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KPATKA XAPAKTEPHUCTHKA HA ITPOAYKTA T/ -

1. NUME HA JIEKAPCTBEHUS ITPOAYKT

EoHuk 4 mg TabneTku 3a ALBUEHE
EoHuKk 5 mg TabneTKH 3a JhBUEHE
Eonuk 10 mg dunmMupanu tTabneTku

Eonic 4 mg Chewable tablets

Eonic 5 mg Chewable tablets
Eonic 10 mg Film-coated tablets

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB
4 mg mabaemxa 3a OveueHe:
Enna TabeTka 3a AbBUEHE ChABPXKA MOHTENYKACT HaTpuil (montelukast sodium), ekBuBanesTeH Ha 4

mg MoHTeJayKacT (montelukast).

[loMonHu BElIECTRA:
Bceska TabneTka 3a IbBYCHE ChABPXKa 4,8 mg acmapTam.

5 mg mabremka 3a OveueHe:
Enna TabneTka 3a AbBYEHE ChAbpIKa MOHTeNyKacT HaTpui (montelukast sodium), ekBHBaneHTeH Ha 5

mg MoHTeJIyKacT (montelukast).

[ToMmomHH BelecTna:
Bceska TabneTka 3a AbBUCHE CBABPXKA 6 mg acmapTraM.

10 mg puamupana mabremxa:
Enna ¢unmupaHa TadieTKa ChbABPIKA MOHTENyKacT Harpuit (montelukast sodium), eKBMBaJIEeHTeH Ha

10 mg moHTemykact (montelukast).

IloMomHHM BeLECTBA:
Bcska Tabnerka cpabprxka 100 mg 1akTo3a MOHOXHIpAT.

3a ITBJIHMSA CTIUCEHK HA TIOMOIIHUTE BElllECTBA, BHIKTE TOUKA 6. 1.

3. JEKAPCTBEHA ®OPMA

4 mg mabnemxa 3a OveyeHe:
Po30BH, oBaTHK, ABOHHOU3NMBKHAIM TaONETKH ¢ rpaBupad Haxnmuc M4’ or eHaTa cTpaHa.

5 mg mabnaemxa 3a OveyeHe:
Po30BH, KpEITIH, ABOHHOMIITbKHATH TabsieTKY ¢ rpaBupaH Haamuc' M5’ oT eanaTa cTpaHa.

10 mg purmuparna madbremxa
bexxoBo onBeTeHU, KPBIJIH, JBOWHOMIIIBKHAIH PUAMHUPAHH TabIeTKH

4.  KJHHUIHU JAHHH

4.1 TepaneBTHYNH NOKAZAHAH




Eonmk' ¢ mokazas [pH JISYCHHE Ha aCTMa KaTo JAONBIHHTE/IHA TepalHA NPH NaUUEHTH C JIEKA 0 YMe-
peHa NepCHCTHpallla aCTMa, IPH KOUTO HE € MOCTUrHAT JOCTATHYEH KOHTPOJ ¢ MHXAJIaTOPHH KOPTH-
KOCTEPOHJIM H IIPH KOUTO KpaTKO JeHCTBaimMTe [} -ArOHHUCTH “NpH HeoOXOAUMOCT’ HE OCHUIYPSIBAT
AOCTATHYEH KOHTPOJ Ha aCTMATA.

[Ipy nauveHTn Mexay 2 U 14 roaunu, EOHHK MOske CBINO Aa ce MpUIara KaTo alTEPHATHBHO JISUYEHHE
Ha HUCKO JO30BMTE¢ WHXAIaTOPHHA KOPTHKOCTEPOMAM 34 NALIMEHTH C JIEKA MEPCUCTHPAIIA aCTMA, KOUTO
HACKOPO HE Ca UMAJIH TEXKHW aCTMATMYHH MIPUCTDHIIH, 32 KOUTO Ba ¢ Omta HeobxoauMa ynotpebara Ha
MEePOPaTHA KOPTHKOCTEPOUAM, U TNIPH KOHTO € JOKa3aHO, 4 He MOraT Ja NpHUeMAaT HHXAJaTOPHH Kop-
THKOCTEPOMIH (BXK. TOUKA 4.2)

[Ipn nauyeHTUTE HAA 15-roJMiuHa Bb3pacT, Mpu KOUTO EOHMK ¢ nmoka3aH npu actMa, EOHMK Moxe
CBINO JIa OCUT'YpHU 00/icKk4aBaHe Ha CUMIITOMHTE HA CE30HEH aJIEPprUueH PHHHT.

EoHuK cBIIO € noKa3aH Npy npouiakTHKa Ha acTMa, HpH KOATO MpeodnagaBalliis KOMIIOHEHT €
OpOHXOKOHCTPHKIYA NPU PHU3NYECKO HATOBAPBaHE.

1 .
)} LIanata nHGopmaumsa oTHocHO EOHHK — B ciiydal ye He € H3PHYHO CTIOMEHATO JIPYro — € BajMUIHa 3a
Eonuk 4 ¥ 5 mg tabneTku 3a gpBUeHE, KakTo M EoHuk 10 mg ¢punMupanu tabneTku.

4.2 JO3HpoBKa H HAYAH HA OPHICKEHHE

10 mg duwrmuparnu mabremxu:

[1pu BB3pacTHH HaJ 15 rOAHMHM ¢ aCTMA HIIM C aCTMa M NPHAPYKABALL CE30HEH allepruueH PHHHT,
No3MpoBKaTa e exHa Tabnerka ot 10 mg aueBHO, mpueTa Beuep. EoHUK Moke /1a ce npueMa ChC Uin
6e3 xpaHa.

5 mg mabremxa 3a oveueHe:

[Tpyu neguaTpUUHH NAMEHTH 6-14-roauza Bp3pacT, A03UPOBKaATa € eaHa Tab/IeTKa 3a ALBYEHE OT 5
mg AHEBHO, IIpHeTa Bedep. Ako ce npueMa B O1M30CT A0 XpaHeHe, Eounk TpabBa na ce B3uma 1 yac
npeay UK 2 yaca cnel XpadeHe. He ¢ HeobxoauMa Kopexiiusa Ha JO3HPOBKATA IPH Ta3H BB3pacTopa

rpyna.

