naneb0-KOHTpOIMpaHO KIHHIMHO H3HHTBANE Ha npioxeHue Ha HazoHekc crpeii 3a HOC

100 MHKpoTpaMa ZHEBHO B MPONLIDKEHAE Ha €4HA roaMHA NpH Aeia (n=49/rpyna) He ¢ HabmoxaBaHo
3abaBAHC Ha TEMITa HA PACTEX.

JanHuTe 3a 6e3zonacHocTTa M eHKACHOCTTA Ha MpUnokeHueTo Ha HaloHeke cnipeid 33 Hoc 1IpH Aelia Ha
EB3PACT 0T 3 A0 5 rOMMHE ca OrpaHd4eHH B IOPajM TOEA He MOXeE /1A C& OTIPEACIH JIOZ0BHAT pexkuM. B
npoyuRase npu 48 Aeia Ha BH3PACT 0T 3 A0 5 TOANNM, JSKYBaHM ¢ HHTpaHa3a/IleH MOMETa30HOB (ypoat
50, 100 wim 200 pg/nHesHO B MPONWDKEHHE Ha 14 HH, HE A YCTAHOBEHH 3HAYHMH Da3THKH B
cpaBHeHHeE ¢ IUTauebo No OTHOLICHHE Ha CpeAHATA NPOMAHE B IUIASMEHOTO KOPTH3ONOBO HHEO B OTTOBOD
H& CTHMY/IALHA C TETPaKO3aKTPHH,

Epponefickara areHIH 110 J€KapcTBaTa 0cBO00K/IaBa OT 3AB/KCHHETO 3a NPEAOCTABAHS Ha
pe3yIITaTHTe OT Npoy4BaHuaTa ¢ HaszoHekc cripei 38 HOC H CBBP3aHH ¢ HEIO HMEHA BbB BCHIKH
NOATPYITH Ha NEAWATPHIHATA NOMYIAlMS NPY Ce30HeH AICPIHUueH W LENOTOAHINSH PHHHT {BXK.
Touka 4.2 32 HHGoOpPMALMA OTHOCHO YTIOTpeda B MIEAHATPHATA).

52 DapMaKOKHHETHYHH CBOHCTBA

Abco

MoMeTa30HOBHAT QYPOAT, IPHIIOKEH KATO BOASH Cripeii 3a HOC, HMA CHCTEMHA GHOHANTHIHOCT <1% B
TU1a3MaTa, KATO € M3MO3EAH TYBCTBHTENEH METO/ 24 aHANW3 ¢ JO/HA TPAHMIIA Ha KONMYSCTBEHO
onpezensane 0,25 pg/mi.

Paznpengncane
He e npunoxaMo, Thil KATO MOMET230H M MHOI'0 JIOIa abcopOLIH, IPHIIOKEH HHTPAHAa3a/lHo.

Guotpancdopmanuus
MarkuTe KonudecTBa, KOMTO Morar A3 Osaar norsmHa | afcopdupanyy, ce NOANAraT Ha 3HAUMTETHO
MeTabolTH3HpaHe NPH ITEPBOTO MPeMHHABAHE MPe3 YePHHA Apob.

Ennmunmpane
AGcopOHpaHHAT MOMETA30HOB Gypoat ce MeTabomi3upa B 3HAYHTETHA CTETICH H METaboIMTHTE Ce
€KCKPETHPAT ¢ YPHHATA H HUTHYKATA.

5.3 HpeaxkIHHAYHHE JaHHA 33 Ge30NaACHOCT
He ca ycTaHOBEHH TOKCHKOROrAYHH eeKTH, XapaKTepHH CaMo 33 MOMETA30HOB ¢ypoat. Beruku

HabMoRaBaHH HEXKEJTAHM Peakiliy ¢a THIIMGHH 32 TO3M KIAC JIEKAPCTBSHA NPONYKTH M 110 CHILECTBO Ca
CXOAHH CHC CBPEXM3ABEHH MTIOKOKOPTHKOHIHM (papMaxo/IoriiHy eQeKTH.

aHTHAAPEHEPrHYHA, ECTPOrCHHA MITH AHTHECTPOTEHHA AKTHBHOCT, HO NMOACOHO Ha O
TIOKOKOPTHKOHAH, HMa H3BECTHA AHTHYTEpoTpo(HIHA AKTHBHOCT H NPH XKHBOTHH
nepopaiy Ao3u ot 56 mg/kg/mrerno u 280 mg/kg/aHerHo BORH 1O 3a0aBeH0 OTRA
BJIATATHINETO.



Tlos06HO Ha OcTaHATHTE TIOKOKOPTHKOMH, BBB BHCOKH KOHIIEHTPAIMH MOMETa30HOBHAT (JypoaT
MOKAa3Ba KIacTOreHEH NOTEHIIA in vitro. Bee Nak npd TepaneBTHYHH JO3H HE MOTAT [1a e OYaKsar
MYTareHHH CEKTH.

