KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA e
N3NLIHKTENHA AI'EHUMFI I10 HEKAPCTBATA

1. HME HA JIEKAPCTBEHHSA HNPORXYKT | pam«a xapaxmepuctiuka HA npogyKma - - Fipuaxetus 1

|i(wP93 Nrag. 0.9502(5 ........................

W RE/ /M7 4 h/-f?paa.
Paspops Ty 04 [

Heran 10 mg/2 mi umkex1MoHeH pa3TBop
Degan 10 mg/2 ml sclution for injection !

2.  KAYECTBEH M KOJJAMECTBEH ChCTAB 1
) O"’Oﬁﬂi’ﬂa.&;mﬂ,'/

Beexn 2 ml nikexkuponeH pasTeop (1 ammyna) cxabpxkar 10 mg METOKIONPaMHAOB XWIPOXIIOPH
(xato Mouoxunpar) / Metoclopramide hydrochloride (as monohydrate).

Beeku 1 m! uedkeKIHOHEH pa3TBOp CHABPXKA 5 Mg METOKIOUPAMHAOB XHAPOXIOPHT (KaTo
mouoxunpar) / Metoclopramide hydrochloride (as monohydrate).

3a TRIHWA CIHCHK HA MOMOIHHATE BOHISCTRR, BEDKTE TO4Ka §.1.

3. JEKAPCTBEHA ©®OPMA

Hmxekimonen pasteop (Oucrsp Oezuperes pazteop, Ge3 MpakTHUECKH 3a6e1eKAMHA JaCTHIH).
4, KJIHMHHAYHHA JAHHHA

41  TepaneBTHYHE NOKAIAHHA

Bbapacraa nooyaanas

HeraH € noka3aH NpH BE3PACTHH 3a:

— T[podunakTHKa Ha TOCTONECPATHBHO TafieHe M NoBpbIiane (post operative nausea and vomiting,
PONYV)

— CHMOTOMATHYHO JICYEHHE HA TAACHS H NOBPHIIAHE, BKIIOYHTEHO raJcHe | NOBPLINAHE,
NPEAU3BUKAHO OT OCTH MHTPEHO3EH NPHCTHI

- Tlpodmiaxruka Ha raficHe ¥ NOBPHINANE, NPEAMIBKKAHO OT TbYeTeparms (radiotherapy induced
nausea and vomiting, RINY).

HexpaTpaYHa NONYJIATHN

Jleran e noxasan npH neua (Ha pE3pacy ot 1-18 rommm):

~  KaTo BTOpA JIMHHA TEPaITHs 3a NPeOTBpaTsIBaHe Ha 3a0aseHo raficHe M NOBpbLIaHe Npy
xamuorepanus (chemotherapy induced nausea and vomiting, CINV)

— 33 IeYEHHE HA YCTAHOBEHO MOCTONICPATHRHO rafeHe | noepriane (PONV) xato BTopa niHmA
Teparnms.

42 Jo3HpPOBKA 1 HAYHH HA NPUIOKCARE

PazreopsT MO2Ke 13 ce IpHnara HHTPaBeHO3HO HWIH HHTPAMYCKYJTHO.
HHTpaBeHO3HUTE AO3H TPROBR a8 ce npunarat karo Gasen Goxyc (3a He NO-MAIKO OT 3 MAHYTH).

Bepuke nokazannga (BL3PACTHH DANHEHTH)
3a npodunakTHKa Ha OCTONEPaTHBHO I'afexe i nospemane (PONV) ce npenoprdea efuHA4HA 1022
or 10 mg.

3a CHMITTOMaTHYHO JICHeHHE Ha TafcHe M TNOBPbIIaHe, BIUTFOYHTEHO FaZicHe M NOBPBINaHe,
NPEAH3BMKAHO OT OCTHD MHTPEHO3EH NPUCTHI K 33 NPOQHNAKTHKA HA TaKeHE H MOBPLIA
Npeau3BHKaHO oT bueteparid (RINV): [TpenoprurTtenHaTa eqipmyHa go3a € 10
TPH ITHTH IHEBHO.

.



MaxcuManyaTa npenophudreta gHesHa Aosa e 30 mg wiu 0,5 mg/kg TenecHo Tero.