4 mg mabremxa 3a OveueHe:

[Tpy neaAnaTPUYHU DAUMEHTH 2-5-TOAUIIHA Bb3PAcT, AO3UPOBKATA € €1Ha TaOJIETKA 3a JHBYCHE HEB-
HO, IIPHETA Beuep. AKo ce IpueMa B 01H30cT 10 XpaHeHe, EoHHK TpabBa na ce B3uMa 1 yac npeau
WIH 2 Jaca ciiel xpaHeHe. He e HeoOXoAumMa KOpEeKLMA Ha JO3UPOBKATA [IPH Ta3H BL3pacTOBa Ipyna.
beszonmacHOoCTTa M epuKacHOCTTA HA 4 mg TablIETKU 32 ABBYEHE HE € YCTAHOBEHA IIPH NEAMaTPpUHHU
MALMEHTH 101 2-TOUIIHA BB3pPacT.

OO611H NpenopbKM:

TepanmeBTUUHHUAT edeKkT Ha EOHUK BBPXY mapaMeTpuTe 3a KOHTPOJ Ha acTMA Ce MPOSBABA B PAMKHUTE
Ha eauH AcH. [TlauneHTHTe TpaORa A2 OBAAT CHBETBAHM Aa NPOABLKARAT Aa nmpueMar EoHuk, JopH ako
TAXHATA aCTMa € 110 KOHTPOJI, KAKTO M 10 BpeMe Ha MepHOAUTE Ha BiiomaBaHe Ha acTMara. EoHHK He
TpabBa Aa C€ H3MON3Ba €JHOBPEMEHHO ¢ JPYTH [MPOAYKTH, ChABPXKAIIK CBHUIOTO AKTUBHO BEILECTBO,
MOHTETYKACT.,

He e "eoOxoauMa KOPEKIMA HA [103aTa [pH MALHHUECHTH B ¢Tapuyecka Bb3pacT, NalueHTH ¢ ObOpeyHa
HEJOCTATBYHOCT HIIH € JIEKO 0 YMEPEHO uYepHOoApoOHO yepexkaaHe. HaMa naHuuM 3a MaLHEHTH € TEXK-
KO UYepHOAPOOHO yBpexkaaHe. JIo3MpoBKaTa € €Ha U ChIlla NPU MBXKE U KCHHU. e

Me TIpeABHZ TIPH MALMCHTH, KOMTO HAMAT HACTOAIIA aHAMHE3a 34 CepHO3HHU IPUCTHITN Ha aCTM’a,
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M3UCKBalM ynoTpebara Ha nepopalHi KOPTHKOCTEPOUAN M KOUTO Ca NMOKa3aJiu, Y€ HE MOraT J1a U3-
MOJI3BAT UHXAIATOPHH KOPTHKOCTEPONAM (BXK. Touka 4.1). Jlekata nepcucTupama act™a ce AchUHUpa
KATO aCTMATHYHH CHMIITOMH MO~YECTO OT BEAHBXK CEAMUYHO, HO MO-PSIAKO OT BEAHBXK AHEBHO, HOLU-
HH CHMITTOMH T10-4ECTO OT JBa ITETH MECCYHO, HO MO-PAAKO OT BEAHBK CCIMUYHO, HOpMaiHa (QYHK-
g Ha Oenure apoboBe MEXAY €NMU30AUTE. AKO He €€ IOCTUI'HE 3aJ0BOJIMTEICH KOHTPON Ha acTMara
cjie] 3amno4yBaHe Ha JieyeHneTo (0OMKHOBEHO B paMKMTE Ha €IMH Mecel), Tpadea Ja 6bje NnpeleHeHa
HY>KJaTa OT AOOBJIHHMTENIHA WIH pa3jiIiuHA MPOTUBOBB3MAIMTEIHA Teparus, Oa3upaHa Ha CHCTEMaTa
“cTBHIIKA IO CTRIIKA™ 3a JieueHHe Ha acT™a. IlaiuenTure TpabBa nepuoauvHo Ja ObJaT OLEHABAHH 34
KOHTPOJIa Ha TAXHATA acTMa.

EoHHK ¥aTo MpoQHIAKTHKA HA ACTMA MPH KOATO MpeolajaBaiiusa KOMIIOHEHT € OPOHXOKOHCTPUKIINAA
npu GHU3INYSCKO HATOBAPBAHE.

BpOoHXOKOHCTpHKIMATA NPH (PU3NUECKO HATOBapBaHe MOXKe Aa Obae npeobnaaasama npossa Ha nep-
CUCTHpAll[a aCTMAa, KOATO U3UCKBA JICYEHHE ¢ WHXANATOPHU KOPTHKOCTEpOWAH. CHCTOSHHETO Ha Ma-
LIHEHTHUTE TPAOBa Aa ObAe OlicHEHO ciael 2 A0 4 ceAMHULIM ClIe] 3ar04YBaHE Ha JE€YEHHE ¢ MOHTETYKAacCT.
AKO HeE € TIOCTHUTHAT 33J0BOJIMTCIICH OTTrOBOpP, TpadBa ce 0OMUCIIH 3al0YBAHE HA NOMTBIHUTENHA HITH
pa3iu4Ha Tepanus.

4 u 5 mg mabaemku 3a OveyueHe

Tepanusa ¢ EOHUK BEB Bpb3Ka ¢ JPYIH JICUCHHS HA acTMa,

Koraro neueHueTo B EOHHK ce H3mon3Ba KaTo JONMBABALLA Tepanusi KbM HHXAJIATOPHHA KOPTHKOCTEPO-
ny, EoHUK He TpaOBa pA3Ko Ja 3aMeCTU HHXAJIaTOPHUTE KOPTHKOCTEPOHAH (BXK. ToUKa 4.4).

10 mg purmupanu mabremxu

Tepanusa ¢ EOHMK BBB Bpb3Ka ¢ APYTH JICYCHHI HA aCTMA,

EoHHK MOXE Ja € MPHJiara KaTro JOMbJIHEHUE KbM CHILECTBYBalll PSXKUM Ha JieYeHHE Ha MalHeHTa.,
HMuxanaropun kopTHKocTeponzn: Jledenueto ¢ EOHMK MOXKE Ja ¢ Mpuiiara KaTo JONbJIHBALlA TEpa-
1 [IPH NalHEHTH, KOUTO HE €a aICKBATHO KOHTPOJIHPAHH ¢ HHXAIAaTOPHHU KOPTUKOCTEPOUAM U KpaT-
KO JieiicTBainy O¢Ta-aroHUcTH “npH HyXaa”. Eonuk He TpsOBa na 3aMecTBa MHXANATOPHUTE KOPTH-
KoCcTepoHau (BXK. TO4Ka 4.4).

