HPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

AVAMYS 27,5 mukporpama/BIpbCKBaHe, CIPEi 3a HOC, CyCIIECH3HS

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bcesixo BpbckBaHe qoctas 27,5 mukporpama durytaka3on ¢ypoar (fluticasone furoate).

IToMo11HHM BelecTBa ¢ U3BECTHO AEUCTBUE

Enno BripwckBaHe nocTaBs 8,25 MUKporpamMa OEH3aIKOHUEB XJIOPUI.

3a IBIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BIHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Cupeti 3a HOC, CyCIIEH3Hs

bsuta cycnensus.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHUYHU MOKA3ZAHUS

Avamys e moka3aH Ipu Bb3pacTHH, IOHOIIHN U Jera (Ha U Haa 6 TOAUHM).
Avamys e 1okasaH 3a JICUeHHe Ha CHMIITOMHTE Ha aJlepriuueH pUHUT.

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

ﬂOBI/I[zOBKa

Bw3pacmuu u onowu (12 u noseue 200umu)
[MpenopbuBaHaTa HavaIHA 1034 € JIBE BIpbhCcKBanus (27,5 MuUkporpama (GayTukaszoH ¢pypoar Ha
BIIPbCKBaHE) BbB BCSKA HO3JIPa BEIHBK JHEBHO (001Ia JHeBHA J103a 110 Mukporpama).

[Ipu mocTrrane Ha 330BOJIMTENIEH KOHTPOJ BBPXY CHMIITTOMHTE /1034, HaMaJieHa JI0 €JHO BIPBhCKBaHE
JTHEBHO BBB BCSAKA HO3/1pa (00Ia THEBHA /1032 55 MHUKporpaMa) Moxe Ja € e(heKTUBHA 32 TOIbPiKaHe
Ha CHCTOSIHUETO.

Jo3ara TpsiOBa na ce TUTpHpa JI0 Hali-HUCKaTa KOHIIEHTPAIVsI, C KOSTO Ce MOAIbpka e(heKTUBEH
KOHTPOJI HA CUMIITOMUTE.

lleya (6v3pacm om 6 0o 11 200unu)
IIpenoppuBanaTa Ha4aHa 71032 € €HO BOphCKBaHe (27,5 Mukporpama (GiayTuka3oH Gpypoar Ha
BIIPBCKBAHE) BHB BCSKA HO3/Pa BEIHBK THEBHO (00IIa THEBHA 71032 55 MUKporpama).

[lanuenTuTe, KOUTO HE CE MOBIMSBAT AOCTATHYHO OT JICUCHHE C €HO BIPHCKBAHE BHB BCSIKA HO3Apa
BEAHBXK AHEBHO (00IIa JHEBHA J103a 55 MUKporpama) MOrart Jia mpujaraT JBe BIPbCKBaHUS BbB BCSIKa
HO3J[pa BEJIHBXK JIHEBHO (0011a qHeBHa /103a 110 Mukporpama). [Ipu mocturane Ha 3aJI0BOJIUTENICH
KOHTPOJI BbPXY CUMIITOMHUTE CE€ PENopbyBa HaMaJsIBaHE Ha J03aTa 10 €IHO BOPBHCKBaHE JHEBHO BHB
BCsIKa HO37pa (00111a IHEBHA 032 55 MUKporpaMa).

3a mocTHraHe Ha IThJTHA TEPANICBTUYHA 1T0JI3a CE MPEMopbyBa pelloBHA yroTpeda mo cxema. Hauano Ha
JEHCTBUETO ce HAOJI0aBa He MO-PaHo OT 8 Jaca ciie/l MbPBOHAYATHOTO NpUarane. Bepeku ToBa,



MOJKe€ J]a ca He0OXOAMMHU HAKOJIKO THH 32 IIOCTUI'aHE Ha MaKCUMaJIHa 110132 OT JICYEHUETO U
nanueHTUTe TpsiOBa fa ca HHPOPMUpPaHH, Y€ CUMIITOMUTE UM LIE C€ MTON00PAT MPH MPOABIDKUTENEH U
penoBeH npueM (Bk. Touka 5.1). [IpoasmkuTenHocTTa Ha IeUEHHETO TPsIOBa Ja ObJe orpaHudeHa J0
MEPUO/, CHOTBETCTBAIL] HA EKCITO3ULUATA Ha aJlepreH .

lleya na sv3pacm nood 6 2oounu

besomacHocTTa 1 edmkacHOCTTa HA AVAMmYs mpH [1eria Ha Bh3pacT Mo 6 TOAMHA He ca yCTaHOBEHH
HanmngaauTe moHacTosmeM qaHH| ca ONMMCAaH! B ToYKa 5.1 u 5.2, HO MpenophKH 3a TO3UPOBKATa HE
MOraT J1a ObJaT Ja/ICHU.

THayuenmu ¢ cmapuecka 6vb3pacm
He ce nanara agantupane Ha J03aTa IPH Ta3u MOMyJaus (BXK. TOUKa 5.2).

bvopeuno yepescoane
He ce nanara agantupane Ha J03aTa IPH Ta3u MOMyJaIws (BXK. TOUKa 5.2).

Yeproopobno yspedcoane
He ce Hanmara kopurapase Ha J1o3ara [py MalUeHTH ¢ YepPHOAPOOHO yBpexaaHe (BxK. Touka 5.2).

Hauwnn »Ha npuioxeHue

Avamys crpeii 3a HOC € caM0 32 HHTPaHA3aJTHO TIPUJIOKESHHE.

HazanHoTo ycTpoiicTBO TpsiOBa Ja ce pa3KiIaTh Npeau ynorpeda. Y CTpoHCTBOTO ce MOATOTBS 3a IbpBa
yrnoTpeba upe3 HaTHCKaHe Ha OyToHa 3a 0CBOOOXK/IaBaHE Ha CIipest Hali-MaJKo 6 MbTH (JOKATO C€ BUIH
M3IIPHCKBaHe Ha ()MHA MBITIA), JOKATO YCTPOHCTBOTO Ce IBPXKHU B M3MPaBeHO moyokeHue. [loBTopHO
HacTpoiiBaHe (PUOJIM3UTENHO 6 U3MPHCKBAHUS JOKATO C€ BUAM (DMHA MBIIIA) € HEOOXOUMO, CaMO
aKo Karaykara He € Ouiia mocTaBeHa oBeve OT 5 JTHU WM yCTPOMCTBOTO HE € OmiIo u3non3Bano 30
WM TTOBEYe JTHU.

VYcerpoiicTBoTo TpsiOBa Aa 0b/Ie TOYNCTBAHO M 3aTBAPSHO C Kanadkara Clie/] BcsiKa yrnorpeoa.

4.3 TIlpoTuBOomOKAa3aHUS

CBp’bX‘-IyBCTBI/ITeJ'IHOCT KBbM aKTUBHOTO BCIIIECCTBO WJIN KBbM HIAKOC OT IIOMOIIIHUTE BEIIIECTBA,
n30poeHu B Touka 6.1.

4.4 Chnenuananu nmpeaynpesxaeHus: U NpeAna3sHu MepKH NPU ynoTpeda

CHCcTeMHH KOPTUKOCTEPOUIHHU €hEKTH

CucteMHu e(heKTH MPH HA3ATHO MPUIIOKEHHSI KOPTHKOCTEPOU] MOKE JIa C€ TIOSBAT, 0COOEHO TpU
NpEeANKCBaHe Ha BUCOKH J03H 3a IPOABIDKUTEIHU IIEPHOAN OT BpeMme. BeposiTHOoCTTa 3a IosiBa Ha
TakuBa e(heKTH € MHOTO IT0-MaJIKa, OTKOJIKOTO MPH HEPOPATHH KOPTUKOCTEPOUIH, KATO T€3U €PEKTH
ca pa3TUYHO M3PA3eHHU MPY OTACITHUTE MAMEHTH U TIPU PA3TUNIHUATE KOPTUKOCTEPOUIHN TPOAYKTH.
IloTennnananTe CUCTEMHHU €(EKTH MOTAT /1a BKIIOYBAT CUHAPOM Ha KBIIMHT, KBITHHTOUTHU YEPTH,
NOTUCKaHe Ha HanObOpeuHaTa QyHKUNs, 3a0aBsHE Ha pacTeka MPH Jela 1 IOHOIIH, KaTapakTa,
rJIayKoMa U TO-PSJIKO, PeNTUIla ICHXOJIOTMIECKU MITH MOBEICHUECKH e()EKTH, BKIFOUBAIIN
MICUXOMOTOPHA XUIIEPAKTUBHOCT, HAPYIICHHUS Ha ChHSI, 0€3MOKOICTBO, JACTIPECHS WIIH arpecus
(To-crnenManHO MpH JIena).

JledeHnueTo ¢ Ha3aJIHU KOPTUKOCTEPOUAM B MTO-BUCOKH OT MPENOPBUBAHUTE 03U MOXKE Jja TOBEJIE 10
KIMHAYHO 3HAYMMO ITOJITUCKAaHEe Ha (GYHKIUATA Ha HANOBOpeunuTe xie3u. [Ipu nanHu 3a ynorpeba
Ha JI03H, TI0-BUCOKH OT NPENOPhUYBAHUTE, TPSAOBaA Aa ce OOMUCIH IOIIBJIHUTENHA 3aIUTa ChC
CUCTEMHH KOPTUKOCTEPOUIH 110 BPEME Ha NMEPHOAM HA CTPEC WU NPH IJIAHOBA ON€paTHBHA
uHTepBeHus. OnyTnkazon ¢pypoat 110 MUKporpama BeIHBK JTHEBHO HE € O CBHP3BaH C
MOJITHCKAHE Ha OCTa XHITOTAIaMyC-XUTIopU3a-Han0b0pely Py Bh3PaCTHH, FOHOIIN HITH MeUaATPUIHI
nanueHTH. Bernpeku ToBa, 103ata Ha Ha3aJIHO NpHIIoKeHUs GIIyTHKa30H (ypoat TpsiOBa na ce
HaMaJIsiBa 710 Bb3MOXHO Hali-HUCKATa, IPH KOSITO Ce MOIbprka e(heKTHBEH KOHTPOJI HA CHMITOMUTE
Ha puHHUTA. KakTo Mpy BCHYKK KOPTUKOCTEPOHIH 32 HA3AJIHO MPHIIOKEHHE, 00IIOTO CHCTEMHO



HATOBapBaHE C KOPTUKOCTEPOH U TPsIOBA J1a Ce UMa MPEABH BUHATH, KOTaTO EAHOBPEMEHHO Ce
MPEMUCBAT U APYTH GOPMH Ha KOPTUKOCTEPOHTHA TEPATTHSL.

B citydaii Ha nanHu 3a HapylieHa QyHKIMs HAa HAAOBOPEUHUTE KIIe3H, TpsiOBa J1a ce 00bpHE 0COOEHO
BHUMaHHE ITPU IPEMUHABAHETO Ha MAI[MEHTH OT CHCTEMHO JICYCHUE C KOPTUKOCTEPOUTH KbM

¢ayTuKazoH Qypoar.

3pUTENHN CMVILIEHUI

[Tpu CUCTEMHO U JIOKATHO MIPUIOKEHUE HA KOPTUKOCTEPOUIM Ca BH3MOKHU CHOOIICHHS 33 3pUTCITHU
CMYIICHUS. AKO MPH MAIKMEHT ca HAIUIE CUMIITOMH KaTo 3aMbITICHO 3pEHHE WU IPYTH 3PUTEITHH
CMYIIEHHS, TAIUeHTHT TPSOBa /1a ObIe HACOUYEH 3a KOHCYITAH ¢ 0()TaIMOJIOT 3a OIIeHKa Ha
BB3MOXKHUTE TIPUYMHU, KOUTO MOTAT Jia BKIIIOYBAT KaTapakTa, [JIayKOMa WIH PEIIKK 3a00JIIBaHUS KaTO
neHTpanHa ceposna xopuoperunonatus (L{CX), 3a kouTo ce cro0IIaBa ciaex CUCTEMHO U JIOKATHO
U3II0JI3BAHE HA KOPTUKOCTEPOUIH.

