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1. HMME HA JEKAPCTBEHHA ITPOAYKT

Jlonepamug Exodapm 2 mg Tabnerku

Loperamide Ecopharm 2 mg tablets

2. KAYECTBEH H KOIHYECTBEH ChCTAB

Beska Tabnetka chappika 2 mg nonepaMuaos xuapoxnopun, (foperamide hydrochloride).
TToMolIHYM BEWECTBA ¢ U3BECTHO AeiCTBHE: Beaka TabneTka chabpka 101,2 mg naxrosa.

3a IBJTHKA CIHCHK Ha MOMOIIHMTE BEIIIECTBA, BHKTe ToYKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka

Jonepamua Exodapm 2 mg tabiaetky ca Oesd 10 nouti Gefy, KPBIiy, ABOHHOH3MTBEKHAIH
HeHMupaHH TabneTku ¢ BUBGHATO penedHo u3obpaxenne ,,C OT eanaTa cTpaHa  ,,11“ ot apyrata
cTpaHa Ha TabneTkara.

4. KJIHHHYHU IAHHH
4.1 TepaneBTHYHH NOKA3AHHA

Jlonepamus Exodapm e nokasax 3a CHMITTOMATHYHO JIGUEHHE HAa OCTPA AHapys TIPK Bb3PACTHH M ASLA
Han 12-rogMinHa BL3pacT.

Jlonepamun Exodrapm Moxe na ce npunara H npH OcTpU AHapH4HH €IIM3041, ACOLMHPAHH ChC
CuHapom Ha pasapasuexoto yepso (CPY) npu seapacTHr Haj 18-roauuina Be3pact, AHATHOCTULIMPAHH
OT CHEUMAIHCT.

4.2 [do3HpoBKA H HAYHH HA HPH/I0KEHHE

Jo3upoBka
Ocrpa Anapusn

Buw3pacmnu u deya nad 12-200muna svspacm:
Havannara no3a ¢ 2 Tabnetky (4 mg); neueHHeTO MpoAL/LKaBa ¢ npeMaHeTo Ha | Tabnerka (2 mg)
CJIEN BCAKO Pa3BOAHERO H3NPAKHEHHE.

MakcxmManunara AHEBHA 403a He TpAGBa Aa HaaBHIuAaBa 6 TaGnetku (12 mg).

CHMITOMATHYHO JleyeRHe HA OCTHP AHAPHYEH enH30d, acounnpan ch¢ CPY npn sb3ipacTHn Hajg
18-rognmua BL3pacT
HauvanHara no3a e 2 Tabnerku (4 mg); NedeHHeTO MPOLXb/DKaBA ¢ pueManeTo Ha 1 1af g@m
Cle/l BCAKO pa3BOHEHO HAMPAKHEHHE WITH CIIOPE NPenopeKaTa Ha NeKaps. F

MaxkcHmarnHaTta IHeBHa N03a He TpabBa Na Haaeuiuaea 6 TaGnetin (12 mg).



Ieouampuuna nonvarayus
Jlonepamun ExodapM e npoTrHBonoxasan npH aeua nop 12-roguiina Be3pacr.

Ilauuenmu ¢ cmapyecka 6v3pacm
He e Heo6x0qumMo KOPHripaHe Ha [03aTa PH MALUMEHTH B CTAPYECKA BH3PACT.

bwOpeuno yepexcoane
He e Heobxoanmo kopuripane Ha no3ata pH NAUKSHTH ¢ GBOPEUHO yBpeXkaaHe.

Yeproopobdro vepexcoare

BuhnpekH de HAMa (papMakOKHMHETHYHH JAHHH 34 IALMEHTH C YepHOApoGHO yBpexaaHe, Jlonepamupa
Exogapm TpsOBa na ce H3M0/13Ba ¢ BHHMAHKE IPY TAKHBA NALMEHTH, MOPAIH PELYLIMPAHKA
MeTaGo/IH3LM Ha ThpBO NpeMHHaBaHe (BX. To4Ka 4.4.).

HauuH Ha npiioKeH#e
Iepopanno npunoxenne.
Tabnerknure Tpabsa fa 6bIAT NpHEMaHH ¢ TEUHOCT.

