KPATKA XAPAKTEPUCTUKA HATTIPOAYKTA

*“i"‘ TMMTENMA AFEHUMN NO TEKAPCTHBATA
™G XADEKITIIOUC IS 13 NOOOYNTE  FIUAOMawe |

1. NUME HA JEKAPCTBEHUA IMNPOAYKT

.}
PeaktuH 10 mg MekH Kancynu Nbm Poz. Ne CQ\OLJ\OB&?E ____________________
Reactin 10 mg capsules, soft PaspewmUe Ae | " -
2. KAYECTBEH M KOJIMYECTBEH ChCTAB samump-.. G000 19-03- WU
m Ot - “ ahdelt L1 LT T T P e ./_ _______
Besika MeKa Kancya cbhabpka 10 mg USTHPU3HHOB AKXUAPOXNOPKA (cetirizine diRydTOCHOTigE )= =———

3a MBAHMA CIIMCHK HAa NMOMOWHHKTE BellecTBa BHKTe Tovka 6.1. [Ipoay«ThT CbaAbpKa COCBO Macjo H
mMakcumanio 19,3 mg copOHTON HA egHa A03a Kancyna.

3. JIEKAPCTBEHA ®OPMA
Meka xkancyna.
Beska kancyna Mma 6e3uBeTHa 10 Brefoxbarta npo3padHa 06BHBKa, HaNbIHEHA ¢ GUCTPO, OE3LUBETHO

BUCKO3HO ChAbpKMMO. Besaxa Meka skenaruHoBa kancysa uma Hagnuc “Cl07, otneyaTtaH ¢ YepHO
MaCTHJIO.

4. KJUHUYHHU JAHHH
4.1 TepaneBTHYHH NMOKA3IAHHS
PeakTuH Kancynu ca NOKa3aHH MpH Bb3pacTHH W IOHOWHK Ha |2 roanHN H NO-ToNEMH:
O 133 OONeKYSeHHE HA CHMNTOMUTE MPH CE30HEH H UCNOTOAMILUCH aNepruyeH PUHHT,
3acATally HOCa M OUHTE;

o 33 0GNeKYeHHE Ha CHMNTOMH Ha XPOHHYHA HAHONATHYHA YPTHKapuUs.

4.2 1o3npoBKa M HAYHH HA NPHJIOKEHHE

Bb3pacTHH M IOHOUIW HA BB3pacT 12 roauHu u no-ronemu: 1) mg BEAHDXK AHEBHO (1 xancyna).

Kancynute Tpabra na ce norasLar ¢ yata TEYHOCT.

Jluua B crapuecka Bb3DACT: HAMA [aHHH, KOWTO Aa MOKa3Bart, ye Ao3aTa Tpabsa na ¢€ HaManu MpH
NHUA B CTAPHECKA BB3PACT, [IPH YCNOBUE, e ObOpeHHATa YHKUMA € HOpMAITHA.

[MaupenTH ¢ yMepeHO A0 Texko OhOpeuHo yBpeiyiaHe: WHTEpPBANMTE Ha [03MpaHe TpAbBa Na ce
HHaYBUAYyaM3upar cnopea 6nOpeuHata ¢yHkuna. Hampaeete cnpaBka CbhC CleaHaTa Tabanua u
KOpMrHpaiTe [03aTa, KAKTO € oKa3aHo. 3a /1a ce u3noj3sa Tazu Tabauua 3a 103Kpane, TpsOBa Nna ce
W3UUCAY KpeaTHHHHOBHUAT KnupbHe (CLcr) Ha nmauneHTa B ml/min. ClLcr (ml/min} Moxe na ce
W3UUCAH OT cepyMHHs kpeaTnHuH (mg/dl) ¢ nomMoluTa Ha cneaHata gopmyna:

Cler = [140 — gb3pacm (codunu)] x meeno(kg)

{(x 0,85 3a xcenu)
72 xcepysen kpeamunun (mg [ dl)




KOpMrHpaHe Ha 103aTa NpHu Bb3PAcTHH NALKEHTH ¢ yspeaeHa 6b0peuHa gy HKUnA

'pyna KpeatnHudos knupeHe (ml/min)  [lo3a n yectoTa

Hopma >80 10 mg BEAHBXK AHEBHO
Jleko 50-79 1) mg BeAHBK OHEBHO
YMepeHo 30-49 5 mg BeOHbXK AHEBHO™
Texko < 30 S mg BeaHwBX npes 2 aun*
buOpeuno 3abonsasaxe B [IpoTuBONOKa3aH

KpacH CTaaHH — < 10

INnNalHeHTH Ha AHAJIHW34

* [pogykThT HE MOXE JId Ce PAINOIOBABA. 33 14 €& NOJYYH HeOOXOMMOTO KOPHTHPARE HA 1034Td NPH MAUHEHTH ¢ Os0peuHo yspexaatie.

