KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. MME HA JEKAPCTBEHHS MPOXYKT NTHITHUTENHA ATEHUNA N0 NEKAPCTBATA |
Kpamea xaparmepuciiua wa npogyxma - Mpuacmonye

3uprek 10 mg ¢punMupanu TadieTku
Zyrtec 10 mg film-coated tablets

2, KAYECTBEH H KOJHYECTBEH CbCTAB

Beaxka punmupaHa Tabnerka cpabpxa 10 mg neTHpU3HHOB AUXUApoXiIopua (cetirizine
dihydrochloride)

[ToMOLIHH BeleCTBA ¢ H3BECTHO AeicTHE: egHa GHAMKMpaHa TabneTka chanpxa 66,40 mg nakro3a
MOHOXHAPAT.

3a MbJIHHA CITHCHK Ha MOMOLIHMTE BEIECTBA BHOKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

OunMHpaHH TabNeTKH

benu, npoabarosaTH QWIMHpaHy TabAETKH C AenHTETHA YepTa # 03HaYeHHE Y-Y
Tabnerkara Moxe na O pazaeseHa Ha JBe PaBHH HO3H.

4. KJ/IHHHYHH JAHHH

4.1 TepaneBTHYHM NOKAAHMUS

LlerupuznHoB auxuapoxnopua 10 mg dunmupanu TabieTkH ca Noka3aHd NMpH Bb3PACTHH U ICLA Ha
BB3pacT HA K HaA 6 rOOvHH:

- 33 00JIEKUEHHE Ha HA3ANTHUTE 4 OYHH CUMITTOMHM HAa CE30HEH H LIENOTrOAHINEH AJICPrH4cCH

PHHHT.
- 3a 06NeKYeHHe Ha CHMITTOMUTE Ha XPOHHYHA HAHONATHYHA YPTHKAPHA.

4.2 Jo3HpoBKA H HATHH HR IPHJACKEHHE

EDSHmBK&

10 mg BenHbvx AHeBHO {1 Tabnerka).

CrenyanHy nonyaalUuy
Cmapuecka gv3pacm

JTaHHMTE He npeAnojiaraT HaMaJIfBaHE Ha A03aTa {IPpH NALMEHTH B CTApYecKa BB3PACT, NPH YCIOBUE
ye ObOpeuHaTa PyHKIMA € HOpMaNHa.

bvbpeuno yapexcoane

HaMa naHHH, KOUTO 1a NOKYMEHTHPAT ChbOTHOMIEHHETO ePpHKacHOCT/6e30M1aCHOCT NMPYU NALMEHTH ¢
01LOpeuHo HapyueHue. 1leTupU3uH ce eTUMHHKpPa OCHOBHO Npe3 dn0perTe (Bk. TOUKA 5.2) M B
CiTy4al, 4e HAMa Jpyro Bh3MOXKHO IeYEHHEe, MHTEPBANLT Ha npyueMane TpadBa aa ce
HHAMBHAYATH3IUPA B 3aBHCHMOCT OT ObOpeuHara ¢pyHkuMs. Manonspaiire npunoxeHara no-10ay
Tabsnua 3a aganTupaHe Ha A03aTa.




AanTHpaHe Ha 403aTa NpH BB3PaCTHH ¢ HapylleHa 6p6pevHa GyHKIHA

[TpubnusuTenHa CKOPOCT Ha

I'pyna rnomepynHa ¢pwrrpauni (eGFR)  /lo3a ¥ YecToTa Ha MpHiaraHe
(ml/min)

Hopmanua 616peuna pyHkins 290 10 mg BeAHBX AHEBHO
Jlexo HapyuieHa O61b0peyHa 60 — <90 10 mg BeAHBXK AHEBHO

QyHKLMA

YMepeHo HapylleHa 30 - <60 5 mg BEeJHBK AHEBHO
Ob6peyHa QyHKIHA

Texko HapyuieHa Onbpeyna | 15 - <30 e u3KCKBALIIO AHANH3A 5 mg BeAHbXK HA 2 NHU

yHKLNS

Kpaen craaui Ha 6u6peuHo

3abonnpaHe < 15 U3UCKBALLO AHATH3A NPOTHUBOMOKA3HO
Ueprodpobro yepeacoare

He ce Hanara ananrupaHe Ha Jo3ara TPy NauHeHTH CaMo ¢ 4epHOApOoOHO yBpexaane. [Ipu nauneHTH
¢ uepHopobHO U HBLOPEUHO YBpekaaHe ce NPENnopHYBa MPOMAHA Ha A03aTa (BXK. no-rope bubpeyHo

YBpEXKIAHE ).

ITeouampuuna nonynayus

Tabnernara ¢opMa He TpabBa Ja ce M3NOA3Ba NMPH Jielia Ha BB3pacT Noj 6 roaMHU, ThH KaTto HeE €
BBE3MOXHO AANTUPAHE HA A03aTa.