4.3 IIpormsonoxkazanus

Jlonepamua Exodapm e NpoTHBOMOKA3AH MPH NALHMEHTH ¢ H3BECTHA CBPBXHYBCTBHTE/IHOCT KM
JonepaMuaoB XHAPOXAOPHA HIH KbM HAKOE OT NOMOLIHHTE BEILEeCTRa, H3GpoeHH B Touka 6. 1.
Jlonepamun Exodapm He Tpabea fa ce H3NMON3BA NPU Jeua noa 12-rogdusa Bs3pacT.

Jlonepamun Exodapm He TpaGBa aa ce H3MON3BA MPU:
®  MalMEeHTH C OCTPa AM3EHTEPHA, C KPEE B M3NPAKHEHHATA W BUCOKA TEMIIEPaTypa;
¢ NALMECHTH C OCTHP YJILIEPO3IEH KOJIUT;
*  NAaUveHTH ¢ GaKTepHaleH €HTEPOKOAUT, NPHYHHEH OT MUKPOOPraHH3MHM, BKITIOUHTENHO
CanMOHeNa, INKrea H kKamnunoGakTep;
® NALMEHTH C NCeBAOMEMOPAHO3EH KOIMT, aCOUMHpaH ¢ ynoTpebara Ha IUMPOKOCIEKTEPHH
AHTHOHOTHLIH,

JlonepamuaoB XHApoOXIOpUA He TPAORa 1a ce M2NON3BA, KOTATO ¢ HeoOXoNuMo Ja ce niberHe
NOTHCKAHE HA NEPHCTANTHKATA, NOPAH CEPHO3EH PHCK OT 3HAYHMH MOCISAHLM, BIIIOYBALIK YPEBHA
HEMPOXOMMOCT, MEraKONOH H TOKCHYEH MerakonoH. [IpueMbT Ha lonepamunos Xxunpoxnopun Tpstsa
Aa ce TpeyCTaHOBH HezafaBHO B CTy4aid, 4e ce pa3BHe KOHCTHIALMA, TIOAYBaHe Ha KOPEMa WIH YpeBHa
HENTPOXOOHMOCT.

4.4 Cpeunanny npeaynpexJens H npeAlIa3HA MepKy npu ynorpeda

JleueHHETO Ha MaApHA C NONEPAMUIOB XHAPOXNOPHI € CAMO CHUMITTOMaTHUHO. BAHary, KOraTo e
BL3MOKHO [a C& YCTAHOBH OCHOBHATA ETHONOrHA, TPAGBA 1a ce NPeANUCEa cretudUyHa | NoAX0AAMWa
(no Noxas3aHWA) 34 Hes Tepanua.

B cryyaii Ha ocTpa auapus, Hai-BaXxHATa MApPKa € BPeIOTBPATABAHE Ha BOJHO-ENEKTPOIHTEH Je(DULMT,
ToBa e ot 0coGeHo 3HaYEHHE NPH Aelia H [IAUHEHTH B CTAPYECKa Bh3PACT B YBPEAeHo 0010 ChCTOAHHE,
CTpajaiy 0T ocTpa auapud. Y noTpebaTa Ha TO3H NexapCTBEeH MPOAYKT HE 3aMeCTBa HEOOXOAMMOCTTA
OT NIPHJIATaHETO Ha MOAX0ARILA BOJHO-EIEKTPOIMTHA 3aMECTHTETHA TEParTHs .

Toii kato npoxbAKUTENHATA AHAPHA MOKE A2 GbJle IPU3HAK HA MOTEHIMATHO FO-CEPHO3HO ChCTOSHNE,
TO3H JICKaPCTBEH NPOAYKT He TpaGBa 1a ce M3M0/38a NMPONBIDKHTEIHO BpeMe, JOKATO He ce
NpY4MHATA 32 AHApHATA,

[Tpu octpa gmapus, ako He ce HabmozaBa KHHEYHO NOAODPEHHE B paMKHTe HA 48 u
Ha IOTIePaMHAOB XUAPOXJIOpHA TpabBa Ja bbae NPeKpaTeHo U Ha NALWeHTHTE Ce Mp
KOHCY/ITALMSA ¢ JAeKap.