[Ipy neguaTpudYHU NALMEHTH, CTpatamk oT ObOpeHHo yBpeXxaane, 103aTa We TpsaOBa ga ce KoOpHrupa
HHAUBHAYAIHO, KATO Ce B3eMe npeaABua ObOPEUHUAT KNMPHHC HA MTALMEHTA H TEIECHOTO MY TETNO.

[TauveHTH ¢ 4epHOAPOOHO YBpeXaaHE: HE € He0DX0NHMO KOpUTrHpaHe Ha A03aTa NpH NAalHEeHTH CaMo
C 4epHOAPOOHO YBpEXKdaHe.

[Tauuenty ¢ _depHoapobuo u 61LOpeyHo yBpexaane: NpenoppyBa €€ KOPHrHpaHe Ha 103aTa ( BYDK
“IMauueHTy ¢ 6BOPEYHO yBpEKAAHE  MO-Tope).

4.3 TlpoTHBONOKa3aAHHA

CBpPBXUYBCTBHUTEIHOCT KBM UETHPHU3HHOB JHUXUAPOXMOPHA, KBM XHAPOKCH3WH, [UNEPASHHOBH
IPOM3BOAHM, COS, PBCTBHLM MM KbM HAKOE OT NOMOILHNTE BelecTBa H30poen B T. 6.1.

[TatpeHTy ¢ yMeEpPEHO 10 Texko HBOpeYHO yBpexaaHe ¢ KpEaTUHHHOB KJIMPBHC MO 50 ml/min (Tl
KaTO NPOAYKTBT HE MOXKe a Oble pa3noioBeH, 3a a ¢ N0Ny4H HEOOX0IHMOTO KOPHTHPaHE Ha
n03ara).

4.4 CneuHanHH NpelyNnpexACHHA H NPeINa3HH MEPKH NPH yNoTpeda

B TepanesTHUHH J03H HE Ca YCTAHOBEHH KJIIMHMYHO 3HA4HMHU B3aUMOASHCTBHA C ANKOXO0J (32 HUBO Ha
ankoxon B kpbBTa 0T 0,5 g/L). Bbnpeku T0Ba, ce NpenopbYBa BHHMaHHE NPH €IHOBPEMCHEH TPHEM C
a/IkOXon.

[auneHTu ¢ uepHoapoGHH W ObOpeuHu 3abonssanus TpsaOBa Ja ce KOHCYJITMPAT € JCKAap npeau
ynotpeba. Jlekapat Tpsbpa aa onpenen 1an € HEOOX0AKMA Pa3IHYHAa 103a.

[lpenopbuBa ce BHUMAHUE NpU NMAaLMEHTH C Opeapasnonaratd (akTopH 3a 3aJbpXKAHE HA ypHHa
(Hanp. ne3us Ha rpbOHauYHMA MO3bK, MPOCTATHA XMOEPIUIa3ua), Tbd KaTO UCTHPH3IMH MOXe 14
yBEJIMUH PUCKA OT 335PbKKA Ha ypHHa.

[TpenopbuBa ce BHUMaHHE NPH ENUIENTHYHK MAUHEHTH U OONHH C PHCK OT I'bPUOSBE.

AHTHXUCTAMHUHATE MHXKOUPAT KOXKHO-ATEPrHYHUTE TECTOBE U € HEOOXOAUM NEpHOI HA W34YUCTBAHE
(0T 3 AHN) MPEaU Aa C€ MPOBEIE U3CNEABAHETO.

To3H NMpooykT chabpxa MakcHmanHo 19,3 mg copOuron (E420) BbB BCAKa Kancyna.

ChpOex WUIM YPTUKAPHA MOTaT 112 Ce MOABAT NP CMTUPAHE HA UCTHPH3NH, IOPH aKO TE3H CHMNITOMH
He ca GWINM HATMYHM NPENH 3aroYBaHe Ha JeYeHHeTo. B HAKOM Cyyan CHMNITOMKTE Morar 1a 6baat
MHTEHIMBHY M MOXE Ja HanokaT MOBTOpHO nevyeHue. CumnTomure TpadBa na OT3BYHaT IpH
[NOBTOPHO 3aNQUYBAHE HA JIEYEHHETO.

A KO CHMITTOMHTE NpOAb/XKaBaT WM CE BIOLIABRAT, CNIPETE ynotpebaTa v ce KOHCYNTHpaHTEe C 11
[leguaTpyuiHa Nonyaauns




Yrnotpebara Ha kancynHata opMa He ce NpenopbHBa NPH A€Ua Ha Bb3PacT nod 12 rofnHu, ThH KaTo
Tasu NekapcTBena Gopma He MO3BONIABA NPHCNOCODABaHE HA MoAXodsLla 103a.