Heua Ha Bb3pacT oT 6 10 12 roguHM: 5 mg ABa ITbTH AHEBHO (OMORUH TabneTka ABA NHTHA JHEBHO).

IOHowm Ha BB3pacT 12 roauun u noseve: 10 mg senunxk aHeBHo (1 Tabnerka).

[lpy neavaTpuunu nauueHTH ¢ 6B0peyHo yBpexane, Ao3ara TpaOBa Aa ce aganTHpa HHAKBHUAYATHO
B 3aBHCUMOCT OT OBOpeUHHS KITHPLHC, BB3PACTTA H TEJICCHATA MACca HA NalHeHTa.

HauHH Ha NpHAOKEHUE
TabneTkure TpAOBa A2 ce NONTBINAT € AOCTATHYHO KOJHMYECTBO TEYHOCT (HAIp. €QHa Yaria).

4.3 IIporHBOMOKA3IAHHA

CBpbX4yYBCTBUTEIHOCT KbM AKTHBHOTO BELECTBO, KbM HAKOE OT MOMOLIHHUTE BEUIECTBA, H30POEHH B
TO4YKa 0.1, KBM XHAPOKCH3IUH WIH KM [MHOCPAIHHOBH ITPOH3BOIHH.

[TaumerTH kpakiHa creneH Ha On0pedHo 3abomaBade n ¢GFR (npubnu3uTenna ckopocT Ha
rnoMepynHa puntpauus) nox 15 mi/min.

4.4 CroenHalHH OpeIYIPEXACHHE H NPeANasHu MepPKR Nps ynortpeba

B TepaneBTHYHM 103U He ca HAOMIOAaBAHYU KIKHHYHO 3HAYHMH B3aUMOIEHCTBHA C ankoxon {1pH
KOHLIEHTpAaIlHs Ha aJKoXoJ B KpeBTa (0,5 g/1). Bhrpexu Topa ce npenopp4Ba NOBUINEHO BHAMAaHHE NIPH
€QHOBpEMEHHaTa ynoTpeda Ha aakoxoJ.

[Ipernoprusa ¢€ NOBHIIEHO BHAMAHME NPH NALHEHTH C Npeapasnonaraui GakTopy KbM 3aIPBKKa Ha
YpHHA (Hanp. yBpexaaHe Ha rpbOHaYHud cTbN0, XHNEpIUIa3ud Ha MPOCTaTa), Thil KaTo LHETHPH3UH
MOX€E 12 YBEAMYH PHCKA OT 33APbXKKa Ha YPHHA.

[Ipenopbusa c¢ NOBUIICHO BHUMAHHKE NPU NIALMEHTH ¢ SMWIENCUA W PHCK OT MPHIAABLIH.

OTroBOPLT KbM TECTOBRETE 32 KOXXHH aJIeprui ¢€ HHXHOMPAT OT AHTHXUCTAMHHHTE U € He0OX0IUM
NEPHOA HA W3ITUCTBAHE (3 AHHW) MpeAH TIXHOTO MPOBEXKAAHE.




[TauHeHTHTE ¢ PSAKH HacISACTBEHH NpodIeMH Ha HENOHOCHMOCT KhM ManakTo3a, IThJICH JIaKTa3eH
NeHUIIUT WIH IIIIOKO030-rajlakTo3Ha Manabcopbuua He TpabBa aa nprHeMaT TOBa JEKapCTBO,

Morar ja ce NoABAT NPYPATYC U / WIH YPTUKAPHUS, KOraTo ¢¢ CIpe LUETHPHIUH, JOPH aKO TEe3H
CHMIITOMH HE €3 CBILECTBYBAJIM [IPEAH 3aM0YBaHE Ha ICUCHHETO. B HAKOH CITyuaH, CHMITTOMHTE
MOTaT Jia ObAaT H3pa3eHHd H MOXE 11a C€ HalokKH NOAHOBABAHE Ha nevyeHueTo. CHMOTomure OU
TPAOGBAIO Ja OTMHHAT KOTaToO C€ NTOAHOBH NEYEHHETO.

lleanaTpuyya nonyaauus
He ce npenoppuBa npiwioxeHHeTo Ha TabaeTHara ¢dopma MpH ACLA HA Bb3pacT Mo 6 rOAMHH BB3PacT,

Th#l KaTO HE € Pb3MOXHO TOYHO afanTHpaHe Ha Ao3aTa. [IpenopbyBa ce NPUWIOKEHHE HA NEAHATPHIHA
¢opMa Ha HETHPU3HH.

4.5 BiaumoaelicrBHe ¢ ZPYIH NeKAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3auMoaeHCcTBHE

[Topaau npoduna Ha GpapMaAKOKHHETHKA, (PapMaKOAUHAMMKA W HOHOCHMOCT Ha LETHPH3UH HE Ce
OYaKBa B3aHMOIEHCTBYE C TO3H GHTUXHCTAMHH. BChbIHOCT HUTO $PapMaKOOUHAMHYHH, HUTO 3HAYHMH
hapMakOKHHETHYHH B3aUMOIEHCTEMA Cca CHODILIEHH 32 NPOBEICHUTE MEXKAYEKapCTBEHH
B3aUMoeficTBuA, 0c00eno ¢ ncepaoedenpuH win reodunut (400 mg aHEBHO).

