35UPEH U3BELLTAJ 3A OCOBMHUTE HA JIEKOT

1. UME HA NEKOT
DuoResp Spiromax ([dyoPecn Cnupomakc) 160 MuKkporpamu/4,5 Mukporpamu
npaLLoK 3a uHxanvpame

2. KBAIMTATUBEH U KBAHTUTATUBEH COCTAB

EgHa ucnopadaHa fosa (posata Koja u3nerysa OA anjvkaTopoT 3a ycTa) COApXu
160 mukporpamu GyaesoHna 1 4,5 MuKporpami cdbopmMoTepon dymapaT auxuapar.
Toa ogrosapa Ha ogMepeHa 033 O 200 mukporpamm 6yaesoHua 1 6 Mukporpamu
cdopmoTepon dymapar anxuapar.

EKCUMMUEHCH CO NO3HATO AEjCTBO:
EfHa A03a COAPXU OKOMY S MUnUrpamu naktosa (so chopma Ha MOHOXUAPAT).
33 KOMNMNEeTHNOT CNNUCOK Ha NOMOLLUHW COCTOjKM, BUAETE Aen 6.1.

3. PAPMALIEBTCKA ®OPMA
Mpallok 3a nHxanvpare.
Ben npaLlok.

4. KNMHUYKU NOJATOLIN
4.1 TepaneBTCKM UHAUKaALIUU

Actma

[yoPecn Cnvnpomakc € UHauuMpaH 3a peAoBHo nekyBarbe Ha acTMa Kaj BO3pacHu v

afnonecLieHTy (Ha Bo3pacT of 12 roavHu U noctapu), kora € COOABETHO KOPUCTEHE

Ha KOMBWHALUMja (MHXanauuckn KOPTUKOCTEPOUA W B—afpeHopeLenTopeH aroHuCT

CO [ONro AejCTBO):

- Kaj nauuMeHTM KoM He Cce COOABETHO KOHTPONMUPaHW CO  MHXanauucku

KOpTUKOCTEpOMAN W CO WHXaaunckun B—afpeHopeLenTopHU aroHneTn co
KpaTKo AejCTBO LUTO ce ynoTpebysaart ,no norpeda”.

unu
- Kaj nauueHTn Kou Beke Ce COOABETHO KOHTpONIuUpaHu CcOo ynotpeba Ha
MHXanauMCK1 KOPTUKOCTEPOUAM 1 B2-afpeHopeLenTopHi aroHWUCTW €O A0Nro
[ejCTBO.
XOBb

[yoPecn Cnupomakc & WHAWUMpaH kaj BO3pacHM Ha _BO3pacT oA 18 rognHn W
nocTapy 3a CUMNTOMATCKO nekyBake Ha XPOHNYHE ZoncrppaueHa 6enogpobHa
BonecT (XOBB) co npucurneH ekcnupartopeH Boly

oA NpepBuaeHaTa Hopmana (nocne 6poHxoaung , -éHgM"kg’sg Ha NOBTOPNUBU
ersauepbaLyny, koM MmaaT M3paseHn CUMMTOM i3 '
BpoHxoaunaraTopu co 4oNro [ejcTBO. \

4.2 lo3upare 1 Ha4uH Ha ynoTtpe6a

QO3VIQE]H:E

Acmma




MHXanartop, mMopa aa my ce nponuwaT cooaBeTHW [03U Ha Bg-a,qpeHopeuenTopr
aroHUCTU n/unun KopTuKocTepouan so nocebHn uHxanatopu.

AOCTanHa Bo uHxanaTtopot HyoPecn Cnmpomakc, notpebHa e sameHa co apyr
KOMBWHUPaH nek co (UKCHa fo3a Ha 6ynesonng u opmoTepon ymapar, koj
COOPXW NOHWCKa fAos3a Ha WHXanauuckn kopTukoctepous. Kora AonrotpajHata

CNIEAHNOT 4ekop Moxe fa Bknyun npobHa Tepanuja camo co MHXanauucku
KopTukocTepou.

MocTojat aBa npuctanu Ha NekyBake co nekot [yoPecn Cnupomakc:

Tepanuja 2a OApXyBawe co nekor fyoPecn Cnupomackc: HyoPecn Cnupomaxc
C€ 3eMa Kako pefoBHa Tepanuja 3a OApXXyBaw-e 3aeqHO co noceben MHXanartop 3a
WTHO cumnTomaTcko nekyeare KOj coapsku BpoHxogunaraTop co 6p30o aejcTeo.

Tepanuja 3a OApXyBake U Tepanuja 3a ybnaxysawe Ha cumnTomute Ha acTma
€o nekot [lyoPecn Cnupomakc: HAyoPecn Cnupomakc ce sema Kako penosHa
Tepanuja 3a ogpxysare 1 no noTpeba, saBUCHO of cuMnTOMUTE.

Tepanuja 3a odpxysarse co nexom LyoPecn Crnupomaxc
MauuenTtute MOpa Aa ce coseTyBaaT cekoraw co cebe ga umaaT 3aceBen
6p0onn,mnaTaTop co Opso nejctBo 3a UTHO CUMNTOMAaTCKO neKyBawe BO CeKoj
MOMEHT.
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AdoneceueHtn (Ha Bo3pacT o4 12 roauHu u
AHEBHO.
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Bo BooBu4aeHaTa npakca Kora ce nocturHysa KOHTpOna Ha CUMNTOMUTE CO PEXINM
Ha Jo3upatbe of ABanatv AHEBHO, TUTpaumjata Ao HajHucka edekTnBHa fosa ou
moxena aa Bknyau fyoPecn Cnupomakc AasaH no epgHall AHEBHO, Kora no
MUCNEee Ha nekapoT Koj ro nponwuiian, 6u 6un notpebeH GpoHxopunaTatop cO
[oNro AejCTBO BO KOMBUHaUMja co NHXANaLMCKU KOpTUKOCTepoua 3a Aa ce OApXH
KOHTpOna.

3ronemeHaTa ynotpe6a Ha nocebeH BpoHxoaunararop co 6p30 AejcTBO yKaxyBa Ha
BroLlyBakbe Ha nocroevkarta cocTojoa 1 Gapa nosTOpHA NpoLieHa Ha Tepanujara 3a
acTma.

Tepanuja 3a odpxyeare U mepanuja 3a ybnaxyeare Ha cumMnmomume _Ha acmma
co nexkom HyoPecn CnupoMakc

MaumeHTUTe 3emaaT AHeBHa [03a 3a ofpXKyBake 0f NexkoT OyoPecn Cnupomakc n
[ONONHUTENHO NO notpeba ro 3emaart Nnekot JyoPecn Cnupomakc 3aBUCHO 0Of
cumnTomuTe. MaumeHTuTEe MOpa Aa ce coBeTyBaaT cekorawl co cebe pa umaar
JyoPecn Cnmpomakc 3a ynotpeba BO UTHK Cnyyaun.

Kaj naumeHTV Kou ro semaat JOyoPecn Cnupomakc 3a ybriaxysare Ha CUMNTOMUTE
Ha acTma, nekapoT Tpeba aa pasroeapa co nauveHToT 3a NpeBeHTUBHA ynotpeba
Ha [JyoPecn Cnupomakc npu BPOHXOKOHCTPUKLMja koja e npeAussukaHa OA
anepredu nnu sexodare, a npenopavYaHnoT HauuH Ha ynoTtpeba Tpeba Aa ja seme
npeasua 3adecTeHocTa Ha notpebara 3a Tepanwja. Mpn no4yecta notpeba 3a
GpoHxopunatauvja bes coopBeTHa notpeba 3a 3ronemyeare Ha j[osata Ha
MHXanauuckuTe KopTUKOCTeponan, Tpeba na ce ynotpebn antepHaTuBHO CpeAacTBo
3a ybnaxysake Ha CUMNTOMWTE.

TepanujaTta 3a oapXyBate 1 TepanujaTa 3a yonaxysate Ha akyTHUTE CUMMTOMMW CO
nexot [lyoPecn Crnimpomakc Mopa noceBHO fa ce pasrneaa kaj nauueHTu co.

« HECOOABETHA KOHTPONa Ha acTma u 3a4ecTeHa ynotpeba Ha uHxanaTop 3a UTHO
CUMNTOMATCKO NeKkyBame.

. ersauepbauuu Ha acTma BO MMUHATOTO 33 kou Buna notpebHa MeaulnHCKa
WHTEepBEHLM]a.

MoTpebHo e BHUMATENHO CreAeH:e Ha HecakaHuTe [ejcTBa NnoBp3aHu co Aosarta Kaj
nauueHTu Kou 4YecTo, no noTpeba, semaaT ronem 6poj Ha MHxanauwu OAf nekoT
JyoPecn Cnvnpomakc.

[MpenopayaHu Go3u:
BoapacHn 1 aponecueHT (Ha Bo3pact OA 12 roguHu v noctapy): MNpenopayaHaTta
[03a 3a OAPXyBate € 2 uHxanauuu AHEBHO, faneH 1_Kako efHa nHxanauvja
HayTpo W edHa Haseyep, Wnu Kako 2 vHxanauuy unu Hasedep. 3a
Hekow mauMeHT Moxe Aa bude cooABeTHa A0 <3 _ o 2 vHxanauum
neanati gHeeHo. MauneHTuTe Tpeba fa 3em g 5 ,u@ridﬁﬂmég?“ nHxanauuja no
notpe6a 3aBUCHO Of CUMNTOMWUTE. AKO MO HEeKQIKY! Mwﬂy‘mesmmrgﬁ uTe ce ce ywrTe
npucyTHM, Tpeba fa ce 3eme AONOoNHUTENHa P‘gc%n wvjas. He §veat na ce semart
noeeke of 6 nHxanauun ogeaHall. ‘Q/:oﬁ




C€ npenopavysa na nobapaat MEAULIMHCKM coseT. Tue Mopa ga buaat nosTopHo
MPOLEHETU 1 NOBTOPHO Aa ce pasmucn 3a HUBHaTa Tepanuja 3a ogpixysarse.

