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3uprek 10 mg drnmupann Tabnerku ig G/ H// e lé %
Zyrtec 10 mg film-coated tablets 1 H Uﬁ ng

1. HME HA JIEKAPCTBEHHA IIPOAYKT

2. KAYECTBEH H KOJIHYECTBEH CHhCTAB

Bcesika punMupaHa tabnerka cbabpxa 10 mg neTHpH3HHOB quxuAPOXIopHA (cetirizine
dihydrochloride)

TTOMOLIHH BEILECTBA ¢ M3BECTHO AeiicTBUe: eqHa duimMrpaHa TabieTka coabpxka 66,40 mg nakrosa
MOHOXMIpAT.

3a ILJIHHA CHMCEK Ha NOMOITHHTE BeNSCTRA BHXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

DOunmupanu TabneTku

benu, npoabaropatd GUNMUpary TableTKH ¢ JETHTETHA YepTa U 03HaueHHe Y-Y
Tabnerkara Moxe na Obe pasfieneHa Ha ABe PaBHH J03H.

4. KJIHMHAYHH JAHHH

4.1 TepaneBTHYHH NOKAIAHHA

Hetupusunos auxuapoxiopua 10 mg ¢punMupany TabneTky ca mokasaHi NpH BE3PACTHH M AEUa HA
BB3PacT Ha M HaZ 6 roaMHM:

- 3a oDnexyeHHe Ha HA3AIIHKTE H OYHH CHMITTOMH Ha CE30HEH M LENOrOAHUILEH aneprayeH
PHHHT.
- 3a 0DNeKYeHHe Ha CHMOTOMHTE Ha XpOHHYHA HIMOTIATHYHA YPTHKapHA.

4.2 [lo3MpOBKA H HAYHA HA NPHIOKEHHE

EO?.H@BKa

10 mg Beansk aueeHo (1 Tabnerka).

CrieuyanHy nonyJsiatuu

Cmapuecka ev3pacm

JlaHHHTe He NpejAnoyaraT HaMaJAsBaHe Ha [034Ta MPH MaUHEeHTH B CTapyecKka BB3pacT, NPH YC/IOBHE
ue 6p6pednara QyHKIMA € HOpManHa.

bvbpeurno vepexcoane
Hsama naHHuK, KOWTO Ja MOKyMEHTHPAT CLOTHOILEHHETO edHKkacHOCT/Ge30macHOCT NPH MALKEHTH C
OB0Opeuno HapyeHHe. LIeTupu3nH ce eIMMHHMpPa OCHOBHO npe3 Ou0penwre (BX. Touka 5.2) U B

CJIy4a#, Yye HAMA JIPYTo BE3MOKHO JIcYeHHe, HHTEPBAJILT Ha [ipueMaHe Tpsa0Ba Ja ce o,
HHOHBHAYaNn#3Hpa B 3aBHCHMOCT OT 610peuHarta dyHxkuua. Hanonssaiite npuioXeHara nomx. A ‘
Tabnuia 3a aaanTHpaHe Ha A03aTa. 3a NpuiaraHe Ha Ta3d TabaMOa e HeobXOaHUMO Ja ce o T
KpeaTHHHHORHA KJIMPHHC HA NAIHeHTa, W3paseH B ml/min (CLer). CLer (ml/min) moxe ;ﬁraﬁe; i
OIpeIeNTH OT cepyYMHMA kpeaTHHHH (mg/dl) c moMoluTa Ha crieaHara $opMyna: i




[140 — ev3pacmma (200unu)] X mezno (kg)
CLy= ( x 0,85 za acenu)
72 x cepymen kpeamunun (mg/dl)

AnanTrpaHe Ha 703aTa [1pH BB3pacTHU ¢ HapylieHa 6x6peyna QpyHkuHA

pyna KpearunuHos knupbHC (ml/min)  [Jlo3a 1 4ecTOTa Ha NpUaraxe
HopmManna >80 10 mg BeAHLK JHEBHO
Jleka 50—79 10 mg BeAHBIK JHEBHO
YMepeHa 30— 49 5 mg BeNHBXK JHEBHO
Tewxxka <30 5 mg BeAHEXK Ha 2 JHU
TlauxenTH B KpacH CTagHi Ha
6BOpedHa HEAOCTATLYHOCT H <19 NPOTHROMNOKAZHO

NalHeHTH Ha Vain3a

Yeproopobro yspescoare

He ce Hanara apanTHpase Ha 103aTa MPH NALWEHTH caMo ¢ epHoapobHo yepexknane. I1pu maunen¢
¢ uepHOAPOOHO U GLOPEUHO YBpexIaHe ce NPENopbyBa NpoMsHa Ha lo3aTa (BXkK. o-rope brbpeuno
YBPEK/AHE).

llecuampuuna nonyrayun

Tabnernara gopma He TpsaOBa aa ce W3MON3Ba NPH JeLiA HA BB3PACT 1o] 6 TOAMHM, ThH KATO HE €
BB3MOMKHO aJlaNTUpaHe Ha 03aTa.