CreneHra Ha abcopbLMA HA USTHPH3HH HE CE€ MPOMEHA OT XpaHaTa, BhiIPEKH Y€ CKOPOCTTa Ha
abcopb1Ma € HaManeHa.

[Ipn YyBCTBHTENHM NALMEHTH, €AHOBpEMEHHATa yrioTpeda ¢ ankoxon Wi apyru aenpecadTi Ha LIHC
MO’KE a2 MPUYHHH AOITHLIHUTEIHO MOHHKABAHE HA BHUMAHHETO U JIa HapYLIH M3ITBIIHCHHETO Ha
neHOCTHTE, BBIPEKH Y€ LETUPU3UH He 3acunBa edekta Ha ankoxona (0,5 g/l koHueHTpauus B

KPBBTa).
4.6 @eprTHANTET, 6pEMEHHOCT H KBPMEHE

BpeMeHHOCT

JlaHHHTE 3a LeTHPU3HH, CEOpaHH MPOCNCKTHBHO 32 Kpad HA OpEMEHHOCTTA HE NOKA3BaT [MOTEHUHATHH
MandopManuy HiH pero/eMOpHOHANHA TOKCHYHOCT HaJ oDuYalinuTe HUBA.

H3nuTBaHMATA NPH XHBOTHH HE MOKA3BAT NPAKO WIH HENPAKO BpelHO Bb3ACHCTBUE BbpXY
OpeMeHHOCTTa, eMOPHOHATHOTO/QETANHOTO PA3BHTHE, PAXKAAHETO HIH NOCTHATANTHOTO PAa3BUTHE.
[IpennncpaHeTo Ha OpeMEHHH XKeHH TpadBa aa OBae ¢ NOBHIICHO BHUMAHHME.

KLpMeHe

lleTupusuH npeMHHaBa B KbpMaTa. He MOXe [a ce H3KIIIOUH PHCKBT OT NOABA HAa HEXE/TaHH peaKlHu
npH KbpMauera.

LleTHpy3HH Ce eKCKPETHPA B YOBEILKATA KbPMa B KOHLCHTpALMH, npeacTaBnasanM 25% no 90% ot
TE€3H, HIMEPEHHU B M1a3MATa B 3aBUCHMOCT OT BpEMETO Ha npobarta ciel NPUIOKEHUETO. 3aToBa,
NpeANACBAHETO HA KbPMEIIH XeHHU Tpa0Ba ga Obpje ¢ NOBUILICHO BHUMaHUE.

QepTUIHTET
Hanuunu ca orpaHMyeHH JaHHH 332 QEpPTWIHTETA MPH YOBCKA, HO HE Ca OTKPUTH PHCKOBE 3a
OezonacHocTTa. JIaHHHTE OT XHMBOTHH HE TMOKa3BaT PHUCK 3a 0€30MacHOCTTa NPH YOBELIKATA

pPenpoOAyKLHS.

4.7 EdexTH BbpXY CriocoGHOCTTA 38 INoPupane H padoTa ¢ MAIIMHY

OOeKTHBHHTE W3C/ICABAHHA BBPXY CNOCOOHOCTTA 328 WIOQHpaHE, NATEHTHOCTTa Ha ChHA H
ICHXOMOTOPHATA aKTHBHOCT, HE Ca MOKa3alu KIMHHYHO 3HaYMMHU e(peKTH NpH Npenopb4YBaHaTa K03a
or 10 mg. Berpeky ToBa,ALIMEHTUTE, KOMTO M3IIMTAT CBHIHBOCT, He TpAOBa Aa modupar, aa
W3BBLPIIBAT NOTCHUHAIHO ONACHHM ACHHOCTH WIM A3 paboTaT ¢ MalIMHU. Te He TpaOBa ia NpeBHIIIABAT
NpenopbYuBaHaTa /1034 ¥ Ja UMaT npeaBuj eeKTa Ha JISKapCcTBOTO.




4.8 HexensHu JeKapCTBEHH PeAKIHH

KnrHUYHUE U3INUTBAHUS
o Obwa unpopmayus

KnHHHYHUTE U3NUTBAHYSA MOKA3BAT, Y€ LETHPH3HH B IIPENOPBUYBAHUTE A03H, IPUHHHABA JICKH
HEeXXEaHU NIeKapCcTBeHH peakiuu Bhpxy LIHC, BumiouBaniy COMHOIEHTHOCT, YMOPA, 3aMasHOCT U
rnapobonue. B HAKOH caydan ce HabnoaaBa mapagoKcanHo cTuMynupase Ha [THC.