Ypu naumentn cxhe CITAH, nexysany or nuapws ¢ ionepaMHIOB XHAPOXJIOPHA, Tepanuata Tpabea fa
¢e NPeyCTAHOBH NpH Hali-paHHH CUMIITOMH Ha MOJYBaHe Ha Kopema. ChoOIL@BAT Ce H30/MpaHH ClyYan
Ha 3aneK ¢ MOBHINEH PHCK OT TOKCHYEH MErakoNioH [IpH nauueHTH, 601Hu ot CITMH, ¢ undexunosey
KOITHT, IPeAH3BHKAH OT BHPYCHH HITH 6aKTCpHANHH NAaTOreHH, NEKYBaHH ¢ NONEPAMBAOB XHAPOX.IOPHIL.

Buhpeku e HAMa GpapMakoKMHETHYHH JaHHK 33 MAUMEHTH C YEPHOAPOOHO YBPEXKAAHE, JIOTIEPAMH/IOR
XHApOXNopua TPA6Ba 1A ce M3NOJ3BA ¢ BHUMAHHE NPH TAKHBA [ALMEHTH, NOPAIX PeLyLHpaHHA
MeTabonu3LM Ha MBPBO NMpeMHHaBaHe. ToBa nekapeTso TPAOBa 1a ce Npuiara BHUMATENHO [Py
NALKEHTH ¢ YepHOIPoOHO yBPeXAaHe, ThH KaTo TO MOXKeE /Ia NPeH3BHKA OTHOCHTENHO (PEAO3HpaKe,
BOACLIO 10 ToKeHYHOCT Ha LTHC.

AKO TO3M TEKapCTBEH NPOAYKT Ce MPHEMa 32 KOHTPOTMpaHe Ha enH304M HA HAPKA, ACOLHUPAHY ChC
CPY, Beue aMarHOCTULIMPaH OT MENULIMHCKH CMEUMANUCT M He ce HabMmoasa KIHEMUHO Noaobpenue B
paMKHTe Ha 48 4aca, NPUEMDT Ha JIOMNepaMUIOB XUAPOXIOpK] TpOBa fa Obae npeycTaHoseH U TpAdsa
na Oblie HanipapeHa KOHCYTaUMsA ¢ ekap. [TaumeHtuTe TpabBa Ja ce KOHCYNTHPAT ¢ Jiekap H aKo
TEXHHTE CHMITOMM C€ IPOMEHAT HIIH TOBTapALIUTE Ce eMH304H Ha AHAPHS NIPOIBIDKAT NToBeye OT 2
ceaMHL.

3noynoTtpeba ¥ HenpasknHa ynoTtpeba, KaTo OMHAT-3aMECTUTE], ¢a OMHCAHH NPH XOPA C HAPKOTHHHO
npHCTpacTABaHe (BiK. Touka 4.9).

Hma cvobutenus 3a cupAeYHOCHAOBH CHOHTHA, BRIOUBAIUM YabKasaHe Ha QT-unTepsana u QRS-
KOMILIeKCa, lorsade de pointes BbB BpE3Ka © npenozupare. Hakon ot ciyvanre ca umaniu netanen
n3xox (BiK. Touka 4.9). [Ipenoaupanero moxe Aa ASMacKMpa CHINECTBYRALN CHEAPOM Ha Brugada.
[TaunenTtHTe He TPAOBA Na HaNBUIIABAT MPEMOPHLYHTE/IHATA 1032 K/HIH MIPENOPLYAHATA
NPONBKHTENHOCT HA JIeUeHHE.

Jlonepamus Exodapm ceabpika raktoza. [latpentd ¢ peaxn HacneacTeeHH npoblieMy HA ralakTo3Ha
HENOHOCHMOCT, Lapp aKkTasHa HEAOCTATBYHOCT HIH IVIIOK030-raNakTo3Ha manabeopOuus, ne Tpsbsa
JIa NpHeMAT TO3M JIEKAPCTBEH MPOIYKT.

