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1. HiMe Ha NexapcTBEHHS HPOAYKT

lllllllllllllllllllllll

Ecobec® 100 micrograms pressurised inhalation, solution

Ecobec® 250 micrograms pressurised inhalation, solution

Exobex 100 mAakporpaMa pa3TBop Ioj HANSTAHE 324 HEXAJIANHS

Exo6ex 250 maxporpaMa pa3TBop Noj HAJSIAHE 32 HHXA/IaRHS

2. KavecTBeH H KOJHEYECTBER ¢CHLCTAB

Exobex 100 MUKporpama pa3TBOp IOJ HANSAraHe 3a HHXAIalHA
BexnoMera3zoHoB aunponuoHat (Beclometasone dipropionate) 100 Muxporpama B 1 go3sa.

Exobek 250 Mukporpama pa3TBOp NOJ HAIATAHE 33 HHXAJAIHA
BexnoMerasonoB qurnponuoHar (Beclometasone dipropionate) 250 muxkporpaMa B 1 ao3a.

3a ITbIHHUSA CIIMCHK Ha TOMOITHHUTE BEIIECTRA, BHKTE Touka 6.1
3. JlexkapcrBena popma

Pa3TBOp noa HandraHe 3a MHXamnaus.

OnucaHMe Ha JIEKapCTBEHHMA NMPOAYKT: OHCTHD pas3TBop.

4. Knunn4ne NaBHH

4.1. TepaneBTHYHH NOKA3AHHE

BeKIoMeTa30HOB AMIIPONMOHAT € MOKa3aH 3a KOHTPoJN (MOAABPKALLo JjieueHHe) Ha OpoHXHanHa
acT™Ma.

Exobek 100 MHUKporpaMa pa3TBOp MOJ HaAAraHe 3a MHXananusa

BpoHxuanHa actma;. To3u JIeKapcTBEH MPOIYKT ce H3MOJI3Ba NPH MNalMeHTH ¢ JieKa popMa Ha
nepcHcTHpaina GpoHxuanHa acTMa (Hy)XAaellld ce OT HHCKA/Cpe/iHa 103a DeKIIOMETa30H), Koraro
CHMIITOMMTE Ca HEJOCTATHYHO MIOBIIHAHH OT OpoHXxoaunaTupama tepamus. Exobex 100
MHKpOrpaMa_pa3TBOpP MO/l HAIAraHe 3a HHXATAlLMA He € MOAX0AAM] 38 KOPTHKO3aBHCHMH
MAlMEHTH.

Texxka ¢dopma Ha GpoHXHMANTHA acTMa NpW Jella 33 M3bArBaHe 3a0aBSHETO Ha pacTexa, KOeTo €
He)KeJlaHa peakiisa NPH NEpopaHUTe KOPTUKOCTEPOH/IH.

Exkobex 250 MHKporpaMa pa3TBOp HOJ HaJAraHe 3a HHxalalus

3a obnexkuaBaHe CHMITTOMHTE HA NEPCUCTHpaLa OpOHXHMaIHA acTMA NPH MALMEHTH, HYKIaellly ce
OT BHCOKHM J103H 6€K/IOMETa30HOB JUIPONHOHAT (110-BHCOKH OT-800. Mmukporpama ao 1000
MHKpOrpaMa ZHCBHO) HITH NPU MAIHEHTH, [IPU KOUTO HE L€ ﬁgﬁgmgg%ﬁﬂonoﬁpeune chen
[MpUJIaraHe Ha MaKCHMAJIHH HO3H OT OpoHXOAMIATATO @g,uﬁ:@ g4 ¢ Biobex 100 Mukporpama
~ . I

pa3TBOp IIOA HAJIATAHE 34 UHXAIALUA T/ A8 s




4.2. Jlo3apoBRKa H NPHIOKCHHE

Exobek 100 Muxporpama pa3TBop II0Ji HANATaHE 38 HHXAIAUKA

Buvapacmuu u Oeya nad 12 200uwna ev3pacm

O6UMKHOBEHO HAYAJIHATA J03a MpH MALMCHTH C JICKa acTMa € 200 mo 400 Mmkporpama JHEBHO,
Obmara JHEBHA J103a ¢¢ pa3Aciid Ha IBa MpHEMA.