Bbnpexku de LIETHPU3HMH € CEJIEKTHBEH aHTArOHHCT Ha nepH@epHrTe Hi-peLlienTopyu ¥ He NpHUTeKaBa
3HAYHTEIHA AaHTHXOJHHEPTHYHA AKTHBHOCT, ChOOIEHH ¢a OTACNHH CTy49aH Ha MHKIIMOHHH
3aTPYRHEHHSA, HAPYLIEHHUA B AKOMOJALMATA HAa OYHTE ¥ CYXOTa B YCTATA.

JloknaaBaHH ¢a OTIENHK CIyYal Ha HapyLleHa YepHOAPoOHa PYHKUMA C MOBUINEHH CTOMHOCTH HA
YepHOIPOOHHTE €H3UMH, IPHAPYKEHM OT NOBHIIABaHe Ha OHMMpyOuHa. B noBeveTo coyyawu ToBa ce
HOPMAIM3HPA CIICH NPEKPaTABAHE [IPHEMA HA NETHPH3HHOB AHXHAPOXJIOPH.

o Cnucwx na H/IP

Iloseue ot 3 200 nauneHTH, NpUEMAINH LETHPH3HH, Ca BIUTIOYEHH B IBONHO-CNENNA KOHTPONKPAHU

KIHHUYHHA U3MHTBAHUA, CPABHABAINM LETHPU3NH ¢ Iauedo WiH APpyrd aHTHXMCTAMHHH B
npenopruBaHara aos3a (10 mg AHEBHO 33 LETHPU3HH), C HAUTHYHHA KONUYECTBEHH JaHHH 33

Oe30nacHoCT.

3a a3 cOOpHaA NonmynauMs ca AOKIaABaHH CACOHHTE HEXENAaHH peaxi[iy npy npwiarane Ha 10 mg
HETHPW3HH B ILT1aLEe00 KOHTPONMHPAHU U3ITHTBAHMA NpH 4ecToTa 1,0% uam noseue:

Hexenana peaxuns Hernpuzun 10 mg ILhanebo
(WHO-ART) (n=3260) {(n=3061)

OO0y HapyuieHus M eeKTH Ha MACTOTO HA NPAIIOXKEHHE
YMopa 1,63 % 0,95 %
HapyiteHus Ha HEpBHATA CUCTEMA
3aMasHOCT 1,10 % 0,98 %
I"'nanobonue 7,42 % 8,07 %
CroMalluHO-YPEeBHHA HAPYLLCHHA
boska B kopeMa 0,98 % 1,08 %
Cyxora B ycrara 2,09 % 0,82 %
["ageHe 1,07 % 1,14 %
[TcnxuyHN HapyLIeHA
COMHONEHTHOCT 9,63 % 5,00 %
PecnuparopHy, rpbaHH U MEJUACTUHAIIHY HAPYINEHHS
DapUHIUT 1,29 % 1,34 %

Bobopexu CTaTHCTHYECKHU NO-TONIIMaTa YECTOTa B CPAaBHEHHE ¢ IUtalie6o, COMHONEHTHOCTTA € Omta
neka 10 yMEpeHa B [1oBedeTo cityuad, O0eKTHBHH H3CICABaHNUA NPH APYTH H3NHWTBAHNA NOKA3BaT, ¢
obuyaliHuTe NEeMHOCTH He ce MIOBJIMABAT B MPENOPBYBAHUTE JHEBHM N03H ITPH 3APABKH MIIAIH

A0OPOBOJILM.

[legnaTpyiHa MONYNALHSA

Hexenanure peakuu ¢ 4ectoTa 1% W noBeuye, NpH Aiela Ha BB3PacT oT 6 Mecena no 12 roamHH,
HaOnmogaBaHy NpH Manedo KOHTPONUPaHH KIIHHWYHY H3NHTBAHHA, Ca:




Hexenann peaxuun Hetapninn 10 mg Ilmanebo
(WHO-ART) (n=1656) (n=1294)

CToMallHO-YPEBHH HapYIIIEHHA
Jnapus 1,0 % 0,6 %
[TcuxMYHU HAPYLIEHHUSA
COMHONEHTHOCT 1,8 % 1,4 %
PecrinpaTopHH, rpbAHY H MEAHACTHHANIHK HApYIIeHHA
Punur 1.4 % 1,1 %
OO1H HapyLIeHHA H eQEeKTH Ha MACTOTO HA TIPHIOKEHHE
YMopa 1,0 % 0,3 %

[TocT-MAPKETHHIOB ONUT

B nonbiHeHHEe KbM HEXeNaHUTE PCaKLIHH, HabmogagaHu 110 BpECME Ha KIIHHNYHHTC H3IIUHTBAHUA H
HBGPOEHH Nno-rope, CAEAHUTE HEXKCIAHH PpCaKUHH ¢a JOKNIAABaHH KaTO IIOCTMapKETHHIOB OIHT.

HexenaHH nekapCTBEHH peakiii ca npeacTaseH ¢brnacHo MedDRA cHCTEMO-0praHHU KI1acoBe H
O OLIEHEHATa YeCTOTa Bb3 OCHOBA HA NMNOCTMAPKETHHIOBHA ONHMT.