[Tpennarar ce 10 mg ¢punmupanu TabIeTky 3a JIMLA HA BB3pacT HaA 15 roaMHu.
[Ipeanarat ce 5 mg TabNeTKH 3a AbBYCHE 3a MEAUATPHYHH MAlMEHTH OT 6 0 14-roJnIIHA Bb3pacT.

[Ipennarar ce 4 mg TabieTKM 3a AbBYCHE 3a NEeIUATPHYHH NALMEHTH OT 2 J10 5-TOAMIIHA Bb3pacT.

4.3 IIpoTEBONOKA3AHHA

CBp’BX‘-IYBCTBHTEHHGCT KbM AKTHUBHOTO BEIUNECTBO HJIH KBM HAKOE OT I[IOMOIIHUTE BCILNCCTEA.

4.4 Coenna/inyu NpeaynpexIaeHns K NpeANa3Hu MepKH OpH YHoTpeda

[TaimenTrte TpabBa Aa 6bAAT CHBETBAHM HUKOTA J1a HE M3I10JI3BAT NIEPOPATHUA MOHTEIYKACT 32 Jieve-
HHE HA OCTPH aCTMATHYHH NPUCTHIM U Aa UMAT HA Pa3MOJIOIKEHHE TAXHOTO OOHYAHHO XHBOTOCTIACS-
BaILlO JIEKAPCTBO 3a Ta3W L/l B TOTOBHOCT. AKO HACTBIM OCTBP IMPHUCTHI, TpAOBa Aa C¢ M3IO/3BAT
6Bbp30 ACHCTBAINM MHXANATOPHM [B-aroHucTH. IlaupenTyre TpAOBA 12 MOTBPCAT JIEKAPCKU CHBET KOJI-
KOTO MOKE IO-PaHO, aKO MMAT HYXJa OT IOoBeue MHXanauuu ¢ 6ep3o aeicTaanl $-aroHMCT OT OOMK-
HOBEHO.

Hsama naHHH, KOMTO a JEMOHCTPHPAT, Y€ NCPOPATHATE KOPTHKOCTEPOKUAM MOrar Ja
raTo ce B3eMaT €JHOBPEMEHHO ¢ MOHTEIYKAacCT.




B peaku ciaydad, NMpH NalMEHTH Ha JIeYeHHe ¢ aHTHMACTMATHYHM CPEACTBA, BKIIOYUTEIHO MOHTETY-
KacT, MOX€ Ja HACTBIIM CHCTeMHA €03HMHO(QWIUA, MOHAKOra M3sABsABalllAd C€ ¢ KIMHMYHH MPOABH Ha
BAaCKYJIMT CBOTBETCTBAIUM Ha cMHApoMa Ha Churg-Strauss — ¢bCTOSHUE, KOSTO YECTO ¢€ JICKYBa ChC
CHCTEMHH KOpTHKOCTeporan. OOMKHOBEHO, HO HE BUHAIH, T€3U ChCTOSHUA CE CBLP3BAT ¢ HAMAJIABAHE
WIH MPEeKbCBaHe Ha nepopajsiHa Tepalusd ¢ KOPTHKOCTEpOUAU. BEpOATHOCTTA JIEBKOTPHEHOBHTE pe-
IENITOPHM AHTArOHHUCTH Ja Ca CBbP3aHM C Bb3HUKBaHETO Ha cHHApoMa Ha Churg-Strauss He Moxe
HUTO Ja OBJie U3KIIOUeHa, HUTO AoKasaHa. Jlekapure TpaOBa 1a BHMMABAT 3a MOABaTa Ha €03HHOQHU-
JIMA, BaCKyJIMTEH oOpHB, BiomaBaHe Ha OenoApoOHHTe CUMITOMH, YCI0XKHEHUS OT CTpaHa Ha Chplie-
TO, W/WIN HEBPOMATHA NMPpH NMauueHTHTe. IIpn manuMeHTH, ¢ NMOABa HA TE3U CUMIITOMH Tpabea aa Obae
HATIpaBeHa NpeolieHKa U Ja c€ Mpepa3rIeAaT TEXHUTE JIeYeOHH CXEMHU.

JleuenHeTo ¢ MOHTEIYKACT HE MPOMEHS HeoOXOJAMMOCTTA Ha HAlMCHTUTE ¢ ACTHMPHUH-YYBCTBUTETHA
acTMa Ja H30AreaT pHeMa Ha aCIMPHH U APYTH HECTEPOHAHHU MPOTUBORB3NAIMTEIHU JIEKAPCTRA.

BesonacHocTTa H epHKkacHoCTTa Ha EoHHMK 4 mg TabneTKy 3a ALBYSHE HE €A YCTAHOBEHH IIPH I1€IHAT-
pUYHU MALMEHTH MO/ 2-TOAMIIIHA Bh3PAacT.

4 mg mabnemxa 3a OveyeHe:
EOHHK ¢BABPAKA acriapTaM, U3TOUHMK Ha (heHunananuH. Toil Moxe Aa O6ble BpeleH 3a Xopa ¢ PeHHII-
KETOHYPHA.

3 mg mabaemxa 3a oveuene.
EoHMK chABpXKA acnapraM, M3TOYHUK Ha eHUNanaHUH. ToHM MOXe Z1a Obae BpeleH 3a Xxopa ¢ heHWI-
KETOHYPUA.

10 punmupana mabremia:

EoHuk chbabpka nakrosa. [lanMeHTHTE ¢ peIKM HACNeACTBEHM MpoOIeMM HA ranakro3Ha HEeloHOCH-
mMocT, Lapp NakTa3sHa HEJOCTATHLYHOCT WM IVIFOKO30-TaJIakTO3Ha Maiabcopbuua He TpsadbBa na npue-
maT EoHuk 10 mg ¢unmupanu tabiieTku.