X066

lpenopayvanu dosu:
BospacHu (Ha BO3pacT o 18 roguHu u nocTapu): 2 uHxanaumm no ABanaTtn gHeBHo.

[NocebHu nonynauuu:

locmapu nayuernmu (Ha sospacm = 65 200uHu)
3a noctapu naumenTH HeMa nocebHu Gaparba 33 Ao3npamse.

lMayuernmu co xenamanto v peHarnHo owmemysarse
Hema poctanmu nogaToumn 3a ynotpeba Ha KOMBUHMpaH nek co cukcHa Ao3a Ha
bynesonng u dopmorepon tbymapar auxugpart kaj naumertu co OITeTYBate Ha

lNedujampucka nonynayuja
BesbegHocTa u eukacHocTa Ha nekoT OyoPecn Cnupomakc kaj Aeua nomnagm on
12 roavHu He ce yTBpAeHW. Hema nocranHu nogaTtouu.

OBoj nek He ce fpenopa4yyBsa 3a ynotpeba kaj Aelia Ha Bo3pacT nog 12 rogunuw,

HauunH Ha ynoTpeba
Camo 3a WHxanauuja.

Cnupomakc (awrn. Spiromax) e WHXanartop koj ce akTueMpa co BOWLWIEH NPOTOK Ha
BO3AYX, LUTO 3Ha4YM geka akTUBHUTE CyNCTaHumm ce focraByBaaT Bo auwHuTe
faTuliTa kora nauneHToT BauLLyBa fPEKy annukaTopoT 3a ycra. Ce nokaxano Aeka
NAUNEHTUTE CO ymMepeHa U Telwka hopma Ha acTma MOXaT fa cosgagaTt AoBOfHa
OpanHa Ha npoTok Ha BO3AlyX CO BAULLYBaH-€ 3a fa MOxe Cnupomake aa ja goctasu
TeépenesTckaTta fosa Ha nekoT (BugeTe aen 5.1).

Nekot OyoPecn Cnupomakc Mopa fAa ce ynoTtpebyBa npaBumHo 33 Aa ce nocTturHe
e(eKTUBHO nekyBatrse. MauvenTute mopa pa ce npeadynpeaat BHUMaTenHo aa ro
NpoynTaaT ynaTcTBoTO 3a NaUWUEHTOT u har
CoOp»KaHu BO Hero.




OtsopeTe: [ipxeTe ro CAMpomakc co kana4eTo Ha annuKaTopoT 3a ycTa Ha AHOTO 1
OTBOpETE [0 KanaveTo Ha annukaTopoT 3a ycTa cO CBUTKyBate Hapony cé Aoaexa
LIefIOCHO He ce OTBOpW NMpy LWITO e cnyLla eAeH KIUK.

BauweTe: CTaBeTe ro annukaTopor 3a ycra nomery 3abute Taka LUTO CO YCHUTE ke
ro ondaTuTe annukatopoTt 3a ycTta, He rpusajTe ro anmmkaTtopoT 3a ycra Ha
uHxanatopot. CunHo 1 Anaboko BANLIETE NPEKy annukaTopoT 3a ycTa. Vssaaerte ro
Cnupomakc of, yctaTa u 3afpxeTe ro agmeoT 10 cekyHan unu ce AoAeka e npujaTHo
3a NayueHToT.

3aTBopeTe: MNoneka naguleTe 1 3aTBopeTe ro KanadeTo Ha annukaTopoT 3a ycTa.

Mcto Taka, BaXKHO € fa ce coBeTyBaaT nauveHTuTe fa He ro TpecaT nHxanaTopot
npen ynotpeba, Aa He wsaunwyeaat npeky Cnupomakc 1 Aa He ru Grokupaat
OTBOPUTE 33 BO3AYX NPV MOATOTOBKA 38 YEKOPOT ,Bauwerte”.

MauueHTWTe, UCTO Taka, Tpeba Aa ce CoBeTyBaar Aa ja vcnnakHaT ycraTa co BOAA
no uHxanauvjata (Bugete aen 4.4).

MauveHTOT npu ynoTpeba Ha [yoPecn Cnupomakc moxe Aa no4YyecTByBa BKYC
3apaay eKCLMNUEHCOT NakTosa.

4.3 KoHTpanHaukauuu
MpeyyBCTBUTEHOCT Ha aKTUBHWTE cyncTaHuuv WA NOMOLLUHUTE cyncTaHumm
HaBefeHun Bo gen 6.1.

4.4 Toce6HM NnpeaynpeayBatba U MEPKU 32 npeTnasnuBoCT Npu ynoTtpeba

Cosem 3a 0o3upar-e

MauveHTUTe Mopa pefoBHO Aa buaaT npoueHeT o[ NekapoT KOj UM mponuilysa
nekoBw/nNMUETO Koe Mpyxa 3apaBcTBeHa 3alTura 3a nosata Ha [lyoPecn
Cnupomakc Aa ocTaHe onTumania. JNlosaTta Mmopa aa ce Tutpupa Ao HajHucKaTa [03a
CO Koja Ce oApXyBa eeKTUBHa KOHTpona Ha cumntomuTe. OTKako ke ce MocTUrHE
KOHTpOMa Ha CUMNTOMWTE Ha acTMa, MOXE Aa ce pasmucny 3a MoCTENEHO
Hamanyeake Ha fo3aTta Ha [yoPecn Cnupomakc. Kora e coofBeTHO TUTpupame Ha
fosaTa 4o nomana ja4ynHa of oHaa Koja e gocTanHa co NeKoT OyoPecn Cnvpomakc,
notpebHa e 3ameHa CO Apyr kOMBUHMpaH Nnek co ukcHa [o3a Ha OynesoHna U
cdopmoTepon  ymapar, Koj CcoapXu MoHMCka Ao3a  Ha MHXanaumucKu
KOPTUKOCTEPOMA,.

BaxHo e pefoBHO npoLieHyBak€ Ha Hau!/leHTI/ITe npw nocTeneHo HamanyBah€ Ha

fosarta 3a neKyBate. D T
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MauneHTUTE MOpa Aa Ce CoBeTyBaaT cekora axco cebe caT uHxanaTop 3a
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6p0on,z1V|naTa'rop co 6p3o gejcteo (3a nauveHTV co actma Kou kopucrtat [yoPecn
Cnupomake camo kako Tepanuja 3a OfpXKyBatse).

MHXanauucku  KopTtukocTepouam, Tpeba pa ce ynotpebysa antepHaTupeH
HXxanarop 3a 6p3o y6naxysare Ha cuMnTOMUTE Ha acTma.

Browysame Ha bonecma

fIekap ako cumnTomuTe Ha actma ocTaHar HEKOHTpOoNMpaHn unu ce Browat no
3anoYHysame Ha nekyBareTo co NekoT HAyoPecn Cnupomake.

MNauneHTuTe He Tpeba ga sanounat ga ynotpebysaat [dyoPecn Cnupomakc 3a
Bpeme Ha ersauepbauwja, unu ako umaart SHa4YuTenHo Bnowysawe unu aKyTHO
BrowyBake Ha acTma.

Cucmemcku dejcmea

Cuctemckn pgejctBa  moxar da ce jaBaT npwu WHXanupawe Ha koj 6uno
KOpTHUkoCTepoua, ocobeHo npu Bucokw A03n nponuwaHn 3a nogonru nepuoau.
MHory e nomana BepojaTHOCTa 3a nojaBa Ha Tue AejCTBa Npu nekyBare co
MHXanauuja oTKonky npu nepoparnHo seMare Ha KopTukocTepouau.

MoxHuTe cuctemcku AgjcTBa BKNyuyB &,
syndrome), KywmHrongxu KapaKTepwc:ﬁR}@"(‘\,_ rg, CUs oid features), appenanHa
Cynpecuja, sabaBeH pacTt Kaj geua v AA o LEeHTH. yBal-be Ha MWHepanHaTa
FyCTMHa Ha KOCKWTe, katapakta u r PHETKO, HM3a NCUXOMOLLKM



pejctea  wnu  Aejctea BpP3 ofHecyBameTo  BKNydyyBajkm  NCUXOMOTOPHA

XMNEPaKTUBHOCT, HapyLlyBae Ha COHOT, aHKCUO3HOCT, fnenpecuja unu arpecvja
(ocobeHo kaj Aeua) (Bnaete aen 4.8).

BusyesiHu Hapyulysatba

BuayernHn HapyllyBarba MOXe Aa ce 3gbenexaT co cucTemcka W CO rokanHa
ynotpeba Ha KOPTUKOCTEPOUAW. AKO MaUMEeHTOT jaByBa CMMNTOMU Kako LWTO CE
3amMaTeH BUA WUNW ApYr HapyllyBawa Ha BAAOT, NALUMEHTOT Tpeba Aa ce ynati Ao
odhTanMonor 3a NpoueHa Ha MOXHWUTE NPUHNHIA KON MOXKE Aia BKMydyBaaT KaTapakTa,
rmaykom wnn peTkn BonecTn Kako UeHTpanHa ceposHa xopvopeTuHonaTuja (aHrs.
central serous chorioretinopathy, CSCR) koun 6une npujaseHu no ynotpeda Ha
CMCTEMCKU U NOKanHu KopTukocTeponau.