Jleua Ha BB3pact ot 6 A0 12 rogMHM: 5 mg ABa (rbTH AHEBRHO (ON0BKHH TableTKa JBa ITbTH AHEBHO).

IOHomH Ha BB3pacT Hanm 12 roauuu: 10 mg Beanbk qHeBHO (1 TabneTka).

Ipy neaHaTpHYHKU NALHEHTH ¢ OEOpEYHO YBpekaHe, /103aTa TPAOBA Ja c€ ananTHpa HHAHBHIYAIHO
8 3aBHCHMOCT OT Oh0peduHin KNHPBHE, BB3pacTTa H TENSCHATA Maca Ha NailMeHTA.

HauxH Ha IpHAOKEHHE
TabneTkuTe Tpabea Oa ce MOTITBLLAT ¢ JOCTATHYHO KOJHYECTBO TEHHOCT (Hanp. efHa Yama).

4.3 Ilporusonmoka3anus

CBpBXUYBCTEHTEHOCT KbM AKTHBHOTO BELIECTBO, KEM HAKOE OT [OMOIIHHTE BELNECTBa, H30poeHH B
TOUKa 6., KBM XHIPOKCHIHH WIH KbM [THIIEpa3HHOBH NPOM3BOIHH.

[Mauwpentr ¢ Texko 6H6peuHO YBpexaaHe H KpearuBHHOR xNHpsHC 0o 10 ml/min.

44 CpoenpanEnm npeaynpeixienns H OpeANasHA MepPKH [PH ynorpeba

B TepaneBTHYHM 103 He ca HAGMOMaBaHK KIIHHHYHO 3HAYUMH B3aHMOIEHCTBHA ¢ AIKOXOJ1 (NpH
KOHLEHTpaLHa Ha anmkoxon B KpeBTa 0,5 g/l). Behpexku Topa ce NpenopbL4Ba NOBUIIEHO BHEMaHHE
NPH eHOBPEMEHHATA YTIOoTpe0a Ha aKoxo,

Hpenopeura ce NOBHIICHO BHHMaHHE NPH NAUHEHTH ¢ NPpeApa3nonaramy GakropH KbM 3aXPBKKa Ha

ypHHa {Hanp. YBpeK/iaHe Ha rpLOHAYHKA CTRIO, XHNEpPIUTaZHA Ha NpocTaTa), Thi Kato ue'mpmnﬂ
MOXEC na yBeHH“IH PHCK& oT Bale'L)KKa Ha ypHHa. .
/ e le ,,

Hpenop’btma C€ NOBHIIEHO BHHMAHHE IMPH NMAaHCHTH C CIIHACIICHA HITH PHCK OT ﬂpP[ﬂﬂ,Ek‘él@l

OTroBOPBT KBM TECTOBETE 33 KOXKHH &JIEPrHH c€ HHXHOKPAT OT aHTUXUCTAMHHHTE n.'é HCéﬁXO}IﬂM
TIEPHOJ HA H3YHCTBaHE (3 JHH) peay TAXHOTO MPOREXKAAHE.
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ITaumpenTHTE © PCIKK HACTIEACTBCHH 3a00JIMBAHUA KATO TAMAKTO3HA HEITOHOCHMOCT, JIAKTa3zHa
HeJZOCTaTHUHOCT Ha Lapp WM Tinokozo-ranakrossa Manabcopbuus ne TpaOBa Ja NpHEMAT HETHPH3IUH
duaMupaty TabNeTKH.

Morart fia ce TIOABAT NPYPHTYC # / WK YPTHKapHi, KOFaTo Ce Crpe LUeTHPU3HH, NOPH 4KO Te3H
CHMITTOMM HE Ca CBIIECTBYBAJIH APEaM 3aNo4BaHe Ha JIEYEHHETO, B HAKOH ClTyyaH, CHMIITOMHTE
MoraT 4a GhJAT M3pa3eHH B MOXKE 14 Ce HAJIOKH MOAHOBSBaHE HA JieueHHeTo. CHMITTOMHTE 61
TpAGBAJIO 1a OTMHHAT KOTATO C€ MOJHOBH JICYCHHETO.

[lepuaTpyyiHa momyaanus

He ce mpemopbuBa mpWIOKEHWETO Ha TabnerHara (opma NpH JeLa Ha BB3pacT Moj 6 TOMMHH
BB3PACT, Thil KATO HE € BHIMOXKHO TOYHO @JaNTHpaHE Ha jo3aTa. llpenophbura ce NPUAOHKEHHE Ha
NeARATPUYHA GOPMa HA ETHPH3HH.