4.5 B3auMoaelicTBHE ¢ APYIH JeKAPCTBEHH NPOXYKTH H APYrd (pOPMH HA B3IAHMOAEHCTBHE

MownTenykacT MOXe Ja ObJc nmpunaraH ¢ Apyrd BUIOBE JICYCHHE, U3NON3BaHMA 0OHYaiHO 3a NPOPH-
JIAKTHKATa WITH XPOHHYHOTO JICYEHHE HA acTMA.. B KIMHMYHM W3NMTBaHHUA 3a JIEKAPCTBEHH B3aUMO-
neHCTBHS, [IPENOpPBRYBAHATA KIIMHHYHA /1032 HA MOHTENYKACT HAMa KIMHAYHO 3HAYMMHU €(EKTH BBpPXY
(apMakKOKMHETHKATA Ha CNEJHUTE JICKAPCTBEHH NPOAYKTH: TEOMWIMH, NPEIHH30H, MPEJHH3OJIOH,
NepopaiHA KOHTpaUENTHBH (€THHWIECTPa N0/ HOPeTUHAPOH 35/1), TepdeHaauH, TUrokCHH U Bapda-
PHH.

[TnowTa noja KpHBaTa Ha mia3MeHara KoHueHTpauus (AUC) 3a MoHTe/lykacT HamaisiBa NpHOIH3H-
TenaHo ¢ 40% npu nMila ¢ €THOBPEMEHHO IPHIIOKCHUE Ha (peHoOapbuTan. TeH Karo MOHTEIyKacT ¢
meTabonmnsupa ot CYP 3A4, Tpabea ga ce BHUMaBa, 0COOEHO IPH J€LIa, KOTaTo MOHTENYKACT €€ MPH-
nara egaospeMeHHO ¢ HHAykTopr Ha CYP 3A4, kato peHuToMH, (penobapburan U pudaMIIULIHH.

In vitro npoy4YBaHuUA ca MOKA3aJIH, M€ MOHTEIYKACT € CieH uaxuburop Ha CYP 2C8. JlaHHu OT Kiu-
HUYHU HM3MHTBAHHUA 3a JICKAPCTBEHH B3aUMOICHCTBMA, BKIKOYBALUM MOHTEIYKACT M PO3HINIMTa30H
(mpoyuBaH CyOCTpaT, MpeACTABUTENl HA JICKAPCTBEHHM MPOAYKTH, KOMTO ¢€ METabOIM3MPAT OCHOBHO
uypes CYP 2C8) nokaseat oba4e, ye MoHTenykacT He nuxubupa CYP 2C8 in vivo. ETo 3amo He ce
IONYCKa, Y€ MOHTEJIYKACT poMeHs MeTabo0JIN3Ma Ha JIEKAPCTBEHH IIPOAYKTH, METab0IH3Mpa
TO3U €H3MM (HAIp. MaKJIUTAKCEN, PO3UITIMTA30H U peNnariiIiHU).

4.6 bpeMeHHEOCT H KhbpMeEHe

Ynorpeba 1o BpeMe Ha OpeMeHHOCT
[IpoyuBaHHs MpU )KMBOTHH HE [MOKA3BAT BPEAHHM €()eKTH BbB BPb3Ka C Bb3JCHCTBUETO B
HOCTTa WIH eMOpHOHANHOTO/DETANTHOTO pa3BUTHE. DN




Knacudukaius cnopen Bu3pactan manyeHTH | [lenuatpuunu nauues- |lleanaTpuyHHu nmauMeH-
OpraHHa cucTema Haa 15 roguau (ABe | ™4 oT 6 A0 14-roguinHa | T4 OT 2 10 5-roAMIIHA
12-ceAMHYHH NTpoy4- | BB3pacT (egHO 8- BB3pacT (eaHo 12-
BaHU, n=793) CEJIMMYHO NMPOYYBaHe; |CEeAMMHYHO NPOYUYBaAHE;
n=201) (aBe 56- n=461) (eauo 48-
ceJMHUYHH TIPOYYBAHHUA;
n=615)

P

OrpaHH4yeHM JaHHH OT HajauWuHata 0a3a AaHHM OpH OpeMEHHOCT HE IpearnoJjaraT MpHYHHHA Bphb3Ka
MEXKIy MOHTEIYKAcT U MandopManuu (Hanp. XeQeKTH Ha KpaHHULIHTE), KOMTO ¢a ChoOliaBaHH PAAKO
B YCJIOBHS Ha MOCT-MAPKETUHIOB OIKT IO CBETA.

MOHTBJIyKﬂET MOKEC Oa 6’1:,[[3 H3IOJI3BA4H 110 BPCME Ha 6pEMEHHGCT CaM(O adKO € HCCBEMHCHO HAJIOXKH-
TEJIHO.

Ynotpeba no BpeMe Ha KbpMEHE
[TpoyuBaHuUs NPH IUTHXOBE, MIOKA3BAT, Y€ MOHTENYKACT C€ EKCKPETHPa B MIIAKOTO (BXK. Touka 5.3). He
€ M3BECTHO JaJId MOHTEJIYKACT C€ EKCKPETHPa B UOBCIIKOTO MITAKO,

MOHTeTYKacT MOKe Ja Ob/ie U3MON3BaH OT KbPMELIU MalKH, CaMO aKO € HECBMHEHO HAaJ0XKHTEIHO.

4.7 EdexTr BLpXy cH0cOOHOCTTA 32 O(Hpane H padoTa ¢ MAIIHHA

He ce ouaxsa MOHTEJIYKACT Jia MOBIHABA CIIOCOOHOCTTAa HA MAlHEHTHTE Ja IWO(HpAT aBTOMOOHIT UIIH
Ja paboTAT ¢ MAILLIMHM.
BLIpeku TOBa, B MHOTO PEIKH CITy4au, OT/Je/IHH HHAKRBHIH ca ChOOIABAIY 34 [1051BA HA CHHIHBOCT.

4.8 Hexenann JieKapcTBEHH PpeAKIHH

YecTOTATa HA HEXXEJIAHH peaKilui, H30poeHa No-A0JTy, € onpeaesieHa Ha 0a3a clieAHaTa KOHBCHIIA:

., Muoro uectu (>1/10); yectn (=1/100 to <1/10); veuectu (= 1/1 000 to < 1/100); peaxm (=1/10 000
to <1/1 000); muoro peaxu (<1/10 000)), BKIIOYATETHO U30JTUPAHU CHOOIICHUS .

BB BCsIKO rpyNHpaHe HO YECTOTa, HEXKEIIAHATE peakLMH €a MpeiCcTaBEHH B HU3XOAAII pej N0 OTHO-
IIEHHE HA CSPHO3HOCTTA.