IIpy TEXKH ClIydyaH MOXE Jla ¢e 3alo4yHe ¢ A03a 600-800 MuKporpaMa AHEBHO M ITOCTENECHHO
103aTa ce HaMajsgBa, KOraTo acTMara ce cTabHn3upa. Exobek 100 Mmukporpama He € MOAXoA4l1I 32
ynoTpe6a, ako HeoGXxoaUMaTa JHEBHA 21033 € N10-BHCOKA UITH paBHA Ha 1000 Muxporpama.
Tlopaspokammara no3a o6uxkHoBeHo € 200 no 400 MukporpaMa Asa MbTH AHEBHO.

Heya om 2 0o 12 200uwna 8v3pacm

O6uuvaiinata noambpkama no3a € 100 mukporpama 2 HBTH AHCBHO CrHopej BB3pacTra M
KJIMHUYHHSA OTTOBOP HA MAUHEHTA.

Exob6ex 250 MykporpaMa pa3rsop riojl Hansarane 3a WHXanal|d

O6uuaiinaTa noaaspxama aos3a € 250 MMKporpama Jsa IbTH AHCBHO WIH 500 mukporpama asa
ITETH JHEBHO,

4.3. IlpoTuBONOKA3AHHS

JlekapcTBEHHAT NMPOAYKT € MPOTHBONOKA3aH MPH MalHEeHTH ¢ aHaMHe3a 33 CBPBXYYBCTBUTEITHOCT
«EM OEKIOMETA30HOB MHIIPOMHMOHAT WM HAKOE OT TIOMOMIHHTS BEIIECTBA, MO-CNECIHATHO KbM
NMPOICNEHTH.

Exobek 250 Mukporpama_pa3TBOp MOJ HAIAraHe 3a HHXananyd € NpoTHBONOKa3aH 34 MpiIaratc
Mnpu Aeua.

4.4. CueniHANHA NpeANA3IHA MCPKH

CreuHanHo BHUMAHHE € HeOOGXOAMMO MpH NPHIAraHeTO Ha MPOAYKTA NPH MAIMEHTH C aKTHBHA
WIH JTaTeHTHa 6enoapobra TyGepkynosa, npH OpeMeHHOCT, ocobeHO npe3 NBPBOTO TPHMECCHHE H
Npy KbPMEHE.

ExoGex Tpsa6Ba ga ce M3IOJI3Ba PENOBHO, JOPH KOTaTO MallMCHTHTE <a 6e3 CHMIITOMH C OrneA
MoNy4aBaHe Ha ONTHMaiHa mofn3a. JleucHHeTO HE TpabBa da ce chmHpa, OCBEH MO yKa3aHWe Ha
neKaps.

Ekobek He ¢ mpelHa3HaueH 3a o0neKuaBaHe HAa OCTPHTE CHMIITOMHM HAa acTMara, MpH KOMTO ©C
Ha/lara HHXaTMpaHeTo Ha GPOHXONATAaTOP C KPATKOTPAHHO JSHCTBHE.

[Topumienara ynotpeda Ha GPOHXOAMIATATOPH (HHXATATOPHH Oeta,-aroHHCTH) 32 obliekyaBaHe Ha
CHMITOMMTE TIOKAa3Ba BJIONIABAHE HA KOHTpONa BBpXY acTMarta. lIpu TOBa MOJIOKEHHUE, JICICHHETO
Ha nanpeHTHTe Tps6Ba fAa ObAe OTHOBO IPCOLICHCHO H fa CE obceaM HeoOXoAUMOCTTa OT
[OBMIlieHa TIPOTHBOBB3NAIMTENHA Tepanys (TI0-BUCOKH O3H H2 HHXAIATOPHH KOPTHKOCTCPOUIH
MM KYPC C MEPOPATHH KOPTHKOCTEPOK/IH).