4.5 BaanmonelicTBHe ¢ APYIH JCKAPCTBEHH NPOIYKTH H APYrH GopMH Ha BlaUMOeHCTBRE

[Topaau npoduna Ha papMakoKHHETHKA, (hapMaKOIWHAMHUKA H IIOHOCHMOCT Ha LIETHPH3HWH HE C€
OYaKBa B3aHMOJICHCTBHE C TO3¥ aHTMXMCTAMMH. BCLIHOCT HUTO dapMakOAWHAMAYHH, HUTO 3HAYHMH
bapMaKOKHHETHYHH B3aMMOAEHCTBHSA ca ChOOIIEHH 32 NPOBEASHUTE MEXYICKAPCTBEHH
B3auMoieiicTBHS, ocobeHo ¢ ncesaoedeapHE wiK Teopwtna (400 mg AHEBHO).

Crenenra Ha abcopOums Ha WETHPUIHH HE ce MPOMEHA OT XpaHaTa, BEMpPeKkH Ye CKOPOCTTa Ha
abcopbums e HaMalIeHa.

[IpH YyRCTBHTETHH NALHEHTH, SIHOBPEMEHHATA yioTpeba ¢ aNKOXOT Wi Apyru fenpecanTh Ha [IHC
MOX€ J1a IPHYHHH JOTbIHUTENHO NOHM)KABaHE HA BHHMAHHETO H 13 HAPYIINH H3ITBJIHCHHETO Ha
IeHHOCTHTE, BbIPEKH U6 TIETHPA3MH He 3acknea edexta Ha ankoxona (0,5 g/l KoHueHTpauys B
KPBBTA).

4.6 ®epraanTeT, HpeMEHHOCT B KEPMeEHE

BpemcHHOCT
JlannuTe 33 LETHPH3WH, CHOPaHH NPOCTICKTHBHO 3a Kpas Ha OPeMEHHOCTTA He NOKa3BaT NOTeHIHATIHA

Man(OPMALIMH WIH eTo/eMOpHOHAIHA TOKCHYHOCT Hajl 00H4aiiHdTe HHBA.

H3nHTBAHMATA IIPH JKHBOTHH HE MOKA3BAT IPAKO HITH HETIPAKO BPEIHO BH3JCHCTBUE BEPXY
GpeMeHHOCTTa, eMOPHOHATHOTO/PeTATHOTO PasBHTHE, PAKAAHETO WK ITOCTHATATIHOTO PA3BUTHE.
[Ipenmuceadero Ha GpeMeHHH KkenH TPAOBa Aa Ob/ie C NOBHIIEHO BHHUMAHHE.

Kspmene

eTupm3ud npeMyuHapa B kbpMmarta. He Moxke na ¢e H3KTIOMH PHCKET OT [I0ABA HA HEIKEJIAHH PCaKITHH
IPH KbpMayeTa.

LieTHpHU3HH Ce CKCKPETHpa B YORELIKATA KbpMA B KOHLEHTPAIIWH, npeAcTassaiuy 25% no 90% or
Te3W, M3MEPEHH B ILIA3MATa B 3aBHCHMOCT OT BPEMETO Ha Ipoara ciejl NPUIOXKEHHETO. 3aToBa,
NpeANHCBAaHETO HA KbPMeLIH XKeHH TpAOBa /la Objie ¢ NOBHIIIEHO BHHMAHKE.

(DepTUanTET
HanuyHe ca OrpaHHYeHH JaHHW 33 (DEepTHIMTETa NPH 4YOBREKa, HO HE Ca OTKPHTH PHCKOBE 33
fezonacHocTTa. JlamHMTE OT KHBOTHM He TOKa3BaT DHUCK 3a Oe3onacHocTra MpH HYOBELIKaTa

pENpOAYKLHA.

B SN
4.7 Ed¢exTn BbpXy cnocobHOCTTa 32 ModHpaHe B padoTa ¢ MAMAHE KME Hlu;;:?
A L7,
. A% Vg
OGeKTHBHHTE W3CIEBAHHSA BBPXY CNIOCOGHOCTTA 3a IOdHPaHe, TATEHTHOCTTA Ha CBHAM 5/ « v g
INICHXOMOTOPHATA aKTHBHOCT, HE Ca N0KA3a/IH KITMHIYHO 3HAYHMH e)eKTH npu Tpenophuaarara foza: -/
or 10 mg. Bohpekd ToBa,IAIMEHTHTE, KOWTO UINHTAT CHIIABOCT, He TpaGaa Aa MOQHPET;, Ag KA / i

o ‘
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M3BBLPLIBAT NOTEHLMAIIHO ONMACHH AeHHOCTH Wik Ja paboTAT ¢ MammHu. Te He Tpabsa Ja NpEeBHINABAT
MPENOPEYBAHATA J03a H a MMaT NpeaBK/ edexra Ha JIEKapCTROTO.