MOHTEYKACT € OLCHABAH B KJIHHMYHH MPOYYBaHUs KaKTO CJIS/BA:

+ 10 mg dunmupanH Tabnerku npu npubausuresiHo 4 000 Bb3paCcTHU aCTMAaTHYHM MALMEHTH Haj 13-
roaHIHA Bb3PACT.

10 mg ¢puamupaHu Tabnerku npu npubnuzutento 400 Bb3pacTHH aCTMATHYHH MALMEHTH CHC CE30-
HEH afleprU4€H PUHUT Haf | S-roaMuIHa Bb3pacT.

*» 5 mg TabneTKy 3a abBYcHe npu npubnusutenHo 1 750 neauaTpuyHy naupeHTH OT 6 A0 14-roavinHa
BB3PAacT U

* 4 mg TabneTkH 3a AbBYeHe npu npubnusurenHo 851 neaMaTpUYHH NALMEHTH OT 2 X0 3-roAMIliHA
Bb3pacT.

CJleJHHTE NEKapCTBO CEBP3aHM HEXKElaHH peaKli NPY KIMHUYHH NPOYYBaHUsA ¢4 JOKIaJBaHH YCCTO
(>1/100 10 <1/10) npu DALIMEHTH JEKYBAHU ¢ MOHTEIYKACT ¢ MO-roJIAMa YeCTOTa OTKOJIKOTO IIPH Ma-
LIUEHTHTE JIEKYBaHHM ¢ IU1aledo:

Ts10TO KAaTO LAJIO 6oska B KopeMa

CroMalrHo-4YpeBHH Hapy-
IEHHS

Hapyuienus Ha HepBHata | rjlaBodosue rnaBodonue

CUCTEMA




IIpy MpoAB/KUTEIHO JIeYEHHE, NMPH KIMHUYHH MIPOYYBaHHUA C OrpaHd4eH Opod MaLMeHTH 3a NICPHUOJ
IO 2 TOAHHHU 3a BE3PACTHH M 33 nepuo 1o 12 mecena 3a neAMaTpuuHy NasueHTH ot 6 10 14-roauinHa
BBb3pacT, OpodWIbT Ha OE30N1aCHOCT HEe CE IPOMEHS.

O606meHo, 502 neguaTpUYHHA MALMEHTH OT 2 10 5 rOAUHM ¢a NEKyBaHH ¢ MOHTEITYKACT 3a Hal-MajKo
3 Mecena, 338 3a 6 Meceua UM nmoseve U 534 nauueHTH 3a 12 Meceua wiM noseve. [Ipu nmpoanbmxu-
TEJIHO JIeYeHHe, NpodUIBT Ha 6€30MACHOCT HE Ce MPOMEHA IPH TE3H MAaLEHTH.

CneagHuTe HEXeJTaHH peaKli Ca NJOKJIaABaHH IIPH NOCT-MApKCTHHIOBaTa ynmpeﬁa:

Hapywenuana kpbema u aumnama cucmema: TNOBULIEHA CKIIOHHOCT KbM KbPBEHE

Hapyuwenus na umynnama cucmema: PpPeakUUMH Ha CBPbXUYBCTBUTEIHOCT, BKIIOUMTEIIHO aHa(hUIaK-
CHA, €03HHODIIHA MHQUITpALKA Ha YepHHUA Jpod

Hcuxuynu napywenysi: HeoOMYAHHH CbHHUILA, BIJIFOYUTEIHO KOIIMApH, XaJloUWHALWH, Oe3ChHHME,
pa3ApasHUTETHOCT, 6€3NOKONCTBO, Bb30YAa, BKIIIOUUTEITHO arpeCUBHO MOBEICHUE

HQRWEHHH HA HepeHama cucmemda. 3aMadHOCT, CBHIIHUBOCT, HﬂpEGTQSHH/KHHGBCTGBHH, IIpHUITIAdBLH

Copoeunu napyuwienus. NaITUTALHA

CH’IOM&IHHG-‘IPEBH U HApyulesusd. J1Hapiia, CyxXoTa B yctarta, JUCHCIICHA, I'a/ICHC, ITOBPBHIAHC

Xenamo-buruapnu napyutenust: yBENAYEHU HUBA Ha cepyMHUTe TpancamuHasu (AJIAT, ACAT),
XOJIECTATHYECH XCIaTUT

Hapywenus na kojcama u nooxoicHama myKaH: aHTHOE[EM, KpbBOHACAAaHe, YPTHKapHs, cbpOex,
o0OpuB

Hapyuienus H@ MYCKVAHO-CKeAemMHAMA CUcCmema 4 CheOuHumeiama muvKay: aprpairusd, MHaITHA,
MYCKYJIHH KpaMIIy

Obwu Hapyuerus U epexmu Ha MACNOMO HA NPURONCEHUE: aCTEHUA/YMOpa, HEPA3IOIOKEHH, OTOK.
HMma cpobiieHHs 3a MHOTO peJKH ¢Jiyuyad Ha cHHApoMa Ha Churg-Strauss (CSS), no Bpeme Ha jeueHue
¢ MOHTEJTYKAcT NpH aCTMATUYHHU MMAUUEHTH (BX. TO4Ka 4.4).

4.9 IIpenosupane

HsMa cnenupduuna uaGopMaliys 3a JISUCHHE TIPH Npejo3upaHe Ha MOHTENyKacT. Ilpu npoyuBanus 3a
XPOHHYHA acTMa, MOHTEJIYKACT € MpUiaraH Ha BB3PAaCcTHH NalMeHTH B 103U Ac 200 mg/aHeBHO B Npo-
NbJDKEHKE Ha 22 CeIMULH, a IPH KPaTKOCPOUHH npoy4Banus — 10 900 mg/qHeBHO 3a NpUOITHU3NTEIHO
eJHa ceqMHMIia, 63 KITHHHYHO 3HAYMMH HEXE/IaHH peaKiIvy.

ChLIeCTBYBAT CHOOIICHHUS 32 OCTPO MpEIO3UpaHe MO BpeMe HA NMOCT-MAapKETUHIOBHA MEPHOJ U KITH-
HUYHM [IPOYUBaHUA ¢ MOHTENYKACT. T¢ BIUIIOYWBAT AOKAAAM 32 Bb3PaCTHHU U Jena ¢ ao3u ao 1000 mg

(npubnusutento 61 mg/kg npu 42-meceuna Buipact). KiunMyaHMTe U nabopaTopHO HabOMOAaBaHH
HaxOJKH ca B CHOTBETCTBHE ¢ NMpodHIa Ha 0€30NMacHOCT HpPH BB3PACTHH U NEAMATPHYHM nanueHTu. B

THBHOCT.