4.5 B3aammopeiicTBHe ¢ JPYrH JeRaPcTBEHH NPOAYKTH H Apyrs popmMa Ha BiauMonelicTBae

Hex1HHMYHH JaHHK TOKA3BAT, Y€ IONCpaMH/ IpeACTARAABA P-rIHKONPOTEHHOR CyBeTpar.
EAHOBpeMEHHOTO NPHIOKEHKEe Ha Tonepamu] (eAHHIMHA 1032 OT 16 mg) ¢ KBMHWIHMH WK PUTOHABHD,
KOMTO ca P-rnuKonpoTeMHOBH KHXUOMTOPHU, BOLH 10 JBY~/TPHKPATHO NIOBHILABAHE HA TIA3MEHUTE
HUBA Ha fonepamu. KIHHHYHOTO 3HaueHHe Ha Te3y GapMaKOKHHETHYHH B3auMoneicTBys ¢ P-
TAMKONPOTEMHOBHTE HHXHOHTOPH, KOTraTo JIONEpaMHJ, ¢ MPUIOKEH B IPENIOPBUHTENHUTE N03H, HE €
W3BECTHO.

EnrnoBpeMeHHOTO NpuiokeHHe Ha JA0ONEPaMUA (4 mg eAMHMYHA [1032) H UTPAKOHA30/1 (MHXHOUTOP Ha
CYP3A4 4 P-rankonpoTenHa), BOAH IO TPH-/4ETHPUKPATHO YBEAHUCHHE RA TLIA3MEHUTE
KOHLUEHTPAUMH Ha nonepamua. B crmoTo Knudnuo u3nureane rempubdpozun (CYP2C8 wuxubuTop)
TIOBHIIARA ]IA3MEHHTE KOHLEHTPALMHK Ha fonepaMul MpuOnu3uTenno apykparHo. KomGuHaiuara sa
MTPAKOHA30J W reMpHOpo3HT BOAH 10 HETHPHKPATHO YBE/THYEHUE HA MAKCHMATHHTE (LUTA3MEHH HHBA
Ha lIonepaMuA K 0 TPHHANECETKPATHO YBEMHYEHHE Ha 001aTa nnazMeHa excrioznuus. Teau
YBEHYEHUA HE Ca CBHP3akH ¢ e(DeKTH OT CTPaHa HA LISHTpaHaTa HepeHa cuctema (LIHC), usMepenn
4pe3 NCHXOMOTOPHH TecToBE (T.¢. CyOexTUBHA chHIuBOCT M Digit Symbol Substitution Test).

nonepaMua. ToBa yBENHYEHHE HE € CBBP3AHO ¢ MOBHIUCHH (apMaKoIHHAMHYHH €0
qpe3 NyMHIOMETPHA.



EAHOBPEMEHAOTO NEHEHKE ¢ TEPOPATEH J1e3MOINPECHH BOAK IO 3-KPaTHO YBETHYCHHE Ha (L1a3MEHHTE
KOHLEHTPALMH Ha Ae3MONPECHH, JL/LKAIM C€ BEPOATHO HA 3a0aBeHUs CTOMAILHO-UPEBEH MOTITHTET.

Ouakga ce, ye nekapcTsa ¢ NoNOOHH (hapMakosioruiHy cBoiicTBa MOXeE 12 IOTEHUMPAT eeKTa Ha
JOMepaMHA H Y€ JIEKapCcTBa, KOMTO YCKOPABAT CTOMAILHO-YPEBHOTO NPEMHHABAHE, MOXKE 13 HAMAT
edieKra My.

4.6 ®eprTuaurer, SPEMEHHOCT H KhPMEHE

Bpemennoer

HsiMa naHHY 3a 5€30MaCTHOCTTA HA TOBA NIEKAPCTBO MpH YNOTpeda OT OpeMEHHN KeHU, BBNPEKH ue [Py
XHMBOTHH He ¢¢ HabnoaaBaT MHAHKALIMH 32 TEPATOTEHHN MY eMOpHOTOKCHYHH edekTH Mpu ynoTpeba
Ha JorepamMUaoB Xuapoxnopua. He ce npenoprusa npunoxkeHUeTo Ha TOBa JIEKAPCTBO IO BPEME Ha
BpeMeHHOCT, 0cobeHO B MbPBUS TPUMECTBP.