4.5 BiaumoaeiicTBHe ¢ APYTH N1€KAPCTBEHH NPOAYKTH ¥ ApYrH opMH HA B3aHMOAEeHCTBHE

[Tfopany ¢apMakOKHHETHYHHA, (apMaKOAMHAMHYHHA Npodua M npoduna Ha MOHOCHMOCT Ha
HETHPHM3MH HE CE OYAKBAT B3aHMOZEHCTBHA C TO3M AHTHXMCTaMMH. BCBINHOCT, He ce CbobillaBa
3JHAYMMO  (papMakoAHHAMHUUYHO HAKM  (APMAKOKHHETHYHO B3aMMOAEHCTBHE NPH  MPOBEACHHTE
KAMHUYHHN W3NUTBAHUA 3a NEKAPCTBEHW B3AaUMOAEHCTBHA, NO-CNEUHANHO C NCeBIOC(QEnpUH WU
treodunuH (400 mg/neH).

CrtenedHTa Ha pe3opOuMA Ha USTHUPU3IHH HE C€ HAMallABa NP NpPHEMaHe ¢ XpaHa, BBNPEKH 4e
CKOpPOCTTA Ha pe3opoUHATA € HAMASIEHA.

4.6 @epTHIHTET, OPpeMERHOCT H KbPMeEHE

To3u npoAyKT HEe TpaOGBa nNa ce H3NO0JA3BA MO0 BpeMe HAa OPEMEHHOCT WIM KBPMEHE, OCBEH aKo
NoTeHIHANHATA 0133 OT IeYEeHHETO 33 MalikaTa HadBULIABA Bb3IMOXHUTE PUCKOBE 3a Pa3BUTHETO HA
[,1003 KK KbPMaYeTo.

bpeMeHHOCT

HanuuHu ca MHOIO pefkH JaHHH 33 eKCIo3uuus Ha LUeTHPH3HH NpH OpemeHHoCT. [lpoyuBanus c
KUBOTHM HE MOKa3BaT MPEKH WK HENpekd BpeIHH e(eKTH M0 OTHOUIEHHE Ha OpeMEeHHOCTTA,
eMOPHOHANHOTO/peTanHOTO pa3BHUTHE, PAKAAHETO WUNH MOCTHATANHOTO pa3euTHe. Tpadea na ce
BHUM2aBa, KOTATO UETHPH3UK CE MPEANHCBa Ha OpeMEHHH KEHH.

KspmeHe

[leTupu3uH Ce oTAens B KbpMmaTa MpH KOHUEHTpauuu oT 25% no 90% u3mepeHu B 1asMara B
3aBUCHMOCT OT BpeMeTo ciie npuema. CnenopaTenHo ce W3MCKBA BHHMAHHE, KOraTto €€ Npeanvcaa
HETUPU3HH HA KBPMELLUH XKEHH.

QepTUAHTET

Hanwuuu ca orpaHHueHd AaHHH 33 (epTHAMTETA MNPH YOBEKA, HO HE €& YCTAHOBEHH OMACEHHA 32
De30MmacHOCTTA.

JIaHHUTE NPH XKBOTHH HE NOKa3BaT ONACeHHA 32 6€30NaCHOCTTA NPH PENpOayKLUATA NIPH XOpa.

4.7 EdexkTn BbpXy cnocobrocTTa 32 mioPpHpane u padoTa ¢ MAIIHHH

O6GeKTUBHUTE H3MEPBAHHUA HA CMOCOOHOCTTA 3a Wodupane, W3CNCABAHUATA HA JIATCHTHOCTTA HA CbhHA
# TECTBT 3a paboTa Ha NOTOYHA JIMHHA HE NOKA3BAT KIMHUYHO 3HAYMMYU e(EKTH B MpenopbUuBaHaTa
Jo03a ot 10 mg.

[TalMeHTHTE, KOUTO W3NMHTBAT CHHJMBOCT, TPAOBA N3 ce Bb3ABPXKAT OT WodupaHe, 0a €€ 3aHMMaBar C
MOTEHLUHAJIHO ONACHYW IEHHOCTH WK paboTa ¢ MalIUHH.

[TauMeHTHTE, KOMTO Bb3HAMEPABAT Aa WodHpaT, Aa W3BbPLIBAT MOTEHUHATHO PHCKOBU ACHHOCTH HIIK
na paboTAT ¢ MalMHY, HE TPAGBA Na HAOXBLPIAT NMpENoPbhUBaHATa 032 M TPAOBa 1a UMAT NpeaBua
TEXHHA OTFOBOP KbM IE€HCTBHETO HA NEKAPCTBEHUA TIPOAYKT.

[Tpy 4yBCTBMTENHN NALMEHTH eAHOBPEMEHHATa ynoTpeda ¢ ankoxon uiau Apyru aenpecantu Ha LIHC
MOXE Ja NpeAH3BHKA AOMBAHUTENHO HaMasleHHe Ha OAWTENHOCTTAa U YBPEXKIOAHE HA (PyHKUMMTE,
BbIIPEKH Y€ LETUPH3HH He ycunBa edexta Ha ankoxona (0,5 g/ L kpbBHH HUBA).