HpO,lI'bJDKHI‘&HHOCTIﬂ Ha HIBXKCKITHOHHOTO JICUYCHHE 'qmﬁna na Oblle KONKOTC € BE3MOXKHO NNO-KPaTKa U
'rpaﬁna Aa ¢e NPeMHHE KBM MePOPATHO HITH PEKTANTHO JICUEHHE BR3IMOXKHO Hﬂﬁ—CKOpO.

Benukn noxajawny (NeRATPHYHEH NANMERATH HA BL3 1-18 ronmnn
Ipenopwumrennara aosa e ot (,1 ao 0,15 mg/kg renecHo Terno, Npuiarala 1o TpH IBTH AHEBHO Ype3
HHTPaBEHO3CH BT Ha BbRexkane. Makcumantara 103a 32 24 waca € 0,5 mg/kg TenecHo Terno.

Tabnwila 3a Ao3HpaHe

Br3pact Texecro Terno Jloza YecToTa

1-3 TOnMHA 10-14 kg 1 mg Ho 3 TTH AHEBHO
3-5 rogunu 15-19 kg 2mg Jlo 3 IT6TH JHEBHO
5-9 roguHn 20-29kg 2,5 mg Jlo 3 meTH JHEBHO
9-18 roguun 30-60 kg 5mg Jlo 3 wETH AHEBHO
15-18 ronann Hap 60 kg 10 mg Jlo 3 OsTH JTHEBHO

MaxkcuManHaTa MPOTBLKUTENHOCT Ha neyeHne ¢ 48 uaca 3a IEYEHHE Ha YCTAHOBCHO NOCTONEPATHBHO
rageHe ¥ noerpeinade (PONY).

MakcHMasTHaTa NPOTLDKHTENHOCT HA JICUEHHeE € 5 AHH 33 NPENOTBPATIABaHe Ha 3a6aBeHO rajieHe H
noBpeinane pn xuamuoTeparmsn (CINV).

CrienHamsy NonyJanuu
Cmapuecxa sv3pacm

[IpH ralHeHTH B CTapyecka Be3pacT Tpabea fa ce oOMHCIIM HAMAJABAHE HA 034Ta, Bb3 OCHOBA Ha
OBOpedHaTa M 4epROAPOOHATA dyHKIMS H 0OIIOTO CHCTOSHHE.

Bv6pevno vepeowdane.
Tlpa nanpenTH ¢ GE6peyro 3aboNABaHe B TEPMMHANCH CTANKI (KPETHHHHOB KIMPBLHC <15 ml/min),
JIHEBHATA A03a TpAOBA Mla ce Hamanm ¢ 75%.

TIpu nanueHTH ¢ YMepeHo A0 Texko 650peuno yspexnase (KpEATHHHHOB KITHPBHC 15-60 mV/min),
ao3ara TpaOpa na ce Hamami ¢ 50% (Bxk. Touka 5.2).

Yepnoopobno yepexcoane:
TIpH NAIHERTH ¢ Texko uepHOAPobHO yBpexxIaKe, 103aTa TpAGRa Aa ce Hamanu ¢ 50% (BiK. TOUKa
5.2).

Heouampuuna nonynayun
MeTOKIIOHpaMH]l, € IPOTHBONIOKASAH FIPH JIexia Ha B3pacT nox 1 rofmna (sxk. Tovka 4.3).

Haumu na npynoxenwe:
Tpabra na ce cna3sa MEHMMAIEH HATEPBAN OT 6 Yaca MexKIy B¢ IIPHJIOKEHH, IOPH B ciyyali Ha
TIOBpPBIIAHE WK OTXBHPJSHE Ha Ko3aTa (BXK. T04Ka 4.4).

4.3 IIpoTHBONOKAZARKR

I[eran € NpOTHBONOKAZAR PHE NANBCHTH Ch

m3GpoeHH B Touka 6.1
—  CTOMAIHO-YPEBHO KEPBEHE, MEXaHHYHA OOCTPYKIHA HITH CTOMAUTHO-1pe:
KOMTO CTUMYNALAATa HA CTOMALIHO-IPCBHAA MOTHIHTET NPE/ICTARIABA P




- TlorebpaeH WK (OAC3HPAH (HPEOXPOMOLMTOM, MOPAH PHCK OT TEXKKH XHIICPTOHUYHA KPU3H

— AuaMHe3a 34 HEBPONENTHYHA HIH NPSAW3BHKAHA OT METOKTIONPaMH/L TAPANBHE AMCKHHE3HA

~ Enmnencrs (DOBHIICHA Y€CTOTA H HHTCH3HTET HA NPHCTBIKTE)

- bBonecr Ha Iapkuncon

— KomOunaiiss ¢ 1eBoA0Na WIH AOTIAMAHEPIrHIHH arOHHACTH (BXK. TouKa 4.5)

~ H3BecTHa aHAMHE3a 33 METXEMOITIOOHHEMHS CBBP3aHd, ¢ METOKIONPaMKL WA AeduiiT Ha
NADH unroxpom-b5.