4.8 Hexenand JeKApCTBERH PEAKUHA
KnuHH4YHH H3IMTBAHHA
o Ofwa ungopmayus

KiuepunuTe M3NHTBAHKSA [OKA3BAT, Y€ ETHPHIUH B MPENOPBLUBAHHTE J03H, NPHUHHABA JIEKH
HEKEJIAHH JTeKapCTBeHH peakiiiH BepXy LIHC, BxmouBamy COMHOJIEHTHOCT, YMOpa, 3aMagHOCT H
rnasoSonue. B HAKOH cnydaH ce HaGniogaBa napafaokcanHo crumynupane Ha IIHC.

Bunpeku 4e UeTHPUIHH € ceNeKTHBEH aHTarOHHMCT Ha nepudepaute Hi-penerrropy 1 He MpHTeKasa
3HAYMTEIHA AaHTHXOTMHEPTHYHA aKTHBROCT, CHOOIIEGHH Ca OT/IETHH CIy4Yad HA MHKLIHOHHH
3aTpYAHEHHS, HAPYUICHHA B aKOMOJAUHMATA Ha OYHTE M CYXOTa B yCTATa.

JloxnasaHH ca OTAElTHH CIy9ad Ha HapylleHa 9epHoapobHa QYHKIHA ¢ TIOBMLIEHH CTOHHOCTH Ha
yepHOAPOOHHTE SH3UMH, NPHAPYKEHR OT NOBHINABaHe Ha OunKpyOuHa. B moseuerto ciyyaH ToBa ce
HOpMAJIH3Hpa Clie NpeKpaTABaHe MPHEMa Ha LETHPH3HHOB IHXHADOXIOPHE.

o Crnucwx na H/IP

IMoeewe ot 3 200 nauMeHTH, NpMEMaIIM LETUPH3MH, CA BKITIOUEHH B JIBOAHO-CIIENTH KOHTPOTHPAHH
KJMHUYHH M30HTBAHHS, CPABHIBALIM LETHPU3MH ¢ 1U1aue6o HWIK YTy aHTUXHCTAMHHH B
npenopbuBadara n03a {10 mg AHEBHO 3a UETHPU3KH), C HATHYHH KOJHYECTBEHH JaHHH 34
De30MacHoCT.

3a Ta3u cOopHa NOMyNALMs ca JOKJIAJBAHHM CIE/{HHTE HeXeJlaHH PEeaKiiu [IpH fpiuiarase Ha 10 mg
TETHPH3HH B [L1alebo KOHTPOIHpaHN H3MUTBaHUA npH yectota 1,0% Hnu noseue:

Hexesana peaknas Herupuiun 10 mg ILrane6o
(WHO-ART) (n=3260) (n=3061)

OO6mH HapylleHHa H eeKTH Ha MACTOTO Ha NPHIOKEHHE
YMmopa 1,63 % 0,95 %
HapyieHus Ha HEpPBHATA CHCTEMA
3aMasHOCT 1,10 % 0,98 %
I'napoGonue 742 % 8,07 %
CroMamHo-4peBHH HapyLICHH
Bonxka B kopema 0,98 % 1,08 %
Cyxora B ycTara 2,09 % 0,82 %
Tanene 1,07 % 1,14 %
[lcuxuynu HapyileHHA
COMHONEHTHOCT 9,63 % 5,00 %
PecniupaTopHH, rpbaHH H MEIHACTHHAIHH HApyIEHHA
bapuHrut 1,29 % 1,34 %

BLIPEeKH CTATHCTHYECKH [O-TONSMATA YECTOTA B CPABHEHHME C MiaLebo, COMHONEHTHOCTTA € Hita
AeKa 10 yMepeHa B foBeveTo cliydan. OGeKTHBHH U3C/eBaHHA NPH APYTH H3IHTBAHHA MTOKA3BAT, Y€
obnuaiinnre 1eHHOCTU HE CE MOBIHABAT B NPENOPLUBAHUTE JHEBHH AO3H NPK 3paBH MIIaaH
A00pOBOILM.

llenpaTpyyiba DomyIaLus

Hexenaudte peakuus ¢ yecToTa 1% K roBeve, NpH AeLa Ha Bb3pacT oT 6 Mecewa ag
!
Habmo/iaBaHK NpH 1aLebo KOHTPOIHPaHH KJIMHHYHH U3NHTBAaHMA, ca: !
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Hexenann peakiunn Herupnsan 10 mg IL1ane6o
(WHO-ART) (n=1656) (n=1294)

CromMaluHo-YpEBHH HapYLICHHA
Auapus 1,0 % 0,6 %
[Teuxuarl HapyllieHHs
COMHOJIEHTHOCT 1.8 % 1,4 %
PecnupatopHH, TpBAHH M MEHACTHHAIHH HapyLIEHHA
Punut 1.4% 1,1 %
O0wM HapylleHud B epeKTH Ha MACTOTO HA NPHIOKEHHE
YMopa 1,0% 0,3 %

TlocT-MapKETHHIOR OIHT

B nontnHeHue kbM HeXeTaHHTE pE€aKLuy, Ha6H}OI[3.BaHPI Mo BpeMe Ha KNIHHHYHWTE H3NMMMTBAHHA H
H36p03HPI No-rope, CNeIHATE HEXKEJIAHN pakilMi ¢a A0K/IaJABaHH KaTO [NOCTMAPKETHHIOB ONHT.