3abaBsHe Ha pacTexa

[pu fena, mpy KOUTO ce MpUIaraT Ha3ajaHO KOPTHKOCTEPOHUIN B pa3pelIeHUTE 3a YIOTpeda 1031, nMa
choOIIeHHs 3a 3a0aBsHe Ha pacTexa. HaOnrogaBaHo e 3a0aBsiHe Ha CKOPOCTTA Ha PACTeka NpH JIera
Ha JiedeHue ¢ QuryTrka3oH ¢ypoat 110 Mukporpama qTHEBHO 3a eiHA ToAnHA (BX. Touka 4.8 u Touka
5.1). I[lopaau ToBa, pu Aena TpsiOBa Aa ce MOAAbpIKa Hali-HUCKaTa Bb3MOXKHA e(hUKacHa 1032, KOSITO
OCHUTypsiBa aJIcKBaTeH KOHTPOJ Ha cumnTomute (BK. Touka 4.2). [IpenopbuBa ce peZIoBHO Ja ce Cliean
PBCTHT Ha JieniaTa, KOUTO ca Ha MPOJBDKUTEIHO JIeueHHe ¢ KOPTUKOCTEPOH U 3a Ha3alIHO
npunoxkenue. [Ipu 3abaBsiHe Ha pacTeka TepanusaTa TpsAOBa Ja ce mpepasrie/a ¢ 1el, ako ¢
BBH3MOXHO, HaMAJIsIBAHE Ha JI03aTa Ha HAa3aJHO MPHUJIOXKEHUST KOPTUKOCTEPOUT IO Hal-HUCKATa 1034,
IPH KOSITO Ce MOJIbprKa e(heKTUBSH KOHTPOJ HA CHMITOMUTE. B TOmbiIHeHHE Ha TOBa, TPsIOBa Jia ce
0oOMHCTH ¥ HACOYBAaHE HA TAlMEHTa KbM CIEIHAIUCT MTeAnaThp (BK. Touka 5.1).

IlanmeHTH Ha JCUYCHHUE C PUTOHABUP

He ce npenopbuBa eIHOBPEMEHHO NPUJIATaHE C PUTOHABHP, MOPAJIX PUCK OT MOBHIIABAHE HA
CHUCTEMHATa CKCIO3MIIUs Ha uiyTHKa30H (ypoart (Bxk. Touka 4.5).

IToMo1iHu BenecTsa

To3u ekapcTBEH MPOAYKT ChAbPKa OeH3aIKOHMEB Xyopu. [IpoabmkuTennara ynotpedba Moxe aa
MIPUYUHM €IEM Ha HOCHATA JINTaBHIIA.

45 B3aumMmopeiicTBHE ¢ IPYTH JeKaAPCTBEHH MPOAYKTH H APYTrH (JOPMH HA B3aUMO/eiicTBHE

Bsaumoneiicteue ¢ uaxuouropu Ha CYP3A

®dnyTrka3oH QypoaT ce 0O4MCTBa OBP30 UPe3 EKCTCH3MBEH METa0O0IM3bM IIPU IIBPBO MPEMHHABAHE
Menuupan ot ruToxpoM P450 3A4.

B®3 ocHOBa Ha JaHHU 3a APYT MIIIOKOKOPTUKOCTepous ((IIyTHKa30H MPOIMHOHAT), KOUTO ce
meTtabommsupa ot CYP3A4, He ce mpenopbyBa €ITHOBPEMEHHOTO MPHJIAaraHe C pUTOHABUD, TOPAAH
PHCK OT MOBHIIaBaHE HA CUCTEMHATa eKCIO3UIMS Ha (pIyTHKa30H Qypoar.

[IpenopbuBa ce MOBUIIIEHO BHUMAaHKE TIPU €THOBPEMEHHO NpuiiaraHe Ha (QIyTHKa30H Qypoar ¢
MortHU nHXuOUTOpr Ha CYP3 A, BKIFOUUTEIHO MPOIYKTH, ChIbPIKAIIM KOOUIIUCTAT, Thil KaTO Ce
OYaKBa IMOBHUILABAaHE Ha PUCKA OT CUCTEMHHU HEXeJIaH! peakuu. EqHOBpeMeHHO npuiiaraHe TpsoBa
Jia ce n305TBa, OCBEH aKo I0J13aTa MPEBUIIIaBa YBEITMYCHUS! PUCK OT CUCTEMHH KOPTHKOCTEPOUTHH
HEXXEJIaHU PEaKIIUK, B KOMTO cilydail MalueHTuTe TpsIOBa Aa ce MpOociiesBaT 3a CUCTEMHH
KOPTHUKOCTEPOUIHH HexeNlaHu peakuuu. [Ipu mpoyuBaHe 3a jiekapcTBEHH B3aUMOICHCTBHS Ha
Ha3aJIHO pWIIOKeH (pryTuka3oH ¢ypoat ¢ momHus naxuourop Ha CYP3A4 - kerokoHa3o0m ca



HaOJIr01aBaHM MTOBEYE MAIMEHTH C U3MEPUMH KOHIICHTpaIuy Ha (pIyTHKa30H Gypoar B rpymara Ha
KeTOKOHa30J1 (6 oT 20 mamuenTn), B cpaBHeHHe ¢ rpymnaTa Ha 1ianebo (1 ot 20 manmentn). Toa
MAaJIKO MOBHINIABAHE HA EKCIIO3UIIMATA HE € JOBEJIO J0 CTATUCTUYECKU 3HAYMMA Pa3JInKa B
24-yacoBuTe CEpyMHM HMBA Ha KOPTH30J1a MEX1y JIBETE TPYIIU.

JlananTe 32 MHAYKINS 1 HHXHOWPaHe Ha €H3WMa MIPEIoaraT, 4e Mpu KIMHAYHO 3HAYNMHUTE Ha3alTHU
JI03M HSIMa TEOpPEeTUYHA OCHOBA J]a C€ 0YaKBaT B3aMMOJCHCTBUS Mexay (piyTHka3oH ¢pypoat u
MeauupaHus oT nutoxpoM P450 metabomm3bMm Ha npyru chenuHeHus. [lopaan Tazn nprdrHa He ca
MPOBEX/TaHN KIMHAYHH W3MMATBAHUS 32 MPOYYBAHE HA B3aUMOJICHCTBHATA HA QIIyTHKa30H (ypoar ¢
JIPYTH JEKapCcTBa.

4.6 DepTHINTET, OPEMEHHOCT U KbpMeHe

bpemeHHoCT

Jlumcear gocTaThyHO JaHHU 32 YIoTpeda Ha ¢uryTHKa3oH (ypoat mpu 6pemenHu. [lpu
CKCIICPUMCHTAJIHU MIPOYUBAHUS IPH )KUBOTHU TINIFOKOKOPTUKOCTCPOUAUTE Ca IMOKa3ain, Y€ HHAYyIHUpaT
MasihopManyy, BKIFOYUTEIIHO BbJIYa AcT U BbTPEMAaTOYHO 3a0aBsiHe Ha pactexa. Hsima BeposTHOCT
TE€3U pe3yTaTH Jia ca OT 3HAYCHHUE 3a XOPa, IIPH KOUTO C€ IpUIIaraT NpernopbuBaHUTE HA3aJIHU 103U,
KOUTO BOJAT J0 MUHMMAJIHa CUCTEMHA SKCIIO3UIMs (BXK. Touka 5.2). DiyTrka3oH GypoaTr MOXe Ja ce
M3I0J13Ba 110 BpeMe Ha OPEMEHHOCT, caMO aKo MOJ3UTE 3a MaiKaTa Ha/lBUIIABAT MOTEHIMATHUS PUCK
3a (peryca UM IETETO.

Kospmene

He e u3BecTHO nanu Ha3aIHO MPHUIIOKEHUAT (PIyTHKa30H Gypoar ce eKCKpeTHpa B KbpMara.
[Mpunoxxenuero Ha GpayTUKa30H GypoaT MPH KbPMEIIH KEHH TPsAOBa Aa ce 0OMHUCIS caMo, aKo
OuaKBaHAaTa I10J13a 33 MalKaTa € I0-TroJsIMa OT BCEKH Bb3MOXKEH PUCK 3a JIETETO.

Deprunurer
Hsima nannu 3a edexra BbpXy (epTUIMTETA IPH XOPA.
4.7 EdexTu BbpXy ciocod0HOCTTA 3a modupaHe U padoTa ¢ MAIIUHA

Avamys He MOBJIMSIBA WM MTOBJIMSABA IPEHEOPEHKUMO CIIOCOOHOCTTA 3a modupaHe U padora ¢
MalInuHHA.

4.8 Hexenanu JeKapcTBeHH peaKuu

Pesrome Ha npoduaa Ha 0€301acHOCT

Haii-uecto cho0IIaBaHUTE HEXKEIaHH PEAKIMU 110 BpeMe Ha JISYEHHETO ¢ (IIyTHUKa30H (ypoar ca
eMUCTAKCHC, YILEepaluy B Hoca 1 riaBoboiue. Haii-TexkuTe He)KeNaH! JIEKApCTBEHU PEaKIUK ca
pEeAKHN C'bO6HIeHI/IH 3a p€AKINU Ha CBPBXYYBCTBUTCIIHOCT, BKIFOYUTCIIHO aHaq)I/IHaKCI/ISI (HO-MaﬂKO oT
1 cy4ait va 1 000 marueHTH).

TabauyeH CIHUCHK HA HEXKEIAHUTE PCAKIINN

Wma nag 2 700 nanueHTH, JieKyBaHu ¢ QIyTHKa30H Qypoar, B IpOyuBaHHA 3a 0€30MacHOCT U
e(hUKaCHOCT 3a CE30HEH U IIEJIOTOIUIICH aJleprudeH puHUT. [lequaTprudnara eKCIo3unys Ha
¢yTHKa30H QypoaT B MPOy4BaHHUs 32 0€30MaCHOCT U e(DUKACHOCT MPH CE30HEH U ICJIOTOIUIICH
aJieprudeH pUHUT BKIF0UBa 243 marueHTH Ha Bb3pact 12 mo <18 rogmam, 790 marueHTH Ha BH3pacT
6 no <12 roauau u 241 nanMeHTH Ha BB3pacT 2 10 <6 TOJUHHU.

3a OMPEACIAHC Ha YCCTOTAaTa HAa HCIKCIAHUTE PCAKIIUU Ca U3IOJI3BAaHU JaHHU OT 06H_II/IpHI/I KIMHUYHHA
HU3IIATBAHUA.



Cremnara KOHBEHIMS € M3II0I3BaHa 3a KiacuuiMpane Ha gectorara: Muoro gectu > 1/10;
Yectu > 1/100 go < 1/10; Hewectu > 1/1 000 no < 1/100; Penxu > 1/10 000 mo < 1/1 000; Muoro
penku < 1/10 000; C neusBecTHa yecToTa (OT HATMYHUTE JAHHHU HE MOXKE J1a OBb/Ie HallpaBeHa
OIICHKA).

Hapywenus na umynnama cucmema

Peaxu Peakiuu Ha CBPbXYYBCTBUTEIHOCT, BKIFOUNUTETHO aHADUIAKCHS,
aHrHOeIeM, OOPHB U YPTUKAPHS.