IIpH npoyyBaHHA HA PENPOAYKTHBHATA (QYHKLIAA HA MOMETA30HOB Qypoar, xosa ot 15 mukporpamakg
MOOKOXKHO yIB/DKAB2 OpeMEHHOCTTA H 3aTpyaHABA K 3a0aBd paykIaHeTo, KOETO BOJH 1O HAMAICHA
TIPEXHUBAEMOCT Ha TIOKONIEHHETO B HAMAJICHO TEJISCHO TeriIO HIH 3afaBeH0 HagmaraHe Ha Terno. He e
YCTaHOBEH e()eKT BEpXY QepranureTa.

INoaobHo Ha OCTaHAIMTE IEOKOKOPTHKOHY, NPH MPH3a4H ¥ 3aiiii MOMETa30HOBHAT (ypoar e
TEPATOreHeH. Y CTaHOBEHHTE oeKTH ca YMOWIHKAIHA XepHHS MPH IUTEX0BE, IIeNka Ha HeOLEeTo npH
MHUIKH K ar¢He3nsA Ha JUThYHMA MeXyp, YMOWMKaIHa XepHUA H (UIeKCHpaHH NpeHM Nark MPH 3aiim.
Oceed ToBa NPH ILTHXOBE, 3aHIHM H MHLIKH C¢ YCTAHOBABA PEAYKIHA Ha TEMIIA HA HAZaBaHe Ha TErJIO Ha
MaiikaTa, IpOMEHH B pacTexka Ha 3apo/iHila ([I0-HACKO TeeCHO Tervlo H/HH 3a0asena ocHukaimas), a
NPH MHIIIXH — HAMAJIEHA TIPEKHBAEMOCT Ha MOKOACHHETO,

KapimHOreHHHAT NOTeHIMAT Ha HHXaTHPaHHS MOMETA30HOB (ypoat (KaTo aepo3od ¢
XIOpoquIyOpOREITICPONHH IPONENeHTH 1 CHPAKTAHT) HpH KoHueHTpalyy ot 0,25 no

2,0 Muxpokporpama/l ¢ rpoyuBaH » 24-MecedHH POYUYBAHHA NIPH MUIKH H IThxoBe. HabmosapaHu ca
THITMMHHTE FTIOKOKOPTHKOHHH ()eKTH, BKTIOUMTENHO HAKOJIKOTO He-HeOIUTacTHYHH JiesuH. [pu HHuTO
€AHH OT BHAOBETE TYMOPH He € 3a0e/a3aHa CTATHCTHYECKHA 3Ha9HMa BPB3Ka J032-0TTOBOp.

6. GAPMANEBTHYHH JAHHH

6.1 CHECHK Ha NOMOIAATE BEIECTRA
AUCTEPrupyeMa USTyno3a (MEKPOKPHCTATHA eIy NI033 1 KAPMEeNno3a HaTpuii)

CIHLEPON

HATPHER UMTPAT

JIHMOHEHA KHCEIMHA MOHOXHMAPAT
nomicopOar 80

OEH3AIKOHHEB XIIOpH
MPEeYHCTeHA BOAA

6.2 HechBMECTEMOCTH
Henpunoxumo

6.3 Cpox na roamoct

3 roauan
Ja ce n3nomsa xo 2 Meceila oT nepsaTa ynotpeba.

6.4 CHeusaTnH ycI0BHE HA ChXpaHeHHE

Ha He ce cexpangea Han 25°C.
Jla He ce 3ampassaBa.

6.5 BaaH chALpXKaAAe B ONAKOBKATA

Hasonekc cnipeii 3a Hoc ce focTana B Oala GyTHIKA OT BHCOKOIUTETHOCTEH NONMETIICH, ChIb 10g

NOIHMNPOIANCHOBA JO3Hpalna [I0MIA.

OnakoBkH; 10 g, 1 6yThnxa
18 g, 1, 2 wnm 3 OyTimam



He BcHUKH BHOBE OIIAKOBKH MOTAT ha OBJaT NycHATH B npoaxba.

6.6 CrnennajBH upelna3sEA MePKH UPH H3XBLPJIMHE H padoTa

Hem3nonssaduaT nekapeTeeH NPOAYKT Wil OTHATBUHITES MATepHany OT Hero TpsOBa Aa Ce W3XBBPAAT
B CROTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. TIPHTEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA

N.V. Organon

Kloosterstraat 6

5349 AB Oss
Huznepaanmus

8. HOMEP(A) HA PASPENIEHHETO 3A YIIOTPEBA

9800256

9. AATA HA TBPBO PA3ZPEMABAHE/MOAHOBABAHE HA PASPEHIEHHETO 3A
YIHOTPEBA

Jara Ha mupBo pazpemasaHe: 24 agrycr 1998
Jlara Ha nocienuo noaHoBABaHe: 19 mekemppu 2008

10.  JATA HA AKTYAJIMIUPAHE HA TEKCTA