YecroTHTe Ca NpeAcTaBeHK KakTo caeapa: MHOro yectu (=>1/10); yectn (>1/100 go <1/10); neyectn
(>1/1 000 no <1/100); peaxu (=1/10 000 mo <1/1 000); muoro peaxn (<1/10 000), c Heu3pecTHA
yecTOTA (OT HATHYHHMTE AAHHHM HE MoxXe Ja 6bAc HallpaBeHa OLICHKA)

e Hapywenus na xpovema u numgbrama cucmema
MHoro penxu: TpOMOOLMTOIIEHHUA

o  Hapywenus na uMynnama cucmema
Peaku: CBpBXYYBCTBUTEIHOCT
MHuoro peaku: aHaQUIaKTHYEH LIOK

o Hapywenus na memaboruzma u XxpaHesemo
C Hen3BeCTHA YECTOTa: MOBULIECH ANETHT

o [lcuxuunu Hapyuienus
HeuecTH: TpEBOXHOCT

Penku: arpecMBHOCT, OOBPKAHOCT, ASNPECHS, XaIOLIMHALIMHE, 6e3CBHUE

MHOIro peaky: TUKOBE
C HeM3BECTHA YE€CTOTa: CYHIIMAHA HIeauMs, KOIMapH

o  Hapywenunr na HepgHama cucmema
Heuecty: napecresus
PeakH: KOHBYJICHH

MHOro peaAKM: AUCrey3us, CHHKOI, TPEMOP, IHCTOHUS, AHCKHHE3HA

C HeU3BECTHA YECTOTA: aMHE3HA, HAPYIICHNA Ha NaMeTTa

o Hapywenusa na ouume

MHOro pefKd: HapylleHUe Ha aKOMOJALMATA, 3aMbINICHO 3PSHHE, OKYJIOTUpUYHa KpU3a

e Hapywenun na yxomo u nabupurma
C HeH3BeCTHA YECTOTA: BEPTHUIO

¢ (Cvpleunu HapyuieHus
MHOro peaku: Taxukapaus




o CmOMQUHO-YPEBHU HADYUWIEHURA
HeuecTu: anapus

o Xenamo-bunuapru Hapyuienus
Penku: HapyuieHa YepHOAPOOHA $PyHKUMA (TIOBHINCHH TPRHCAMHHA3H, AKanHa ¢gocdarasa, y-
GT v 6unupy6uR)
C HEH3BECTHA YECTOTA: XENATHT

e  Hapywenus na xodxcama u nOOKONCHAMA MbKaH
HeyecTu: npypUTyC, 3a4epBABaHE
Penku: yprukapns
MHOro peaxkn: aHrHOHEBPOTUUEH eeM, PUKCHDPAH NeKapCTBeH 00puUB
C HEU3BECTHA YECTOTA: OCTPa NCHEPAJIM3IUPAHA €K3aHTEMATO3Ha MyCTYN03a

o Hapyuenua Ha MyCKYIHO-CKENEMHAMa CUCMeEMQ U CbeOURUMENHamMa MvKaH
C HeusBecTHA YECTOTA: apTPAITrUs, MHAJITUA

o Hapywenus na 6vbpeyume u nuxoyHume nomuyq

MHOro peiku: AU3ypUs, CHype3a
C HeM3BECTHA YeCcTOTa: 33/IPhKKaA HA YPHHA

o  Obwu Hapyuienua u echexmu Ha MACMOMO HA NPWIONCEHUE
HeuecTH: aCTeHHS, HEPA3IOI0XKECHUE
PeakH: OTOK

o Hzcneoeanun
Penxu: moBHHIaBaHe HA TETNOTO

OnucaHye Ha M30paHd HEXENaHWU peaKlUuU
Cnen npekparaBaHe Ha LETHPH3HUH €A ChOOLLEHH NMPYpHTYC (CHieH cbpbex) B / UK YPTHKApHA.

Crofiasane Ha OAO3IUPAHH HEXKENAHH PeaKLIMK
CrobiasaneTo Ha MOAO3UPAHH HEXENaHU PeaklMH ClIC] paspelaBaHe 3a ynorpeba Ha nexapcTBeHUA

NPOAYKT € BaXHO. TOBa NO3BOJABA 1A NPOALIKH HADNIOAEHHETO HA CHOTHOLIEHHETO MON3a/pHUCK 34
NEKAPCTBEHUA IPpOAYKT. OT MEJULUMHCKUTE CrEeUMaIuCTH €€ HM3HCKBA JAa cnoOmmaBar Bcaka
NOA03UPAHA HEKENAHA PeaKkLUd 9pes:

H3mbnHUATEIHE areHLHA 10 JIeKapcTBaTa

yi. ,JdamMsax ['pyes” Ne 8

1303 Codpus

Ten.; +359 2 8903417

yebcalT: www.bda.bg

4.9 Ipepo3npane

CHMOTOMH

CuMrrroMuTe, HAONIOAABAHM CIIEHA NPERO3MPAHE ¢ LETHPH3UH, Ca CRbP3aHH OCHOBHO C e(DeKTH BLPXY
LIHC unu ¢ edexTn, npeanonaraiiy aHTUXOJIHHEPrUIHO ACHKCTBHE.