— TipunoxxeHHe npH zena Ha BBIpacT NOX 1 roAMHA, MOPAIH MMOBHINCH PHCK OT EKCTPaNMpaMuIHH
HapylieHud (BXK. Touka 4.4)

4.4 Criennannn npexynpexaenss H OpeAna3Hd MepKH NPH yooTpeda

Hepponoruyny HapymeHus

Morar aa RACTHIAT EKCTPANHPAMHZHH HAPYIIEHHA, Oco0EHO NPH Jena ¥ MITATH X0pa H/WIH KOraTto
ce U3NOM3BAT BUCOKH 03K, Te3H peakiMi HACTHNBAT OOHKHOBEHO B HAYANOTO Ha JICYEHHETO H MOrar
2 HACTBITAT CIIEH €AHOKPATHO Nprioxense. [IpHema Ha MeToKAOnpaMuzs Tpabaa Aa ce IpeKkpaTH
He3a0aBHO B CITydai Ha eKCTpamHpaMuaHy cuMIToME. Te3n eeKTH KaTo LiIo ca HAITBIIHO o0paTHMu
CIIe/l ITPEKPATABAHE Ha JICUEHWETO, HO MOTAT J13 HAJIOXKAT CHMITTOMATHYHO Jiederine (GeHsoauasenuin
pH [lela #/PUTH aHTUXOMHEPTHIHA aHTHNAPKHHCOHOBHK JICKAPCTBSHY GPOAYKTH IPH BB3PacTHH).

BpeMeBHA HHTEPBAN OT NHOHE 6 Yaca, noco4eH B To4ka 4.2 TpAOBa Ia ce cria3sa MEXKAy BCIKO
OpUIKEHHE HAa METOKJIONPAaMKY, JOPH B CIy9all Ha NOBPHINAHE M OTXBLPIHE HA A03aTa, ¢ LN [1a ¢e
usberne npeaosupaHe.

[IpoABIKHTENHOTO NEHEHHE C METOKTONPAMHI] MOXE 14 NPHIHHA TADAHBHA JTHCKHHE3HS,
TIOTEHIIHATHO HeoGpaTHMa, 0COBEHO IPH NAIMEHTH B cTapdecka ppapact. Jledenuero we Tpabsa na
HajBHIIaRa 3 Mecena, OPafH PACKA OT TAPAMBHA AACKHNE3HA (BXK. Touka 4.8). Jlenermero Tpabsa na
ce MPEeKPaTH, AK0 BE3HHKHAT KIMHHIHH NPH3HALA Ha TapAHBHA AHCKHHEIHNA.

Tlpn komOuHALHS HAa METOKIONPAMHE]] ¢ HEBPOJIETTTHIIA, KAKTO W TIPH MOHOTEPAIBA ¢ METOKIIONPaMHI
ce cpobImaBa 3a HEBPOJIEITTHYECH MATTMIHEH CHHAPOM (BiK. Touka 4.8). MetokmonpamMun Tpabea fa ce
cripe He3al0aBHO NPH BB3HHKEAHE HA CHMITTOME Ha HEBPOJIENITHYEH MANWIHEH CHHAPOM | Tpabea na
€ 3au04He HOAXOAANIO JIEYCHHE.

Heo0xo1HMO0 € na ce NofxoKaa ¢hC CEHMATHO BHEMAHHE NIPH NAUMEHTH ¢ MOAJIEHANIM
HEBPOJIOTHYHH 3a00188aHMs H 1IpH NTBLMEHTH, KOHTO ca OMITH JICKYBAHH ¢ APYTH JIEKApCTBa C
UEHTPATHO JeHCTEKE {BXK. TOUKa 4.3)

Cumrromure aa bonecr Ha [apkuecon Morar fa 6BaaT 06G0CTPeHH OT METOKIOTIPAMHT.