Juncara Ha edekT WK TeXKH oGOCTPAHKA Ha acTMaTa TPAOBa J1a C€ JIeKyBaT 1pe3 yBe/IMiabane Ha

703aTa HAa WHXalaTopHus 6eKIOMEeTa3’OHOB AWIPONHOHAT M axko © HeoOXoaMMO, upe3 AaBaHEC Ha

CHCTEMEH KOPTHKOCTEPOMA W/WIH Ha aHTHOMOTHK, ako HMa udeKiMd_ W upes JedeHue ¢ P-
s -

aroHHUCT.




Hayuenmu Ha nepopaniyu KOPMuUKoCcmepouou

[Ipy nmpeMuHaBaHe Ha KOPTUKO3ABHCHMHTE IMALHCHTH KBM WHXAJATOPHH KOPTHKOCTEPOMAH W
TAXHOTO NOCJEABAlll0 KOHTPONHMpaHe, € HeOOXOAHUMO Ja c€ nojaraT CIeIHAIHH IPHXKH IIaBHO
nopagy TOBAa, Y€ BH3CTAHOBABAHETO HA HapymieHaTa (QYHKLMA Ha Kopara Ha HaaOnOpevHHTe
JIe3H, MPEAU3BUKAHA OT MPOABIDKUTENHOTO JISUEHHE CbC CHCTEMHH KOPTHKOCTEPOHIH € OaBHO.
[TaupentuTe TpsAOBa 22 OBAAT B OTHOCUTENHO CTa0MIHO CBCTOSHME, MpeAd Aa UM Ce Jane
MHXAJATOPEH KOPTHKOCTEPOMA KAaTo JOMBJIHEHME KbM TAXHaTa oOW4aiiHa moaybpXKaila 103a OT

CUCTEMEH KOpPTHKOcTepoHA. B Te3m ciydam ce npuiara BHCOKa J03a OeK/IOMETa30HOB
OUIIPOITHOHAT, IMApeNe/IHO ¢ NEPOoPaICH KOPTHKOCTEPOHA.

[pM NALMEHTH YCTIEWHO MPEeMHUHAIH KbM WHXAIATOPEH KOPTHKOCTEPOMA C MOAABPXKaHe Ha A00pa
pecrMparopHa ¢YyHKIMA, € HeoOXxoaWMa CMeLHaTHA TrpHXa Ipe3 MbPBUTE MECELM Clch
NIPEMHHABAHETO O 3a0BOJHTENHO BB3CTAHOBABAHE HA XMIOPH3apHO-HAAOBOpeYHaTa CHCTEMA U
cnocoOHOCTTA HA MALMEHTHTE 1A C€ CTIPABAT C HEOTVIOXKHU CHCTOAHMA KaTO TpaBMa, XHPYpPru4eckH
HaMECH HTH HHEKLMH.

TlaieHTHTE TPEMHMHATHA KBM HHXAXATOPHO JIEYCHHE C KOPTHKOCTEPOMIH, HHATO (YHKUHA HA
KopaTa Ha HajOBOpeyHHTe JKUIe3H ¢ HapyllleHa, TpAOBa Ja HOCAT NMpeAynpeaUTe/IHA KapTa, KOATO
NOKa3Ba, 4e ¢€ HY>KIasT OT JOTBIHHTE/HOTO NpHIAaraHe Ha CHCTEMHH KOPTHKOCTEPOUH 110 BpEMe
Ha nepHoauTe Ha cTpec. Ilpu Tax TpsdBa CHIO JAa ce OCHIypH HONBJIHHTE/IHC IEpopasieH
KOPTHKOCTEPOHH, KOMTO Aa c¢ MpHiara NMpH HEOTJIOKHH CBCTOSHHA KaTO Hamp. BIOMIaBaHE Ha
acTMaTa B pe3yiarar Ha OenogpoOHa uHbekuusa. B cpuioro BpeMe J03aTa Ha HHXANMPaHHs
Gex/ioMeTa3oH TpAOBa Ja ce YBENHYM M CJIEA TOBa Ja C€ HAMalH A0 TNOJABPAKAIIO HMBO CJEA
clIMpaHe Ha NepOpaIHUA KOPTHKOCTEPOHI.