He e M3BecTHO 1aTu MOHTENYKACT C€ IMAJIU3UPa upe3 NEPUTOHSATHA WITH XEMOH




s. PAPMAKOJOTHYHH CBOUCTBA

5.1 PapMakoAHHAMHYHHE CBOHCTBA

dapmakoTepaneBTHYHA TPyna: AHTHACTMATHYHH CPEACTBA 33 CHCTEMHO NPUIOKEHHE, AHTarOHUCTH
Ha JIeBKOTPHEHOBHA pELETITOP.
ATC koa: RO3D CO3

MexaHHCEM HA JeHCTBHE

Acmuma

[ucrenun-neskorpuennte (LTC4, LTD4, LTE4) ca MOIHH BB3NAJIMTEIHH €HMKO3aHOMIH, OCBOOOXK-
AABAaHH OT PA3THYHM KJIETKH, BKIIFOYUTEIIHO MACTOLUTH U €O3UHOQIITH.

Te3n BaKHHM NpO-acTMATHYHH MEJUATOPU C€ CBBP3BAT ¢ LUCTeHWI-1eBKOTpUeHOBH (CysLT) peuen-
TOPH, KOUTO C€ HAMHPAT BbB BB3JyXOHOCHHTE IBTHIA HA YOBEKA M NPEAMIBUKBAT B TAX JACHHOCTH
KaTo OPOHXOKOHCTPHKIMSA, TMTABUYHA CEKPELs, ChOBa MPOITYCKIHBOCT U €03MHO(HIHO BLBIIHYaHE

Cesonen anepeuyen purnum (Eonux 10 mg purmupanu mabremxxu)
Luctenmn-neskotpuedute (LTC4, LTD4, LTE4) ca MOIHK BB3NATHTEIHA €UKO3aHOMH, OCBOOOXK-

NAaBaHM OT Pa3/IMYHH KIETKH, BKJTIOUHMTE/IHO MACTOLIMTH H €03MHOMHIIH. Te3H BaXXKHH NPO-aCTMATHYHH
MEAMATOPH ce CBBP3BaT ¢ LucTeHWI-NeBKOTpHeHOBH (CysLT) peunerrropu. Tun-1 CysLT (CysLT1)
PELENTOPHT € HAMHpAa BbB BB3JYXOHOCHWTE IBTHIIA HA YOBEKA (BKIIIOYHMTEIHO TJiaJKOMYCKYITHH
KJIETKH U Makpodard) ¥ Apyrd mpouHQpIaMaTopHHu KIeTKH (BKIFOYHTETHO €O3HHO(PUIH H OTIPEACTICHH
MHETOUIHN cTBOIOBH KieTku). Liucrenun-neskorpuenure (CysL.T) ca cBbp3aHM ¢ MaTO(QH3UONOTHA-
Ta Ha acTMaTra W anepruuaus puHUT. [Ipu acT™Ma, MeIHHpaHUTE OT JICBKOTPUEHH €(PEKTH BKIIIOYBAT
OPOHXOKOHCTPHKLMS, JINIABUYHA CEKPELMA, CBJOBA MPOMYCKIMBOCT M €O3MHOGHIHO BbBIH4aHe. [Ipu
afieprM4HKs PUHHT, LMcTenmw-ieskoTpueHure (CysLT) ce ocBoboxaaBaT OT HOCHATA JIMTABHLIA CIICH
H31araHe Ha ajiepreH, Mo BpeMe KaKTO Ha paHHO-$a30BUTE, TaKa U HA KECHO-()A30BHUTE PEAKLIMM M Ca
CBBP3aHH CBC CHMNTOMH Ha aJepruyHHs pUHMT. JIeMOHCTPHPAHO € YBEJIUHEHO CHIIPOTHBICHHME Ha
HOCHMUTE ITHTHMILA U CUMITTOMHTE Ha HOCHa OOCTPYKLMA [IPH UHTPAHA3AIHA NIPOBOKALIMA ¢ LHUCTSHUI-
JIEBKOTPHUECHHU,

MOHTESIYKAcT € NEPOPATHO aKTHBHO BELIECTBO, KOETO €€ CBBP3Ba C BUCOK aQMHHUTET M CEJIEKTHBHOCT
¢ CysLT] peuentopa.

KJAnHAYHEH OpOoyYBAHAS

Acmma

B KJIMHHUYHM H3MUTBAHHA, MOHTEJIYKACT HHXHOUpa OPOHXOKOHCTPUKUHMATA, Ib/DKAMA ¢¢ HAa MHXAIH-
paH LTD4 npu 1034 no-HUCKH OT 5 mg. bpoHxoaunarauus ce HabmoaBa B paMKHTE Ha /iBa 4aca OT
nepopanHus pueM. BpoHxoaunaTauusaTa, NpeJIU3BHKaHa OT [3-arOHUCTH € aAUTHUBHA KbM Ta3H Ipe-
AM3BUKAHA OT MOHTEJIYKAcT. JIedeHMEeTe ¢ MOHTEIYKAcT IOBJIHABA KAaKTO paHHATa, Taka ¥ KbCHATa
da3a Ha GPOHXOKOHCTPHUKLIMATA, AB/DKALLA €€ Ha aHTHUIeHHA 3aMyiaxa. MOHTenyKacT, CpaBHEH C Ila-
ne6o, HaMansABa co3MHOpHAMTE B nepudepHaTa KPbB Ha BB3PacTHH M NeIUATPUYHH NMAaLKCHTH. B
OTIENTHO MPOYYBAHE, JICYEHHETO ¢ MOHTENYKACT 3HAYUMO HAMasisBa CO3UHOPMINTE BHB BB3yXOHOC-
HUTE MTHTUILR (M3MEPEHO B XpauKara) H B nepuepHaTa KpbB, KaTo NoAoOpABa KIKHMYHHA KOHTPOJ
Ha acTMarTa.