TpaGea na ce BHMMaBa Npy WodHpaHe HA MOTOPHO MPEBO3HO CPEACTBO MITH YIIPABNEHHE HA MALLIMHH.




4.8 HexenaHH leKapcTBeHH peaKUHH

KNWHWYHUATE U3IMTBAHUS ca [OKa3alW, Y€ UETUPHIMH B IpenopbuBaHaTa A033 OKazka MaJKH
HexxenaHy peakuuu supxy LLHC, BkmouBau ChHIMBOCT, YMOpPa, 3aMaHBaHE M rnapobonue. B HaxoH
cnyuau ce cbobLaBsa 3a MapagokcanHo cTumyupane Ha LIHC.

BbopexH 4e LETHPH3HH € CENIeKTUBER aHTAarOHMCT Ha NepU(epHUTE H,-peuentopy U € OTHOCHTEIHO
6e3 aHTHXOMMHEPrHYHA AKTUBHOCT, ChOOLLABAT Ce OTACHH Cyy$au Ha 3aTPYAHEHHE NPHU yPHHHUDAHE,
HApYLUEHMWS Ha OYHaTa akOMONALMs U CyX0Ta B yCTaTa.

Uma choOlieHus 3a aOHOpMHA 4YepHOApoOHA (YHKUKMA C [OBHIUCHU yepHOApPOOHU EH3NMM,
CBNPOBOAEHH C MoBuUILeH OunupyOud. [loBeweTo OT TAX OT3BYYaBaT Cnel MnpeyCTAHOBABAHETO Ha

NeKapCTBOTO.

KnHHHYHU U3NUTBAHUS

JBOitHO-CAEMHTE KOHTPOAHPAHH KIMHUYHK H3NWTBAHUA, CPABHABAUIM UETHPH3UH C nnaueGo uau ¢
APYrH aHTHXHMCTaMWHM B NpenopbuBaHaTa J103HPOBKA (10 mg OHEBHO 3a UETHPU3HMH), 3@ KOMTO UMa
KONMHYECTBEHO H3MEPHUMH HAaHHM 3a 0e30MmacHOCT, BKIIKOYBAT NOBEUYE OT 3200 nauua, eKCnoHUpaHy Ha
LETUPH3HH.

B Teiwn 0006LICHM NaHHM ce CboOLIaBaT ClEAHUTE HEXKENaHM PEeakuMu 3a UETHpU3MKH 10 mg B
nnauef0-KOHTPONHPAHHTE KNHHUYHH U3NHTBAHUA C 4€CTOTA 1,0 % yu rio-BUCOKA.

HexxenaHa peakuis Herupusun 10 mg | [1nauedo
(WHO-ART) | (n=3260) (n =3061)
OpraHu3MBbT KaTo LAN0 — 00wM HapyLlIeHKH

Ymopa 1,63 % 0,95 %
Hapylienus HA UEHTpaNHATa U NepudepHaTa

HepBHa CUCTEMA 1,10 % 0,98 %
3aMaiBaHe 7.42 % 8,07 %

[ nasobonue

HapyuieHys Ha cTOMAUIHO-4peBHATa CHCTEMA

Kopemua 6onka 0,98 % 1,08 %
CyxoTa B ycTara 2,09 % 0,82 %
[TapeHe 1,07 % { 1,14 %
[TcHXHYHH HAPYLICHUA

CBHAUBOCT 9.63 % 5,00 9%
HapyuweHus Ha AMXaTenHaTa cucTeMa

DapHHIHUT 1,29 % 1,34 %

Bobnpeky 4e ChHIWBOCTTA € Bb3HUKBANa CTATHCTHYECKH MO-4ECTO OTKOMKOTO € njauedo, T4 € duna
fexa A0 ymepeHa B nosedero cayuyan. (OOeKTHBHWTE TECTOBE, MPOBEIEHH NpW ApPYIH KIHHUYHU
W3IMMTBAHHA, NOKA3BaT, Ye oOMUYaiiHHTE eXeAHEBHH LEHHOCTH HE C€ 3acaAraT MpH npenopbyBaHaTa
JHEBHA 1034 NPH 3ApaBH MAaax A00POBOJILH.

HexenanuTte A€KapCTBEHM peakUHW ¢ ¥ecToTa OoT % unn no-roisaMa npu Aeua Ha Bb3pacT OT
6 Meceua oo 12 roanHH, y4acTsallii B NNAUEO0-KOHTPOIIMPaHH KITHHUYHHA H3NKUTBaHK!A, Ca.