Kupmene
Manxy konHyecTRa loNepaMH MOTAT 4 eKCKPeTHpaT B kbpMarta. [lopaau ToBa He Ce Npenopbyea
ynoTpeGaTa Ha TOBA AEKAPCTRO MO BPEME Ha KbpMEHe.

HKenute, koTo ca GpemeHHH WK KPMAT, TPSOBa Na Ce KOHCYJITUPAT C JeKap 3a NOSXOAALIO JIEHEHHE.

Peprunarer
He e ouieHer edekThT BbpXy hepTraeTa npu xopa.

4.7 Edextn pppxy cnocobHocTTa 32 Modupane i pabora ¢ Mamnanu
Ilo Bpeme Ha JIEUEHHETO C IOTIEPAMMIOB XHIPOXIOPHI MOKE Iia Ce HaboaaBaT yMopa, BUEHE Ha CBAT

HJIM CBHIIMBOCT, Hapeil ¢ APYTHUTe AHApUiiHKM CHHAPOMH. Tlopaay ToRA € MPenopbUHTENIHO NOBHIIEHO
BHHMaHue npy mwodupaye Wik paboTa ¢ MallMAM.

48 Hewxenann JEeKAPCTBEHH peakuny

Buspacmnu u Oeya na 12 u noseve 200uny

Be3omacHoCTTa HA onepaMHAOB XHAPOXJIOPH € OUEHSBaHa NpH 2755 8B3pacTHy » feua Ha 12 u
NoBe¢Ue NOJHHH, YHACTBATH B 26 KOHTPOIHPAHH M HEKOHTPOJIHPEHH KTMHHYHHA H3MTBAHHA Ha
TonepaMUI0s XHAPOXTOPH/, NMPHIAraH 32 IeYCHHE HA 0CTPa AHapHA.

Hexenanure peakunu, ceobiuersn o >1% oT nauHeHTH, 1EKYBAHH C JIONEPAMHIOE XHAPOXJIOPH], Ca
Ounu: zanek (2,7%), meteopusnm (1,7%), rnapobonse (1,2%) u ranese (1,1%).

Tabauua 1 noxkassa HIIP, xouTto ca Sunu qoknansauu fipu yrorpebara Ha JoliepaMHAOB XHAPOXJIOPHI
No BpeMe Ha KIMHHYHO H3NMTBaHE (OCTpa JAKapws) WK 110 BPeMe Ha MOCTMapKeTHHroBaTa dasa.

HecToTarta e NpeNCTaBeHA CNOPe/, ClieAHATA KOHBEHLUA: MHOTO YyecTH (>1/10); yectu (=1/100 1o
<1/10); neuectu (>1/1000 no <1/100); peaxu (=1/10 000 go <1/1000); 1 muoro peaxu (<1/10 600), ¢
HEHM3BECTHA YeCTOTa (OT HAMYHNUTE JaHHH He MOXKE Ja Obe HapaBeHa OlEHKa).

Tabavua 1: Hexxenany nekapcTseHH peakumu

Cucremo- WHgukatms
OpraHeH Ki1ac Yecrn Heuectn Penku
Hapymenns ua Peaxuus ua
MMYUHATA CBPBXUYBCTBHTEIHOCT
CHCTEMA Anadunaktuyna




peakuus
(rrn.anadunakTUYCH

wok)®
AHadAaKTOHIHA
peakitia’
3ary6a Ha cb3nanue’
3amasHOCT Crynop®
Hapymenus na ChEMBOCT? TloTneHaTo HuBo Ha
::E::::a naroGonue ch3uaHue’
Xuniepronua®
Hapyinenste na
KOOpAHHaLMaTa?
Hapymenus ka Mpuoza®
OUHTE
CroMauiHa HUneyc? (BxmrounTento OCThp NaHKpearuT
Gonka TIAPATHTHYEH WIEYC)
Cromauich Merakonon®
Cromamso- aHckomopt {BEMGHHTENHO
- 3anex Cyxora B TOKCHYEH MerakoaoH")
- S—— Tapese yerara A6aoMuHanua
MeteopuasM bonxu B JUCTEH3UA
ropHaTa 4acTt
Ha Kopema
[Tospsinane
Hucnencus®
OGpus Bynosen o6pus®