Hapywenus na nepsnama cucmema

Uectn I'maBoGonne

C HeusBecTHa Jlucreysusl, arey3usl, aHocMHus

4ecToTa

Hapywenus na ouume

C HemsBecTHA IIpexomun ounn mpoMenH (Bx. KimmHWYeH OnuT), 3aMBIJICHO 3peHHe

4ecToTa (BK. chI0 TOuKa 4.4)

Pecnupamopnu, 2pb0HU U MeOUACMUNHATIHU HAPYWIEHUS

MHoro yectu *Enucrakcuc

Yectn Yamepanuu B Hoca, AUCITHES ™ *

HeuecTn Bonka B HOCa, HazaneH JUCKOM(OPT (BKIIOYUTETHO MapeHe B HOca,
Jpa3HeHe B Hoca U OOJIE3HEHOCT B HOCA), CYyXO0Ta B HOCA.

MHoro penku [Mepdopanust Ha HA3ATHUSI CENTYM

C "HeusBecTHA Bbponxocnazsm, 1uconusi, ahonus

4ecToTa

Hapywenus na MycKynno-ckejiemuama cucmema u cveounumennama mvxan (/leya)

C HensBecTHa ***3abaBsiHe Ha pacTexa (BK. KnmuHuyen onur).

4ecToTa

Onucanue Ha I/136DaHI/I HEXCJIaHU pCaKnu

Enucmaxcuc

*EnmncrakcuchT OOMKHOBEHO € OWJI JIEK 10 YMEpEH 10 WHTEeH3uTeT. [Ipu Bp3pacTHH 1 FOHOIIN
CJIydauTe Ha eNUCTaKCHC ca OMITH MOoBeYe MPH JBJITOCPOYHO PUIIOKEHHE (TTIoBeUe OT 6 CeIMUIIN),
OTKOJIKOTO TIpH KpaTKOTpaitHa yrmoTpeda (10 6 ceaMuIin).

Cucmemnu egpexmu

Morar 1a ce OsIBAT CHCTEMHH e(DEKTH Ha Ha3aIHUTE KOPTUKOCTEPOH/IN, 0COOEHO aKo Ce MPENUCBaT
BbB BUCOKH JI03H 32 POBDKUTEIIHO BpeMe (Bk. Touka 4.4). Cho0iaBa ce 3a 3a0aBsHe Ha pacTexa
IPH JIe11a, OTydYaBalld Ha3alH|H KOPTHKOCTEPOU/IH.

**T1o BpeMe Ha KIMHHUYHH U3MUTBaHUS ¢ (IIyTHKa30H (pypoar ca choOIaBaHU CIy4Yan Ha JUCITHES
rpu nmoeeue ot 1% oT marueHTHTe; N0 J00HU YECTOTH ca HAOII0AaBaHK ChINO M ITPH ILIANe00 IPYIIH.

IlenuaTpuubga Iomyaanus

be3onacHocTTa TipH fieria o 6 TOMWHA HE € yeTaHOBeHa Ao0pe. YecTtoTaTa, TUITHT M TEXKECTTa Ha
HEXEJIAHUTE PeaKivy, HaO01aBaHy PY NIeAUaTpUYHAaTa MOIyJIalus, ca 0 100HU Ha Te3U IpU
BB3pacTHATA TIOMYJIAIHsL.

Enucmaxcuc
*B nenuaTpuyHA KIMHUYHYU POYYBAHHS C TIPOABIDKATEIHOCT 70 12 ceMUIIM yecToTara Ha
EMUCTAKCHC MTPH MAIUSHTHTE, JIEKyBaHH ¢ (UIyTHKa30H (pypoaT u Te3u Ha mianedo e CXoIHa.

3abasane 6 pacmedica
*** [Ipu eqHOTOIUIITHO KIIMHUYHO MPOYYBAHE 32 OIICHKA Ha PacTeka MpH Jela B Ipe/-y0epTeTeH
nepuo, npunaramm 110 Mukporpama GyTHKa30H QypoaT BEIHBXK JHEBHO, € HAOI0jaBaHa CpeIHa



pasirka Ha CKOPOCTTa Ha pacTex Ipwu jJedeHue oT -0,27 cM Ha ToAMHA, B CpaBHEHUE C TUTane0o
(Bk. Knmuanuna edukacHoCT U 6€30MacHOCT).

C’I)06HlaBaHC Ha 110031 pPaHu HCXKCJIaHU PCAaKIINH

Cro0IIaBaHeTo Ha MOIO3UPAHU HEIKEIIAHU PEAKIIUU CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaKHO. TOBa MMO3BOJISABA Ja MIPOIBJKHM HAOIIOICHUETO Ha ChOTHOIIICHUETO IOJI33/PUCK 32
neKapcTBeHUs NpoaAyKT. OT MEAUIIMHCKUTE CIISITUAIMCTH C€ M3MCKBA Ja ChOOIIaBaT BCSIKa
MTOI03MpaHa HeXKeIIaHa Peakilys Ipe3 HalloHaHa CICTEMa 3a ChoOIIaBaHe, MocoueHa B

[Ipwioxenue V.

4.9 Ilpemo3upane
ITpu poyuBaHe 3a OMOHATMYHOCT, HA3ATHO Ca MPUIIaranu 1031 J0 2 640 MuUKporpama THEBHO B

MIPOIBIDKCHHE HA TPH JHU O€3 1a ce HaOJIfo1aBaT HeXKeTaH! CHCTEMHHN peakind (BX. ToUuka 5.2).
Marko e BepoSTHO OCTPOTO MPE03UPaHE J1a M3HCKBA HAKAKBO JICUCHUE, Pa3INIHO OT HAOII0ICHHE.

5. ®APMAKOJIOTMYHHA CBOMCTBA
5.1 d@apmakoaMHAMHYHU CBOIiCTBa
®apmakoTepaneBTHuHa Tpymna: Hazanuu npenaparu, koptuxocrepouan. ATC xox: RO1ADI12

MexaHnu3bM Ha IEWCTBUE

OnyTrkazoH (GypoaT € CHHTETHYCH TPUITyOpUPaH KOPTHKOCTEPOU I, KOWTO TPUTEkKaBa MHOTO BHCOK
aUHHUTET KbM IIIOKOKOPTHKOMAHUS PELETITOP U MMa MOIIHO IPOTHBOBB3IAIUTEIIHO ACHCTBHE.

Kinnnnuna edukacHoCT ¥ 6€300aCHOCT

Cesonen anepauien punum npu 6b3pPACMHU U IOHOUIU

B cpaBuenue ¢ miane6o, ¢uryTHka3oH Qypoar crpeii 3a Hoc B 1032 110 MUKporpama BeIHBX JHEBHO €
HOILO6pI/IJ] 3HaYUMO CUMIITOMUTE OT CTpaHa Ha HOCa (BKJ’IIO‘IBaH_[I/I PUHOPEA, Ha3aJIHA KOHI'E€CTUs,
KHXaHe 1 ChbpOeX B HOCA) U CUMIITOMHTE OT CTpaHa Ha ounTe (BKJIIOYBAIIU ChpOEsK/apeHe,
ChJI3eHE/HaBIAXKHIBAHE U 3aUEPBsIBaHE HA OUMTE) IPH BCUUKUTE 4 npoyuBanus. EdukacHocTTa €
MOJThPKaHa B MPOABIDKEHNE HA Teus 24-49acoB IEPHUOJ] Ha TO3UPaHE C MPUIIOKEHUE BETHBK
JTHEBHO.

Hauamo na TEparCBTUYHATA 110J13a € Ha6J'IIO)Z[aBaHO HE IMO-paHo OT 8 yaca CJIC MbPBOHAYAJIHOTO
ImpujaralHe ¢ nmocjaeaBamnio HO,Z[OGpeHI/Ie, Ha6J'IIOI[aBaHO B paMKUTEC Ha CJICABAIUTE HAKOJIKO JTHU.
OnyTukazoH (ypoart crpei 3a Hoc € Mo1o0pHiI 3HaYMMO OIIEHKAaTa Ha MallUeHTUTE 3a 0010TO
IMMOBJIMABAHE OT JICHCHUETO, KAKTO U CBBP3aHOTO C 00JIeECTTa KAYECTBO HA KMBOT HA ITAaITUCHTUTC
(Rhinoconjunctivitis Quality of Life Questionnaire — RQLQ) npu Bcuukute 4 MpoydBaHHMS.

Llenoeoduwien anrepeuyen punum npu 6b3pAcmHU U IOHOULU

B Tpu npoyuBanus GayTHkazoH gypoar crpeii 3a Hoc, B 1032 110 MHKporpama BeIHBX JHEBHO €
Mo100pMIT 3HAYMMO CUMIITOMHTE OT CTpaHa Ha HOCa, KaKTO M OLIEHKAaTa Ha MaIMeHTUTE 32 00II0TO
MIOBJIMSIBAHE OT JICUEHHETO, B CPaBHEHHE C I1aneoo.

B enno npoyuBane ¢uryTHKa3oH (Qypoart crpeii 3a Hoc, B 103a 110 MuKporpaMa BeIHBK JTHEBHO €
Mo100pHIT 3HAYMMO CHMIITOMHTE OT CTpaHa Ha OYMTE, KAKTO ¥ CBhP3aHOTO ¢ O0JIecTTa Ka4eCcTBO Ha
*uBoT Ha manuentute (RQLQ), B cpaBHeHHe ¢ TU1ane6o.

EduxacHocTTa € moagbpikaHa B IpOob/KEHUE Ha Lenus 24-4acoB eprol Ha AO3UpPaHe ¢
MPUJIO’KEHUE BETHBK THEBHO.

B naByroauiiHo npoydyBaHe 3a OlleHKa Ha 0€301MacHOCTTa 0 OTHOIICHHE Ha OYUTe Ha (PIIyTHKA30H
¢ypoar (110 Mukporpama BeIHBK THEBHO, HHTPaHA3aJICH CIPEii), Bh3PacTHU U FOHOIIIH C



IETOTOIUIIICH aJIepTHUeH PHHUT Ca JIEKYBaHU WK ¢ (QIyTHKa3oH ¢ypoat (N=367) unu ¢ miarebo
(n=181). [IbpBUYHKTE KpaliHU TOYKH [BpeMe 10 yBeIM4YaBaHE Ha CyOKaICyJapHaTa OmajieCeHIIHs
(=0,3 ot u3xoanuTe croiiHOCTH 1Mo CucTemara 3a Kiacu(UKanus Ha ONAICCICHIINATA Ha JICIIUTES
(LOCS), Bepcus Il (LOCS Il crenen)) u Bpeme 0 MOBHIIIABaHE Ha BhTPeoYHOTO Hansrane (BOH;
>7 mmMHQ OT U3XOAHUTE CTOWHOCTH)] HE ca OMITH CTATHCTHYECKU 3HAYUMH MEXK/Ty ABETE IPYIIH.
VYBenuuaBaHEeTO Ha 3a/iHaTa cyOKarcynapHa onanecienims (>0,3 oT U3X0AHUTE CTOWHOCTH) € OHIT0
[0-4eCTO TPH JIKIA Ha jieueHue ¢ ¢urytuka3oH dGypoar 110 mukporpama [14 (4%)], cipsimo 1uare6o
[4 (2%)] 1 e Ouo MpexoIHO MpH JIECET YYaCTHUKA B rpynaTa Ha (uiyTUKa3oH (ypoar u JBaMa
y4JacTHHKa B rpymnara Ha miane6o. [ToumaBanero va BOH (=7 mmHQ ot u3xoaHuTe CTOWHOCTH) €
OWJI0 TI0-YEeCTO MPH YYaCTHHUIIM Ha JeueHue ¢ hiayTuka3oH Gypoar 110 mukporpama: 7 (2%) 3a
¢nytukazon ¢ypoar 110 mukporpama BeaHsk aHeBHO U 1 (<1%) 3a mnane6o. Te3u ciryyan ca ounn
MPEexXOo/IHY 3a 6 yJaCTHHKA B Tpymara Ha (piryTrka3oH ¢pypoar u 3a euH YIacTHUK Ha rarne6o. Ha
52-pa u 104-ta cenmuna, 95% 0T y4acTHUIMTE B ABETE TPYIH HA JICUCHHUE CA NUMAJIK CTOMHOCTH Ha
yBeIM4aBaHe Ha 3a]HaTa cyOKamncyapHa onajecueHnus, B pamkute Ha + 0,1 oT uzxoanute
CTOMHOCTH 32 BCSIKO OKO 1 Ha 104-ta ceamunia <1% OT maIrMeHTUTE B IBETE IPYIH Ha JICUCHUE ca
umanu >0,3 yBeiaruaBaHe Ha 3aHaTa CyOKaIcyapHa OajeCIeHIUs OT U3XOAHUTe cTolHOCTH. Ha
52-pa u 104-ta ceamuiia, mo-rojsiMa gact oT nanuenture (>95%) ca umanu croitnoctu Ha BOH B
pamkuTe Ha * SMMHQ OT M3X0AHNUTE CTOMHOCTH. Y BEIMYaBaHETO Ha 3a/IHATa CyOKarcynapHa
omanectennus uir BOH He e 6110 chIpoBOICHO OT HEXETAHU CITyYad Ha KaTapakTa WM TJayKoMa.