[lejcmea ep3 2aycmuHama Ha KocKume

Mopa fa ce 3emaT NpeaBuf MOXHUTE nejcTea BP3 rycTMHaTa Ha KOCKMUTE, ocobeHo
kaj MaLMEHTV KoM MpUMaaT BUCOKW AO3M 3a BpEME Ha noJonr nepvod, a Kou
NCTOBPEMEHO MMaaT pU3nKk-hakTopu 3a 0CTeonoposa.

[lonropoYHNTE UCMMTYBaKa CO MHXANau1cky 6yaesoHuA, Kaj BO3pacHu npu [AHEBHA
nosa of 800 mukporpamu (oamepeHa [l03a) He nokaxarne 3HauyajHu pejcTea BP3
MWHepanHaTa rycTuHa Ha KOCKUTE. Hema gocTanHu uHopmauun 3a AejcTBOTO Ha
MOBMCOKM [O03U Ha  KOMBMHMpaHa Tepanuja co  (ukcHa [Aos3a  Ha
6ynesoHua/popmoTepon ymapat Auxuapar.

AdpeHasiHa yHKuuja
Tepanujata co LONOMHUTENHN CUCTEMCKM cTepouan unu uHxanaumncku BynesoHna
He Tpeba oaeaHall Aa ce NPekunHe.

Mpopomkexata Tepanuja CO BUCOKM [03U Ha WHXANTOPHU KOPTUKOCTEPOUAN,
ocoBEeHO MOBMCOKW Of MpernopaqaHuTe [o3w, WCTo Taka, MoXe Aa gosene Ao
KIWHUYKM 3HaYajHa aapeHanHa cynpecuja. 3aToa, NoKpUTMETO CO LOMNONHUTENEH
crCTeMCKU KopTMKocTepoua Tpeba fia ce 3eme npeasua 3a Bpeme Ha CTPEC KaKo
LITO Ce TeLUKU MHEeKLUMN UK eneKTUBEH XMPYPLLK zacat. bp3oTo HamanyBare Ha
posata Ha cTepouanTe Moxe Aa NpeAnssuka  aKytHa agpeHanHa Kpusa.
CUMNTOMUTE Y 3HALMTE KOU MOXaT Aa Ce BUAAT Kaj akyTHa afpeHariHa kpusa MOoXaT
fa GUaaT Ha HEKOj HaYMH HEejacHM HO, MOXaT Aa BKiyHar aHopekcuja, abgomuHanHa
Gonka, rybete Ha TexwHa, 3amop, rnaBo6ornka, ragewe, nospakawe, HamaneHo
HMBO HA CBECT, HANaav, XMMoTeH3uja 1 XMnornukemuja.

[TapadokcaneH bpoHxocnasam
Mo no3vpareTo, MOXe Aa Ce jaBu napajokcaneH BpoHxocanasam, CO HenocpeaHo
3rofieMyBarbe Ha CBUPEHETO W HEAOoCTaToK Ha 3guB. AKO NaLMEHTOT AOXWBEE
napagokcaneH OpoHxocnasam, JAyoPecn Cnnpomakc Tpe “ReAHa[iAa ce NpekunHe,
nauuneHToT Tpeba Aa Buae oueHeT n Aa ce sanodHe HERE @n%ﬁﬁa4
pokonky e notpebHo. NapaaokcanHuoT 6poHxocnasgve gﬁrq}gapa_ﬂa;;
BpoHxogunaraTop co 6p30 aejcTeo 1 Tpeba BeAHaLL %r%e nekyg.a gaam,geg nen 4.8).
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[lpemuH 00 nepopanHa mepanuja

Hokonky nocton npuumHa 3a NpeTnocTaBka [feka apgpeHanHaTa dyHKUMja e
OlWTEeTeHa oA npeTxoAHaTa cUcTeMcKa CTeopuaHa Tepanuja, Tpeba aa ce BHUMaRBa
Npu npedpname Ha nauMeHTUTe Ha komBuHupaHa Tepanuja co hukcHa gosa Ha
6y,qe30HmJ,/q)opM0Tepon cdymapar.

Mpnpoobuskute op Tepanujata co MHxanaumckm BynesoHua obuyHo ja HamanyBaar
notpebata of nepopanHu CTeponam, HO nauveHTUTe Kou ce npedpnaar opf
népopanHu cteponan MoxaTt Aa ocTaHaT co PU3KK 3a oliTeTyBake Ha agpeHanHaTa
PE3EpBa BO TeK Ha 3HAUNTENTHO [ONTo Bpeme.

3asgpaByBakeTo Moxe paa Tpae [onro BpemMe no npekuH Ha Tepanujata co
fépopaneH crtepoup u 3atoa nauMeHTUTe koW 3aBucaT Of, nepoparneH crepoup
npedgpnexn Ha uHxanaumckm Oyaesonna moxaTt aa ocraHaT co PU3NK of oTeTeHa
afpeHanHa dyHkumMja 3HauMTenHo Aonro Bpeme. Bo BakBu oKomHOCTU Tpeba
PEAOBHO  fa ce cneam  dyHkumjata  Ha XunotanammyHo-xmnopusHo-
afpeHokopTukanHata (HPA) ocka.

Mpu npemuHoT opf nepopanHa Tepanuja Ha koMGUHMpaHa Tepanuja co cukcHa fo3a
Ha OynesoHua/chopmotepon tbymapar ke Aojae A0 ONWTO HamaneHo CUCTEMCKO
AEJCTBO Ha CTepouanTe, LUTO MOXe Aa foBede A0 nojaBa Ha CUMMTOMMU Ha anepruja
VMW apTpUTUYHW CUMNTOMU Kako PUHWTUC, erseM M 6onka BO MycCKynute u
srnobosute. Bo oBue cnyyau, MOpa Aa ce sanouyHe cneuncuyHo nekysarse. Mopa
Aa Ce NOCOMHEeBa Ha ONWT HeanoBONeH IMMKOKOPTUKOCTEPOUAEH edekT, ako BO
PETKW cny4an ce mojaBaT CUMMTOMM KaKo LUTO ce 3amop, rnasobonka, ragewe u
noepakatse. Bo oBue cnyyau, noHekoraiw e notpebHo npuspemeHo 3ronemMmyBatbe Ha
Ao3aTa Ha NepopanHuTe rMUKOKOPTUKOCTEpOUAMN.

OpanHu uHghekyuu

3a HamanyBame Ha pUsnKoT OA opodpapuHreanHa kaHauaujasa, naumeHToT Mopa ga
Ce ynaTtu Aa ja nnakHe ycrtarta co Boaa no WHXanupake Ha gosara. Ako ce passue
opodapuHreanHa kaHauamjasa, nauveHTeTe, UCTo Taka, Mopa Aa ja nnakHar ycrata
CO BOAa Mo MHxanupawe no notpeba (Bugerte nen 4.2).

[ledujampucka nonynauuja

Ce npenopavyysa peaoBHo aa ce Chean BuUCWHATa Ha Aeua Kou MOAOSNro Bpeme
npuMaaTt Tepanuja co MHXanayucku KOpTukocTepoman. Ako pactoT e 3abapeH,
Tepanujata Tpe6a noBTOpHO Aa ce npoueHn co uen ga ce Hamanu gosarta Ha
WHXanaunckmoT KopTWKocTepous [0 HajuuckaTa gosa npyM Koja ce oppxysa
ePeKTMBHA KOHTpoNa Ha actmara, [oKosKy € MoxHO. Mpuaobuekute of TepanujaTa
CO KOPTWMOKOCTEPOWMAW W MOXHUTE puU3NLM 33 cynpecuja Ha pactoT Mopa
BHUMaTEnHo Aa ce wusmepar. [lokpaj Toa, nauumeHToT Tpeba pa ce ynatm Ha
neaujaTpuckn pecnupaTopeH cneuunjanucr.

/ <P ” - 5 z

Aeua n aponecueHT nekyAdhy CO_ VHX&Jlmckn OyaesoHns Ha kpajot ke ja
H erytoa, 3abenexaHo e noyeTHo

OBa 0bu4Ho ce cryyysa Bo TekoT




Monynauuja co XObb

He nocTojaT AocTanHu NoAaToLM O KNUHUHYKM ncnuTyeara 3a [lyoPecn Cnupomakc
kaj naumenTn co XOBb co FEV; npeg 6poHxogunaratop > 50% op npegsuaeHarta
Hopmana u co FEV4 nocT-6poHxoaunaraTop < 70% op npepBuaeHaTa Hopmana
(Bupete pen 5.1).

[THeeMoHUja
3rofieMyBate Ha WHUMAEHUMjaTa Ha nHEBMOHU|a, BKIy4yBajku nHEBMOHMja LWITO

Gapa xocnuTanusaumja, Guno saBenexaHo kaj nauweHtn co XObb kou npumane
MHXanauucKn KOpTUKOCTEPOUAN. MocTojaT HeKow nokasaTenu 3a 3roneMysarbe Ha
PU3MKOT Of MHEBMOHWja CO 3ronemysarbe Ha fosaTa Ha cTepoud, HO He 6uno
y6eanmBeo AokaaHo BO TEK Ha cuTe ncnuTyBar-a.

He nocTojaT y6ean1By KNNHWYKA [OKa3N 38 NHTPa-Kachi pasnuky BO ronemuHara
Ha PU3UKOT 0F MHEBMOHMja Mefy NHxanaumckuTe KOPTUKOCTEPOUAHM MPOU3BOAN.