MerxemoraobuHemuns

CrobiaBa ce 33 METXeMOTTIOBHHEMH, KOSTO MOXeE Ja € Cebp3aHa ¢ geduunt ia NADH unroxpom
b5 penyxrasa. B Takusa ciyvan meroknonpaMua Tpabea Aa ce cnpe He3a0aBHO H 3a NOCTOIHHO W
TpsOea Aa ce NpeANPHEMAT MOAXOAAIHM MePKH (KATO HANIPHMED NEYeHHE ¢ METHWICHORO CHHBO).

Copnedny HapyIneHus

Hanirdanm ca ceobinesns 3a CepHO3HN HEXENIAHH PEaKIHH OT CTPAHA HA CEPIACYHO-CHAOBATA CHCTEMS,
BKJIIOYBAIIH CJEYYaH HA LMPKYIATOPeH KOJIANC, Texxa OpajuKkapAns, CIIHPaHe Ha ChpaeyHaTa JeHHOCT
o yawmxasane Ha QT HHTepBaIa CJleA MPHIOKEHHE HA METOKIIONPaMHI Upe3 HHMKEKTHpaHe, ocobeno
Ype3 HHTPaBeHO3eH BT (B, Todka 4.8).

Heofx0auMO € creluario BHUMaHKe, KOTaTo ce NPHJIara METOKIIOTIpaMil, 0co6eHo
HHTPaBEHO3CH ITHT HA BbBEXKAHe, Ha NOMy/allA B CTAPYCCKA BB3PacT, Ha MailHe
CHpACUHA TPOBOAAMOCT (BKIIOUHTENHO YabnkeH QT MHTepBaN), ANHEHTH ¢ HEKO



eJleKTpoUTeH Anuchananc, Gpagukapaus H TAKWBA, IPHEMAIIH JPYTH JE€KapCTa, 3a KOWTO CC 3HAe, 4e
yasnkasar QT uHTepBana.

HWHTpaBeHO3HHTE KO3H, TPAOBA Ia ce IIpHNAraT kato 6asen Gonyc (3a He HO-MANKO OT 3 MAHYTH) C
e/ HAMAJIABAHE HA PHCKA OT HeKeNaHd PSaKiH (T.€. XMIIOTOHHA, aKATH3HA).

brOpeuHo H yepHO HO aHe
TIpn naipenta ¢ 6B0peuno yBpekaaHe WIH C TEXKO YepHOAPOOHO YBpexKaane, ce MpefopbyBa
HaMaJIsBaHe Ha Ao3ara (BXK. TouKa 4.2).

45 BiaamoaelicTsEe ¢ IPYTH JIeKAPCTBEHR HPOAYKTH H APYrH GOPMH Ha B3IaHMOACHCTEHE

Iporasonokazans KoMORHANHE
JleBoKONA HIH AOTIAMHHEPTMYHM AFOHHCTH H METOKJIONPaMHMJ] HMAT B3aHMEH aHTATOHMILM (BXK.
To4kKa 4.3).

Kom6ananun, kouTo rpabsa xa ce mebarsar
AJTKOXONBLT NOTCHIMPA CeAaTUBHEA e(PeKT Ha METOKIOTIPaMHJL.

Kom6ananun, KouTo TpsalBa Aa ce AMAT NPEABA]L
[Topamu NpoKHHETHIHHA €EKT Ha METOKJIONPaMKA, abcopOIMATa Ha HAKOH JICKAPCTBA MOXeE Ja ce
TIPOMEHH.

Anmuxonunepeuyu u MOPPUROBU NPOUIBOOHY
AHTHXONHHEPrHUMTE H MOPHHOBHTE AEPHBATH MOTAT JIa HMAT B3aMMeH aHTATOHH3BM C
METOKJIONpPaMKy [10 OTHOIIEHHE Ha MOTHIHTETA Ha XPAHOCMHNATETHHA TPaKT.

Jlexapcmea, nomuckauju YeHMpaInama HepeHa cucmemda (MopHUHOSYU RPOUIBOOHY, HKCUORUNUYY,
cedamusru HI anmuxucmamunu, cedamusnu aunudenpecatimu, bapbumypamu, iioHuoun u
nocobnu)

CepaTHBHMTe e(DEKTH Ha ACKAPCTBATA, MOTHCKAINH HIEHTPAJIHATA HEPBHA CHCTEMA H METOKIOPAMM]I C€

TIOTEHLHpAT.