HeskelaHK neKapcTBEHH peaKUHH LleTupu3un {Inauebo
(WHO-ART) (n=1656) (n =1294)
HapylueHus Ha CTOMalllHO-UpEeBHATA CHCTEMA

Auapus 1,0 % 0,6 %
[TcuxHuuHH HAPYLUEHUA

CBHIUBOCT 1.8 % 1,4 %
HapyuieHds Ha AMxareaHaTa CNCTeMa




PuuHur 1.4 % 1.1 %
OpraHu3MbT KaTo UAJ0 — ODLLKH HapyLIEHUs
Ymopa 1,0 % 0,3 %

JlocTMApKETHHIOB ONMUT

B nonb/lHEHHE KbM HEXKENAHWTE peakuMy, CLOOLEHW Nno BpEMe Ha KIMHHYHUTE H3NUTBAHUA H
H3GPOEHH MO-Tope, MO BPEME Ha MOCTMAPKETHHIOBHA OMUT ca  ChLOOWEHH CEIHHTE HEXENaHH
peaKklUuH.

Hexenanute peakuuu ca onucanun cnopea MedDRA cuctemo-opraHeH Knac v Cnopea 4ecToTa UM B
MOCTMAPKETHHIOBHTE U3CAEIBaAHKA.

YecToTa ce Ompenens, KakTo crneasa: MHoro wect (= 1/10); gectu (21/100 g0 <1/10); HeuecTn

(=1/1000 no <1/100); peaku (21/10 000 pno <1/1000); MHOTO penkH (<1/10 000) u ¢ HEeu3BECTHA
yectoTa (HEe MOXKe 1a Obae oTHeTeE A OT HATHUHUTE NAHHH)

Cucrtemo- YecTH HeuecTn PeaxkH Mmuoro C HeH3BeCTHA
OpraHHA PeAKH YecToTa
KA3aCHPHUKALHS
Hapywenus HA TpombouuTo
Kpbema 7 NneHus
ruMprama
cucmenda:
Hapywenis Ha CepbX4YyBCTBH | AHAQUNAKTH
UMYHHaMA TEJHOCT YyeH LIOK
cucmema:
Hapyutenus HA [TosuuIeH
mMemabonusmd  u ANeTUT
XpaHeHemo:
Hewxuunu AdKUTaLIHSA Arpecns, Tukose Cyuuuany
HAPYUeHUA! 00OBLPKBaHE, MHUCIJIH,
aenpecus, KOIUMapH
XaTHOLMHALHA,
beacbHHE
Hapywerus HA [lapectesun | ['bpuoBe Huncreysus, | AMHE3NA,
HepaHama NHCTOHMA, naMeToBH
cucmema: IUCKHUHE3UR, | HapYLUCHHA
CHHKOTI,
TPEMOP
Hapyweniv Ha Hapywenue | bonka B ounte
oyume: Ha
aKOMOaLIHA
Ta,
3AMbIJICHO
3pEHHeE,
OKYyorupay
Hf, 1101y BaHe
Ha OYHTE




Cucremo- YecTH HeuecTH Peakwu Muoro C HeH3BECTHA
OpPraHHa peaKH 4eCTOTA
KaacHGHKALHA
Hapywenua na Bepturo
YXOomo u
aabupunma:
Coupoeyunu Taxukapaous
HAPYIEH LA
Pecnupamopnu, Kaumnuua
PPBOHU U
MeBUACMUHQIHU
HAPVIUEH LA
Cmomauirno- Huapus
upegHu
HAPYWEHUA !
Xenamoobuiuapnu AGHOpMHA Xenatur
HADYWEH UL yepHoapoOHa - Broueno
$yHKIUA
JTEKAPCTBECHD
(yBESTHUEHH
TPaHCAMHHa3H, HHOY IIHPaHe
A TKATTHA 4epHOTpobHO
docataza, y- yspexaade (DILD u
GT H ApPY¥TH BHIOBS
OunnpyOHH) HenHdieKLHO3eH
ACATHT
Hapyvuwienus HA Cupbex, YpTHKapus AHrnoHespo | Octpa
Koxcama 7 00pHB THUYEH OTOK, | réeHepanHivpaH
noJKodCHamMa ¢UKCcHpaH a
MBRAH. JEKapCTBEH | eK3aHTEMAaTo3Ha
oOpuB NyCcTy034a
(AGEP)
Hapywenus na ApTpanruf
OHOPHO-
OBUCAMENH UA
anapam u
CheOURUMenHama
MbKAH:
Hapyutenus Ha Huzypus, 3anpuikka Ha
bebpeyume U eHype3a YpHHA
RUKOYHUME
nemuLa;

Hapywenus na
PERPOOYKMUGH UM
acucmema u
ovpoama:

Epextunna
AUChHYHKLUA




Cucremo- YecTH HeyecTn Peakm Muoro C neuzBsectTHa
OPraHHa PeAKH JeCTOTA
KJAacHdpuKalHa
Obwu napyutenis AcTenus, OTox CtpOex npu
u ehekmu  Ha HEPA3NOJIOK H3ITerngHe
MACMOMO Hd eHUe
NP UAOHCEHUE
Hacaeoeanun: Y BENUUEHO

TErao

Onucanue Ha U3I0paHUTE HEXENMAHH PeaK LUK

Cnen npekpaTsBaHe Ha NpHEMa Ha LUETHPH3IHH ce cbollaBa 3a chpbex (WHTEH3HBEH ChpOek) WHnH
ypPTHKapHA.