Nekapute TpebGa BHUMATENHo Aa cnepar MOXeH pasBoj Ha MHeBMOHWja Kaj
naumenTn co XObb 3emajkv npeasua Aeka KNUHAHKUTE MaHudecTaumm Ha TaksuTe
MHEEKLMM Ce NpeknonyBsaaTt co CUMNTOMUTE Ha ersauep6auun Ha XOBB.
Puauk-chakTopuTe 3a MHEBMOHM)a kaj nauveHtn co XObBB BKnydyBaat TEKOBHO
nyLuere, noctapa Bo3pacT, HU3OK NHAEKC Ha TenecHa maca (BMI) 1 TexoK obnwvk Ha
XOBBb.

Mumepakuyuja co opyeau jieKosu

Mopa pa ce naberHysa WCTOBPEMEHO nekyBake CO WTpakoHason, puToHasnp W
APYTW CUMHU WHXWBuTOpW Ha CYP3A4 (eugete gen 4.5). AKO TOa HEe € MOXHO,
BPEMEHCKNOT MHTepBan nomery AaBaweTo Ha MEeKoBW Kou crtanyBaaT BO
WHTepakuuja mopa Aa buae KoMKy WTo e moxHo noponr. Kaj mauneHTn kon semaat
cunHu uHxubutopn Ha CYP3A4, He ce npenopadyea KoMOWHMpaHa Tepanuja co
¢hukcHa posa Ha 6ynesonuna/dopmoTtepon dymapar.

Mpemmnasnusocm kaj nocebHu bonecmu

KomBuHauujata co gmkcHa fo3a Ha 6yaesoHua/dpopmoTepon chymapat guxuapat
mMopa BHMMartenHo pnda ce ynotpebyea Kaj nauueHTn Cco TUPOTOKCUKO33,
heoxpoMoLIMTOM, AujabeTec MenmTyc, HemnekyBaHa xurnokanemuja, XunepTpouyHa
ONCTPYKTUBHA kapguomuonaTtuja, wauonatcka cybsansynapHa aopTHa CTEeHO3a,
cepuosHa XunepTeHauja, aHespusam, W ApYrM CEepuo3HN KapavoBackKynaphy
HapylUyBara, Kako MCXeMUYHO CPLEBO zabonyBarbe, TaxuaputMmun unu cepuosHa
cpueBa crnabocT.

Mopa fa Ce BHMMaBa npu fieKyBatbe Ha NauueHTh co npopomkeH QTc-uHTepsan.
dopMOTEPONOT MOXE Aa NPeAN3BUka NPOAOIKYBate Ha QTc-nHTEepBanorT.

/ nHXanaumcKm
KOpTWKOCTEpPOUAU Mopa Aa Guae noBTOPHO MPO H CO aKTUBHAa
Wnu naTeHTHa TyGepkynosa Ha Genute Apobosu, Ak ViRyhn UHeKLmm
Ha OULLHWTE naTuwTa. g



Mopa pa ce pasmucnn 3a AONONHUTENHa KOHTpona Ha rnukosaTa BO KpBTa Kaj
nauneHTn co gujabetec.

B2-adpeHopeyenmophu agoHucmu
Bucokute nosn Ha Bz-a,qpeHopeuenTopHme aroHUCTN MoXaT fa npeausBukaaT
noTeHuujanHo cepuosHa Xvnokanemuja. UctospemeHo nekyesake co [,-

“nn fa ro sacunat XMnoKaneMuckuoT €CeKT, Np. AepuBaTh Ha KCaHTWH, cTepouam u
AWYPETUUM, MOXe [a npugoHece 3a MOXEH Xxunokanemuckm ecekt Ha B.-
aApeHopeuenTopHUTe aroHueTy.

JlekyBareTo co B2-aapeHopeuenTopHu aroHueTy MOXe fa noBee [0 3ronemyBare
Ha HMBOTO Ha WHCYNWH, cnobogHu MacHm KNCeNWHW, r1Lepon u KeToHckn Tena so
KpBTa.

Ce npenopauyea noce6ua NPETNasnnUBoCT Kaj HecTabunHa acTma co NMPOMeHnuBea
ynotpeba Ha OpoHxogunaratopu 3a uTtHO CUMNTOMATCKO nekysatbe, Kaj aKyTHa
TE€llka acTma, buaejkn nocToeukuoT puU3nK moxe fa 6uage sronemen 0f XuUnokcuja un
fpwn Apyru cocTojéu npu kou e 3ronemena BepojaTHocTa 3a nojaea Ha Xunokanemwuja.
Bo BakBu okonHocTty, ce fpenopayysa Aa ce cneam HUBOTO Ha CEPYMCKMOT Kanuym.

[NomMowHu cocmojku

OBoj nek cogpxu nakrosa. MauneHTnTe co peTkn HacnegHu npobnemu kako
HENoAHoCNMBOCT Ha ranaktosa, wuenoce HEJoCTaTok Ha naktasa, unu
Manancopnuuja Ha rnukosa v ranakTosa, He cmeat Aa ro semaat oBoj nex.

4.5 UnTepakumja co APYry NeKoBu u Apyru hopmu Ha MHTepakuuja

QapmakokuHemcku UHmMepakyuy

CunHute CYP3A4-MHXM6MTOPM (Mp. KeTokoHason, WTpakoHason, BopuKoHason,
MoCakoHa3oM, KNapuUTPOMULMH, TENUTPOMULMH, Heda3oa0H K HXMBKUTOPK Ha XUB-
npoTeasa) BepojaTHO 3HAYUTENHO ke ro 3fonemar HWBoTO Ha GyaesoHug BoO
Nnasmata, na satoa WcToBpemeHa ynotpeba mMopa ga ce n3berHysa. [lokonky Toa
HE € MOXHO, BPEMEHCKMOT UHTepBan nomery gaBawe Ha WHXMBUTOPOT U ByaesoHng
Tpeba fa Guae Konky LWTO e MOoxHO noponr (eugete gen 4.4). Kaj nauneHTn kom
KOpuCTaT CUnHU UHXMBWUTOPU Ha CYP3A4, He ce npenopavysa kombGuHauuja Ha
hukcHa gosa Ha Oynesonuna u hopmoTepon bymapat auxmapat kako Tepanuvja 3a
OApXyBak-e 1 yonaxysare Ha akyTHUTe CUMMTOMM.

Cunuuor WHXMBMTOp Ha CYP3A4, KéTokoHason, 200 mg epgHaw OHEBHO, 1o
3ronemun nNnasMaTckoTo HUBO Ha NCTOBpPEMEHO nepopanHo ynotpeben OyaesoHua
Kora keTokoHason 6un dageH 12
Ce 3ronemuna camo Tpunatw,

; P‘BSJE@% <
B3BpemeTo ‘Y NaBarbe Moxe Aa ro Hamanu

SBPEME’
YeHWTe nopaTouM 3a oOBaa

/asaq-ma'iéféﬁréaﬂ
VHTepakuuja Ha BMCOKM [O3W Ha @-@ar@_t_fmw%:ﬁyﬂe, HWA NMoKa)kyBaaT feka Moxe
; a BO nnasmara (Bo npocek

X&&':(_f "

Batba  He” Hiys :
\ /\a" 4/3;-9‘7‘ *
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yeTMpunaTu) ako WTpakoHasorn, BO posa o 200 mg epHaw [HEeBHO, ce pasa
NCTOBPEMEHO CO NHXanaunckn 6ynesoHna (eAHoKpaTHa 033 OA 1000 MuKporpamu).

cToBpEMEHOTO NEKyBake CO CYP3A-MHXUBUTOPK, BKIYYUTENHO U NPOu3BOAN CO
KoBuUUMCTaT, Ce OYeKyBa Aa ro 3ronemut pusukoT 0f CUCTEMCKI HecakaHn AejcTBa.
KomBuHaumnjata Tpeba ga ce n3berHysa, OCBEH aKo npuaobuekuTe ro HaaMUHyBaat
PU3NKOT Of} CUCTEMCKI KOPTUKOCTEPONAHN HecakaHu AejcTea, npw LWTO NauueHTuTe
Tpeba Aa ce cnepart 3a CUCTEMCKA KOPTUKOCTEPOWAHW HECAaKaHN AejcTea.

MapmMakodUHaAMCKU UHmepakuuu

B-appeHepriiHMTe Brokatopn Moxar pa ro ocnabar wnu Aa 1o nHxunbnpaat
fejcTBOTO Ha hopmOTEeporn. KombuHupaHata Tepanuja Ha cukcHa Ao3a Ha
BynesoHua u opmoTepon cbymapat auxugpar He cMmee Aa ce nasa 3aefHo co [3-
agpeHepruuHn Gnokatopy (BKNy4UTENHO U Kanky 3a o4v), OCBEH ako nocrojat
y6ennuen NpUHnHN.

McTOBPEMEHOTO NeKyBakbe CO XUHUAVH, Au3onvpamiil, npokaMHamua, heHoTUasmH,
aHTUXMCTaMUHMLM  (TepdeHaanH) 1 TPULMKINHHNA aHTUAEenpecuBm MoXe Aa ro
npofomku QTc-MHTEPBANOT 1 Aa ro 3ronemu PU3UKOT O BEHTPUKYNaAPHU apuUTMUL.

OceeH Toa, L-Dopa, L-TMPOKCWH, OKCWTOLMH W ankoxonl mMoXxaT da ja Hapywat
cpuesaTa noHOCNMNBOCT 32 Bo-CUMMAaTOMUMETULIUTE.

McToBpeMeHo NnekyBame COo WHXMBUTOPY HA MOHOAMUHOOKCKAA3A, Kako Y NEeKoBM CO
CrMYHM OcoBMHM Kako dpypasonuaoH U npokap6a3vH, Moxe [Aa TMNOTTUKHE
XVUNEepTEH3NBHU peakuuni.

[MocTon 3rofieMeH pusnk of apuTMun Kaj mauueHTu Kou WNCTOBPEMEHO npumaat
aHecTeauja Co XanoreHmpaHu jarnesofopoAL.