HexenanH JlekapcTBeHH peakiliy ca npeacrasenu cbhriacHo MedDRA cucTeMO-OpraHHH K1acoBe U
110 CLIEHEHATA YeCTOTa Bb3 OCHOBA HA MOCTMAPKETHHIOBHA OIIMT.

YecToTHTE ca NPEACTABEHH KAKTO CIeaBa: MHOTO YyectH (>1/10); uecti (=1/100 no <1/10); nevectu
(=>1/1 000 oo <1/100); peaxu (>1/10 000 o <1/1 000); muoro peaxu (<1/10 000), c HewsBecTHa
4ecTOTa (0T HUIHYHHTE JaHHH He MOKeE 1a Obh/le HanpaBeHa OLeHKA)

o Hapvuenus Ha Kprema u aumpHama cucmema
Muoro penxu: TpoMOGOUMTONCHUA

o Hapyuwenus na uMmynnama cuctiema
PenkH: CBpPEXYYBCTBHTENHOCT
MHOr0 peakh: aHadRIAKTHYEH MOK

s Hapywenus na memaboruzmMa u Xpanenemo
C HEH3IBRECTHA YECTOTA: IOBMIIEH ANCTUT

s Jlcuxuuny Hapyuwerus
HedecTu: TperoKHOCT
PeaxH: arpecHBHOCT, OOBPKAHOCT, ASNPECHS, XANIOLHHALIWH, He3chHUE
MHOro penkH: THKOBE
{ HeM3BECTHA YecTOTA: CYHIIH/IHA UIeallis, KOLMapy

o Hapyuwenust HQ HEPBHAMA CUCTREMA
HedecTn: mapecTesus
PeakK: KOHBYJICHH
MHOT0 peAKH: JHCTEY3HA, CHHKOIN, TPEMOP, JHCTOHHMA, JHCKHHE3H
C HEH3BECTHA YECTOTA; aMHE3MA, HAPYILICHHS HA NaMeTTa

. Hapymenuﬂ Hd oyume
Meoro PeAKH: HAPYIHCHHE HA AKOMOAALHATA, 3aMbIIICHO 3pEHHE, OKYIOTHPAITHA

o Hapywenua na yxomo u 1abupunma
C HEeH3BECTHA YECTOTA: BEPTHIO

o (Cwpleuru HaApVuwenus
MHOro peakH: Taxukapams




o Cmomauno-4pesri HapyuieH R
HeuectH: qnapus

o Xenamo-bunuapny Hapyiuenus
Peqxu: HapylueHa sepHoApo6Ha GpyHKiMA (HOBHIIEHH TPAHCAMMHA3H, ankanHa docdarasa, Y-
GT u 6unnpy6uH)
C HEH3BECTHA YECTOTA: XeaTHT

o Hapyuwenus na xodcama i ROOKONCHAMA MbKaH
Heuect: npypuryc, 3auepassase
Penkn: yprukapus
MHOro peaKu: aHrHOHEBPOTHYEH eneM, (PHKCHpPaH TexapcTBeH 0OpuBs
C HeM3BECTHA YECTOTA: OCTPA reHePATH3HPAHA EX3AHTEMATO3HA MyCTYII034

o Hapywienus 1a MyCKYaHO-CKeAemHama CUucmema u CoeOuHumeanama mukan
C HeW3BECTHA YECTOTA: APTPAIITHA

»  Hapywenua va bvbpeyume u nuxouHume nomuiya
MHoOro peiKu: AH3YpHs, eHypesa
C HeH3BECTHA YeCTOTA: 33/|PhXKKa HA YPHHA

o Obwyu Hapywenus u egheXxmu Ha MACIMOMO HA NPURONCEHUE
HeuecTH: acTenns » HEPA3MONOXKEHHE
Pepru: OTOK

»  Micredsanus
PeikH; MOBHILIABAHE HA TECTOTO

Onucanue Ha M3OPAHH HEKETAHH PEAKLIH
Cnen npexkpaTABaHe Ha LETHPHIHH ca ChOOEHH NPYPHTYC (cHneH chpbex) U / HIH yPTHKapHA.