3aMeCTBAHETO Ha JICYEHHETO CHhC CHCTEMHM KOPTHKOCTEPOMAM ¢ HHXANATOPHH KOPTHKOCTCPOHIH
MOHAKOra MOXeE Ja JNCMACKHpa alleprd4Hd CBhCTOAHMS KaTo ICPruyeH pHHHAT HIH CEK3CMa,
KOHTPOJMPAHH NpPEOH TOBA OT MNPHIATAHETO HA CHCTEMHH KOPTHKOCTEpOMIH. Te3H anepru4HH
CBCTOSHMA TpA6GBa Ja 6BAAT CHMITOMATHYHO JEKYBAHM ¢ AHTHXHCTAMUHHM CPEACTBA H/MIH
MPORYKTH 3a JIOKAJTHO MPHIOXKCHHE.

4.5 BiaumojeiicTBHE ¢ JPYTH JIeKapCTBEHH OIPOAYKTH H ApYrd ¢opMH Ha
B3aHMO/CHCTBHE

EAHOBPEMEHHOTO TNPHIOKCHHE HA TEPOPaTHO NPHETH KOPTHKOCTEPOHIH C OapOurTyparty,
GeHHTOMH Wi pHOAaMIMIMH MOXe Ja HaMalH KOPTHKOCTepOMAHHA edekT. Edextnre Ha
aHTUKOATy/JaHTHTE OOKKHOBEHO ca HAMANEHH, HO MOraT Na ObAaT OBUIICHH TIPH HAKOH NallUeHTH
NpH eJHOBPEMEHHATa MM YNoTpe6a C NEpOpaTHO MPHETH KOPTHKOCTeopuad. KOoMOHHHpaHOTO
JIedeHHE ¢ KaTuii-MATHIBAIIH AHYPETHLM MOXKE 2 TIPEAU3BHKA TEKKA XUIOKATHEMUS.

4.6 DpeMeHROCT H KhpMEHE

JlaHHMTE OTHOCHO $€30macHOCTTa HA IIPOAYKTAa MpH OpPeMEHHOCT Ha XOpa Ca HEAOCTaTHYHH.
TpsaGpa Ja ce HMa NIPSABUL, Y€ TO3H JIEKAPCTBEH MPOIYKT Ce H3M0JI3Ba IIMPOKO B MPOABJDKEHHE HA
MHOTO TOAWHM ©Oe3 OuYeBHOHM AOKA3aTeJICTBA 3a BpeAHd nocieactsus. Exobex tpabsa na ce
M3TION3BA 110 BpeME Ha GPEMEHHOCT M KBPMEHE €aMO aKo HOTCHLMANHATAa MoNi3a 3a MaHKaTa
Ha[BHIIABA pHUCKA 3a MIoJa HIM KbpMadero. llpunaraHeTo Ha BHCOKH J03H CHCTEMHH
KOPTHKOCTEPOMAX Ha GpeMEHHH XHMBOTHH MOXE A3 NPEAW3BHKA HapyWICHHA B Pa3BMTHETO Ha
[UIOAA, BKIIOYMTENHO PasBHTHETO Ha (HCypa Ha TBBPAOTO Heble M BLTpPeMaTo4HO 3abaBaHe
pacTeka Ha IUIOJa.




Hsama naHHH 3a eKcKpeLuaTa Ha OeKIIOMeTa30H JUIIPONHOHAT B KbpMarTa IpU Xopa. Brapeku ToBa,
no3ure npenopb4aHd 3a Exobek npenanonaratr no-Manka BBE3MOXHOCT 33 NMPEMHHABAHETO MY B
1042 WX HOBOPOLCHOTO B CpaBHEHHUE CBC CHCTEMHWTE KOPTHKOCTEPOH/IM.

4.7. EdpexT BHpXy cnocoOHOCTTA 32 mWIodHpane H paboTa ¢ MAINEAEA

JlexapcTeeHHAT npoaykT Ekofek He MOBNMABA WiM TMOBJIMIBA NpeHeOpeKUMO CNocoOHOCTTa 3a
iwodupade 1 paboTa ¢ MALIUHH.