CoofuiapaHe HA NOJO3IUPAHH HEXENAHH PEAKLIHH

Crob1iaBaHeTo Ha NMOA03MPAHK HEXKENAHK peakUuUy ClIe/l pa3peluaBane 3a yrnorpeda Ha 1eKapCTBEHHA
MPOAYKT € BaxcHo. ToBa MO3BO/ABA AA MPOABLIKH HAOMIOAEHHETO HA ChOTHOLIEHHETO 0/13a/PUCK 33
nekapcTBEHMT NpoAykT. OT MeOHUMHCKMTE CNEUHATMCTH Ce M3NWCKBA JAa CboOllaBaT BCAKa
NOAO3IMPaHa HEXeNaHa PeakuHa Ype3 HauoOHaNHaTa cHcTeMa 3a ¢bobluaBaHe B

M3nbiaHuTEHA areHUHs o JieKkapcTeara

yi. ,.Jlamsan [pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcaiT: www.bda.bg

4.9 [Ilpeaosupane

CuMOTOMMU

CuMnToMuTe, HabMOAaBaHH Ccled Npeao3upaHe Ha UETHPU3MH, ca NpeauMHo cBbp3and ¢ LIHC
edeKkTH UK C e)eKTH, KOUTO N10KA3BAT AaHTHXONHHEPITHUHO AEHCTBHE.

Hexenauurte peakuuy, choBIUEHH Clel NpHEM Ha TOHE 3 ObTH NpPEenopbyBaHaTa AHEBHA 1034, Ca.
oObpKBaHe, nAuapus, 73amaliBaHe, ymopa, ri1asobosde, HepasnojokeHue, MHApPHAza, CbpOeX,
0e3MOKOUCTBO, CeaAHpaHe, CbHIUBOCT, CTYTOP, TAXHKADAHA, TPEMOP H 3aIbpPKaHE Ha ypUHa.

Jleuetue

Hsima u3BecTeH cneunduuen aHTHAOT HA LETHPH3HH.

AKO BB3HHKHE Mpeao3upaHe, Ce€ MPenopbYBa CHMOTOMATHUYHO WM NMOAIbPKAWO JeyeHHe. (Cnen
CKOpOLLHO Norabluade tpadBa na ce 0OMUCIK CTOMALIHA NPOMHUBKA.

LleTupH3nH He ce oTcTpansaBa eeKTUBHO Ype3 auannsa.

5. ®APMAKOJIOTMYHH CBOHCTBA

5.1 @apmakoanHAMHYHH CBOiicTBA

®apMmakoTepanesTuuHa rpyna: lunepaiunosu nponssoann, ATC kom: ROOA EO7

LieTHpu3nuH, MeTabOJIMT HAa XWAPOKCH3UH TIPH YOBEKA, € MOIWEH H CEJIeKTHBEH AHTArOHUCT Ha

nepudpepunte H-peuentopu. [n vitro U3NHWTBaHUATA 3a CBBP3BaHE C PEUCNTOPUTE HE [MOKa3RAT
H3IMEpPHM aHHHTET KbM IPY Iy peLUenTopH ocBeH Hi-peuentopure.




B nmonbhHeHue kbM aHTH-H, edekTta € nokaszaHo, 4e UETHPH3IMH HMA AHTHANEPru4Ha aKTHBHOCT: B
1032 or 10 mg BeaW®K WNY ABa MbTH JAHEBHO TOH MHXMOMpa KBCHaTa taza Ha HaDHpaHe HA
e03MHOPHIIN B KOXKaTa W KOHIOHKTHBATa Ha JMUA € aTOMHA, MOAN0XKEHH Ha CTHMYJINPAHE C alICpreHn.

KNHHUYHUTE H3NUTBAHKUA TPH 3ApaBM A0OPOBONUM NMOKA3BAT, Y€ LETHPU3WH B 1034 OT 5 n 10 mg
CUIHO MHXHOMpa anepruvHKUTe peakuuu (NOAyBaHE M 3a4EPBABAHE), HALYUHPAHH OT MHOTO BHCOKH
KOHUEHTpAllMH Ha XUCTAMHH B KOXATa, HO KOPENalHA ¢ e(hUKacHOCTTa He € YCTAHOBEHA.

B eano 35-AHEBHO NpoyuYBaHe TPH aeua Ha Bb3pacT or 5 A0 12 roaWHW, He € YCTaHOBEHA
TOJIEDAHTHOCT KbM AHTHXHCTAMUHOBHMA edekT (MOTHCKAHE Ha MOAYBAHETO W 3a4YEpPBABAHETO) C
netupuznH. Korato ce cnpe JIEUEHHETO C USTHUPHU3NH C/le]l MHOTOKPATHO MPUNOKEHHE, KOXKaTa
BBb3BPbLUA HOPMATIHATA CH PEAKTHBHOCT KbM XHCTAMHH 110 3 JHH.