Hesponenmuyu
MeToktonpaMus Moske Ja HMa aTHTHBEH e(DEKT ¢ APYTH HEBPO/IEITTHIM 10 OTHOIICHHS Ha

BH3HHKBAHETO HA CKTPANTHPAMHAHH HAPYIUCHHU.

Cepomonunepeuitiu Rekapcmsa
TIpHNIOXkKEHHETO HA METOKIONPAMH] CHC CEPOTORMHEPIHIHH IEKAPCTRA, kaTo Hanpumep SSRis moxe
Ja NNOBHINH PHCKA OT CEPOTOHHHOB CHHIPOM.

Huzoxcun
MeToKnonpaMus MOXKe Ja HaMais SHOHATMIHOCTTA Ha AUrokcHH. H3HCKBa ¢e BHHMATEIIHO
NpocieaABAHE HA IUIA3MCHATa I(OHHCHTPaU.m Ha NHI'OKCHH.

Huxnoconpun

Metornonpamuyl IOBHINABA GHOHATHIHOCTTA Ha WHKIOCNOPHH (Cnex ¢ 46% H ekcnosHiuATa ¢ 22%).
H3ucKBa ce BHHMATENHO MIPOCIeAABaHe Ha NAa3MEHATA KOHLICHTPAIHA Ha ITHKJIOCTIOPHH.
KOIHMHIMHIATE IOCTICICTEAA Ca HEICHH.

Musarypuym u cyxcamemonuym
HrxexTHpane HA METOKAOIPaMHI MOKe a YAB/DKH MPOAB/DKHTENTHOCTTA HA HEBPO
Onokana (ape3 uHXuOHpaHe Ha IUIA3MEHATa XOJTHHECTEpasa).

Mownu CYP2D6 unxubumopu




HuBaTa Ha eKCIO3HLIMA Ha METOKJIONIPaMHU/ Ca [IOBHIICHH, KOI'ATO Ce NpHIara 3aejHo ¢ MOIIHI
CYP2D6 nrxaOHTOPH KaTo HanpHUMep (JIYOKCETHH M APOKCEeTHH. Bhlipexkn ye KnuHuIHaTa
3HAYMMOCT € HEACHA, MALMEHTHTe TPSGRa g OpAaT HAGMIONABANH 32 HEXETAHH PEAKLHH.

Thit xaTo Jleran NoBIMABA BPEMETO HA MACAK HA XPaHaTa H [0 TO3M HAYHH CKOPOCTTA Ha pesopbuns,
MOXKe Aa e HeoOX0MMO Ja Ce KOpHIHpa 03aTa Ha IIepOPaTHHTE aHTHAHAGETHH CPe/ICTBA WX
HHCY/IMHA NPH NALMEHTH ¢ Haber.

4.6 DepTHNETET, GPEMEHHOCT B KBPMEHE

Bpemennocr
TonsaMo KOMAYECTBO IAHHH NIPH GpeMeHHH XeHH (M3x0oA npy nosede o1 1000 excnoswiyin) He

MOKa38a MA(POPMATHBHA TOKCHYHOCT, HATO (PETOTOKCHYHOCT. MeTOKIOMpaMul MOXE 1a C¢ NpHIara
TIO BpeMe Ha OpeMEHHOCT, K0 € KTHHHIHO HeobxoauMo. Tlopaaw dhapMakonorHMHHTe CBOHCTBA (KaTO
APYTH HEBPONEITHIIH), B c/Ty4Yaii Ha IPHIOKEHHE HA METOKIOTIPAMMY B Kpas Ha GpeMEHHOCTTa, He
MOXKE 12 Ce H3KITIOUM eKCTPAlMpaMI/ICH CHEIPOM TIpH HOBOpOZieHOTo. YnioTpebara Ha
METOKIIONpaMHE B Kpas Ha OpeMeHHOCTTa TpAGBa Aa ce H304Arsa. AKO Ce npunara METOKNONpaM1ai,
TpaGBa Aa ce npeanpueMe HabmoacHHE B HEOHATAIHMA TICPHON.

Kspmene

MeroknonpaMu ce EKCKPETHPa B KbpMaTa B HUCKa cTenieH. He MoraT aa ObAaT H3KIoveHH
HEMe/IAHH peakluy Npe kepMaueTto. [lopanu Toga, METOKIIONpPaMHE HE C& IPEnophHBa N0 BpEME Ha
kspMmeHe. TpabBa ga ce oOMHCHH cNUpade Ha METOKIIOPaMH] [IPH KLPMELIH KEHH.