[leqnaTpryHa MOMyJIaIis

Cesonen u yeno2oouuien anepauier punum npu oeya

Jlo3upoBkaTa mpu Aela ce OCHOBaBa Ha OLICHKA Ha JaHHUTE 32 €(pUKACHOCT IPH MOIYJAlHITa OT JIela
C aJlepru4eH pUHMUT.

[Tpu ce3oHeH anepruyueH puHUT QIYTHKA30H Qypoar cripeit 3a Hoc, B jo3a 110 MuKporpama BeIHBX
JTHEBHO € OmJ e()eKTHBEH, HO HE ca HaOMI0JaBaH 3HAUUMH PA3JIUKH 10 KOSITO U Ja € KpaiiHa ToYKa
MEXIy Tpynara Ha ¢uyTuka3oH (ypoar, crpei 3a Hoc, B 103a 55 MUKporpama BEAHBX JHEBHO U Ta3H
Ha miane0o.

[Tpu uenoroauiiieH ajgepruueH puHUT GIyTHKa30H Gypoar crpei 3a HOC, B J103a 55 MUKporpaMa
BEJHBX JHEBHO € MOKa3aJl Mo-ctabuieH npodui Ha epuKacHOCT B CpaBHEHHUE ¢ (IIyTHKa30H (ypoar
crpeii 3a Hoc, B 1032 110 MUKporpama BeJHBX JHEBHO B IPOIBJDKEHUE HA 4-CEAMUYHO JICUCHHE.
Post-hoc aHaiin3 B paMKHUTE Ha CBIIOTO MPOyYBaHe cliea 6 u 12 cenMuIy, KakTo U 6-CEIMUIHO
MpoyuYBaHe Ha 0E30MacHOCTTA 110 OTHOIIIEHUE Ha XUITOPHU30-XxuIoTaiaMo-Haa0n0peunara (HPA) oc,
ca MOTBBPANIN ehuKacHOCTTa Ha (IIyTHKa30H (pypoart cripeid 3a Hoc, B 103a 110 Mukporpama BeIHBK
JTHEBHO.

6-ceIMMYHO TIPOYYBaHE 3a OllcHKa Ha eekTa Ha (piyTHKa30H (ypoar crpel 3a HOC, B J103a

110 mukporpamMa BeTHBX JTHEBHO BbPXY (DYHKIUATA HA HAIObOpEeUHAaTa *kJie3a IpH Jela Ha Bb3pacT
ot 2 1o 11 roauHM e mokasaio, 4ye HiaMa 3Ha4nM e()eKT BbpXy 24-9acoBHs cepyMeH MpoQuII Ha
KOpPTHU30J1a, B CPaBHEHHE ¢ Taieoo.

Pannomusupano, TBOWHO-CIISITIO, TapaJIeTHO-TPYIIOBO, MYJITUIICHTPOBO, €THOTO/IHIITHO,
TIane00-KOHTPOIMPAHO KIMHAYHO MTPOYYBaHe 3a pacTexa e oleHm10 edekra Ha ¢uryTrkazoH gypoar
crpeii 3a Hoc, B J103a 110 Mukporpama JTHEBHO BBPXY CKOPOCTTa Ha pacTex npu 474 nema B
npennyoepreTHa Bp3pact (ot 5 1o 7,5 roauHu 3a MoMuueTa u oT 5 110 8,5 rouHu 3a MoMYeTa) Che
craguoMeTpusi. CpeHaTa CKOpPOCT Ha PacTex 3a 52-ceIMUYHMS NEPUO]] Ha JIeueHHe € Ouna mo-HucKa
IpY MAIMEHTH Ha JedeHue ¢ (urytukason ¢ypoar (5,19 cm/ronuna), B cpaBHeHHUE ¢ Iu1ane6o

(5,46 cm/roauna). Cpeanara pasnuka npu gedenue e oumma -0,27 cm ma roguna [95% CI -0,48 mo
-0,06].

Cesonen u yeno2oouuer anepeuier punum npu oeya (nod 6 200uHu)

[IpoyuBanus 3a olleHKa HA €PUKACHOCTTA U OE€30MIACHOCTTA, KAKTO MPU CE30HEH, TaKa U IpH
[EJIOTOIMIIIEH aJIepriueH PUHUT, Ca MPOBEIeHU Mpu 271 manMeHTH Ha BB3pacT OT 2 JI0 5 TOJIUHU, OT
kouTo 176 ca ekcrio3upanu Ha GIyTHKA30H Qypoart.

BesomacHocTTa 1 e(hUKacHOCTTa TIPU Ta3u rpyma He € Ouiia HaIThJIHO YCTAHOBEHA.




5.2 dapMaKkoKHHETHYHH CBOWCTBA

AOGcopOuus

OnyTHKa3oH (pypoaT MpeThpIIsiBa HEMbJIHA a0COPOIHS U eKCTEH3UBEH METa0OIN3bM IIPH ITEPBO
MIpeMHUHABaHe Tpe3 YepHHs Ipod 1 dyepBaTa, KOETO BOAM A0 PeHeOpekMMa CUCTEMHA eKCIIO3HIINS.
Hazannoro npunarane Ha 110 MUKporpaMa BeIHBK THEBHO OOMKHOBEHO HE BOJH 0 H3MEPHUMHU
razMenn KoHneHTparmn (<10 pg/ml). AGcomoTHaTa GnoHanMIHOCT 3a QUIyTHKa30H (ypoar,
npuiokeH HazamHo € 0,50 %, crnemoBaTeNHo 1e nMa Mo-MaJiko oT 1 Mukporpam ¢iryTukazoH Qypoat
B CHCTEMHOTO KpBbBooOpalieHue cies npunarade Ha 110 Mmukporpama (Bx. Touka 4.9).

PasnpenencHue
CBBp3BaHETO C MIa3MEHUTE NPOTEHHH Ha (PIyTHKa30H Qypoart e moBeue oT 99 %. OnyTukazon

bypoat ce pasnpezessi 3HAYUTEITHO ¢ 00eM Ha pasnpe/elicHHe B CTAIMOHAPHO ChCTOSHHUE CPETHO
608 I.

Buorpanchopmars

OnyTrkazoH (ypoat ce ouncTBa O6p30 (TOTAJCH TIa3MeH KIUpbHC 58,7 1/9ac) oT cucTeMHOTO
KPbBOOOPBILICHNE, OCHOBHO Ype3 META00IM3UPAHETO MY B YEPHHS APOO 10 HEAKTUBCH
17B-xap6okcunen merabomut (GW694301X) ot muroxpom P450 enzuma CYP3A4. OCHOBHHAT BT
Ha METa0OIN3bM € XHIPojr3a Ha S-GryopoMeTrit KapooTrHoaTHaTa (DYHKITMOHATIHA TPyTIa 0
obpasyBane Ha MeTabosuTa 17f-kapbokcuiHa kucearHa. In vivo mpoyduBaHus ca moKasau JUca Ha
JTAHHY 3a pas3lienBaHe Ha ¢ypoaTHaTa dacT J0 oOpa3yBaHe Ha (PIIyTHKA30H.

EnumMunupane

EnnvuHupaneTo e raaBHO ¢ peKaunTe Cle MepopaTHo MM HHTPABEHO3HO MPUIIOKEHHE, KOETO
MOKa3Ba eKCKpenus Ha QIIyTHKa30H (hypoaT U METa0OIUTHTE My Upe3 sxirbukarta. Ciell HHTPaBeHO3HO
MIPUJIOKEHUE MTOJTY)KUBOTHT B eJIMMUHAIIMOHHATa (ha3za e cpeano 15,1 yaca. Ekckperusita B ypuHaTta
CHCTAaBIISIBA CHOTBETHO, OKOJIO 1 % 1 2 % OT mepopaiHO 1 HHTPABEHO3HO NMPUJIOKEHATA 1034,

IlegnaTpryuHa monyJiarus

[Tpu mo-ronsima gacT oT marueHTuTe GuryTHkazoH ¢gypoat He e onpenenuM (< 10 pg/ml) cnen HazanHO
npuioxkeHue B 1o3a 110 Mukporpama BeHBK AHEBHO. OmpenenMyu HUBa ca HabJIoaBaHy MpH

15,1 % ot neguaTpuYHKUTE MALMEHTH CJIE HA3aIHO MpuiiokeHue Ha 110 MukporpaMa BeIHBK THEBHO
U caMo npu 6,8 % OT neauaTpUYHUTE NAUEHTH clie] 55 MUKporpama BeAHbK JHEBHO. Hama
JIOKa3aTeJICTBA 3a MO-BHCOKA YECTOTA Ha ONpPE/ICIMMI HUBA Ha (QIyTUKA30H (ypoaT MPH MO-MaJlK1
nena (Ha Bb3pact noj 6 roguan). MenuanaTta Ha KOHICHTpaIUKUTE Ha (UIyTHKa30H Qypoat npu
NalMeHTHTE, C ONPEACTIMMY HUBA IPU 55 MUKporpama, € 6uia, cboTBeTHO, 18,4 pg/ml u 18,9 pg/ml 3a
2-5 roguiHu ¥ 6-11 rogumrHMy.

IIpu 110 muxporpama MeananaTa Ha KOHIIEHTPAIIUUTE MIPH MAIUEHTHUTE C OTPEJeTMMHU HUBA € OuJa,
crotBeTHO 14,3 pg/ml u 14,4 pg/ml 3a 2-5 rogumau u 6-11 rogummau. CTOWHOCTUTE ca TIOJJOOHU Ha
Te3W HaOJI0AaBaHu NpH Bb3pacTHHU (12 + ronuHm), KbAETO MeANaHaTa Ha KOHLIIEHTPAUUTE IpU
WHIMBHIUTE C ONPEACIUMH HUBA ¢ Onia, ChOTBETHO, 15,4 pg/ml u 21,8 pg/ml mpu 55 Mukporpama u
110 mukporpama.

Crapuecka Bb3pacT

Camo 3a MaTbK Opoii AIIMEHTH B cTapyecka Bh3pact (> 65 roaunu, n=23/872; 2,6 %) ca npeacTaBeHu
(hapMaKOKHMHETUYHU JaHHU. HaMa joKka3arencTsa 3a Mo-BUCOKA Y€CTOTa Ha ONPEACITUMHU
KOHIICHTpAIMK Ha QUIyTHKa30H QypoaT MpH MalueHTH B CTapuecka Bb3pacT, B CPABHEHHUE C
MO-MIIQJIUTE TAI[UCHTH.



brOpeuno yBpexaaHe

dnyTrka3oH QypoaT He ce OTKpHBA B ypUHA OT 3paBU JTOOPOBOJIIIM CIIE] HA3aJIHO MPHIIOKEHUE.
[To-manko ot 1 % OT cBBp3aHUTE ¢ 103aTa BEIIECTBA CE EKCKPETUPAT B ypUHATA M TIOPad TaBa HE ce
oudakBa OBOpEUHO YBpEXAaHE Ja MOBIMsAC Ha (papMakoKMHeTHKaTa Ha (prryTrKa3oH ¢ypoar.