CrpobiaraHe Ha 10I03HPAHN HEXKETaHH PEAKIIHH

Cro0laBaleTo Ha TIOJIO3HPAHH HexKeNaHH peaku|y ciael paspellasaHe 3a ynotpefa Ha neKapeTBeHHA
npoaykT ¢ paxkno. ToBa Mo3BoAsEa 71a NPOALILKH HAabBNIOAEHHETO HA CHOTHOIIEHHETO [10/13a/PHCK 3a
neKapcTBeHHA NpoAYKT. OT MeNMUMHCKWTE CIeLUanucTH €€ HM3HCKBA Ja ChODLUABAT BCAKA
NO/03Mpata HEXEeTaHa Peakiia Ype3 HAIMOHATTHA cHCTeMa 3a chobllaBaHe:

HanbiiHdrenna areHIMA Mo JeKapeTBara

yi. Jamau I'pyes” Ne 8

1303 Codma

Ten.: +35 928903417

yebGcaitt: www.bda.bg

4.9 llpeaosupane
CumnroMn

CumMnroMuTe, HaGnIONABAHNA ClEE NIPENO3HpPaHe ¢ LETHPH3HH, ¢a CRBP3aHH OCHOBHO C e()eKTH BBpXY
ITHC wnH ¢ edektn, npeanonaramiy aHTHXOAHHEPrH4HO AeiCTBHE.

HesxxenavuTe peakiyy, 10KTaJBaHN CJIC PHEMA HA JO3M HaH-MaNKO 5 ITETH HO-BHCOKH OT
NpenopLYaHHTE JHEBHH JI03H, ¢a: 00BpKaHOCT, AHapHs, 3aMaiiBaHe, yMOpa, TiaBobomue,
HOPA3TIOJIONCHHE, MU/IPHA3A, TIPYPHTYC, GE3NOKOACTBO, CeAMPaHE, COMHONEHTHOCT, CTYT
TaxuKapIud, TPEMOP U 3a/IphKKa Ha ypuHa.

—Te

JeticTeus OpH Opelo3npane




Hama cnenduueH aHTHAOT Ba LIETHPH3HH.

B cayudaii na npego3upae ¢¢ NPenopb4yea CAMIFTOMATHYHO WIH MOIALpxkallo neucHue. Moxe na ce
HAMPABH CTOMAUIHA IPOMHMBKA CKOPO Crell NOrIbUlaHe Ha JIEKapCTBOTO.

LleTupu3uH He ce eTHMHHHPA e(PEKTHBHO MPH XEMOLHAIN3A.

5.  ©®APMAKOJOIHYHH CBOMCTBA

5.1 @OapmMaxKoAHHAMH4YHH CBOHcTBa

(apmakoTepaneBTHYHA rpyia: AHTHXMCTAMHHH 33 CHCTEMHO [PHITOKEHHE, MHNepa3sHHOBH
npousBoaHK, ATC kom: RO6A EO7

MexaHH3LM Ha JielicTENe

lleTupusuH, 4oBemK: MeTabOTHT Ha XHWAPOKCH3IHH, € MOLICH U CEJIEKTHBCH aHTAarOHUCT Ha
nepudeprute Hi-peuentops. In vitro H3NMTRAHKITA 33 PEUETITOPHO CBbP3BAHE HE MOKA3BAT HAMCPHM
adHMHUTET KBM JpYrH peuentopa oceen Hi-penerrropure.

(I)aDMaKOI[HHaMH'-lHH edlex'm

B normeiHeHde KbM CBod aHTH-H; eexkT UEeTHPH3UH 110Ka3Ba AHTHANEPTHYHO ACHCTBHE: B 1033 OT
10 mg BeanLXK WK JIBA TbTH ZHEBHO TOH HHXHOHpa KbeHaTa (pasa Ha BKIIOYBAHE HA KIETKHTE HA
BE3NMAICHHETO, CIEHHATHO Ha €03HHOMUITHTE, B KOXKATa W KOHIOHKTHBATA HA aTONWYHHA NIALAEHTH,
NIOAIOMKEHH Ha ACHCTBUETO HA aHTHIEHA.

Knnnuuna edwixacnoct ¥ GezonacHoct

ManwuTBaHKATA [IPH 3APaBH K0GPOBOILM TOKa3BaT, Y€ HETHPH3MH B 11034 OT 5 ¥ 10 mg crano
HHxHOHpa o6piea U 3a4epPBRBAHETO, HHAYLIUPAHY OT MHOTO BHCOKH KOHLUEHTPALHH HA XHCTAMHH B
KOMATa, HO Ta3H BPB3K4 HE € H3ACHEeHa.

B 6-ceaMuuno nnanebo KOHTpoJTMpaHo W3NHMTBaHe NpH 186 nalMeHTH ¢ ajiepruyeH pHHUT K
NpHAPYKABAWIA JIEKA A0 YMEPEHa acTMa NMPHI0KEHHETO Ha TIeTHPU3HH 10 mg BEAHBHK THEBHO
noao6pasa CUMITTOMKTE HA PHHHUTA H He MOBIHARA OenoppobHara dynkuus. Tosa w3NUTBAHE IOKA3Ba
fe30MacHOCTTA Ha MPHIOXKEHHE HA LETHPH3IUH NIPH AJICPrHYHM NALMEHTH C JIeKa 10 YMEPEHA acTMa.