3.2 PapmMakOKHHETHYHH CBOHCTBA

AbcopbOLmys
Cnez nepopaiHO MPHIMKEHHEe MOHTENYKAcT ce abcopbupa 6bp3o. CpenHaTa NUKOB -
uenTpauus (Cpay) 38 punmHpanute Tabnetky ot 10 mg ce aoctura 3a Tpy Yaca (Tiax) ’3;; Q /- |
HUE Ha [1aJHO NpU Be3pacTHH. CpeaHaTa nepopaiiHa OMOHATHYHOCT € 64%. Hepopanﬂgi’r ﬁfmm?&i/f’
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HOCT M Cpp,« HE C€ MOBNUABAT OT CTAHZAPTHOTO XpaHeHe. be3onmacnocTra M edHKacHOCTTA €A JEMOHC-
TPUPaAHU NpH KIHHUYHHK [IPpOYYRAHKA, IMpU KOUTO 10 mg duiamupaHu TabAeTKH ¢a NpUiaraHu He3aBu-
CHUMO OT BpeMeTO Ha [T0eMaHe Ha XpaHa.

C TabneTkure 3a apBuUeHe oT 5 mg, Cpa C€ AOCTHra JABa 4aca cljie/l NpUlioKeHHE TIPU BBE3PACTHH Ha
rnagHo. CpeaHara nepopanHa duoHanmuyHocT € 73% M ce HamasnaBa 10 63% npH CTaHAapTHO XpaHe-
HE.

Cnen npunoxeHue Ha TabneTka 3a AbBYEHE OT 4 mg HA NMEeAUATPHYHH MaLKeHTH OT 2 A0 S5-ToAHIIHA
BB3pacT Ha r1agHo, Cpay €€ J0CTHrA 2 Yaca cieq npuiioxkeHueTo. CpeaHarta Cp,, € 66% no-Brcoka
10Kato cpegHata Cpin € [10-HHCKA NIPH BB3pacTHH, 1n1ofydaBanu 10 mg tabnerku.

PaznpeaeiaeHue
MoHTenykacT ce cBbp3Ba ¢ noBede ot 99% ot mnasMeHure nporenHU. O0eMbT Ha pasnpeac/ieHHE Ha

MOHTEYKACT [PH PAaBHOBECHO CBHCTOSHHE € cpenHo 8-11 murpa. IIpoyuBanua npu niIsXose ¢ pagyo-
aKTHUBHO OeJif3aH MOHTeJIYKacT IIOKa3BaT MHHUMAJTHO NMPEMHUHABaHE NP3 KpbBHO-MO3buHATA Oaphe-
pa. OcBeH TOBa, KOHUEHTPAlMUTE Ha paJHOAKTHBHO Oensa3aH MaTepuain 24 yaca cied go3aTa ca MH-
HUMAJIHU BbB BCHYKH IPYTrH ThKaHHU.

buorpaHchopmarus
MoHTenykacT ce Metabonuznpa B rojigMa cTeIleH. B poyyBaHusa ¢ TEpaneBTUMHH 03U, IIA3MEHUTE
KOHLIEHTpallMd HAa MCTaOONHUTUTE Ha MOHTCIYKACT ¢a HEU3MEPUMM TPU PABHOBECHO CHCTOAHHE IPH

BL3PACTHH U JCLa.

In vitro ipoyuBaHHs, TIPH KOUTO €a M3IOA3BAHU YOBCIIKH YEPHOAPOOHU MHKPO30MH, MOKA3BaT, Ye B
MeTaboIM3Ma Ha MOHTETYKACT ca BKMOYeHH uproxpoMu P450 3A4, 2A6 u 2C9. bazupaiiku ce Ha No-
HATATBIIHU in Vifro pe3yJTaTd B YOBEUIKH YEPHOAPOOHA MHMKpPO30OMH, TEpANCBTUYHHTE [UIa3MEHH
KOHIICHTPAlIMH Ha MOHTEJIYKAcT HE MOTUCKAT UUTOXpoMH P450 3A4, 2C9, 1A2, 2A6, 2C19 unu 2D6.
[TpuHOCHT Ha MeTabOIMTHTE HA MOHTENIYKACT KbM TCPaNeBTUMHHA €(eKT &€ MUHHMAJIECH.

EnuMmunupane
[Tpu 3apaBu BB3PACTHH IUIA3MEHUAT KIMPHHC HA MOHTEIYKACT € cpexHO 435 ml/min.

Caen nepopaliHa 103a Ha paguOakTUBHO Oensd3an MOHTETyKacT, 86% OT paguoakTUBHOCTTa € OTKPMTa
BbB (hekanuuTe MacH ¢ AaBHOCT 5 nHHM U <0,2% B ypunara. To3u ¢axr 3acaHO ¢ ONpeaeneHaTa 3a
MOHTEJIYKACT nepopaiHa GHOHATUYHOCT, [10Ka3Ba, Y€ MOHTEIIYKAaCT U HEFOBUTE METADOIHTH CE E€KCK-
peTHpa MOYTH H3KTMOUYHTEIHO OT XITBMKATa.

Xapaxmepru ocobenocmu Ha nayuenma

He e HeoOxoaumo cboOpa3siBaHe Ha AO3ZUPOBKATA 33 MALHMEHTH B CTapuecKa BH3PAcT WIH NICKa A0
yMepeHa YepHoApoOHa HeaoCcTaThYHOCT. He ca npoBekAaHM NMpoy4YBaHWs NpH NAaUUEHTH ¢ Ob0peuHn
yBpeXAaHuA. 1bH KATO MOHTENYKACT U HErOBHUTE MeTa0OJIMTH ce eIMMHUHMpAT YPE3 MUThYKATa, He ¢
HeoOXoAUMO ¢bOOpa3gBaHe Ha JO3UPOBKATa NP NMalHUEHTH ¢ OBOpedHo yBpexaaHe. HaMa KIHHHYHA
JaHHH 33 (apMaKOKHMHETHKAaTa Ha MOHTEIYKACT IMPHU MALUMEHTH ¢ TeKKa 4epHOApOOHA HeIOoCTaThy-
HocT (Child-Pugh ckop >9).

[Tpu Bucoku go3u MoHTemykacT (20- 1 60-mbTH Haj NpenoppuUBaHATA A03a NPHU BB3PACTHH), C& Hab-
NK0/laBa HaMaJICHHE B TUTA3MEHUTE KOHLUCHTpauuyd Ha TeounuH. To3m edekt He ¢ HAONOaaBaH NpH
npenopeyuBaHara 103a ot 10 mg BeIHBK AHEBHO.