4.8. HexkeTaHH JIeKAPCTBEHHA PeaKIAH

Moske 71a Bb3HHKHAT CHCTEMHH €(eKTH OT MPHIOKEHHETO HA MHXATATOPHH KOPTHKOCTCPOHIH,
ocofeHO KOraTo ce MpuaaraT BbB BUCOKH AO3H 32 MPOAB/LKHTEIICH NEPHOJ OT BpeMe.

Crobwenu_ Hexwceranyu ecdexmu, xamezopusupanu Ha baszama _Ha cucmemo-opzanHama
Kracuuxayua u yecmomama Ha 6b3HUKEAHE

YecToTaTa ce onpeaeis KakTo cleapa: MHOro dectH (>1/10), yectu (>1/100, <1/10), newectr (>1/1
000, <1/100), peaxu (>=1/10 000, <1/1 000) muoro peaxu (<1/10 000),

MHOro 4ecTHTE H YECTHTe HexelaHd e(eKTH KaTo LIo ¢€ OlpeAeNaT Bb3 OCHOB2Z Ha
vHpopMaUMATa, MOJy4eHa OT KIMHHYHMTE M3MHTBaHHA. Peakure W MHOro peAKH HEXE/IaHH
eeKTH ca NoJTyueHH OT CITIOHTaHHH CHOOIICHHA,

Undexuuy ¥ uadecrayu

MHoro 4ecTo: opodapHHreaHa KaHIKBI03a.

UYecToTaTa HapacTBa NpH JO3M OeknaMmeTasoHOB AuMnpormuoHaT Haa 400 MukporpaMa JHEBHO.
[TaideHTHTEe ¢ BUCOK IUTa3MEH THUTHP HAa NpelUNUTHHA Ha Candida, mokasBallll Npeaxoxaama
uHGeKIMA ca ¢ MO-BHCOK PHCK OT pa3sBUTHE Ha TOBA YCIOXKHEHHe. TaKWBa NalMeHTH MOXE [ia
MoNy4aT oOJeK4YeHMe, aKo M3MHBAT YCTaTa CH ¢ BOAa cael ymorpeba Ha HHXanaropa.
CHMITTOMATHYHATA KAaHOHAO03a MOXE Ja Ce TpeTHpa ¢ AHTHQYHTaIHM CpPE/CTBAa 3a JIOKAJIHO
IpUIOKEHHE, JOKATO Mpoxbiokaa ynorpebara Ha Exobex HM3u-bpuur Pastsop mox Handrase 3a

HHXaN1alHA.

Hapywenua na umynnama cucmema

Penxu: peakiuy Ha CBPBXYYBCTBHTEIHOCT KaTo aﬁpnn YPTUKAPHA, [IPYPUTYC H €PHTEMA, OTOK Ha
YCTHUTE H JTHIIETO.

MHoro peaku: aHruoeaeM.

Hapywenus na eH0OKpUHHAMA CUCMEMA

MHoOro peIky: NOTHCKaHe QYHKUMATA Ha HaAOBOpeuHHTE XKIIe3H., 3a0aBAHe Ha pacTexka MpH AeLa
H I0HOILIM, HaMaJIsBaHe Ha KOCTHATA IUIBTHOCT.

Icuxuunu napyuwienus
Muoro peaku: 6e3mOKOHCTBO, HapyIIEHHS Ha CBHS, NMPOMEHH B NOBEJEHHUETO, BIJIFOYMHTEIHO

XHIIEPAKTHBHOCT H pa3Apa3HMTeNHOCT (I1aBHO MIPH Je1a).

Hapywenus na ouume
MHoOro peaku: kaTapakra, riiaykoMa.

Pecnupamopru, 2pe0Onu ¥ MeOUaCmuHantu HapyuleHus
YecTH: ApE3raBoCT Ha rjiaca, Bb3ajlieHHe Ha I'bplioTo.