UctospemeHaTa ynotpeba Ha Apyru B-appeHepriiHi NEeKoBU 1 aHTUXONUHEPTNYHN
nekoBM MOXKE Aa Ma MoTeHUmMjanHo agnuTueeH BpoHxoanaTaTopeH edekT.

Xunokanemujata Moxe fa ja 3rofieMu CKIoHocTa KoH apuTMiniA Kaj nauneHT Kown ce
niekyBaaT co MM1Ko3NaMN Ha aurutanuc.

He e sabenexaHa nHTepakuuja Ha byaesoHua n dhopMOTEPON CO APYrN NIEKOBU KOW
ce ynoTpebyBaar 3a fiekyBare Ha acTma.

[Tedujampucka nonynauuja
NcnuTyBara 3a uHTepakuum 6ure cnpoBeAeHN camo kaj BO3pacHM.

4.6 NMnoagHocT, OpeMeHOCT U AoeHe
BpemeHocm :
Hema gocTanHu KNMHUYKW nojaTtoun 3a bpeme
Tepanuja Ha uKcHa fosa Ha 6ynesoHna 1 popme
UCTOBPEMEHO feKyBawe Co opmoTepon

Ha KombBuHWpaHa
T avxugpat unm
opatouute Of
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ucnutysawe Ha embpuochetanHuoT PasBoj Kaj cTaopuu He Nnokaxkane pgokasn 3a
HWKaKBM JoNoNHWTENHK gejcTsa op koMBuHauujaTa.

Hema cooaseThu nogaTtouyn sa ynotpeba Ha tbopmoTepon kaj BpemeHn xeHn. Mpwn
PENPOAYKTUBHM UCNUTYBaH-a Kaj XXMBOTHMU, hopmMoTepon npu MHOTy BUCOKU HMBOA Ha
CUCTEMCKO 13noxyBake npeauasukan HEcakaHu fejcTBa (BuaeTe gen 5.3).

STON€MeH TepaToreH puauk noepaaH co ynotpeba Ha uHxanauucku Oynesonns. Bo
nCnnuTyBawa  Kaj  KWUBOTHM, FMUKOKOPTMKOCTEpOUANTE  nokaxane Aeka
NPEAU3BUKYBaaT Mandopmaumm (eugete Aen 5.3). OBoj edekr BEpOjaTHO He e
3Ha4aeH sa nyreto npu ynotpeba Ha npenopayaHm gosu.

Co ucnutysarara Ha KUBOTHW, UCTO Taka, e yTBpAeHa BMeLaHocT Ha npeKyMepHu
NPeHaTanHn HUBoa Ha FMINKOKOPTUKOCTEPOUAM BO 3rofieMeHuTe pu3nLM 3a 3abaseH
VHTPAYTEPUH pacT, kapavoBackynapHu 3abonysata kaj BospacHu u TPajHM
MPOMEHI BO rycTHATa Ha MMUKOKOPTUKOUAHUTE PELenTopu, NcKopuCTyBameTo Ha
HEBPOTPaHCMUTEPUTE 1 oaHecyBareTo P n3noxysarwe Ha pfosu nop
TépaToreHnoT oncer Ha o3,

3a Bpeme Ha BpemeHocr, KOMOWHMpaHaTa Tepanuja co uKcHa f03a Ha BynesoHung
n  dopmoTepon tymapat auxugpar moxe Aa ce ynoTpebyBa camo ako
npupobusknTe ce noronemu OA NOoTeHUuMjanHUTe pusuum. Tpeba pa ce ynotpebysa
HajHuckaTa ebekTuBHa Aosa Ha ByaesoHns notpebHa 3a OfpXXyBawe Ha cooABETHa
KOHTpona Ha acTmara.

QOGHDE

ByaesoHug ce 3nadyea BO MajunHoTo Mneko. MefyToa, NPpU TepanesTCKM [03U He
C€ O4ekyBaaT edbekT Bp3 foeHueTo. He e nosHaTo Aanu hopmoTepon ce n3navyBsa
BO MajuMHOTO Mneko kaj nyfeto. Bo mnekoto kaj cTaopun ce oTkpueHn manu

(buKkcHa fo3a Kaj gounku camo ako OYeKyBaHaTta npuaobuska 3a Majkata e
noronema oA kakos 61No MoxeH pusuk 3a AeTeTo.

[TnodHocm
Hema pocranHu noAaToun 3a noTeHuWjanHuTe dejctea Ha Oynesonug Bp3
nnogHocta. PenpogyktusHute ncnnuTyBaka BP3 XUBOTHU CO ¢hopmoTepon Bo Hekou
Cly4an nokawane HamaneHa nnogHocT IPCES::
CUCTeMCKa n3noxeHoct (Buaete gen 5.3) /\p‘zpw\SJf Ve : Co™\
3 QQ\ = ‘{?’-6’\%‘\

. 8o % o)
4.7 BnujaHune Bp3 cnocoBHocTa Ogngaag‘ggxpe‘é@m MOTOPHU BoO3UNa M
pakyBae co malmHm = ‘“/f«;».? L

“HogHa jaHWe Bp3 cnocobHocTa

HAyoPecn Cnupomakc He BNYjae unu un
3a ynpaByBak-e CO MOTOPHM BO3WNa U pa

4.8 HecakaHu pejcTea
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Mpernea Ha 6esbegHocer Npohun

Bugejiu [QyoPecn Cnupomakc coapxi U GynesoHus 1 cpopmoTepon, Moxe Aa ce
nojasu UCT Npogun Ha Hecakaxu nejcTBa Koj e 3abenexaH 3a OB1e [Be cyncTaHuuu.
He e 3abenexaHa 3ronemeHa MHUMAEHUW]a Ha HecaKkaHu [ejctea no WCTOBPEMEHA
ynotpeba Ha [ABETE cocTojku. Hajuectute 3aeAHUHKA HecakaHu pejctea ce
chapMaKonowky  NpeaBuannBen HecakaHu pgejctBa  npwu Tepanvja co  Po-
afpeHopeLenTopy aroHneTy, Kako Wro ce Tpemop W nannuTauuu. OBwe HecakaHu
nejctea ce Gnarvn U 06U4HO ncyesHyBaaT 3a HEKONKYy AeHa Of nekyeareTo. Bo 3-
FOQMLLHO KMWHWYKO McnuTyBake CO BynesoHua Kaj XOBB, MoapuHKK Ha Koxata u
NHEeBMOHWja ce jaBune co 3a4ecTeHOCT OA 10% un 6%, cooABETHO, BO cropegba co
rpynata Ha nnauebo kaae Lo ce jaBune co 3a4ecTeHoCT oA 4% 1 3% (p < 0,001 1
p < 0,01 COOBETHO).

TabenapeH Npuka3 Ha HecakaHu dejcmea

HecakaHute Aejctea, kou Gune nosp3ani cO 6ynesoHua unu gopmoTepon, ce
HaBeaeHW BO NPOLOIMKEHNE U CE pacnopeaeHu cropea Knacudukalmja Ha opraHcki
CHUCTEMM W 3a4ecTeHoCT. 3a4ecTeHocTa € aeduHUpaHa Kako: MHory 4ecTil (2 1/10),
yectn (= 1/100 1 < 1/10), nomanky 4ecT (= 1/1000 u < 1/100), peTku (= 1/10000 u <
1/1000), mHory peTku (< 1/1 0000) n HenosHaTy (He MoxXar Aa ouaaT npoueHeTy o4
poctanHuTe nogaToLm).

Knacudukauuja Ha

3avyecTeHocCT HecakaHo BejcTBO
OpraHcku cucTeMu

KaHguavjasa Ha opoapuHKC,
MHdbekuymu n nHgectaumm Uectn nMHeBMOHM]ja (Kaj NauneHTn co XOBb)

HenocpeaHu 1 oanoxeHn peakunn Ha
Hapyliyeaka Ha Bt npeYyBCTBUTENHOCT, Np. Er3aHTEM,
MMYHOMOLLKUOT CUCTEM ypTUkapuja, NpypuTyc, AEpMaTnTUC,
aHrMoeaemM v aHagunakTuiHa peakuuja

KyLLUWHI-0B CMHAPOM, agpeHanHa
MHory peTku [cynpecuja, 3abaBeH pacT, Hamanysate
Ha MUHepanHaTa ryCTuHa Ha KOCKUTE

EHOOKPUHOMOLLKM
HapyLlyBakb2a

Petkw = [Xunokanemuja
Hapywysata Ha '
meTabonuamoT u
ncxpaHata

MHory peTku aneprnmxem/'g\—;ag;b_

| : ’r:."‘vgmvs 0 %f%

McuxmnjaTpUckn Momanky
HapyLlyBara YyecTu
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Llenpecuja, npomenu so OfHEecyBakeTo
(rnaBHo Kaj aeua)

MmaBso6onka, Tpemop

BpTornaeumua

Hapywysatba Ha BKYCOT

KaTtapakra u rnaykom

3amaTeH sug (Bupete pen 4.4)

Mannurayum

Momanky Taxukapauja

HecTu
CPUeBM HapylyBak.a Cpuesn aputmun, np. atpujanHa
Parin ubpunauuja, CynpaBeHTpukynapHa
Taxukapauja,
EeKCTpacucTonu

AHIMHa nekTopuc. MpogomkyBare Ha

MHory peTku QTc-uHTepsan

Backynaphu Hapyluyeara MHory peTkn |Bapupatse Ha KPBHUOT NpUTUCOK

B e

:“ Ev\ua."”é‘lr‘;\\
" oMISUEe 7
Pe?“?i;ﬁﬁ:ghx‘)a'{am” L Briard, wpataunja e tonoto, kawnare,
1 MSAK] 715 AnciBduvja BiyBsSjiy v sacunHaTocT
HapyluyBaHa s o =T S w)