Hapymenns ua

(BrrOYRTENHO
CHHPOM Ha Stevens-
Johnson, TokcHYHA

KokaTa u enuuepMaIHa
_':_:i:::*“am HEKPOJIM3a 1 epHTeMa
My.TTH(popme)
AHr#omeM®
Vprukapus®
Crpbex®
Hapymenus aa
O0nOpeunTe B 3agppKane Ha ypuHa®
NHKOYHHTE
OBTHIIA
Oourn
HAPYHIEHHA Ymopa®
eeKTH Ha
MSCTOTO HA

npaagKenHe




*BKTIO4BAHETO HA TO3M TEPMHH ce 0a3Mpa Ha NOCTMaPKETHHIOBY JIOKIATH 32 JIOTIEPAMMAOB
xuapoxnopua. Teii KATO NPOLECHT 32 ONpeaensdHe Ha [IOCTMAPKETHHIOBY HEIKENAHU PEaKUHH HE
pas;IHyuaBa XpOHWYHH U OCTPH HHAMKALIMH WIH BB3PACTHH M JICUA, YECTOTATA € OLICHEHA OT BCHUKH
KJIMHHYHY H3NUTEAHKA C NONEPAMHEIOR XUIPOXIIOPH], (OCTPH WU XPOHHYUHH), BKILIOUMTETHO
u3NMTBaHuA npH Aeua < 12 roaunu (N=3683).

*Buxre T. 4.4 CrieUWATHH NpeaypexaeHusa i IPeana3Hi MEPKH NPH YIOTpeba

Crobluasatie Ha OOO3MPAHH HEXKENAHH PEAKIHH
Cpob1uaBaqeTo Ha MOO3UPaHH HEKENAHN PEaKLHY CIIEM paspeLIaBate 3a ynotpea Ha NeKapCTBEHHA

APOAYKT € BkHO. ToBa NO3BONABA A NPOIBIDKH HAONIONEHHETO HA CHOTHOIIEHHETO MOJ3a/PHCK 34
RexapcTaelns npoaykT. OT MeIHUHMHCKHUTE CELMATHCTH Ce M3HCKBA Aa ChoOLIaBaT BCAKA NOJO3MPAHA
He)KeNlaHa peakina 4pes M3mbaHHTeHa areHUMA N0 JeKapeTBata, ya. . Jamad Ipyes™ Ne 8, 1303
Codua, Ter.: +359 2 8903417, yebealit: www.bda.bg.

4.9 Ilpenosupane

CuMITCMHU

B ciayuail na npenosupane (BIUTIOYHTENHO M OTHOCHTETHO NPEAO3HPAHE B Pe3yATaT Ha YepHoapobHa
ARCHYHKUMA), € BB3MOXKHO []a HACTBITH MOTHCKaHe Ha gydkuuaTa ua LIHC (ctynop, napyexa
KOOPAHHALKS, COMHONEHTHOCT, MHO3a, MyCKy/THa XHIIEPTOHHSA, PECITHPATOPHA ACHPECHA), 3aPLHKKR Ha
ypuHa W uneyc. Jlenara ca no-uyscTButendu kuM edrekture Bupxy UHC, B cpaBHenue ¢ Bh3pacTHHTE
NAanKeHTH.

Tlpu xopa, npHenn CBPBXJI03H JIoNepaMuA, ¢a HaGMoNABaHH CHPACUHOCHAOBH CHOUTHA, KATO
yanmkasane Ha QT-uhrepsana 4 QRS-xomninexca, torsade de pointes, Apyri cepuozHU KAMEPHH
APUTMHH, CIIUPaHe Ha ChpAeyHATa JEHHOCT M CHHKOI (BXc. TOUKa 4.4). MMa crobmennd 1 3a cuyvay ¢
neraneH M3Xo[. [peno3dpaneto Moxe 1a AeMAcKHpa ChIIECTBYRALY CHHAPOM Ha Brugada.