Moxe aa ¢ HeoOXOAWMO H3MUBAHE Ha YCTaTa M FBpPJIOTO ¢ BOAA CHAEA BCsAKa J03a, ¢ LieN
OTCTpaHsIBaHE Ha OCTATHYHHUTE HACTHLIM OT JIEKAPCTBOTO.

MHoro peaxu: napaaokcaieH OpOHXOCIIA3bM.

B To3u ciy4aii, ynorpebaTa Ha WHXanaTopa TpabBa Aa ce npeycTaHoBH He3abasHo. [la ce BpBENE
AITepHATHBHA TCPAIIHA.

Hapywenus na xoxcama u HOOKOJICKUME MuKaHU
MHoro peku: M3THHABAHE HAa KOXKarTa.

4.9. Ilpenoznpane

OcTpaTa TOKCHYHOCT Ha GEKNIOMETa30HOB AHIPONMMOHAT € HUCKA. EXWHCTBCHMAT BpeleH eeKT
KOItTO ce HabmoAaBa 3a KpaTKo BpeMe Cli¢] HHXaJupaHe Ha rojJSMH KOJIHYECTBA OT JICKAPCTBOTO €
MIOTHCKAHE HA XMIIOTANIAMO-XHNodH3apHO-HanOROpeunaTa yHKums.

He TpsabBa na ce npeAnpHeMaT CieHaTHd HEOTI0XKHH MEPKH.

JleuenneTo ¢ Exobek TpabBa na nmpoIb/DKM ¢ NpenophyaHaTa Ao3a 3a KOHTPOIMpaHe Ha acTMara.
XunotajiaMo-xunoduzapHo-HanbsOpeunara QyHKUMS ¢e BE3CTAaHOBABA ClieA | WM 2 aHu,

[Tpu Manxo BEPOATHH CTydaH Ha MpHEMaHE Ha rojIeMH KOJIH4eCTBa OCKJIIOMETa30HOB AMIPOIHOHAT
(noBede or 1,5 mg AHEBHO) B MPOIB/DKEHHE Ha CEAMHIM WM MeCCLM, MoXe jaa ce HabmoAaapa
norvckaHe QYHKI[HATA Ha KopaTa Ha HaAOBOpEYHHUTE JKIE3H KaTO ROMBIHCHHC KbM NMOTHCKAHETO
Ha XUMoTanamo-xunobusapHo-HaaosOpeunara pyskuua. [TauneHture TpAGBa Ka OBHAAT NEeKyBaHH
KaT0 KOPTHKO3aBHCMMH H Jia MpeMHHaT KbM IOAXOAAlla MOZABpXKAIla 032 CHCTEMCH
KOPTHKOCTEPOM/I KaTo Hamp. mpeXHH3onoH. Crea JocTdraHe Ha CTabWIHO CBCTOSHAE Ha
NALMEHTHTE, T¢ TpAOBa Aa MpeMHHAT KbM HHXAJHpaHe Ha OEKNOMETa30HOB AMIIPOIMOHAT B
NnpenopbYaHuTe A034 (BX. T. 4.4)

5. GOAPMAKOJOI'MYHH JAHHH

5.1 dapmakogHHAMHYHH CBOHCTBA

Dapmakomepanesmuina 2pyna
AHTHAaCTMATUYHH CPEACTRA, MNTIOKOKOPTHKOHH.