5, f*'/[:/i‘: >

f‘o \t-—"“: <L bl 'y
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EBTKVI BpoHxocnasam

MHory peTku [[lapafokcanet BpoHxocnasam

acTPOMHTECTUHAIHN Momarnky

[apewe
HapyLLyBakba uecTy
HapyLuyBatba Ha Koxara U Momanky o
NOTKOXHOTO TKUBO HEIETI
HapyuwyBarba Ha Momarnky
MYCKYNOCKENETHOTO ¥ HecTH pueBH Ha MyCKynuTe
CBP3HOTO TKMBO
e

Onuc Ha usbpaHu HecakaHu dejcmea

KaHouawjasata Ha OpoapuHKCOT Ce [OMKM Ha HaTanoxysarme Ha akTMBHaTa
cyncTtaHumja. Co coseTyBak€ Ha NaLMEHTOT Aa ja NnakHe ycTaTa co Boaa Mo cekoja
[03a, pU3VKOT ke ce ceeae Ha MUHUMYM. KaHgvpavjasata Ha opuapUHKCOT 0bU14HO
[iaBa OAroBOP Ha NokasHo aHTUdYHranHo nekysare 6e3 notpe6a oA NpPeknHysake
Ha WHXanauuCKMOT KOPTUKOCTEPOUA. Ako ce jaBu opodpapvHreanta KaHauawnjasa,
nauMeHTUTE, UCTO Taka, Mopa Aa ja nnakHar ycTata co BOAa Mo MHXanupareTo Mo
notpeba.

MapapokcaneH bpoHxocnasam Moxe Aa ce jaBn MHOrY PeTKo, kaj nomarnky oa 1 Ha
10000 nyfe, co MOMEHTarnHo 3acuryearwe Ha cBupereTo BO Oenute Apobosu U
HegocTaTOK Ha BO3AyX MO A03UPaHETO. MapapokcanHnoT GpoHxocrnasam Aasa
OArOBOP Ha WHXanauucku dpoHxoaunaTaTopy co 6p30 AejcTBO U Mopa BeAHall Aa
ce nekysa. [lyoPecn Cnupomakc mopa BefHall Aa ce NpekuHe, nauneHToT Mopa Aa
ce nperneaa U fa ce 3anoyHe 3aMeHcka Tepanuja, AOKOMNKy e notpebHo (BupeTe
gen4d).

Moye Aa ce jaBaT CUCTEMCKU [ejcTBa Ha MHxanauucku KopTWKOCTEPOUAN, ocobeHo
fpW BUCOKW AO031 MPONULLAHK 3a NOAONTH nepvogn. Vima nomana BEepOjaTHOCT 3a
nojaga Ha oBue AejcTBa Npu ynotpeba Ha nHxanauucku KOPTUKOCTEPOUAM, OTKOMKY
npu nNepopanHy KOPTUKOCTEPOUAN. MosHUTE CUCTEMCKM AejcTBa ondakaaTt KyLUWHr-
0B CUHAPOM, KyLUMHIOWOHU KapakTepucTUKK, afpeHanHa cyppecyja, 3abaseH pacT
kaj 4eua M agonecleHTy, Hamanysake Ha MUHeparn "’aﬁﬁé‘rvﬁﬂ Ha KOCKMTE,
kaTapakTta u rnaykom. Moxe aa fojoe v Ao 3ronemeHy @mﬁxﬁoé‘rsgao
HapyllyBale Ha crocobHocta 3a npunaroaysa %5? §a c'rbec Hajk
OejcTeaTa 3aBucat oa A03aTa, BpeMeTo Ha W &oéwyaabbe\ vcTo 5p
NPETXOAHO N3NOXKyBake Ha CTEpoNAN 1 MHAMBIMAYan %WBG‘T&WT@I‘IHO??

T 0/

15



4.9 Npeposunpame
MpenosupameTo co copmoTepon HajBepojaTHo 6u NMPEAN3BMKANO edeKkTn TUNUYHK
3a Bg-anpeHopeuenTopHm aroHMcTu: Tpemop, rnaesobonka, nannutaumm. Bo

He ce ouekyra peka aKyTHOTO npefosuparwe co OyaesoHua, aypu u npu
MPEKYMEPHU [03n, ke npeTcTaByBa KuMHMYKM npobnem. Kora ce ynoTtpebysa
XPOHWYHO M BO  nNpekymepHu AO3N,  MOXe pa ce nojaBat  cucTemckn
[TMKOKOPTUKOCTEPOUAHM AejcTRa, Kako XUNepKopTuLumM3am u agpeHanHa cynpecuja.

Ako TepanujaTa co AyoPecn Cnupomarc Mopa Aa ce npeknHe 3apagu npenosunpame
CO KOMMOHEHTaTa BO nekor, opmMoTepon, Mopa aa ce 3eme npeasun npumMeHa Ha
cooABeTHa Tepanuja co UHxanawuuckm KOpTUKoCTEepoua,.

5. PAPMAKOJIIOLIKK nogATouu

5.1 ®apmakoauHamcku CBOjcTBa

dapmakoTepanesTcka rpyna: JlekoBu 3a oncTpykTueHM Gonectn Ha guwHuTe
NaTuLLITa, agpeHepruuM n Opyru nekosu 3a ONCTPYKTUBHM Gonectu Ha AuwwHUTE
naTuwra.

ATC koa: RO3AKO7

Mexa+usam Ha dejcmeo u dapmakoduHamcku egegmt
HyoPecn Cnupomakc coapxu chopmoTepon .‘.
Ha41HN Ha [ejcTBO U nokaxkyBaaT aguTUBHM e
ersauepbaunute Ha actma. CneunduynuTe fROICTBA Ha By NekBH
0BO3MOXYyBaaT KoMbUHaumMjaTa aa ce KOpUCTIA: gnu i: ) TEpanmd 3a oApxysate
OnecHyBawe Ha aKyTHU CUMNTOMMW Ha acTma

actma. -

byde3oHud
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BynesoHUz e rMUKOKOpPTUKOCTEPOUA KOj KOra ce uHxanupa uMa aHTUMH(NamMaTopHO
[ejcTBO BO AULIHWTE naTULWITa LWTO 3aBUCh OA posara, wrTo Aoseayea [0
ofecHyBate Ha CUMMTOMUTE W Hamanysawe Ha ersauepbauumute Ha acTma.
Muxanauuckmot Oyaesonua uvma nomanky CepuosHi HecakaHun pfejctBa o0f
cUCTEMCKUTE KopTukocTepouaun. He e nosHaT TOYHUOT MeXaHu3am LUTO € OArOBOPEH
3@ aHTUHGNAMaTOPHUOT eeKT Ha MMNKOKOPTUKOCTEPOUANTE.

®opmomeporl

dopMmoTEpon € CenekTuBeH Br-aapeHopeuenTopet aroHUCT KOj Kora ce uHxanupa
poseaysa Ao bpsa u [onroTpajHa penakcauuja Ha BpoHxujanH1uTe MasHWU MyCKynu
Ha nauWeHTM co pesep3ndunHa oncTpykuvja Ha  AulWHUTE  natuwiTa.
BpoHxoaunaTaTopHNOT edekT 3asnucu oa Aosata, co no4YeToK Ha AejcTBOTO BO POk 1
- 3 MuHYTU. BpemeTpaereTo Ha edekToT e Hajmarnky 12 yaca no efnHeyHa fosa.

KnuHnuka edukacHocT u 6esbegHocT

Acmma

Tepanuja 3a 00pXxyeare CO 6yde30Hu0/popmomepon

KnuHWYKUTE WCnUTyBama Kaj BO3pacHu nokaxane Aeka Co fojaBake Ha
cdopmoTtepon Ha OyaesoHud ce nogobpyeaaT cuMnNTOMWTE Ha actma W ce
nopo6pysa GenogpobHaTa dyHkumja, a ce Hamanyeaar erzauepbauuure.

Bo nge 12-HepenHu ncnuTyBama, ecekToT Ha kombuHauujaTa
6ynesoHua/dopmoTepon Bp3 GenoppobHata dyHkunja 6un egHakos Ha OHOj Ha
croboaHa komBuHaLmja Ha ByAe3oHna 1 GopMOTEPON U ce NoKaXar Kako noronem
o OHOj camo Ha Gyaesonna. Bo cute nekysaHi rpynu no notpeba ce ynotpebysane
Bo-aApeHopeLenTopHU aroHMCT! CO KpaTko [ejcTeo. Hemano 3Hauu 3a HamarnyBakbe
Ha aHTMacMaTUYHUOT edeKT CO TEKOT Ha BPEMETO.

BydesoHud/cpopmomepon mepanuja 3a 00pXxysarbe U meparnuja 3a ybnaxyeare Ha
aKymHume cumnmomu

BkynHo 12076 nauueHT cO acTma 6une BKIyYeHu Bo 5 ABOjHO-cnenu, KIVHWHKW
ncnuTysawa (4447 Gune paHgomusMpanu sa 6ynesoHna/popmoTepon Tepanuja 3a
OfpKyBae U Tepanuja 3a onecHyBame Ha CUMATOMUTE) BO TEKOT Ha 6 unu 12
Meceun. lMauueHTUTE Mopane Aa umaar cuMmntomu U nokpaj ynoTtpebaTa Ha
MHXanauMcKn rMUKOKOPTUKOCTEPOUAN.