B efHo miecTceaMHYHO, NNaLebo-KOHTPONUPaHO KINHHYHO W3UTBAHE HA |86 NAUMEHTH C allepruyeH
DUHHT ¥ CBITBTCTBALUA Jleka A0 yMepeHa acTMa, ueTupu3lnd 10 mg BEAHBK AHCBHO nonoopnsa
CHMIITOMMTE Ha PHHUTA M HE npoMeHs Genoagpobuarta (GyHkuma. Topa KNHHHYHO H3MUTBAHE
noakpens 6e30nacHOCTTa Ha MPUIOXKEHHE HA LETHPU3NH Ha aJIEPTHYHU NALMENHTH C Neka N0 yMEpEra
acTMma.

B eaHo nnaueto-KOHTPOJINUPAHO KIMHHYHO W3MHTBAaHE, LETHPH3HH, NMPpHIOXKEH BbB BHCOKAa IHEBHA
no3a ot 60 mg B NPOALIKEHHUE HA CeAeM IHM, HE NPeAW3BHKBA CTATHCTHUYECKH 3HAYUMO YABLJIKABAHE
Ha QT uarepsana.

Jloka3aHo €, 4e 8 MpenopbYBaHATa AO3UPOBKA LETUPUIHH NMOOOOPABA Ka4eCTBOTO HA KHBOT Ha
NAUMEHTUTE € UENOTOAHLLEH Y CE30HEH ANEPTHUEH PUHHT.

5.2 dapMaKoKHHEeTHYHH CBOHCTBA

PaBHOBECHATA MaKCHMalHa njaiMeHa KoHueHTtpauus € npudnuszurenHo 300 ng/ml v ce nocrura 3a
1.0+ 05h. He e uabniogagalo KyMyjiMpaHe Ha UETHPH3UH cled AHeBHU A03W oT 10 mg 3a 10 aHu.
Pasnpenenenuero Ha  $apMakOKMHETHUHHWTE  MOKazaTend, Hamp. MaxKCHManHa  [/1a3MEHa
koHueHTpalua (Cny) ¥ NRoWTa noa kpusata (AUC), € eIHOKOMIIOHEHTHO NPH noOPOBONIH.

CreneHTa Ha pe3opOlLMA HA LETHPU3MH HE Ce HamansiBa OT XpaHa, BbNPEKW 4YE CKOPOCTTA Ha
pezopbunata € HamaneHa. CreneHTa Ha OMOHANHMYHOCT € MOAOOHA, KOTATO LETHPUIHH CE MpHara

KaTO pa3sTBOPH, KANCYNK UNH TabneTky.

Buaonmusat obeM Ha pasnpenenenue ¢ 0,50 I/kg. Crbp3BaHeTo HA LETHPU3HH C MJIA3MEHHUTE NPOTEHHH
e 93 +0,3 %. LleTUpH3NH He MPOMEHS CBbP3BAHETO HA BapdapuH ¢ ITa3MEHNUTE [IPOTERHH.

LieTHpu3vH He ce noanara Ha MeTaboSin3bM HAa BPBO MPEMHUHABAHE NPE3 YEPHHA apod. Oxono aose
TpeTH OT [03aTa C€ EKCKpeTHpa HelpOMEHeHa B YypuHaTa. TEPMMHANHHWAT MOMYXHUBOT €

npuoanzurentoe 10 vaca.

1[eTUPN3NH NOKA3Ba JIMHENHA KMHETHKA B rpaHuudTe oT 5 a0 60 mg.

CneuHaniu momynaumy

Mayuenmu 6 cmapyecka gv3pacm: Cnea elHOKpaTHa nepopanHa fo3a oT 10 mg noryxusoTsT ce
yBenuuara ¢ okono 50% v KAMpBHCBT ce Hamansea ¢ 40% npu 16 nuua B cTapuecka BbL3PAcT B
cpaBHeHHe ¢ oOMKHOBEHHTE Axua. HamanspaHeTo HA KAUPBHCA HA LETHPH3HH TMpH A00pOBONILH B
CTapuecka BB3PacT W3TNIeXIa € CBbP3aHo C HamaneHata UM ObOpeuna @y HKLKA.

Jleya, kvpmavema u deya g panna demcka gvspacm. [10TyKHBOTBT Ha UETHPH3HH € OKONIO 6 yaca npu
neua ot 6 1o 12 roAMHY ¥ 5 yaca npH aeua oT 2 Ao 6 roguuu. Ilpu kbpMaueTa U €Ua B paHHa AeT
8b3pacT oT 6 10 24 Meceua, ToH € HamasneH 1o 3,1 yaca




Iayuenmu ¢ Ovopeuno yapexcoane: PapMaKOKHHETHKATA HA JIEKAPCTBOTO € nogo0Ha NpH NauHeHTH ¢
nexo yppexaaHe (kpeaTHHMHOB KinupbHC Haa 40 ml/min} w 3apaBu nobGposonud. [lauxeHTd c
yMepeHo 6bOpeuHo YBpekaaHe WMaT 3-KpaTHO YBEJMYEHHC Ha MOMTY)KMBOTA M 70% namaneHue Ha
KJIMpPBHCA B CPABHEHHE ChC 3ApABH N0OPOBONLH.