Hexenanure peakumH, AOKIAABAHH Clel PHEMA Ha A03M Hal-MalKO 5 MbTH NO-BHCOKK OT
IpenopbYaHUTe JHEBHK N03H, ca: 00BPKaHOCT, IHapus, 3aMaitBane, yMopa, riapobonmue,
HepasnoJoXKeHne, MRAPHasa, NpypHTyc, 6e3nokoicTBO, ceaupaHe, COMHOJNIGHTHOCT, CTYIIOP,
TaXHKapaHA, TPEMOP H 3a8JPBKKA HA yPHHA.

JeACTBUA NpH Npeso3nupaHe

Hsama creiduyueH aHTHAOT HA LETHPH3HH.




B cnyuaii Ha npeao3upaHe ce NpenopbyYBa CHMITTOMATHYMHO WIH NOAABLPXKAWIO jeueHue. Moxe 1a ce
HanpaBy CTOMAIIHa MPOMMBKA CKOPO Chel NOorTbillaHe Ha JIEKapCTBOTO.
LleTipH3us He ce enUMUHHPa €PEeKTUBHO NMPH XeMOAHANH3A,

5. ®OAPMAKOJOINYHU CBOUCTBA

5.1 ®apMaxKoaHHAMHYHH CBONCTBA

dapMaxkoTepaneBTHYHA rpyna; AHTUXUCTAMHHM 33 CHCTEMHO NPUNIOKEHHE, TUNEPa3NHOBU
npou3ponHu, ATC kon: RO6A EQ7

Mexasu3bM HA JefiCTBHE
LleTHpu3UH, YOBEILIKH METabDONHT HAa XUIPOKCH3HUH, € MOLUCH H CEJICKTHBEH AHTArOHUCT HA
nepudepHuTe Hi-peuernropu. In vitro U3NHTBAHUATA 33 PELIENTOPHO CBLP3BAHE HE NOKA3BAT U3MEPHUM

alpHHHUTET KbM APYTH peuenTopys ocBeH Hi-peuenropure.

(apMmakoaHHAMHIHA €deKTH

B ronbnHeHne KkuM CBOA aHTU-H) ePEKT HETHPH3IHH MOKA3Ba AHTHANEPrHYHO ACHCTBHE: B 4034 OT
10 mg BeaH®X WIH JBa ITbTH THEBHO TOH HHXMOMpaA KbCHATA (pa3a Ha BKJIKOYBAHE HA KJIETKHTE Ha
BL3NAIEHHETO, CNICIHATHO HA €03HHOPUINTE, B KOXKATA U KOHIOHKTHBATA HA 8TOMUYHH NAL{MEHTH,
NOIOKEHH HA NEHCTBUETO HA AHTUIEHA.

KnnHu4Ha epUKacHOCT B 0e30nacHOCT

HM3anuTBaHuATA NIPH 34pasy JoOpOBOILIM NOKA3BAT, Ye LIETUPHU3HH B 03H OT 5 M 10 mg cunHo
MHXNOKHpa 0OpHBa M 3a4E€PBABAHETO, HHAYLUHPAHH OT MHOIO BUCOKH KOHLIEHTPALIMM HA XMCTAMMH B
KOXATA, HO Ta3U BPb3Ka HE € U3ACHEHA.

B 6-cenmuunO n1aueho KOHTPONHPAHO M3NUTBaHe ITpH 186 NauMEHTH ¢ ANepruyeH PHHHT H
NpPHAPYXKABalla JieKa 10 YMEPEeHa acTMa NMPWIOKEHHETO Ha LeTHpH3MH 10 mg BeaHbxX AHEBHO
noaoOpsaBa CHMOTOMMTE HA PUHMTA M He MoBNnunABa Henoapobuara ¢pyHkuus. Tosa HINUTBAHE AOKA3BA
0e30M1acHOCTTA Ha MPUIIOKEHHE Ha LICTHPH3UH NPH AICPruMHH NALMEHTH C JIEKa 10 YMEpPEeHa acTMa.

B rnatiebo KOHTPONHPAHO H3TTUTBAHE LETHPU3MH, MPUIAraH BbB BUCOKA AHEBHA 034 oT 60 mg B
NPOABLKEHHE HA 7 JHM, HE NPHUHHABA CTATHCTHYESCKH 3HAYMMO YAL/DKasaHe Ha QT-uxrepsana.

[Tpu npenopbuBaxHaTa 103a LETHPH3UH NMOKA3Ba, Y€ NOAOOpABa KaYECTBOTO HA XXHUBOT Ha MALIMEHTHTE
¢ UEIOTOMHMIIHHA B CE30HHHU aneprudHi pHHUTH.