B miane60 KOHTPOJMPAHO M3NMTBAHE IIeTHPU3HH, IPHIIATaH BbB BHCOKA JHEBHA 1032 0T 60 mg B
NPOABLIKEHUE HA 7 JHHA, HE IPHYMHABA CTATHCTHYECKH 3HAYMMO ybDkaparHe Ha QT-HHTepBana.

le'l NpenopbsYBaAHATA 0038 HEeTHPH3HH MOKA3Bg, 4e nonoﬁpﬂsa Ka4eCTBOTO Ha XHBOT Ha [IAHCHTHTE
C LICNIOTOAHIUHA H CE30HHH AJICPriiHH pUHHATH.

IleanaTpuyna nomyaanus

B 35-nHeBHO H3NMTBaHE NPH iCla HA BB3PACT OT S A0 12 ronyHH, He Ce YCTAaHOBABA TOJIEPAHC KBM
aHTAXMCTaMEHOBHSA eDEKT (0ATHCKAHE HA OOPHBA M 3a4€PBABAHCTO) Ha LISTHPH3HH. Criea
TIpeKbCBaHe Ha NPOABL/DKHTEMHO JIEHUESHHE ¢ LIETUPU3UH KOIKATA BBICTAHOBABA CBOATA HOPMATTHA
PEAaKTHBHOCT KBM XHCTAMKH 10 3 JHH.

52 PapmakokAHCTHYHH CBO#HCTBA

Abcopbuus
TukoBaTa Ma3MeHa KOHLEHTPALMA NPH CTAIHOHAPHO cheTosHMe e npubnusHTenHo 300 ng/ml u ce

goctura caen 1,0 + 0,5 h. Pasnpenenennero Ha GapMakKOKHHETHIHHTE HapamMeTPH KATO MUKOBATE
mnazMena koHuenTpauus (Cmax) u riowra non xpusara {AUC) e ynumozanno. :

l N

JCKapCTBeHATa q)opma Pa3rBOp, KAICYIH HITH TaONCTKA.



Pasnpenenenme
[pusnanus obem Ha pasnpenenerue € 0,50 Vkg. Lernprzun ce cepp3ea B 93 £ 0,3 % c rnasmMennre

npotennn. {[eTUpH3HH HE IPOMEHS CBBP3BAHETO Ha ILIA3MEHHTE NIPOTEHHH ¢ BapdapHR.

Buorpancdopmarms
1leTHpH3HH He TIPETHPOABA 3HAYMTENEH MeTabONHILM [IPH THPBOTO TIPEMHHABAHE MPE3 YepHHA Apob.

EnuMuHHpaHe
TepMHHATHHAT TIOTYKHBOT € npubmuzuTenHo 10 yaca W He ce HabIONABA KYMY/IHDAHE HA LIETHPU3HH

clleq npueM Ha AHeBHH 03H oT 10 mg B mpoasmkenne Ha 10 aau. Okono aBe TPETH OT A03aTa Ce
€KCKpETHpA HEMpOMeHeHa B ypHiaTa.

JluueliHoCT/HeMMHEHHOCT
LleTHpu3uH B J03H oT 5 10 60 mg mpHTesasa NTHHeeH apMaKOKHHETHYEH MpOMuIL.

Bwbpeuno yspexcoane: PDapMakoKHHETHKATA HA JIEKAPCTBOTO MPH NALKMEHTH ¢ Jieko 616peuno
yBpexaane (KPpeaTHHHHOB KMHUpBHC Hax 40 ml/min) e nono6Ha Ha Ta34 npu 34paeu Aodpoponuy. [Ipu
NaLMeHTH ¢ yMepeHo 6b0pedHo yBpexxaaHe MMa TPUKPATHO YBEJHYEHHE HA IU1a3MEHHSA NOMYXHUBOT H
70% miamanesnie Ha KAWPHHCA B CpaBHEHHE CBC 3PaBH AOOPOBOILH.

Ilp naupeHTH Ha XeMOHAIH3a (C KPeaTHHMHOB KIHpBHC noa 7 ml/min) ciieq MpHeM HAa eAHOKPATHA
neopansa n03a ot 10 mg NeTHPH3IHA WMa TPHKPATHO YBETHYEHHE Ha TIOMy»KMBOTa H 70% HamaneHHe
Ha KJIHpBHCa B cpaBHeHHe ¢ o0n4aiiHoTo. IleTupHauH cnabo ce enMMHHUpa IPH XEMOHANIN3E.
HeoGxoaumo ¢ afanTEpaHe Ha 103aTa [PH MANKEHTH C YMEPEHO MK TeXKo 650peuHo yBpexaaHe
(Bx. Touka 4.2).

Yeprodpobno yepescoane: TIpH nalMenTH ¢ XpOHHYHN Y€PHOAPOOHH 3a00/198aHA
(xenarouenynapHa, XoAecTaTHaHa H OMnnapHa ppo3a), npu eaHokparer npuem Ha 10 win 20 mg
LIETHPH3HH, ce HaOmMOAaBa YBeIHUaBaHe Ha niaa3sMeHus noayxHeoT ¢ S0% u 40% namansBane Ha
KJIMPBHCA B CPABHEHHE CBC 3APABH HHIHBMIH.