Jleuenne

B ciyuait Ha npenosupane e Heobxonumo aa ce nposene EKI™ monnTopunr 3a yabimxed QT-Hurepsa,
B cnyuaii Ha nosBa Ha NpHU3HAUH Ra npefo3upaHe ot crpaia Ha LIHC, xaro autnnoT Mosxe aa ce
MPHAOKH HANOKCOH. T'hH KaTo NPOABLIDKMTETHOCTTA HA AEHCTRBHE Ha AONEPAMU € NO-ToLIMa OT TasH
Ha Ha;okcoH (1-3 waca), MOXKe Na ce MPUIOKK MOBTOPHO JIEUEHHE ¢ HAOKCOH, ETo 3amo nau#esTsT
caeaea ga 6be NoA eTpor KOHTpoN Hali-Manko 48 yaca 33 yCTAHOBSBAHE HA €BEHTYATIHO MOTHCKAHE HA

UHC.

5. ®APMAKOJIOTHYHHA CBOACTBA

5.1 ®apmakoaHHAMHYHH CBOHCTRA

(PapmMakorepaneBTH4Ha rpyna: AuTunponyicusi, ATC koa: AO7DAD3.

Mexannspm Ha neficTsrie

Jlonepamua ce CBbp3Ba C ONUATHUTE PELETITOPH B UPEBHATA CTEHA, HAMAIIABA MPONYJICHBHATA
MepHCTAITHKA, YAR/KABAG TPAH3HTHOTO BPEME NPE3 YepRaTa M cnocodcTea 3a pesopluuara Ha BONA M

enekTponuTh. JlonepaMy TOBULIIARA TOHYCA HA aHa/IHHA CHUHKTED KaTo TAKa HAMAIABA
HECNOCOOHOCTTA 3a 3a7bPIKAHE W HATIPEKEHHETO.

B asoiiHo-c1an0, paHIOMU3MPaHO KIHHMYHO NpoyuBate npu 56 nauueHTa c ocTpa Juap
nogyyasat aonepaMuy, ce Habmoaasa aHTY-IWAPUYHO AeHcTBHe | Yac ¢nen npueMa
ot 4 mg. B cpasHeHHe ¢ ApyrH aHTHAMAPHIHH NeKapCcTBa, KITHHYWYHO C€ MOTBBKIA
CKOPOCT Ha NeHCTBIE Ha JoTIepaMu,

52 @apmakoKHHETHYHH CBOHCTBA



Abcopbuns
INo~ronama YacT OT MOrWIHATUA Nonepamua ce abeopOupa OT YepBaTa, KATO B PE3Y/ITAT HA

MeTabonn3Ma NpH MePBO NPEeMHHABAHE, CHCTEMHAT2 GHOHANHYHOCT e caMo oKono 0,3%.

Pasnpenenenne

Ilpoyusatnsg 3a pasnpeNeCHUETO NMPH IUTHXOBE NOKA3BAT BUCOK AQHHHTET KbM YPeBHATA CTEHA C
NPEANOYHTAHME KbM CBBP3BAHE C PELSHTOPH HA HaUThKHHA MYCKyJeH cnoi. CRbp3BatHeTo Ha
JAoTepamMHA ¢ IIasMeHMTe NPoTeHHH e 95%, npeaumMHo ¢ andyMuH. [IpedKTMHUNHY TaHHH TIOKA3BAT, Ye
nonepaMun ¢ cyoerpar Ha P-rnuxonporeny.

Merabonuznm

JloriepaMua NOMTH HAMLTHO €€ M3BJIMYA OT YePHHA Apob, KbAETO rIaBHO ce MeTaGoNM3Kpa, KOHIrHpa
M OThens upes #pyKata. OKCHAATHBHOTO N-IeMeTHIHpaHE € rJIaBHuAaT MeTabonyuren et 3a
monepamHa ¥ ¢e oCkIlecTBABa ocHoBHO uped CYP3A4 n CYP2CS. [opagu MHOro BHCOKHA eeKT Ha
IBPBO NMPEMHUHABAHE, TUTA3MEHHTE KOHUEHTPALKH Ha HEMPOMEHEHOTO JIEKAPCTBO OCTABAT
H3KITEOSHTETHO HHCKH.