YepHOoapoOHO YBpeKIaHE

Hsama nannun 3a Ha3amHO MpHITOXKeHKE Ha (DIyTHKa30H ypoat IpH MAMEeHTH C YepHOIPOOHO
yBpexkaane. MiMa manHu ciiel MHXanaTOpHO MpHIIoXKeHre Ha (uIyTHKa30H Qypoat (KaTo (IIyTHKa30H
¢bypoat nnu ¢iyTrKazoH Gypoat/BUIAHTEPOIN) MPH JHLA C YEPHOAPOOHO YBPEKIaHE, KOUTO CHLIO Ce
OTHACSAT ¥ 32 HazaiHo npuioxenue. [IpoyuBane ¢ eqHokpaTHa 1032 oT 400 MuKporpama (GIyTHKa30H
(ypoar, nHXaIMpaH Mpe3 ycrara, Npy NalMeHTH ¢ yMepeHo yepHoapooHo yBpexaaune (Child-Pugh B),
e mokasano mosuinaBane Ha Cmax (42 %) u AUC(0-0) (172 %), xakTo u ymepeno (cpeano 23 %)
MOHM)KEHUE HA HUBATa Ha KOPTHU30Ja MPH NalreHTH, B CpaBHEHHE ChC 3ApaBu nHANBUAU. Cliex
MIOBTOPHO MPHUIIOKEHHE Ha (ITyTHKa30H (pypoat/BUIIaHTEpOII, MHXAUpaH Mpe3 ycraTa, 3a 7 IHU, ce
Ha0II0]aBa MMOBUIIIABAHE HA CHCTEMHATa eKCIO3UIHS Ha (IIyTHKa30H (pypoaT (CpeaHo aBa MBTH,
n3mepeno upe3 AUC o 24)) TIpH JHIIA ¢ YMEPEHO WM TEKKO YepHOApoOHO yBpexaane (Child-Pugh B
i C), B cpaBHEHHUE ChC 3[paBy Jinla. [loBUIIaBaHETO HA CHUCTEMHATa eKCIIO3UIHA Ha (PIIyTHKA30H
¢ypoar npu HIa ¢ yMepeHo YepHOAPoOHO yBpexaane ((piyTrka3oH ¢pypoat/BUIaHTEPOT

200/25 mukporpama) e CBbp3aHO ¢ HaMallsiBaHEe Ha CEPyMHHUsI KOPTHU30J1 ¢ mpubiusuteano 34% B
CpaBHEHHE ChC 3ApaBH Juua. Hiama edekT BEpXy cepyMHUS KOPTHU30JI TIPH JIMIIA C TEXKKO
yepHOAPOOHO yBpexaane (pmyrukazon ¢hypoar/Bunanrepon 100/12,5 mukporpama). B3 ocHOBa Ha
TEe3H JaHHH He O CIIeBajo Ja ce 0YaKBa MOATHCKAaHE Ha KOPTH30JI0BAaTa CEKPELHs IPU Ta3h
TIOITyJallisl TIpU CpeAHaTa oyakBaHa ekcro3unus ot 110 Mukporpama, Ha3anHO MPUIIOKEH
(hyTukazoH gypoar.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

Haxonkure oT mpoy4BaHusATa 3a 0011a TOKCHYHOCT €A CXOAHHU C T€3H, HAOJII0aBaH! NP IPYTH
TIIFOKOKOPTUKOCTEPOUAN U Ca CBBP3aHU ChC 3acHiICHa (apMaKoJIOrnyHa akTUBHOCT. Hsma
BEPOSATHOCT T€3U HAXOJKHU JIa C€ OTHACST 3a X0pa, MPH KOUTO Ce MpHJIarat NpernopbuBaHNUTE Ha3aIHU
JI03M, BOJCIIH JO MUHUMAaJIHa CUCTeMHa ekcro3uius. [Ipyn KOHBEHIIMOHATIHUTE U3MTUTBAHUS 32
TeHOTOKCHYHOCT HE ca HaOojaBaH! TeHOTOKCHYHHU epekTr Ha (ryTuka3oH gypoat. OcBeH TOBa, He
€ UMaJIo CBHP3aHO C JICYSEHHETO MOBHIIIEHHE Ha YeCTOTaTa Ha TYMOPH MPH ABYTOIUIIIHO MPOYYBAHE C
WHXaJaTOPHO MPUWIOKEHNE NP TIBXOBE M MUIIIKH.

6. DAPMAIIEBTUYHU JAHHHU
6.1 ChnucbK Ha IOMOIIHHUTE BelIECTBA
T'moxo3a, 6e3BoaHa

Henyno3za, qucrieprupaina ce

ITommcop6at 80

benzankoHues xjaopu

Junatpues enerat

[Ipedncrena Boga

6.2 HecnbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHoCT

3 roguH"
Cpok Ha TOJHOCT B IEpPHO/ia Ha U3MOJI3BaHe: 2 Mecela
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6.4 ChnenmuajJHM yCJI0BHUS HA ChbXpaHeHHUe

[a He ce chXpaHsiBa B XJIaJUITHUK WM 3aMpPa3siBa.
Ja ce cpXxpaHsBa B U3MPABEHO MOJIOKEHHE.
Kanaukara BUHaru na ce Abp>ku 3aTBOPEHA.

6.5 Buau chbabpikaHue HA ONIAKOBKATA

14,2 ml remua OyTHika (cTekiao) tun | wiu tam I, ¢ mo3upaina crpeit momma.

JlekapCTBEHUAT MPOAYKT Ce MpeJyiara B TpU Buja omakoBku: 1 Oytuika ¢ 30, 60 nim 120
BIIPBCKBAHHUS.

He Bcuuku BUIOBE ONIaKOBKM Morar Aa ObAaT IMyCHATH B IIpoaaxoa.
6.6 CrhenuaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

Hsama crienmuanam n3nCcKBaHMS.

7. ITPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk

Citywest Business Campus

Dublin 24

Wpnannus

D24 YK11

8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA
EU/1/07/434/001

EU/1/07/434/002
EU/1/07/434/003

9. JATA HA IT'bPBO PAZPEINABAHE/IIOJJTHOBABAHE HA PASPELIEHUETO 3A
YIIOTPEBA

[ata Ha mbpBO paspemasane: 11 suyapu 2008
Hata Ha mocnenHo nmoxHoBsiBaHe: 17 nexkemBpu 2012

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[onpobna uHpopManys 3a TO3M JEKapCTBEH NPOIAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickaTa
areHIws 1o jiekapersata: http://www.ema.europa.eu
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INPUJIOKEHHUE IT

MNPOU3BOJUTEJI(M), OTTOBOPEH(HN) 3A
OCBOBOXKJIABAHE HA ITAPTUIN

YCJOBUSA NJIN OT'PAHUYEHMUSA 3A TOCTABKA "
YIIOTPEBA

APYI'U YCJIIOBUS U U3BUCKBAHUSA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHNS 3A BE3OITACHA "

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS
MHPOAYKT
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A.  NIPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA ITAPTUIN

HMe m agpec Ha IPOU3BOAMTEINTE, OTTOBOPHHU 32 OCBOOOKIaBaHE HA MAPTHINTE

Glaxo Wellcome S.A.
Avenida de Extremadura 3
09400 Aranda de Duero
Burgos

Hcmanns

IIeuaTHaTa 1UCTOBKA Ha JICKaApCTBCHUS NPOAYKT TpH6Ba Ja CbAbpiKa UMCTO U apecCa Ha
MMPOU3BOJUTCIIA, OTTOBOPCH 3a OCBO60)KI[aBaH€TO Ha CbOTBE€THATA NapTrUaa.

b. YCJIOBHUA WK OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE OTIIyCKa IO JIEKAPCKO MPEIICaHue.

B. JAPYI'U YCJIOBUSA N UBNCKBAHUS HA PASPEIIEHUETO 3A YIIOTPEBA

. IlepuoguyHu aKkTyaJu3npanu aokiaanu 3a oesonacuocr (ITAIB)

W3uckBanusra 3a nogaBane Ha [TAJIB 3a TO3U neKapCTBEH MPOAYKT Ca MOCOYEHH B CIIHCHKA C
pedepentaute natu Ha EBporetickus cpro3 (EURD crnmcek), npeasuaer B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyaJIM3allH, TTyOJIMKYBaHH Ha €BPOIEHCKUS
yeOmopTa 3a JeKapcTBa.

I'.  YCJI0OBUSA UJIN OTPAHUYEHUS 3A BE3OITACHA 1 EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

. Ilnan 3a ynpaBienue Ha pucka (ITYP)

[Mpurexaressar Ha paspeiennero 3a ynorpeda ([TPY) TpsioBa 1a n3BbpIiBa H3UCKBAHUTE ISHHOCTH U
JIECTBUS, CBBP3aHU C TIPOCIIe/siBaHe Ha JIeKapcTBeHaTa 6e301acHOCT, MocoueHH B 0700penus [1YP,
npenacraBeH B Moy 1.8.2 Ha pa3pelieHreTo 3a ynorpeda, KakTo U Py BCUUKH CIICIBAIIH
ChITacyBaHU akTyanusanuu Ha [TYP.

Axryanusupas [IYP TpsiOBa na ce mogasa:
e 110 uckaHe Ha EBpomnelickaTa areHuus 1o JeKapcTBara;

® BHHArW, KOraTo C€ U3MEHs CHCTEeMaTa 3a YIpaBlieHHe Ha pHUCKa, 0COOEHO B pe3yaTar Ha
moJiydyaBaHe Ha HOBa MH(OpPMAIIKs, KOSITO MOXKE Jia IOBEIE 0 3HAYMMU IPOMECHH B
CHOTHOIICHHUETO I0JI3a/PUCK, HITK CJIE JOCTUIaHEe Ha BayKeH eTall (BbB BPh3Ka C
MpocIeisBaHe Ha IEKapCTBEHATa O6€30MMaCHOCT HITH CBEXIaHE HA PHUCKA 0 MUHAMYM).
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HPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Avamys 27,5 mukporpama/BnpbcKBaHe, Cripel 3a HOC, CyCIICH3Us
¢bayTukazoH gypoar

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesixo BpbckBaHe qoctaBs 27,5 MukporpaMa GuryTHKa3oH Gypoat

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Chappika ChINO: TII0K03a, 0€3BOIHA, IIeTy03a, JUcIeprupaia ce, noaucopbat 80, OeH3aIKOHNEB
XJIOpHI, TUHATPUEB €eTAaT, IPEYNCTEHA BOJA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

Cupeti 3a HOC, CYCIIEH3Hs

1 6ytmika - 30 BIpbCKBaHUS
1 6yTmiika - 60 BIpbCKBaHUS
1 Oytunka - 120 BupbCKBaHUS

‘ 5. HAYUH HA TPUJIATAHE U ITBT(MIIA) HA BBBEK/IAHE

[a ce pasknaru n1obpe npenu ynorpeoa.
[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
Hazanno npunoxenue

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCETI'A HA IELIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

I'ogen no: Cpok Ha TOJHOCT B IEpHO/ia Ha U3IIOJI3BaHE: 2 Mecela
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla He ce chxpaHsIBa B XJIAIMTHUK WITH 3aMpa3siBa.
Jla ce cpxpaHsaBa B U3MPABEHO TOJIOKCHHE.
KanaukaTa BuHAru ma ce Ibp>Ku 3aTBOPEHA.

10. CHEIWUWAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INTPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk

Citywest Business Campus

Dublin 24

Wpnannus

D24 YK11

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/434/001
EU/1/07/434/002
EU/1/07/434/003

13. TAPTHUJAEH HOMEP

[Maptunen Ne

14. HAYMUH HA OTIIYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT C€ OTITYCKA I10 JICKAPCKO NPCAIINCAaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

avamys

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apkoj ¢ BKIIOYECH YHUKAJIEH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EANVHNYHHU
II'BPBUYHU OITAKOBKH

CIPEHA 3A HOC/ETUKET HA YCTPOMCTBOTO

‘ 1. HUME HA JIEKAPCTBEHUS MTPOAYKT U I'bT(UILA) HA BbBEXK/JIAHE

Avamys 27,5 mukporpama/BpbCcKBaHe, CIipel 3a HOC, CYyCIICH3Us
¢nyTukazon ¢ypoar
Hazanno npunoxxenue

| 2. HAYMH HA OPWJIATAHE

IIpeau ynorpeba npodereTe JIMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. ITAPTUJAEH HOMEP

[Taptuaen Ne

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

30 BIpBCKBaHUSA
60 BIIpBCKBaHUSA
120 BpbCcKBaHUSA

| 6. JIPYTO
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b. IUCTOBKA
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JlncroBka: undopmanus 3a noTpeduTeNs

Avamys 27,5 MuKporpamMa Ha BOIPbCKBaHe, CIIpeii 3a HOC, CyCTIeH3us
¢dyTtukazon ¢ypoar (fluticasone furoate)

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA MPEAH /1a 3aMl04YHeTe 1a MPUJIarate ToBa JeKapcTBo,

Thil KaTO TH ChAbPKA BaxHa 3a Bac ungopmanus.

- 3amazere Ta3u JIUCTOBKA. MOJKe /1a ce HaJIOXKH J1a sl IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBU JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus jiekap, GpapmareBT uiu
MEJUIIMHCKA CEeCTpa.

- Toga nekapcTBo € npenanucano auyHo Ha Bac. He ro mpeorcThnBaiite Ha npyru xopa. To Mmoxke
Jla IM HaBpeIy, HE3aBUCHMO OT TOBA, Y€ IPU3HAIUTE Ha TIXHOTO 3a00JsBaHE ca CHITUTE KaTo
Bamwure.

- AKO TIOITyYuTe HAKaKBU HEXKEJIaH! JISKAPCTBEHU PEeaKIlid, yBengomere Bamms nekap,
Q)apMaHCBT HJin MEOAWIMHCKA CeCcTpa. ToBa BkII0YBa M BCUYKH BB3MOKHU HEKEJIaHU pcaKkuuu,
HEOITMCAaHU B Ta3M JINCTOBKA. BukTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

KakBo mpencraBnsBa Avamys U 3a KakBO c€ M3I0JI3Ba
Kakgo TpsiOBa 1a 3HaeTe, Mpeau Ja u3noi3BaTe Avamys
Kaxk ga usnonssate Avamys

BB3MOXHU HEXETaHU peaKuu

Kak ga cexpansiBate Avamys

ChabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS
VYkazanus 3a ynorpe0a Ha cripes 3a HOC CTBIIKA MO CTHIIKa

S A

1. KaxkBo npeacraBiasiBa Avamys 4 3a KaKBO ce H3M0J13Ba

Avamys (pmyTrka3oH ¢ypoar) NpuHAAIEKN KbM TPYyIIa JIEKapCTBa, HApeUCHH
2NIOKOKOpMuUKocmepouou. Avamys neiicTBa KaTo HaMaJIsfiBa Bb3MAJICHUETO, IPUINHEHO OT aJepris
(purum) v MO TO3M HAYMH OTpaHUYaBa CUMIITOMHUTE Ha ajJeprHsTa.

Avamys crpei 3a HOC ce M3IT0JI3Ba 3a JICUEHUE Ha CUMIITOMUTE Ha aJlepTUYEeH PHHUT, BKJIFOUBAIIH
3aIymieH, TeYall Wi ChpOsI HOC, KUXaHE M ChI3SINU, ChPOSIIHI WX 3a4€pPBEHU OYH, IPU BH3PACTHU
U Jena Ha ¥ Haj 6 TOIUHM.

AJNepTUYHUTE CUMIITOMU MOTAT JIa ce TIOSBSABAT B ONpPE/IeNIeHO BpeMe OT TOIMHATa U Ja ca

NpEN3BUKAHN OT aJieprysl KbM IMOJICHN Ha TPEBU HJIHM JbpBeTa (CEHHa XpeMa), WM Jla ce HaOJoaBat

pe3 msiaTa TouHA U 1 Ce TIPUYHHSABAT OT AJIEPTHUs, KOSITO HAi-4€CTO € KbM )KHBOTHH, aKapH B

JIOMAIITHUS TIPax WM TUIECEHU.

2. KaxBo Tps6Ba 1a 3HaeTe, mpeau Aa usnoja3zsare Avamys

He u3non3Baiite Avamys

o AKO cTe aJIleprudHu KpM (DIyTHKa30H (ypoaTr WK KbM HIKOSI OT OCTaHAINTE ChCTABKH HA
TOBa JIEKAPCTBO (M30pPOCHU B TOUYKA 6).

IIpenynpesxaenust U NpeanasHu MEPKH

Jeua v roHomIM
Jla He ce mpuara mpu ziera Ha Bh3pacT MoJ 6 TOIWHH.

Ilpunaranero Ha Avamys:
o MOJKE J1a TpUYUHY 3a0aBsHE Ha pacTeXxa MpH Jlerara, ako ce IpreMa 3a IPOIbJDKUTENICH
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nepuoJ| oT Bpeme. JlekapsT peloBHO Iie H3MepBa phCTa Ha JieTeTo Bu U me ce yBepsiBa, ue To
npreMa Hail-HUcKaTa Bb3MOXKHA e(heKTHBHA 1034,

° MOJKE J1a IPUYUHI HApYIICHNS Ha OYHTE KaTo TlIayKoMa (TIOBUIIaBaHE HA HAJISITAHETO B OKOTO)
WK KaTtapakTa (MIOMbTHIBAHE Ha JielaTa Ha OKOTO). YBeroMete Baius iekap, ako cTe uManu
TaKWBa HAPYIICHUS B MUHAJIOTO MITH aKO 3a0eNIeKUTe 3aMbITICHO 3pEHHE WIH JPYTH 3pUTEITHI
CMYIIEHHs, TOKATo mpuemMare Avamys.

Jpyru nekapcrBa u Avamys

Huadopmupaiite Bamms mekap wim papManeBT, ako preMaTe, HaCKOpo CTe MIPHUEMAaITH T €
BB3MOXKHO J1a PHEMETe APYTH JIEKapCTBa, BKIIOUUTEIHO JICKapCTBa, OTIYCKaHH 0e3 peLenTa.
Oco06eHo BaxXHO € 1a KakeTe Ha Bamus nekap, ako mpuemare, Wil HaCKOPO CT€ IPHUEMAaTHHSIKOE OT
CIIeTHUTE JIeKapCTBa:

o CTEPOMIHU TaOJIETKY WM WHKEKIIMOHHU CTEPOUIH

CTEpOUIHU KPEMOBE

JIeKapcTBa 3a acTMa

PUTOHABUD WM KOOWIIMCTAT, M3MOI3BaHM 3a Jedenue Ha HIV

KETOKOHA30J1, M3TIOJI3BaH 32 JIeYeHNE Ha TbOMYHH HH(EKIUH.

Bammsit nekap e npeneHu nanu tpsadBa 1a npueMate Avamys ¢ Te3u JieKapcTBa. BammsT nekap
MOJKe J1a TIOWCKa Jja Bu mpociensBa BHUMATENHO, aKO MpHUeMaTe HIKOE OT TEe3H JIEKapCTBa, Thil KaTo
T€ MOTaT J]a YBeInJaT HeXelaHUTe peakiuu oT Avamys.

Avamys He TpsI0Ba J1a ce Mmpuiara eHOBPEMEHHO C IPYTH CIOPEHOBE 32 HOC, ChIIbPIKAIL CTCPOUIH.

BpemeHHOCT U KbpMeHe
AKo cTe OpeMeHHa WM KbPMHUTE, CMSTATe, Y€ MOXKE Jla CTe OpeMEeHHa MK TUIaHUupaTe OpEeMEeHHOCT,
nochBeTBaiiTe ce ¢ Bamms nexap npeau ynorpebara Ha TOBa JIEKAPCTBO.

He u3nomn3Baiite Avamys, ako cte OpeMeHHa WK IUIAaHUpaTe Ja 3a0peMeHeeTe, OCBEeH ako Bammst
nekap wi (apmaneBT He Bu kaxe 1a ro u3noisBare.

He u3nosn3Baiite Avamys, ako KbPMHTE, OCBeH ako Bamusr jekap wim ¢papmanest He Bu kaxke na
TO M3IIOJ3BATE.

Ilodupane u padoTa ¢ MAIIMHU
Marko BeposiTHO € Avamys Jia oBJIMsie CiocoOHOCTTa BU 3a modupane u padota ¢ MalmHy.

Avamys cbAbp:ka 0€H3aJTKOHMEB XJIOPHU

ToBa nexapcTBO Chabpika 8,25 MuKporpama OeH3aJIKOHHEB XJIOPHU]L Ha BIIPBCKBAHE

(27,5 mukporpama). beH3aIKOHHEBHUST XJIOPUI MOXKE J]a IPUUUHH JIPa3HeHE WM TT0lyBaHe HA
HOCHATa JIMTaBUIa, 0cOOEHO aKo ce U3M0J3Ba NpoAbrkuTenHo. Kaxere Ha Bamus nexap wiun
¢apmarieBT, ako ycemare IMCKOM(OpPT, KOraTo Ipuijiarate crpes.

3. Kak na n3nmoszBare Avamys

Bunaru npuemaiite ToBa JIeKapCTBO TOUHO, KakTo Bu e ka3an Bammwmsit jekap wiu ¢papmarest. He
HaJBUIIABalTE MpernopbuaHaTa 103a. AKO HE CT€ CUTYpHHU B HElIo, monuTaiite Bamusa nexap wiu
¢bapmarnenT.

Kora na uznonssare Avamys

e [Ipunaraiite BeIHBXK JHEBHO

e [lpunaraiite 1o €1HO U CHILO BPEME BCEKU JCH.

Toga mie nexyBa cumnroMure Bu npe3 1enus AeH U 1siaTa HOIIL.
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Kouiko BpeMe e He00Xx011MO 3a 1a 3anI04He /12 JielicTBa Avamys
Hsikou xopa HsiMa 12 yCeTsIT IBIHUS eeKT 10 HAKOJIKO JIHU CJIe]| MbPBOTO MpHiiaraHe Ha Avamys.
Brnpeku ToBa, 0OMKHOBEHO JISKAPCTBOTO UMa e(peKT B paMKHUTe Ha 8 10 24 yaca cien ynoTpeba.

Kaksa no3a 1a npuemare

Bn3pacTHu u gena Ha 12 v moBeye roAMHA

o Oo0uuaiiHaTa HAYaTHA /1034 ¢ 2 BIPHCKBAHUS BbB BCSIKA HO3JIPA BEIHBK BCEKH JICH.

o Cren mocTUrane Ha KOHTPOI BbPXY CUMIITOMHUTE MOKE JIa € Bh3MOXKHO Jla HAMAITUTE J103aTa JI0
1 BIpbCKBaHE BBB BCSIKA HO3/Ipa BEAHBK BCEKH JICH.