Mexanuzvm na deticmaue

BexyioMeTa30HOB AMAPOIHOHAT € JIOKAITHO JEHCTBAaIll INIIOKOKOPTUKOU] C IIPOTHBOBB3NATHTENHO H
aHTUNIpoIM(epaTuBHO AeficTBHe BBpXY Oenute apoOome. IlpHTexkaBa CBHINO Ba3OKOHCTPHKTOPHO
NeHCTBHE M TIOTHCKA KHCHHSA BL3MAIHTENEH OTTOBOP KBM AHTHIeHUTe. 3apaju Te3d CH eekTH
GeKIOMETa30HOB AMMPOMHOHAT C€ H3MOJI3Ba 3a JOKAJIHO JieueHWe Ha OpoHXHalHara acTMa. B
MpenopbYaHuTe J03H, HHXANUpaHUAT GekioMeTa3oH € Oe3 3HaYMTEeIHAa CHCTEMHA aKTHBHOCT 3a
pa3MKa OT CHCTeMHHTE KOPTHKOCTEpOMAHM. TOYHHAT MEXaHHW3bM Ha JCHCTBHE BCC OWIC HE ¢
HaITBJIHO H3iCHEeH. EdekThT Ha OexkyiomMeTa3’oH ce NposBsiBa B TCUCHHE Ha 1 ceIMHLA cliel
3aTI0YBAHE Ha JICUCHUETO M 3aTOBA HE € TMOAXO0MAN] 3a JieueHHe Ha ocTpa OpOHXHAIHA acTMa.

5.2. DapMaKkoKHHeTHYHH CBOHCTBA

Bek/oMeTa30oH JAMNponHoHaT ce pezopbupa Gbp30 ciea nepopanHo mpuiaoxeHHe. Korato ce
npunara noj GopMara Ha aepo30JIHa CYCIIEHCHA Toii ce HaTPYIBa B yCTaTa, TpaxesTa, OpoHxuTe 1

TpakT. beknoMeTa3oH AMIPOHOHAT ce MeTabonHM3vpa No-masiKo, ethéx
[TponyXTHET ¥ HeroBMTE MeTabOJIMTH €€ €KCKPETHpAaT HO REB




cexpeiug. Oxono 12-15% ot uHxanupaHata n03a ce €KCKPETHpa Ype3 ypuHaTa nold gopMara Ha
KOHIOTaTH. BpEMETO HA MOMYXHUBOT Ha OHKIOMETA30HOB AUIIPOMIUOHAT € OKono 135 gaca,

3.3 IlpenxnuHHUYHH JAHHH 32 0€30HIACHOCT

[MpoyuBaHMsS Ha €KCNEPHMMEHTAJIHH >KWBOTHH IIOKa3BaT HaJAMYUETO HAa TEPATOreHEH,
eMOpHOTOKCHYEH B (PETOTOKCHYEH €(EKT Ha APeHOKOPTHKOCTEpouanTe. Te3H pe3yaraTtd He ca
MOTBBPACHH NPH Xopa. KapuWMHOreHHOCT U MyTareHHOCT Ha O€KIOMETa30HOB JHIIPOITHOHAT HE €
AOKa3aHa.

[IpenxnMHUYHA TIPOYYBAHHA Ha IUTBXOBE M KydeTa ¢ OEKIOMETAa30H AWMPOMOHAT MPHUTOTBEH C
HFA-134a mponeneHT mnokasa cpasHUTenHo OesonaceH npodun kakto oOOWO MpHETHTE
ChABPKAIN (PpEeoHH NMPOAYKTH.

6. PAPMAINEBTHYHU JAHHH

6.1 CnHchbK HA IOMOIIHHUTE BEeHIECTBA

AOCONIOTEH eTaHOI
Hopduypan

0.2.HechLBMEeCTHMOCTH

He ca nabniogasaum.

6.3.Cpok na rognocr

3 roAvHU.

6.4. Cnenuannu ycJIOBHA Ha ChXPAHEHHE

Ha ce cexpansBa nog 25°C. [la ce masu o1 CBeT/IHHA.
Aepo3zon! ®nakon noa Hanarane. OPnakoHBT A4 HE ce MPoOHUBa WK H3raps JOPH KOraro € IpaseH.
Ha ce nassr ouure.

6.5. aBHH 32 ONAKOBKATA

AnyMuHHEB (QAKOH MNOA HalsraHe C JO3Hpall pasnpalnapaill BEHTHI, PBYHO aKTHBHpaH
NOJHETIIEHOB aIUTHKATOP ¢ Karadka, JHCTOBKA, KApTOHEHA KyTHA,
Onaxoeka: 200 xo3u

6.6 CHoenmanHy NpeanAZHH MEPKH Npu padora

1) OTcTpaneTe 3alMTHATA Kanavyka OT aluTHKATOpa 34 yCTa U C¢ YBEpeTe, Ye alTHKaTopa € YHCT,
aKo HMa Mpax U 3aMbpCsBaHe MM OTCTpaHETE OT afuTHKaTopa.