[TauMeHTH Ha XemMoouanuia (KpeaTHHHUHOB KAWpBHC moa 7 ml/min), Ha KOHTO € NpHIOKEHA
e[IHOKpAaTHA nepopanHa n03a oT 10 mg ueTHpH3uH, UMAT 3 KPaTHO YBEIHYEHHE HAa NOAYXNKHMBOTA H
70% wuamajeHHe Ha KIUPBHCA B cpaBHeHWe ¢ Hopmarta. LleTupusun ce OTCTpaHsBa cnabo upes
xemonuaninia. HeoBxoauMo € KOPUTMPAHE Ha 103aTa NPH MaLMEHTH C YMEPEHO MM TEXKO O6BOpedHO
yBpexxaaHe (BHXK Touka 4.2).

Hayuenmu ¢ vepnodpobro yspexcoawe: TlalMeHTH C XPOHWYHY 4epHOAPOOHH 3a00J1ABAHHA
(XerlaToLiey/lapHa, XO/necTaTHyHa M OuinapHa LMpo3a), Ha kouTo € npunoxed 10 unw 20 mg
LETUPHM3MH KAaTO €AHOKpaTHa J03a, MMaT yBeSMYeHue Ha nonyxusota ¢ 50% u 40% nHamaneHuve Ha
KNHPBHCA B CPABHEHHE CHC 3APABH KA.

Kopurupake Ha 103aTa NpH MALMEHTH C YEPHOAPOGHO yBpexkaaHe € HeoOX0AHMO Camo NpH HaluHue
Ha CbMBTCTBALLO OBOPEUHO YBpEXKOaHe.

5.3 IpeakNuHHYHH AaHHH 32 0€30NACHOCT

HeknvHHMYHKTE AAHHKW He Noka3paT ocobeH pHCK 3a Xopa Ha 0Oa3zara Ha KOHBEHUHOHAIHWTE
bapMaKkoJOrMYHE  poyuBaHuA 33 0e30MacHOCT, TOKCHYHOCT MNPH  MHOTOKPaTHO  MNpHAAraHe,
re HOTOKCUYHOCT, KAPLUKWHOTEHER MOTEHUHAN, peNPOAYKTHBHA TOKCHYHOCT.

6. PAPMALIEBTUYHHU JAHHH

6.1 CnHucbK HA TOMOIIHHTE BelllecTBA

Coabpxande HA KaNcyJarTa
Maxporos 600

Kanues xuapokceua 43% 1/1
[osuaon K30

[IpeyucTeHa Bona

Kancyana odsnBKa

JKenaTHH

Copbuton (E420)

["muuepon

[Mpeyuctena Boaa

JleunTHH

CpeaHoBEpUNKHHU TPHINTUUCPUAN
YepHo MacTHIIO

KoMOoOHEeHTH HA YepHOTO NeYaTapcKo MACTHIO.
[TponuneHrnukon

YepeH xeneseH okcun (E172)

[TonusuHMN aueTart ¢pranar

Makporon 400

AMOHHEB XUIPOKCHA

6.2 HechLBEMECTHMOCTH

HenpunoxuMmo.




6.3 Cpox Ha roaHoCT

3 roauHU

6.4 ChnenuanHy yc/10BHA HA ChbXPaHEHHE
Jla ce cpxpanaBa noa 30°C.

6.5 BHIH chaABpAAHHE HA ONAKOBKATA

Brucrepu ot PVC/PE/PVAC nnu PVC/PCTFE ¢ no 7 xancyns, sane4aTaHk ¢ aTyMHHUCBO [IOKPHBHO
¢onmo, onakoBaHH B KAPTOHEHH KYTHH.

6.6 CrenHaJHH NPeANA3ZHH MEPKH IIPH H3XBLPJIAHE

HsamMa crieHaiHyd H3UCKBAHHUA NPH U3XBBLPIAHE.

7.  TIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.
Offices 5,6 & 7

Block 5

High Street

Tallaght

Dublin 24

D24 YK8N

HMpnanaus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEDBA

Per. No: 20120398

9. JATA HA II'BPBO PA3ZPEINABAHE/MIOMHOBABAHE HA PA3ZPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha MbpBO paspeluasaHe 3a ynorpeba: 03.08.2012
Jlata Ha NOAHOBABaHE Ha paspelueHueTo 3a ynorpeda: 06.1 1.2018

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

03/2024
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