Hena Ha Bb3pacrt ot 6 10 11 ronuuu

o OouyaiinaTa HayaHa 1032 € | BIpbCKBaHE BHB BCAKA HO3/Ipa BEIHBK HA JICH.

o AKO CUMIITOMHUTE Ca MHOTO T€KKH, BarmmsT jgexap MOXe J1a YBeITM4HX J03aTa 10 2 BIPhCKBaHUS
BBB BCSIKa HO3/[pa BEIHBXK BCEKHU JICH, 10 IOCTUTAaHE Ha KOHTPOJI BEpXyY cumnTomute. Ciex
TOBa MOJKE JIa € BH3MOXKHO HaMaJIsIBaHE Ha J103aTa 0 | BIpBhCKBaHE BHB BCAKA HO3/IPa BETHBK
BCEKH JICH.

Kaxk na n3nonssare cnpes 3a HOC
Ha npakTtuka Avamys HsiMa BKyC WJIM MUPHU3Ma. JIekapcTBOTO ce BIIPBCKBA B HOCA KaTO (MHA MBIJIA.
Buumagaiite 1a He nonagHe crpeil B ounte Bu. AKO TOBa ce ciy4u, U3IJIAKHETE OYUTE CU C BOJA.

Crnen Touka 6 B Ta3W JIMCTOBKA MIMa YKa3aHUS 32 YIIOTpeda Ha cripest 32 HOC CTHITKA IO CTHIIKA.
CrnenBaiiTe yka3zaHUSATa BHUMATEIHO, 3a Ja N3BIIEUYeTe ISUIOCTHA MOJI3a OT yrmoTpedara Ha Avamys.

NBuskre YKazanus 3a ynompeda na cnpes 3a HOC ClbHKd RO CHbHKA, CJ1el TOYKA 6.

AKO cTe U3I0J13BAJIM II0BeYe 0T Heo0X0IMMaTa 103a Avamys
OO0bpHeTe ce KbM Bamust nexap win gpapmarieBT.

AKO cTe NPOIYCHAJIHN 12 H3M0/13BaTe Avamys
AKo0 TpoItycHeTe 71032, IPUIIOXKETE 51, KOraTo Ce CETUTE.

AKko e HaOIKIIIO BpeMETO 3a Mpujlarane Ha ciejamara Bu no3a, n3dakaiite jo torasa. He
B3eMaiiTe 1BOIHa 1034, 3a 1a KOMIIEHCHpATE MPOIycHAaTaTa 03a.

AKO UMaTe HAKaKBH JIOTTBIHUTEITHI BBIIPOCH, CBBP3aHU € yIOTpebaTa Ha TOBA JIEKAPCTBO, WIIH aKO
“MaTe HAKaKBU MPUTECHEHUS] OTHOCHO yIoTpebara Ha cripes 3a Hoc, noruTaiite Bammus nekap,
(hapManeBT WM MEIUIIMHCKA CeCTpa.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KaxkTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a IPEAN3BHUKA HEXKECIIaHNU p€aKIUH, BBIIPEKU Y€ HE
BCCKH I'l TIOJTy4aBa.

A.ﬂeprwmu pPe€aKkuumn: He3a0aBHO MOTHPCETE JICKAPCKa MOMOIIL

AnepruyHuTe peakui KbM Avamys ca peJIkd U MOrat Aa 3acer’ar no-mManko ot 1 Ha 1 000 goBeka.
IIpu manpk Opoii XOpa aNepruYHUTE PEAKIIMK MOTaT JIa CE€ Pa3BUSAT B [10-CEPHO3EH, TOPH
’KMBOTO3acTpallaBalll IpodiieM, ako He ce JieKyBaT. CUMIITOMUTE BKJIIOYBAT:

- CWJIHO XpHITEHE, KalllINIIA WX 3aTPYJHEHO IUIIaHe

- BHE3aIlHO yCellaHe 3a c1a00CT UK IpUMalisiBaHe (KOUTO MOTrar Ja I0BeJaT 10 KOJalc WiIu

3ary0a Ha Chb3HaHHE)
- IOJyBaHE Ha JIHULETO
- KO)KHU OOpHUBH WM 3a4€pBsIBAHE.
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B mHOTO ClIydyad TE€3U CUMIITOMMU Ca IIPHU3HAIIKM HA HE TOJIKOBA CECPUO3HU HEXKCIIAHU PCaKIIHU. Ho
TpﬂﬁBa Aa 3HaeTe, Y€ T€ Ca MOTCHIUAJIHO CEPHO3HHU — 3aTOBA, akKO 3a0€IIe)KHUTE HIKOU OT TE3H
CHUMIITOMU:

HOTcheTe JIEKapCKa moMoIl, KOJKOTO € Bb3MOKHO I10-CKOPO.

MHOro 4ecTH HeKeJIaHU peaKknuu (Morar Ja 3acerrar mosede ot 1 Ha 10 goBeka)
. KspBene ot HOca (0OMKHOBEHO HE3HAYUTEIHO), 0COOCHO aKO M3IOJI3BaTe Avamys 3a MoBede OT

6 ceaMUIIN oe3 IMPEKBbCBAHEC.

YecTH HexxeJIaHU peakuuu (Morat Aa 3acerrat 10 1 Ha 10 goBeka)

. PaspansBaHe Ha JUraBUIlaTa Ha HOCA — KOSTO MOXKE J1a IPUYHMHU APA3HEHE WK TUCKOM(OPT B
HOCa. MOXe CBIIO J1a UMaTe KUIIKH KPbB, KOraTo CH U3yXBaTe HOCA.

° I'nmaBoOosne

o 3amyx.

HeuecTu Heskenanu peaknuu (Morat fa 3acertar 7o 1 Ha 100 goBeka)
o Boinka, mapene, npasHeHe, 00JIE3HEHOCT WM CYX0Ta B HOCA.

MHoro penku He:keaanu peakunuu (Morar ja 3acersar o 1 Ha 10 000 qoBeka)
e  Manku aynunnm (nepdopaiun) B mperpagara BbB BbTPEITHOCTTA Ha HOCA, KOSITO pa3aess
HO3JpHUTE.

C Hen3BecTHa YecTOTa (OT HAIMYHUTE JAHHU HE MOXKe J1a ObJIe HalpaBeHa OIeHKa)

o 3abaBsHe Ha pacTeka IpH JIera.

3aMBbITICHO 3peHHE HITH BPEMEHHH ITPOMEHH Ha 3PSHUETO MPH MPOIBIKUTEITHO MPUI0KECHHUE.
Crsirane B IbpIUTE, TPUUMHSIBAIIO 3aTPYTHEHO JTUILAHE.

Hapymienue Ha rnaca, 3ary0a Ha riaca.

HapymieHue Ha BKyCOBUTE BB3MPUSTHS, 3aryda Ha BKYCOBHUTE BB3MPUATHS, 3ary0a Ha
000HSIHHUETO.

HazamauTe KOpTHKOCTEpOUIM MOTaT Jia Bb3ICHCTBAT BHPXY HOPMAITHOTO 00pa3yBaHe HA XOPMOHH
BBB Bammmst opranuzsM, 0COOEHO aKo MprueMaTe BUCOKH J03H 3a MPOABIKUTEIHO Bpeme. [Ipu gema
Ta3W HeXKETIaHa PeakIus MOXKe Jja MPUINHY 3a0aBsHE HA pacTeka UM B CPaBHEHHE C IPYTUTE JICTIa.

Cpol0maBaHe HA HesKeJIAHH PeaAKIHU

AKO TIOJTyYuTe HAKAKBU HEXKEJIaHU JICKAPCTBCHH PeaKivu, yBengomere Barus nekap, papmaieBT win
MeIUIMHCKA cecTpa. ToBa BKITFOYBA BCHUKU Bb3MOXKHU HEOMUCAHH B Ta3M JINCTOBKA HEXKEIIAHU
peakiuu. MoxeTe ChIIOo JIa ChOOIIUTE HEKENAHH PEaKIMU TUPEKTHO Ype3 HAI[HOHATHATA CHCTEMA 32
choOiiaBane, nocoucHa B [punoxkenue V. Kato choOIiaBare He)XENaHU PeaKIMU, MOXKETE Ja Ja/ieTe
CBOSI PUHOC 32 MOJTyYaBaHe Ha MOBeYe MHPOPMAIIKs OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na coxpansiBate Avamys

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACHA.

Haii-no0Ope e na cexpansisate Bamus crpeii 3a Hoc Avamys B U3lpaBeHo nojoxenue. Kanaukara
BHUHATH Ja C€ IbP>KU 3aTBOPEHA.

He u3nosnsBaiite ToBa J1€KapcTBO Clle]] CPOKA HA TOJHOCT, 0TOEIIA3aH BbPXY €THKETa UJIM KapTOHEHAaTa
onaxkoBka.CpoKbT Ha TOAHOCT OTTOBaps Ha MOCJIETHUS JEH OT OCOUYEHMsI Mecell. Avamys crpel 3a

HOC TpSI6Ba Ja CC U3M0JI3Ba B paMKHUTEC Ha 2 Mecela CJe IbpBOTO OTBAPSAHE.

I[a HE CC€ ChbXpaHsABa B XJIAJJUJIIHUK WX 3aMpa3saBa.
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He uzxBbpIasiiTe nekapcTBaTa B KaHATU3AIUATa WIM B KOHTEHHEpA 3a JOMAITHHI OTIIaIbITH.
ITommuratiTe Bammus dhapmarieBT Kak 1a H3XBBPIISITE JIEKapCTBATa, KOUTO Beue He m3moi3BaTe. Te3un
MEpKH 1€ CIIOMOTHAT 32 Ola3BaHe Ha OKOJIHATa cpefa.

6. Cobabp:kaHne HA ONIAKOBKATA M IONBJIHUTEIHA HHpopManus

KakBo cboabp:xa Avamys

- AKTHBHOTO BellecTBO ¢ (puyTrka3oH ¢ypoar. Besko BIpbhCKBaHe 10CTaBst 27,5 MUKporpama
(hayTukazoH ¢gypoar.

- Jpyrute chcTaBKHU ca IIII0K03a, 0€3BOIHA, IEeTyJ03a, AcTeprupaiia ce, noaucopoar 80,
OCH3AJIKOHUCB XJIOPHI, IUHATPUCB €JIeTaT, IPSUUCTCHA BOIa (BIXKTE TOYKA 2).

Kaxk m3rie:xkaa Avamys u KakBO CbAbpPa ONaKOBKATA

JlexapcTBOTO € cripeii 3a HOC, Osii1a CycrieH3us, B OyTHIIKa OT CTHKIIO ¢ KeXJIMOapeH MBSIT, C TIOMIIA.
ByTuikara e moctaBeHa B OYTH OSUIO MIACTMACOBO YCTPOMCTBO ChC CBETIOCHHS Kanayuka 1
CTpaHW4eH OYyTOH 3a BIPBCKBAHE. Y CTPOMCTBOTO MMa MPO30pUe, 3a J1a C€ BIKAA ChIBP)KAaHUETO Ha
OyTmnkaTa. Avamys ce npeznara B Tpu Buga onakoBku: 30, 60 u 120 BnpbckBanus. He Bcrmuku
BUJIOBE OMIAKOBKH MOTaT J1a Ob/IaT MMyCHATH B POJaxoa.