5.3 [IpenkJIAHBYHE JAHHH 32 6€30HaCHOCT ,ﬁ:HI M;; 7 ‘\
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B npoyuBaHus npy >KUBOTHHU 38 TOKCHYHOCTTA Ha JICKAPCTBEHHA IIPOAYKT Ca
MaJIHH MPOMEHH B CEpyMHUTe HUBA Ha ALT, rimoko3ara, ¢ocdopa u Tpuriyuep

MHTECTUHAIIHH CUMITTOMH, pPeJKU M3NpaKHCHHUS K HoHeH aucbanasc. Tesn cnmnﬁh\ﬁb\ H2
HU TpU 4034 17 MBTH NO-BUCOKU OT KNMMHAYHUTe. [Ipy MaliMyHH, HEXKETAHUTE JIEKAPRCTAEE

ca Bb3HHMKBaM MpH 1034 oT 150 mg/kg/nuesHo (>232 meTH no-ronsaMa x03a oT KJ'[HHH‘IPE‘E\&’J)A 51“‘



[Ipu nipoy4yBaHHS MPH KUBOTHH, MOHTEIYKACT HE € OKas3al eekT BbpXY (hepTUIUTETa WK PENMPOAYK-
TUBHHTE BB3MOXKHOCTHU NPH A032 HAAXBHPILALA KIWHHYHATA C MMOBEYe OT 24 nbTH. B npoy4usane ¢
IUTEXOBE 3a (PepTHIIHOCTTA € HAOMIDAaBaHO JIEKO HaMaJIgBaHe Ha TerioTo npu ao3a 200 mg/kg/auesno
(>69 meTH KIMHHYHATA A03a). B npoyyBaHMs cbe 3aMlUM ¢ HaOMOAaBaHa MO-BHCOKA 4€CTOTA HA He-
MbJHa oCHOUKAIIMA B CpaBHEHUE CBHC CHOTBETHM KOHTPOJIMPAHU >KUBOTHHU NPH TIPHIOKEHHWE Ha 1034
>24 mpTH Haa KIMHUYHATa. He ca HabGnrogaBaHn anoMallMM pH IUTbXoBe. MOHTENYKAcT MpeMUHaBa
npes [UIaneHTapHaTa Oapuepa U C€ eKCKpeTHPa B KbpMaTa NMpH >KUBOTHH.

CMBPT HE HACTBIIBA IIPH €JHOKpPATEH NEpopalicH NPUEM Ha MOHTEIYKACT HaTpuit B 03U A0 5000
mg/kg npu MHLKH U TwrbxoBe (15 000 mg/m” 1 30 000 mg/m’ npyu MUIIKK U ILTBXOBE,
PECIIEKTUBHO) MAaKCUMAJIHO U3MMTaHa 1034. 1a3u J103a € eKkBuBajicHTa Ha 25 000 mbTH npernopbuBaHa-
Ta JHEBHA 034 MPH BL3pacTHH (ONpe/iesieHa IPH Bh3pacTHH MaiyeHTu ¢ teryio 50 kg).

YCTaHOBEHO €, He MOHTEJIYKACT He € (POTOTOKCUUEH MpH MUIukH 3a Y BA, YBbB nnu nwunre ot BHau-
MU CEKTHP Npu o3 10 500 mg/kg/nHeBHO (pubauzuTeno >200 NbTH Haa KITMHUYHATA A034).

MOHTeTyKacT He € MYTarcHEH B i7 Vitro v in vivo U3NWTBAHUATA, HUTO TYMOPOT€HEH MPH IPU3ayH.

6. OAPMAILEBTHYHH TAHHHU

6.1 CHORCBK HA IOMOIOHHTE BeIIeCcTBA
4 mg u 5 mg mabaemxu 3a OveueHe:

MukpokpucTaida uenyioza (E 4601)
Manwron (E 421)

KpocrnioeunioH (turm B)

YepeeH xeneseH okena (E172)
Xuapoxcunponwineaynosa (E 463)
Hunarpues eaetat (E 385)

ApoMaT Ha yepelia

Acnaptam (E 951)

Tank (E 553b)

Marnesues creapat (E 57211)

10 mg puamuparna mabnemxa:
MukpoxpuctanHa uenyio3sa (E 4601)
JlakTo3a MOHOXUApAT
KpockapMenosa HaTpuid
HNunatpues eaetaT (E 383)
Maruesues cteapar (E 572i1)
XunpoMmenosa (E 464)
Xuapokcunponuiuenynosa (E 463)
Turauos auokeun (E171)

Xenesen okcun, ket (E172)
Kenesen okcun, yepbex (E172)

6.2 HechbBMECTHMOCTH
Henpunosxkumo.
6.3 Cpok Ha rogaocT

24 Mecena



6.4 Cnenda/HR YOJIOBHS HA CLXPAHEHHE

TabneTky 3a ApBUeHE: a ce cbXpaHABaA B OpHTHHAJIHATA OITAKOBKA, 3a [a CE MpeAnas3y OT CBETIHHA.
Ounmupany TabaeTKW: TO3M JIEKApCTBEH NIPOAYKT HE U3UCKBA HUKAKBH CMNCIIMATIHH YCIOBHA HA CHX-
paHeHHE.

6.5 JIaHHH 32 ONAKOBKATA

4 mg u 5 mg mabaemxu 3a oveuene u 10 mg pwimupanu mabaemsu

TabneTkure ca ONAaKOBAHH B ATyMHHH/ anyMyuHUH OucTepH, cbabpxamu 30 Tabnerku.

6.6 CoenEANHH NpeNHa3HA MEPKH NPH H3XBbLPIAAHE

HsamMa crieliManHl H3UCKBaHUS

7. MNMPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEDBA
Gedeon Richter Plc.
1103 Budapest,

Gyomrdi ut 19-21.
YHrapus

8. HOMEP/A HA PAZPEIHIEHUETO 3A YIIOTPEBA

{Jla ce NOIrbJIHH ChITIACHO HALIMOHAJIHUTE U3UCKBAHHA |

9. JMATA HA IBPBOTO PASPEIIABAHE/INIOJHOBABAHE HA PASPEHLIEHHUETO
3A YIIOTPEDBA

{J]a ce MONBJIHK CHIJIACHO HAMOHAJIHUTE U3UCKBAHMS |

10. JNATA HA AKTYAJIU3UPAHE HA TEKCTA