[leauaTpyyHa MOITYIALIHA

B 35-aHeBHO H3NIUTBAHE MPH ACLA HA Bb3PACT OT 5 10 12 roanHHK, HE C€ YCTAHOBABA TOJEPAHC KbM
AHTUXHUCTAMHHORHA ¢(eKT (NOATHCKaHE Ha OOPHBA H 3a4ePBARAHETO) HA LETHPHU3HH. Cnexn
NPEKbCBAHE HA MPOTB/DKHTENIHO JICUCHHE C LETHPH3MH KOXKATA BH3CTAHOBABA CBOATA HOPMAJIHA
PEAKTHBHOCT KbM XMCTaMHH A0 3 OHH.

5.2 PapMakoKHHeTHYIHH CBONCTBA

Abcopbiius

ITvkoBaTa nmna3zMeHa KOHUCHTpALUMA NPH CTALIMOHAPHO ChCTOAHME € npubnusurento 300 ng/ml u ce
gocrura caena 1,0 + 0,5 h. Pasnpeaenenrero Ha papMakOKHHECTHYHHTE MapaMETPH KaTo NHUKOBATa
ruta3MeHa koHueHTpauus (Cmax) u nnowra noa kpusata (AUC) € yHUMOAATHO.

Crenenra Ha afcopOLMa HA LETHPH3UH HE C¢ HAMAIABA OT XpaHaTa, HE3ABHCHMMO Y€ CKOPOCTTA Ha
abcopbuus ¢ Hamanena. CrerieHTa Ha OHOHANMHYHOCT 332 USCTUPU3NAH € NoAcOHAa, HE3aBHCHMO OT
neKkapeTBeHara gopma — pasTBOP, Kancynu uax tabnerTkuy.




PaznpenencHue
[Tpuuanus obeM Ha pasnpegeneHue e 0,50 I'kg. Lletupusus ce crbp3na B 93 £ 0,3 % ¢ nnasmenute

NMPOTEUHH. LIeTHPU3NH HE NPOMEHA CBLP3BAHETO HA IUIA3MEHHTE NIPOTEHHH ¢ BapdapuH.

buoTrpaHcpopMaltug
LleTupu3nH He NpETHPILBA 3HAUUTENECH META0OIU3BM TIPH MBPBOTO [IPEMHUHABAHE NIpe3 YepHHA Apob.

EnuMUHHpaHe
TepMHHATHHAT NONYXKHUBOT € NpubnuzuTenHo 10 yaca 1 He ce Hab/IoJaBa KyMYJIHpaHe Ha LETUPU3UH

clie]l IPHEM Ha RHeBHH 1034 ot 10 mg B npoawikeHue Ha [ auu. Oxon0 aBe TPETH OT A03aTa ¢
eKCKpeTHpa HEMPOMEHEHA B YPHUHATA.

JInHeHHOCT/ HeTHBEeHHOCT
IlernpusnH B A034 OT 5 10 60 mg npuTexaBa NTHHEECH QapMakOKHHETHYEH MPOgHIIL.

bvbpeuno yapexcoane: GapMaKOKHHETHKATA Ha JIEKAPCTBOTO NPH NALMEHTH ¢ Jieko ObOpeyHo
yBpexAaHe (KpeaTHHHHOB KJIupbHC HaA 40 ml/min) e noao6bHa Ha Ta3u npu 3apasH gobposoaim. [Ipu
NalMEeHTH ¢ yMepeHOo 650peuno yBpexaaHe MMa TPUKPATHO YBEIIHYCHHNE HA [L1a3MEHHSA NOJYKHBOT H
70% HamaneHHe Ha KIMPbHCA B CpaBHEHHE CbC 3ApaBy AODPOBOJLIM.

[1py NalMeHTH Ha XeMOAKHaNH3a (C KPEaTUHHHOB KIHPBHC NOA 7 ml/min) ciea MpUeM Ha eAHOKPAaTHA
neopanHa no3a ot 10 mg HCTHPH3UH HMA TPUKPATHO YBEITHYCHHUE Ha NOMyXKUBoTa B 70% HaMancHue
Ha KIHpBLHCA B CpaBHEHUE ¢ 00MYaliHoTO. LleTpn3uH ciado ce enMMHHHEpa NpH XeMOARAIH3A.
HeobxonuMo € ananTupaHe Ha 103aTa NPH NALMEHTH C YMEPEHO HIH TEXKO O1OpeuHo yBpexkaaHe
(Bx. TOuka 4.2).

Yeprodpobro yepescoane: 11pH NallMEHTH ¢ XPOHHYHU YEpHOAPOOHM 3a00naBaHUs
(XemaTouenyiapHa, XONecTaTHYHA 1 OnnapHa uMpo3a), npy eaAHokpareH npuem Ha 10 unn 20 mg
LETHPU3HH, c¢ HadnoAaBa yBENHUYaBaHe Ha IIasMeHus nonyuBoT ¢ 50% u 40% naManssaue Ha
KIHpBHCa B CpaBHEHHE CBC 3ApaBH HHAUBHIM.