IIpuTexaTes Ha pa3peLIeHUETO 32 ynorpeda
GlaxoSmithKline Trading Services Limited

12 Riverwalk

Citywest Business Campus

Dublin 24

Upnanaus

D24 YK11

IIpousBoauren

Glaxo Wellcome S.A.
Avenida de Extremadura 3
09400 Aranda de Duero
Burgos

HUcnanus

3a JoMBIHKUTENIHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE C JIOKATHHUS
NPEICTABUTEN Ha PUTEKATENSI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva
GlaxoSmithKline Pharmaceuticals s.a./n.v. GlaxoSmithKline Limited
Tél/Tel: + 32 (0) 10 8552 00 Tel: + 370 80000334
Bovarapus Luxembourg/Luxemburg
GlaxoSmithKline Trading Services Limited GlaxoSmithKline Pharmaceuticals s.a./n.v.
Ten.: + 359 80018205 Belgique/Belgien
Tél/Tel: + 32 (0) 10 8552 00
Ceska republika Magyarorszag
GlaxoSmithKline s.r.o. GlaxoSmithKline Trading Services Limited
Tel: + 420 222 001 111 Tel.: + 36 80088309
cz.info@gsk.com
Danmark Malta
GlaxoSmithKline Pharma A/S GlaxoSmithKline Trading Services Limited
TIf.: + 4536 3591 00
dk-info@gsk.com Tel: + 356 80065004
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Deutschland

GlaxoSmithKline GmbH & Co. KG
Tel.: + 49 (0)89 36044 8701
produkt.info@gsk.com

Eesti
GlaxoSmithKline Trading Services Limited
Tel: + 372 8002640

EA\Gda
GlaxoSmithKline Movorpécmnan A.E.B.E.
TnA: + 30210 68 82 100

Espafia
GlaxoSmithKline, S.A.
Tel: + 34 900 202 700
es-ci@gsk.com

France

Laboratoire GlaxoSmithKline
Tél.: + 33 (0)1 3917 84 44
diam@gsk.com

Hrvatska

GlaxoSmithKline Trading Services Limited
Tel: + 385 800787089

Ireland

GlaxoSmithKline Trading Services Limited
Tel: + 353 (0)1 4955000

island
Vistor hf.
Simi: + 354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel: + 39 (0)45 7741 111

Kvnpog
GlaxoSmithKline Trading Services Limited
TnA: + 357 80070017

Latvija
GlaxoSmithKline Trading Services Limited
Tel: + 371 80205045

Nederland
GlaxoSmithKline BV
Tel: + 31 (0)33 2081100

Norge
GlaxoSmithKline AS
TIf: + 47 22 70 20 00

Osterreich

GlaxoSmithKline Pharma GmbH
Tel: + 43 (0)1 970750
at.info@gsk.com

Polska

GSK Services Sp. z 0.0.
Tel.: + 48 (0)22 576 9000

Portugal

GlaxoSmithKline — Produtos Farmacéuticos, Lda.

Tel: + 351 21 412 95 00
FI.LPT@gsk.com

Roménia
GlaxoSmithKline Trading Services Limited
Tel: + 40 800672524

Slovenija
GlaxoSmithKline Trading Services Limited
Tel: + 386 80688869

Slovenska republika
GlaxoSmithKline Trading Services Limited
Tel: + 421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 (0)10 30 30 30

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

IIaTa Ha MOCJIECAHO MpepasrjaeKaaHe Ha JIUCTOBKaTa

IToapoOHa uHOpMaLKs 3a TOBA JICKapCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus

o JiekapctBata: http://www.ema.europa.eu



YKA3AHMUA 3A YIIOTPEBA HA CIIPES 3A HOC CTBIIKA 110 CTBIIKA

Kak n3rue:xxga cnpesit 3a Hoc

CrpesT 3a HOC ce 0CTaBs B OyTHIIKA OT CTHKIIO C KeXJIMOAapeH IBSIT, TOCTaBEHA B IJIACTMACOBO
ycTpoiicTBO — BikTe (urypa a. Crpest me cpabpxa 30, 60 nin 120 BIpbhCKBaHUS B 3aBUCHMOCT OT
BHUJIa OTIAKOBKA, KOSTO By e Ouia npennucana.

0CBODOOXaBaHe
Ha cnpes

MNpepnHa cTpaka 3apHa cTpaHa

[Ipo3opueTo Ha MIacTMacOBOTO YCTPOMCTBO Bu mo3BosABa ja BUINTE KAKBO KOJMIECTBO Avamys
uMa B OyTHiKkaTa. Bue e MoxkeTe J1a BUAUTE HUBOTO Ha TEYHOCTTA NPH HOBH OYTHIIKH CIIpEH,
chabspkanm 30 win 60 BOpbCKBaHUSA, HO HIMA J]a MOKETE J1a BUJUTEC HUBOTO HAa TEYHOCTTA IIPU HOBH
OyTHIKH, chabpKam 120 BIPbhCKBaHUS, 3a1[0TO TO € HaJ IIPO30PUETO.

IlecT BaskHU Helna, KOUTO € He0o0XO0MMO /1a 3HaeTe OTHOCHO yHOTpeﬁaTa Ha crpes 3a HOC

L4 Avamys CC 10CTaBsA B 6YTI/IJ'IK3, OT CTBKIJIO C KeanGapeH LBAT. AKO € H€O6XO,Z[I/IMO Ja
IIPOBEPUTE KOJIKO JICKAPCTBO € OCTAaHAJIO, 3a/IPBKTE CIIpes 3a HOC B U3NMMPABCHO MOJI0KEHUE
cpeuny sipKa CBE€TJIMHA. Taxka 11e MOXKeTe Ja BUIUTEC HUBOTO Ha TSUHOCTTA IIpe3 MPO30pPUCTO.

° Koraro u3moJi3BaTte cnpest 3a HOC 3a MbPBH IBT II¢ TPSOBA J1a TO Pa3KJaTHTE MHOTO CHJIHO
ChC 3aTBOpEHA Kamnauka 3a okoiio 10 cekynau. ToBa € BaskHO, Thi KaTOo Avamys € I'bCTa
CYCITEH3HsI, KOSITO CTaBa TeUHa, KOTaTo ce pa3kiaTu 100pe — BmwkTe purypa b. Crpest Moxke a
ce BIPBCKBA CaMO, KOTaToO € TeUeH.
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. 3a ;1a ce u3NpbhCKa CIpesiT OT HaKpaifHuKa, OyTOHBT 332 OCBOOOXKIaBaHE HA CIpes TPOBa J1a ce
HATHCHE CHJTHO JOKpaii — BukTe urypa C.

¢urypa d.

o Koraro He usnonssare crpest 32 HOC, BHHATH JIPbKTe Kanaykara 3aTBopeHa. Kamaukara
Mpemas3Ba OT Mpax, 3ara3ba HAISITAHETO U MPEOTBPATSBA 3aITyIIBAHETO HA HAKpATHUKA.
Korato kxanaukara e 3aTBopeHa, OyTOHBT 32 OCBOOOXK/IaBaHE Ha CIpesi HE MOXKe JIa CE HATHCHE
clTy4aitHo.

L Hukora He u3mnoJ3BaiiTe Urja miu OCTBHP NPEAMCET, 3a Aad IMOYUCTBATE HaKpaﬁHHKa. Toma mie
IMMOBpPEIU CIIpEA 3a HOC.

IloaroroBka Ha cnpesi 3a HOC 3a ynorpeoda
TpsidBa 1a NOATOTBHTE CIIpesi 32 HOC:

L IIpeau a ro u3noJj3Bare 3a IbPBU II'BGT

. aKo CTe I'0 OCTaBWIIM 0€3 Karayuka 3a 5 THU WK YCTPOHCTBOTO 3a IPUIOKEHHE HE € U3IOJI3BAaHO
3a 30 win moBeye qHU.

IToaroroBkara Ha cpest 3a HOC € 3a J]a CT€ CUTYPHH, Y¢ BUHATH IIPHEMaTe Iisu1aTa J103a JISKapCTBO.
CrnenBaiTe CI€OHUTE CTHIIKU:

1 Pa3kaartete CIipesi 3a HOC MHOI'O CHJIHO CHC 3aTBOPCHA Kalladka 3a OKOJIO 10 CECKYHH.

2 OTcrpaneTe KanaydkaTa, KaTo s HATUCHETE CHITHO OT JIBE€TE CTPaHM C Majena v Mokasajena —
BIKTE QUTypa e.
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3 JpBxTe crpes 32 HOC B U3IIPABEHO MOJI0KEHHE, CIIe]] TOBA IO HAKIIOHETE U Haco4eTe
HaKpaiiHMKa BcTpaHu oT Bac.

4 Hatucnerte 6yToHa cuiiHo nokpaii. HampaBere ToBa Haii-MaJiKo 6 MbTH, JOKAaTO CE MOIYYH
(GuHO M3NPHCKBaHE HA CIPel BbB Bb3ayXa - BIDKTe Gurypa f.

CrpesiT 32 HOC cera e roToOB 3a ynorpeoa.

Ynorpebda Ha cripest 32 HOC

1 Paskiarere cnpest 32 HOC MHOT'O CHJIHO.

2 OTcTpaHeTe Kanaykara.

3 MzayxaiiTe HOCA cH, 32 J1a IPOYUCTUTE HO3APUTE CH U CJEJ TOBAa HABEAETE IIaBaTa CH MaJIKO
Hampen.

4 [TocraBere HaKkpaiiHWKa B €JJHa OT HO3JpUTE CH — BIKTE ¢urypa g. Hacouere Brpxa Ha

HaKpaliHHUKa JIEKO KbM BRHIITHATA CTpaHa Ha HOCA, BCTPAHM OT IICHTpaHaTa mperpaja. Tosa
romara JIEKapCcTBOTO Jia TOCTUTHE 10 MPABUIIHOTO MSCTO B HOCA.

5 Haruchere 6yToHAa CHJIHO JOKpAii, 10KaTO BAULIBATE Mpe3 HOca — BIKTE purypa h.

A

—
/ / /

6 M3Banere HakpaliHuKa OT HOCA M M3AUIIANTE Mpe3 ycTaTa.
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7 Ako n03ara Bu € 2 BIpbCKBaHUS BB BCSIKA HO3/Pa, IIOBTOPETE CTHIIKU OT 4 10 6.
8 IToBTOpeTe cThrku OT 4 10 7 3a ApyraTa HO3Apa.

9 ITocTaBeTe KamaukaTa Ha CIIp€4 3a HOC.

IMouncTBaHe Ha cnipesi 3a HOC

Ciea Besika ynotpeoa:

1 N306bpcBaiiTe HaKpaiiHUKa U BTPEIIHATA YaCcT Ha Karaykara ¢ 4iCTa, CyXa KbpIia — BUKTE
burypu i u j.

2 He n3non3BaiiTe Boaa, 3a 1a T IOYHUCTHUTE.
Huxkora He u3noJi3BaiiTe UrJjia Wik OCTbP MPEAMET 32 HAKPAHUKA.

4 Bunaru nocrapsiiiTe kanaykara CJICO KaTO IMPUKIIFOYUTE.

Axo Bu ce cTpyBa, ue cripesiT 3a HOC He padoTn:

. I[IpoBepete aanu BCe Ollle MMa OCTAHAIIO JIeKapcTBO. [IpoBepeTe HUBOTO HA TEYHOCTTA TIPE3
HPO30pYeTO. AKO HUBOTO € MHOT'O HUCKO, MOYKE JIa HE € OCTaHaJI0 JJOCTAaThYHO JIEKApCTBO, 32 Ja
paboTu crpesir.

L HpOBepeTe JaJik CIIPpEAT 3a HOC HE € MMOBPCIACH.

o AKO MHUCIIUTE, Y€ HaKpalTHUKBT MOJKE J1a € 3aMyllIeH, He U3MOoJI3BaiiTe UIJIa WIH OCThD
NpeaMeET, 3a Aa IO IIOYUCTHUTE.

o OmnuTaiite ce /1a To MONpaBUTe KaTo ClIe[iBaTe yKazaHusATa B ,,lloAroToBKa Ha cripes 3a HOC 3a
ymotpeba”.
o AKO cIIpesT 3a HOC BCe OIlle He paOdOTH WK 3MPHCKBA CTPYS TEUHOCT, 3aHECETE IO OOPATHO B

anTekaTa, KbACTO I1ie Bu gajgat chBeT.
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