AnanTupaHe Ha N032TA NPH NALMEHTH ¢ HepHOAPOOHHN HapylleHHs € HeoOXOAMMO CaMO aKo MMa
npHApyKapamo OsOpedHO YBpeKaaHe.

Cmapuyecka ev3pacm: [lpH nepopanies NpUeM Ha eAMHMYHA N03a OT 10 mg NeTHPH3KH NOYKHUBOTHT
ce MoBHIaBa ¢ okoJ1o 50%, a KIMpBHCHT HaMansBa ¢ 40% NpH 16 NaUKHEHTH B CTAPYECKA Bb3PACT, B
CPaBHEHHE ¢ TE3H B [10-MIazia BB3pacT. [Ipeanonara ce, 4e HAMaNIBaHETO Ha KIIHPBHCA NIPH
AOOPOBONIIH B CTapuyecka Bb3pacT ce IbJ/UKH Ha HamansbaHe Ha 6bOpeynaTa GyHKUHA.

Heouampuuna nonyrayus: [onyx¥BOTET HA LETHPHIHH € OKOMIO 6 Yaca MPH Jiena Ha Bb3pact 6-12
TOJMHH ¥ 5 yaca IpH Jieua Ha Bb3pacT 2-6 roguny. Ilpu Gebera v MankH jienia Ha BB3pacT ot 6 Ao 24
Mmecena, Toi e HamaneH Ao 3,1 4aca.

53 [IIpeaxians<THH AaAAH 32 GesonacHocT
HexnuanunuTe naHHK HE NoKasBaT ocobex pUck 3a xopara Ha 6a3a KOHBEHLHOHAJIHHTE

d)apmakonomqnn M3MHTBAHUA 32 6e30MacHOCT, » TOKCHYHOCT NPH MHOTOKPATHO NpHAaraHe,
FEHOTOKCHYHOCT, KAPUHHOTCHEH NOTEHLHAN, PENPOAYKTHBHA TOKCHYIHOCT.

6. ©®APMAIEBTHYHM AAHHHW

6.1 Couchk HA DIOMOLUIHHTE BEMECTBa

- MukpokpuctanHa nenynosa

- JlakTo3a MOHOXMpAT

- CHIMLHEB RHOKCHI, KOJIOHIEH Oe3BoAeH
- Marsesues creapar




- Onanpa#i Y-1-7000, coabpsxan;
- Xuapokcu nponuin metn uenyaosa (E 464)
- Turanor mnokeup (E 171)
- Makporon 400
6.2 HecnBmecramocTn
Henpunosxumo.
6.3 Cpox na rogaoCT
5 roJMHu
6.4 Cpoenuanns ycJI0BHS HA ChbXpaHeHHE
Tosk nexapcTeeH NPOAYKT HE H3HCKBA OCOOEHH YCIIOBHS 3a CHXPaHEHHE.
6.5 BaaH cLALpxKAHAE HA OHAKOBKATA
TabneTkute ce onakoBaHH B NpospadeH, Ge3upered, ¢pusnonornuHo aHepten PVC Gnucrep,
TepMoO3aneyaTaH ¢ aTyMHHHEBO (DOITHO, TIOKPHTO ¢ MOAXOMALL aKk. bnucrepuTe ¢a HOCTABSHH B
KAPTOHEHA OTIAKOBKA.
Onakoexku nio 1, 4, 5, 7, 10, 14, 15, 20, 21, 30, 40, 45, 50, 60, 90, 100 unu 100 (10 x 10) Tabnetku.
He BCHUKY BHIOBH OTIAKOBKH MOTAT Aa 6pAAT MMyCHATH B Hpoaakba.
6.6 CroenHa/nu npeJHa3HH MEPKH NPH H3XBLPJISHE
Hama crennanin H3HCKBAHUA.
HeHn3noN3BaHuAT JieKkapcTBEH MPOXYKT HIH OTN2bYHHTE MATEPHAIH OT Hero TpAOBa J1a ce U3XBBPIAT
B CHOTBETCTRBHE C MECTHWTE H3MCKBaHMA.
7. HPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
UCB Pharma GmbH
Alfred-Nobel-Str. 10
40789 Monheim
FepManua
8. HOMEP(A) HA PAJPEIHIEHHETO 3A YIIOTPEBA
20020795

9. JATA HA ITbPBO PAZPEIIABAHE/MIOJHOBABAHE HA PAIPEHIEHHETO 3A
YIIOTPEBA

o e

VB AN

Jara Ha mepea peructpauus: 26.12.1990
Jara Ha nocneaHo nogHoeseane: 09.05.2013




10. JATA HA AKTYAIH3UPAHE HA TEKCTA

04/2019
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