Byaesoxuna/opmoTepon Tepanujata 3a oApXyBare 1 onecHyBarme Ha cumMnToMuTeE
oBe3beauna CTaTUCTUHYKM 3HAYAjHN U KITMHUYKN BaxHU HamalyBarka Ha CEpPUO3HUTE
ersauepbauun 3a cute cnopeabu Bo cute S5 UCMUTyBarba. Osga ondpaka cnopenba
Ha Gyae3oHna/dopmoTepon npy NoB1CoOKa A03a Ha ofpyBare co TepbyTanuH Kako
nek 3a onecHysare Ha cumntomute (Mcnutysate 735) n byaesoHua/popmoTepon
npu ucra gosa 3a ofpXyBatbe 61no co PopMOTEPOLAFFET PyTanuH Kako nek 3a
ybamkyBawe Ha CUMNTOMUTE (McnutyBame , 4)“21mg§reé\'a tabenata BO
npogomkerue). Bo Wcnntysare 735, dyHkumjay ‘TI«La‘?’éef,M_l,'_e<° BW, KOHTpoOnaTa
Ha CUMNTOMM 1 ynoTpebaTa Ha Nek 3a OnecHys @%"‘Ha;gﬁ;m_hmm‘@%\ une CnvN4H1 BO
cuTe rpynu Ha nekysare. Bo McnutyBaree .’S‘(Ag‘t cmnmmhm‘% @ lynotpebata Ha

UHXanaTop 3a ONeCHyBake Ha CAMNTOMUTE QUIe hamanenys 3/ dyHkunjaTa Ha
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benute apo6osu Guna nonobpexa, Bo cnopenba co geete crnopeabexu Tepanuu.
Bo 5 KOMOUHUpaHu necnuTyBama, nauneHTuTe Kou npumane
6y,qe30Hm,q/¢)opM0Tepon Teépanuja sa ogpxysare u OflecHyBak-e Ha cMMnToMUTE,
BO TEKOT Ha nekyBameTo uMane npocedyHo 57% penosy 6e3 ynotpeba Ha
MHXanaumm 3a onecHyBame Ha cuMmntTomute. Hemano 3HauM 3a pasBoj Ha
TonepaHuuja co TekoT Ha BpemeTo.

lMpernea Ha cepuoshm ersauepbauuu Bo KnuHuykuTe ncnnT Baka

Ey,qeaouuglq)opMOTepon tymapar Auxuapar
160/4,5 MUKporpamum bd + no notpe6a

CaJ'IMeTepOJ'Ild)J‘IyTMKaSOH 2 x25/125 MUKpOrpamu
ByTanuH 0,4 mg no notpe6a

0,29

0,37

Hamanyeaweto Ha crankara Ha ersauepbauuute e craTucTUYKM
3HavajHa (P-BpegHocT < 0,01) 3a geete cnopenbw.

Cnopenbenara eduKacHoCT u 6e3benHocT Kaj agonecueHTn u BO3pacHu 6Buna
AEMOHCTpupaHa Bo 6 aBojHo-creny ncnuTyBaka Kou ce coctoene oA S ncnutysara
HaBeleHu norope un egHo JononHWTEnHoO ncnnuTyBawe Bo Koe 6una NPUMeHyBaHa

Bo 2 apyru UcnnuTyBaka co naumeHTn |
3apagu akyTHU CUMNTOMMU Ha acTMa,

4 \ Y e -~
He30HNA/POPMOTEPON 0BO3MOYKMNA 6p30 u

i RN
€PEKTUBHO OnecHyBawe Ha BpoHxoke: JD%%?;/}‘Q EryfiHo Ha canbytamon u
copmoTepon. : o, R @
& A

XOb6b6
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Bo aBe 12-mece4yHu ucnuTyBara Kaj naunMeHTy co cepuosHa XOBB, 6un npoueHeT
ecektoT Bp3 dyHKUMjaTa Ha 6enute apobosuM W cTankata Ha ersauepbauvja
(nedpvHMpaHa Kako nekyBake CO nepopantu cTeponan w/unu nekyeakwe CO
aHTMBMOTULM  WUMM - XOcnuTanusauun). Mpu BKkNyYyBake BO MCMUTYBAHKETO
veaujaHata Ha FEVy usHecysana 36% op npeasuaeHaTta Hopmana. CpegHaTa
BPEAHOCT Ha BpojoT Ha roAULLHN ersauep6aumm (Kako LUTo ce norope neduHupaHm)
Guna 3HauATENHO  HamaneHa npu  nekysawe  CO kombuHauvja  Ha
6ynesoHuna/dopmoTepon BO cnopenba co nekyBawe camo CO cdopmoTepon wnu
nnauebo (cpepHa cTanka 1,4 cnopefdeHo Co 18 - 1,9 kaj rpynara Ha
nnaue6o/dopmoTepon). CpeaHaTa BPEAHOCT Ha 6poj Ha AEHOBW Ha neKkyBambe COo
nepopanHun KopTMKocTepouan/naluneHT BO TEKOT Ha 12 meceun 6Guna 6Gnaro
HamaneHa Bo rpynarta nekysaHa co komBnHauuWja Ha ByaesoHua/dopmoTepon (7-8
[eHa/nauneHT/roAuHO CrnopeaeHo co 11 - 12 n 9 - 12 peHa kaj rpynute Ha
nnaue6o, OAHOCHO dhopmoTepon). 3a nNpoMeHWTe Ha napameTpuTe Ha yHKUMjaTa
Ha 6Genute pgpoboBM, Kako WTO € FEV,, nekyeBakeTo CO KombuHauujaTa
ByaesoHua/popmoTepon He 6UNo CynepuopHO BO OAHOC Ha NekyBareTo camo co
dopmoTepon.

Bp3uHa Ha MakcuMasieH UHcnupamopeH MpomokK HU3 uHxanamopom Crupomakc
BEuno cnpoBefeHo paHAoMU3npaHo, OTBOPEHO ncnuTyBare co nnauebo kaj aeua n
afonecLeHTy co actma (Ha Bo3pact 6 -17 roguHKn), BO3pacHW co acTma (Ha BospacT
18 - 45 roguHu), BO3PaCHKU CO XPOHWUYHA OMNCTPYKTUBHA 6enoppobHa Gonect (XObb
— Ha BoapacT > 50 roguHw) 1 3apasu no6posonuy (Ha BospacT 18 - 45 roguHn) 3a
npoueHa Ha OpsuHaTa Ha MakCUManHWoT WHCMMpPATOPEH MPOTOK (AHr. peak
inspiratory flow rate, PIFR) v ppyrv noBp3aHn WHXxanaTopHu napameTpu no
nHxanauvja op wHxanatopot Cnupomake (koj cogpxwu nnauebo) cnopefeHo co
MHXxanauuja oa vHxanatop co noeeke [03W CyB NPALLOK (KOj COAPXA nnaue60) Koj
Beke e pocTaneH Ha nasapoT. BnvjaHueTto Ha nHTeHsneHaTa obyka 3a TexHukaTa Ha
uHXanauuja Bp3 OpsuHata u BONMYMEHOT Ha MHXanauuja of WHXanaTopoT CO CyB
npaiok, UcTo Taka, buna npoueHeTa kaj OBME rpynn Ha UCMUTaHWULN. MopaTtouuTte
oA WCNWUTYBaweTO MoKaxane Aeka Ges orner Ha BO3pacTa M CepuosHocTa Ha
nocteukata Gonect, fgeuaTa, afonecueHTuTe M BO3pacHuTe COo acTMa Kako U
nayuneHTute co XOBB moxene aa nocturHar Bp3vHK HA UHCMUPATOPEH NPOTOK HN3
nHxanaTopoT CrMpOMaKC CIUYHI Ha OHWE NoCTUrHaTh HW3 UHXanNaTopOT KOj COAPXKN
noeeke [031 CyB NPALLOK LUTO € AOoCTaneH Ha nasapor. CpepgHaTta BpeAHOCT Ha PIFR
nocTurHaTa of cTpaHa Ha nauneHTu co acTMma unv XOBB n3Hecyeana Hag 60 L/min,
Op3avHa Ha NPOTOK Mpw koja ce 3Hae feka Agata MCnuTyBawu MHXanaTopwu
ocnoGogyBaaTt Cnopeanuen KONM4YecTsa Ha NexkoT BO 6enute apobosu. MHory man
6poj Ha nauneHTn umane PIFR nog 40 L/min; Bo cny4aj Kora PIFR 6un nog 40 L/min
narnega aeka Hemano rpynuparse no Bo3pact unn Cepro3HOCT Ha 3abonyBareTo.

5.2 ®apMaKOKUHeTUKa
Ancopnuuja b i

Ce nokaxano geka kombuHaumjaTa Ha pukcHa 4033 3 QyESoRNA v hopmoTepon 1
COOABETHUTE MOHOKOMMOHEHTHU npenapatn Ce omQexsh -
CUCTEMCKO U3noxyeatse Ha OyaesoHus, O[HOC gi’ @%pyom_g
saBenexaHa Manky sroneMeHa cynpecuja Ha Ka 1300110 A8
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Ha dukcHa fosa Bo cropenba co MOHOKOMMOHEHTHM npenapatn. Ce cmerta peka
pasnukata Hema BnvjaHve Bp3 KNMHWYKATa besbenHocrT.