2) XBaHEeTe UHXANIaTOpa ¢ ABHOTO HArope, KaTo roCTaBUTE Najiela Cu Ha AbHOTO, a MoKasajleHa CH
BBPXY MopHHA Kpai. Paszknarere dnakona qodpe, Kato ro ABMKUTE HArope U Haaosmy.

3) Wzauminaiire xpaboko, 3a Aa u3npasHuTe Oesre CH npoﬁose TIOCTaBETE Kpas Ha arMKaTopa B
yCTaTa CH M rO 3axaneTe 3JApaBo ¢ YCTHH.
Tpadsa na ce n36area U3AUIIBAHETO B aIUIHKATOPA 34
Ja KOHACH3MUpaT U a ro 3altyuar.
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4) Ioemere 6aBHO H ABIGOKO BB3AYX. B ¢bIOTO BpeMe HaTHCHETE HAAOMYy ABHOTO Ha (hJIaKoHa,

KOiTO me oceoboan eaHa mo3a oT npoxaykra. JelicTeHeTo TpsabBa ja NMpoIB/DKH AoKaTo Bue
JIHIIATE HAUCTHHA IBN00K0!

5) Cnea oTcTpaHABaHe Ha AIUIMKATOpPA OT YCTATATA, 3aJAPBHKTE AHMIIAHETO CH KOJIKOTO € Bb3MOXKHO
110-A6Jaro — node 10 cexynau. Torasa uzaumaiite 6aBHO.

6) Axo Tps0Ba Aa WHXanUpaTe MOBeYe OT €JHA A03a H34aKaiiTe MOoHe eJHa MHHYTA M ClIe/ TOBA
MOBTOpPETE CXeMara KaTo 3ano4dHere OoT Touka 2. [locraBere ¢nakona o6paTHO B HHXanaTopa.

[Ipean mepBOTO NMpHUaraHe WIH ako JICKAPCTBOTO He € OWIIO M3MONM3BAHO MPOMBIDKHTEHO BPEME €
HEOOXOAHMMO Aa c€ YBEpPHTE, Y€ IpPH HaTHCKaHe Ha JTBbHOTO HAaZOJMy OT (JIaKOHA ¢e 0cBODOXKIaBa
crped. BaxHo € JI€KapcTBOTO Aa c€ BIPBCKBA B yCTara €AHOBPEMEHHO ¢ MHXauupaHeTo. Karto
HaYaJio ce MpenopbyBa Aa OnUTaTe TOYKH 3 U 4 Oe3 Aa HATHCKAaTe ABHOTO Ha (IaKOHA. AKO
NMAlUEHTHT C€ 3aTpPyAHABA B MAHMITYJIMPAHETO ¢ (ylakoHA C eHa pbhbKa, TOW MOXKE Ja HaTUCHE
ABHOTO C JABETE CH PBLE.

[Ipy npunarasero Ha NeKapCTBEHHUS NPOAYKT MpM Jcla ¢a HEOOXOAMMH ChBETa M MOMONITA HA
TEXHHUTE POIUTENH.

7. IPUTEXATEJ HA PAJPEIIEHHUETO 3A YIIOTPEBA

IVAX Pharmaceuticals s.r.o.
Ostravska 29

747 70 Opava
Yexus

8§ PECMCTPAIIMOHEH HOMEP

Exobex 100 Mmukporpama pa3TBop NOA HATATAHE 33 WHXATTALHS 20030344

Exobek 250 muxporpama pasTBop O] HAJIATAHE 3a HHXaJalusA 20030245

9 HJATA HA PA3ZPELNIEHHUETO 3A YIIOTPEBA / JATA HA ITIOJHOBSBAHE
PA3ZPEIIEHHUETO 3A YIIOTPEBA

16.05.2003 r.
10 JATA HA HOCJIIEAHATA PEJAKIINA HA TEKCTA

Hoemepu 2008