AanTHpaHe Ha A03aTa [IpH NALMEHTH C YePHOAPOOHHK HapylieRHs ¢ He0OX0AHNMO CaMO ako MMa

npuapyxapaulo 6p0peyHO yBpexaaHe.

Cmapuecxa ev3pacm: [1pn nepopaseH fnprHeM Ha €AHHUYHA 4033 0T 10 mg UeTHPH3IKH MOJYXHUBOTHT
ce noBUIIaBa ¢ 0KoNO 50%, a KMMpLHCHLT HaManaBa ¢ 40% npu 16 nauMeHTH B CTapyecKka BL3PacT, B
CpaBHECHHE ¢ T€3H B I10-Mnaja pu3pacT. [Ipeanosnara ce, 4ye HAMANABAHETO HA KIIMPBHCA pU
NoOpOBONLM B CTAPYECKA BB3PACT €& ALIKH HA HaManaBaHe Ha 6nOpeuHaTa GyHkuuA.

Ileduampuuna nonyrayua: 110y UBOTHT Ha LETUPH3IKH € OKOJO 6 Yaca MpH Aeua Ha Bb3pacT 6-12
IOAWHM K 5 yaca nMpHU aeua Ha Bu3pacT 2-6 roaunu. [1pu 6ebera n Maniku aeua Ha Bb3pacT ot 6 10 24
Meceua, TOM e HaManeH go 3,1 vaca.

5.3 IlpeaxIMHHYHH NAHHHK 33 (€30MACHOCT

HexnMHUYHHUTE JaHHH HE NOKA3BaT 0COOEH PUCK 32 Xopa Ha 0a3aTa Ha KOHBEHLIMOHAITHUTE
(papMaKOJOrMYHH MMPOY4BaHUA 32 6€30MaCHOCT, HPOYYBAHHA 38 TOKCHYHOCT MPH MHOTOKPATHO
nNpUiaraHe, reHOTOKCHYHOCT, KaHUEPOTreHEH NOTeHUHAN, PENMPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT
3a pa3sBUTUETO.

6. OAPMAIIEBTHYHHA JAHHH
6.1 ChnHcbK HA NOMOIMHHETE BeilleCTBA

- MuxpokpucTanHa uenynosa

- JlakT03a MOHOXHApAT

- CHnHIMeB MUOKCHA, KoJoUeH Oe3roaeH
- Marue3ues cTeapar




- Onmaapai Y-1-7000, cpanpxalit:
- XuapokcunponunMmetrunuenynosa (E 464)
- Turanos auokcun (E 171)
- Maxporon 400
6.2 HecbBMeCTEMOCTH
Henpunoxumo.
6.3 Cpok na roanocr
S rOAWHM
6.4 CpoenuanHn yCJOBHS HS CHXPAHCHHE
To3u nexapCTBEH NPOAYKT HE M3HCKBA OCODEHH YCIOBHA 33 ChXpaHeHHe.
6.5 BHA M CHALPXKAHME HE ONAKOBKATA
TabnetkaTe ce ONIAKOBAHHM B MPO3payucH, 6¢3uBeTeH, PH3MONOrHYHO HHepTeH PV 6nnctep,

TePMO3ANeYaTaH ¢ ATyMHHHEBO (OHO, MOKPHTO ¢ NOAXOASNII NaK. BAKCTepHTE Ca MOCTABEHH B
KapPTOHEHA OIAKOBKA.

Onakorkuno 1,4, 5, 7, 10, 14, 15, 20, 21, 30, 40, 435, 50, 60, 90, 100 wix 100 (10 x 10) TabneTkm.

He BcHYK¥ BHIOBM ONAKOBKHM MOrart aa ObJaT IMyCHaTH Ha Nna3apa.

6.6 Chnenuanan npeanaiHH MepKH NPH M3XBLPARHE

Hama cnendanHy M3HCKBAHUA.

Hen3noa3BaHUAT IEKapCTBEH NPOAYKT WIH OTNATBYHHTE MATEPUAIH OT HEro TpAOBA Aa ce H3XBLPNAT
B ChOTBETCTBHE ¢ MECTHUTE U3HCKBAHUA.

7. NMPUTEXATEJI HA PAZPEIHEHHUETO 3A YIIOTPEBA

UCB Pharma GmbH

Rolf-Schwarz-Schiitte-Platz 1

40789 Monheim am Rhein
['epmanus

8. HOMEP(A) HA PASPELHIEHHETO 3A YIIOTPEDBA

Peructpanmonen Ne 20020795

9. JAATA HA II'BPBO PASPEIHABAHE/MNIOAHOBABAHE HA PAZPEHMIEHHETO 3A
YIIOTPEBA

Harta Ha mbpBO paspeinaBaHe: 26 nexkemapn 1990 r.
Hara na nocnenuo noaHosaBaHe: 09 mayt 2013 r.

10. [JATA HA AKTYAJIHZHPAHE HA TEKCTA

01/2024