Hewma fnoka3 3a chapmakokuHeTckn VHTEpakuun nomery 6yaesonug u copmoTepon.

dapmakokuHeTckuTe apameTpu Ha COOABETHUTE CyncTaHUMM Bune crnopegnvem no
AaBawe Ha BynesoHug u copmoTepon noce6HO mMnu Kako KOMOWHaumja Ha cukcHa
Aoza. 3a byaesonua, AUC 6un bnaro nosuwen, BpavHaTa Ha ancopnuuja 6una
noronema n makcumanHaTa nnasmatcka KOHUEeHTpauunja 6una nosucoka no haBatbe
Ha dukcHa KoMBuHauuja. Makcumanuara nnasmvaTtcka KoHUeHTpaunja Ha
thopmoTepon 6una cnmyHa no AaBatbe Ha dukcHa komBuHaLwja. WHxanupaHuot
OyaesoHng ce ancopbupa 6p3o, a MakcumanHata KOHLIeHTpauuja Bo nnasmaTa ce
nocTurHyesa Bo pok og 30 MuHyTH no WHXanauwja. Bo ucnutysamwara, cpegHaTta
BP€AHOCT Ha Tanoxewe BO Genute ApoboBu Ha OyaesoHuna no WHXanauyuwja Ha
fpaLlok npeky MHxanaTop ce asuxena oA 32% po 44% op ncnopavaHaTta gosa.
Cucremckara 6uopacnonoxnusoct “3HecyBana okony 49% op ucnopavarara 4o3sa.
Kaj neua Ha Bospact 6 - 16 roAnHKW, TanoxeweTo BO Benute Apobosu e Bo ucr
Oncer Kako Kaj BoO3pacHu 3a uctaTta fpuMeHeTa fosa. He ce yTepgeHu coogsetHuTe
KOHLUEHTpaumK Ha NekoT BO nnasmaTa.

WHxanupaHuoT dopmoTepon ce ancopbupa 6p3o, a makcumanHaTa KOHLUEeHTpauuja
BO nnasmarta ce nocTurHysa Bo pok og 10 MWHYTW no uHxanauujata. Bo
UCNnTyBakaTta, cpegHaTa BPEeJHOCT Ha Tanoxere Ha thopmoTepon Bo Genute
ApoboBu no uHxanauwja NPEKy UHXanaTop co cyB Mpallok ce ABuxena on 28% po
49% op ncnopayanata gosa. Cuctemckara 6uopacnonoxnusoct U3HecyBana okony
61% op ncnopayarara hosa.

Hduempubyyuja

Bp3yBaweTo 3a npotennute Bo nnasmara “3Hecysa okony 50% sa cdopmoTepon u
90% sa Gyaesonua. BonymeHoT Ha AvCTpubyumnja usHecysa okony 4 L/kg 3a
copmoTepon n 3 L/kg 3a ByaesoHua,. ®opmoTepon ce WHaKTUBMpa co peakuum Ha
KOHjyrauuja (ce cosgasaaT aKkTUBHM O-pemetunupann u Aehopmunupanm
MeTabonnTu, Ho TWe rmaBHO ce cmeTaaT 3a WHaKTuBMpaHn koHjyratu). ByaesoHug
MPETpnyBa 3HauuTeneH creneH (MpuBRUMHO 90%) Ha BuoTtpaHchopmaumja Bo Tek
Ha  NPBWOT  NPEeMWH  HM3  UpHUOT  Apo6 A0  MeTabonuTM co  Hucka
MMUKOKOPTMKOCTEPOUAHA aKTUBHOCT. [MukoKopTUKOCTEpOMAHATA aKTUBHOCT Ha
rmaBHUTE mMeTabonuTy, 6-6eTa-xmup0ch6yqe30HM,q " 16-anda-
XMAPOKCMNpEeAHN3oNoH e nomana of 1% OA aKTMBHOCTA Ha Bynesonna. Hema
MHAVKaUMK 3a kaken GUNo MeTabonniHu MHTepaKuMmM unu PeaKkunn Ha UCTUCHYBaHe
nomery chopmoTepon u Bynesonus.

EnumuHayuja
Moronem gen op poszata Ha dhopmoTepon ce_MeT:
LWTO cnepysa envMuHaumja npeky 6ybpeau 7€ Qljgmmgq, &Y
ucnopavyaHara fosa Ha copmoTepon ce y‘%@%&qyg@,ﬁxé’ﬁg
ypuHaTa. ®opmoTepon uma BUCOK cucTeNBi Knnpew
NONyBpEMETO Ha enMMUHaLMja Bo npocek

H3pa BO LUpHKMOT gpob, no
ja, on 8% po 13% og
eMeTabonunsmparHa Bo
@nano 1,4 L/min), a

v
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ByAesoHus ce envMuHnpa co Metabonusnparse rasHo katanusmparo co €H3UMOT
CYP3A4. MeTabonutuTe Ha ByAe30HUA Ce eNnMMUHNpaaT Npeky ypuHata kako Taksi
unn BO KoHjyrpaHa copma. Camo 3aHemapnveu KonuyecTsa Ha HenpoMeHeT
BynesoHun ce OTKPUEeHU BO ypuHaTa. BynesoHua vma BUCOK CUCTEMCKW KIUPEHC
(npuBnwxHo 1,2 L/min), a nonysBpemMeTo Ha enuMUHaUMja of nnasmata no i.v.
[o3nparse BO Npocek n3Hecyea 4 yaca.

(D apMaKoKuHemcKU U chapmakoduHamcKu 00HOC(U)

dapmMakokuHeTMKaTa Ha ByaesoHus unu copmoTepon kaj geua M nauueHTu co
cnabocT Ha byOpesuTe e HenosHata.

WanoxyBaweTo Ha 6ynesoHns v opmoTepon Moxe [Aa ouae 3ronemMeHo Kaj
nauueHTn co 3abonyeare Ha LpHUOT Apob.

®apmakokuHemcku npogun Ha nekom LdyoPecn Cnupomakc

Bo dhapmakokMHeTcKuTe ncnutysaka co W fe3 BGnokaga co akTUBEH jarneH, NekoT
OyoPecn Cnupomakc 6un npoueHeT co cnopenba co gpyr oAobpeH nHxanauyucku
neK Koj cogpu komGuHauuja Ha cukcHa A03a Ha WUCTW aKTWUBHW cyncTaHuuu,
Gyne3oHna n opMOTEPON, @ Ce Mokaxan Kako eKBUBaneHTeH U BO cMucna Ha
cucTeMcka M3noxeHocT (6esbedHocT) M BO Tanoxere BO Oenute npobosu
(echukacHocT).

JluHeapHocm/HenuHeapHocm
CrcTeMcKaTa M3noXeHOCT 1 Ha Byae3oHua u Ha gopmMoTepon e Bo nuHeapHa Bpcka
cO NpumMmeHeTara gosa.

5.3 MpeTKNMHUYKKA nogaToum 3a be3bepgHoCcTa

TokcuuHocTa 3abenexaHa BO WUCMUTyBaka Ha XWBOTHU CO oygesoHug u
chopmoTepos1, AaBaHW BO KOMOWHaUMja wmiv nocebHo, Bune edekTu NoBp3aHn Co
npekymepHa papMaKkonoLlka akTuBHOCT.

Bo wucnuTyBaka Ha penpogykuujaTa kaj >KMBOTHM, Ce Tnokaxano Aeka
KopTUKocTepouauTe kako OyAesoHwA NPeAn3BUKyBaat mandopmauun (pacuen Ha
Henue, ckeneTHU mandopmauuy). MefyToa, oBME eKcrepyvMeHTanHn pesynratn Ha
WUBOTHW HE ce CMeTaaT 3a 3HauajHu 3a nyreTo npw ynotpeba Ha npenopavaxu
noau. PenpodykTuBHuTEe MCnuTyBama Kaj >KMBOTHU co hOpMOTEPON NoKaxane Aeka
NrogHOCTa Ha MajauuTe cTaopuy e [oHeKaAe HamaneHa npu ronema cucrtemcka
n3noxeHocT, rybewe Ha eTycoT npu UMNNaHTaumja, Kako M HamaneHo paHo
NoCTHaTanHoO npexwueyBake U TEX g ©YEHOROAYBake NpU 3Ha4ajHO MOBUCOKM
CUCTEMCKW W3NoXyBaka Of OHMU BHQQWI’?%'E% TeK Ha KnvHudkarta ynotpeba.

3Ha4ajHu 3a nyreTo.

6. DPAPMALIEBTCKU NOJATOL

6.1 CrIMCOK Ha eKCLMMUEHCH
NakTo3a moHOXMApAaT (Koja coapXu MNeYvHn NPOTEUHW).

6.2 UIHKOMNaTUOUNHOCT
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Hema.

6.3 Pok Ha ynortpe6a
3 roauHu.
lNo oTBOpame Ha onujata: 6 Meceuw.

6.4 Noce6Hu Mepku Ha npeTnaznueocT npu YyBakwe
Ha He ce yyBa Ha Temneparypa Hag 25°C.
Kanayeto Ha annukaTopoT 3a ycrta ga ce yBa 3aTBOPEHO No Bageme Ha tonujara.

6.5 MNpupoga u CoApXuHa Ha nakyBame

(PE) v nonunponunen (PP).
EneH WHXxanatop coapxwu 120 gosu u e 06BUTKaH co donuja.

FonemuHa Ha nakyesame: 1 WHXanaTop/kytuja.

6.6 YnarcTBo 32 ynoTtpeba/pakyBame
Kakos 6uno HeNCKopucTeH nek unu OTnageH matepujan Tpeba Aa bune otcrpaner
COrMacHo nokanHuTe nponucu.

7. MOOATOLM 3A HOCUTENOT HA PELUEHUETO 3A NMPOMET
MIMBA OOOEN Ckonje

yn. Hukona MapanyHoe 66 1000 Ckonje

P. CeBepHa MakenoHuja

8. BPOJ HA PELLEHUMETO 3A CTA

11-4055/1 V¥ eISUE
/23" Q‘e&’

=¥
HA

9.0ATYM HA NPBOTO PELLE
26.01.2016

10. AATYM HA NOCNEQHATAf
Jynu 2022 roguna
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