EnnmuHupane :
Bpemero Ha NonyXHBOT HA IONIEPAMU] IPH YOBeka € 0xkoo 11 4aca, ¢ o6xear 9-14 yaca. Oraensnero

Ha HENPOMEHCHHS NONEPaMHA H HETOBUTE MeTaDONIHMTH CTABA FABHO upe3 dexanuure.
5.3 IIpeaxnuanuna JaHAH 3a GesonacHoCT

Hexauuuumara in vitro u in vivo oueHa Ha 10nepaMus He NOKA3BA SHAUHMH €AeKTPOPUINONOrHUHM
eheKTH BHpXY CHPIETO B TEPAIIEBTHYHO HPWIOKHMIS 00XBAT HA KOHLCHTPALHH H PH 3HAYHTENHH,
KpaTHY Ha To3u 06XBaT, cTORHOCTH (10 47-kpathH). O0aye NpH CBPBXBUCOKH KOHLIEHTPALIMH,
CBBP3aHM ¢ MPEAO3MPAHE (BXK. ToUKa 4.4), NonepaMu MMa eneKTpodH3IHOTOTHYHO AcHCTBHE BBPXY
CBPUETO, CHCTORNIO ¢ B HHXHOHpatie Ha kanuesHTe (hERG) 1 HaTpieBlTe NOTOUM U apUTMHU.

Peaynrati o7 in vivo W in vitro uscieABaHua JOKA3BAT, Y€ JONepaMH]l He NPOABIBA FeHOTOKCHYHOCT.,

PenpoaykrHRHA TOKCUYHOCT

B penpoayxTusHHTE H3CIEABAHMA, NPH KOHTO TIIBXOBE €A TPETHPAHH 1O BpeMe Ha OpeMeHHOCT 1/ HIIH
KbPMEHE, MHOI'O BUCOKH J03M JToniepamui (40 mg/kg aueBHO - 20 NbTH Han MAKCHMANHOTO HHBO HA
ynorpeba ripu xopa (MHUL)) BoAST 40 TOKCHYHOCT Ha MalikuTe, yEpeled GepTUIHTET 1 HaManeHa
MpeXUBAEMOCT Ha I0M0BeTe/MANKHTE Mrbxyeta. Ilo-HuckH nosm (210 mg/kg - 5 metu MHUL) ne
MOKa3BaT e(peKT BHPXY 3APABLTO Ha MalikuTe H NION0BETE H HE CA NOBJIMSIA NEPU- U IOCTHATATHOTO
pa3BHTHE.

6. DAPMAINEBTHYHH JAHHH
6.1 CuoMcek Ha HOMOINHATE BelleCcTBA
Jlakrosza

IlapeBnuyno HUnIecTe

[MonucopGar 80

Tankx

Cunuumes JHOKCHA, KOIOHOEH, De3BogeH
Marnesues creapar

6.2 HeenBMecTAMOCTH

Henpunosxumo.




6.3 Cpok ua regnoct

3 ronuuu.

6.4 CoeudMaTHH YCIOBHR Ba ChXpaHeHRe

Ja ce cbxpaHABa Ha MACTO, HEAOCTBIHO 33 JEUA.

Tosu nexapcTseH NPOIYKT He M3NUCKBA CNELMATHH YCNOBHA HA CHXPaHEHKe.
6.5 Bnn u cpanpxanHe HA ONAKOBKATA

TabrneTkure ca onakokauu B npospauiu PYC/ PVDC — anymuxuesn Gnuctepu. Briucrepure ca
ONAaKOBAHH B KAPTOHEHH KyTHH, ChAbpAalnH 10 Tabnerkn.

6.6 CnenuadHy NpeINA3HH MePKM OPH H3XBEpIaHE u pabora

Hsama crieunansy H3MCKBAHMA,

7. TPHTEXKATEJI HA PASPEINEHHETO 3A YIIOTPEBA

EKOD®APM I'PVII AL

yn. Arasac Qykos Ne29, e1.3,

1407 Codua, buarapua

ten: (02) 906 90 70

dake: (02) 906 90 71

8. HOMEP HA PAZPEHIEHUMETO 3A YIIOTPEGA

Per, Ne

9.  JATA HA ITBPBO PA3PEINIABAHE/TIOTHOBSIBAHE HA PASPENIEHHETO
3A YIIOTPEBA

[lata Ha mepBO paspeliasane:

Jlara Ha nocnenHo NOAHOBABaKE:

10. JATA HA AKTYANN3UPAHE HA TEKCA

04/2022