4.7 Bnmsuae BLPXY cnocofHEOCTTA 32 mModHpane B paboTa ¢ MAIIHAE

MerowionpaMua MoKke 1a IPUIHAK CHIUTHBOCT, 3aMagHOCT, THCKKHESHA | THCTOHMS, KOSTO MOXKE A
3aCerHe 3PEHHETO M CHINO A2 HAPYLIM CTIoCOOHOCTTA 3a IodHpane 1 pabora ¢ MaIIBHAL

4.8 Hexenann IeKAPCTREHHA PEeaKIHA

YecTOTATA HA HEGIAHHTE PEAKLIMME C¢ OMPEREN CEC CHENHIATE AchuuHpg:

MHoro uectd (> 1/10), Yectn (> 1/100 go < 1/10), Hegectn (>1/1000 no < 1/100), Pemxa (>1/10 000
no < 1/1 000), Mroro pexxy (< 1/10 000), C senssectHa yectoTa (He Moke Aa One onpeaeneHa oT
HAANBYHUTE JaHHH)

ICucremo-opranes knac  [Hectrora Hexenanu JeKAPCTBEHR Peaknyn
lHapymemm Ha KPHBTA H JIHM(}HATA CHCTEMA
Hen3secTHA 9eCTOTA erxeMoriacOHHeMHA, KOATO MOJKE 1a € CBBP3aHa ¢

enocTarpaHocT Ha NADH maroxpom bS perykrasa,
06eHO NPH HOBOPOZIEHH (BiK. TOUKa 4.4)

ya(pXeMOTrOOHHEMHA, OCHOBHO IIpH eAHOBPEMEHHO
WIOKEHHE Ha BHCOKH JO3H JIeKapCTBEHH NPOAYKTH,

cBOOOKIABAIIH CApa
ICrpaeund HAPYIHEHHE
Heuecru {bpaanKapma, 0co0eHO NPH MHTPABEHO3IHH (OPMH
Heu3pecTHa YECTOTA ‘BpHEUEH APECT, HACTHIHI CKOPO CIICH HIDKEKITHOHHO

MIIOKCHHE, H MOXe Jia € IoceaBa ciell Opaguxapaus
BIK. TOUKa 4.4); ATPHOBCHTPHKYNapeH GA0K, CHHYCOB
pecT, 0CoBEHO NPH HHTPABCHO3HHTE GOPME
T uATEpBAN B EIEKTPOKAPIHO 1o ! No

p KTPOKApAHOTPaMa, gé‘*‘““ Q)

vintes,

pYlieHHY Ha eHAOKPHHYATA CHCTEMA*
Heuectw AMeHOpes, XHIepNpONaKTAHEMAS,




Penxn Tanakropes
HewzpecTHa YecToTa I'wHEeKOMacTHA
Cromamuao-upesnn HApYIMenasd
Yecrn I,I[ﬂgpaz
O6mn gapymennd H eeKTH HA MECTOTO HA NPRIGKEHEE
Yectn ACTeHHA
Hapyimenns pa HMYHHATA CHCTEMA
Hegectn CBPBXUYBCTBHTENHOCT
HeussecTra wecToTa AHa(pUNAKTHYHA PeaKIEA {BKIIOYHTETHO
adIIaKTHYEH WOK, 0COOEHO IIpH HHTPABEHOZHHUTE
PMH
[HapymeHnns Ha HEPBHATA CHCTEMA
Muoro vectH \COMHONEHTHOCT
UecTn Eﬁcrpannpaumﬂn Hapyienus (ocofeHo npH fera 1
aJM XOpa H/WiIH KOTaTo NpenopeIHTeIHaTa 1034 €

HaABMIICHA, 10PH Cliel MPHICKEHHE HA €AMHHYHA A03a
OT JiEXApCTBOTO) (BK. TOUKa 4.4), ITapKAHCORMIBM,

IAKaTH3HA
HewecTn JscToRMS (BKIIOYHTETHO SPHTENHNA HAPYIICHHA M
oKy XorupHa Kpusa), Jluckunesus, IToHmKeHO HHBO Ha
CB3HAHHE
Peakn [KoHBYyJiCHH, 0CODEHO NPH MAIMEHTH ¢ CITAICTICHA
HenseecTHa YecToTa TapaWBHA JHCKHHE3HA, KOSTO MOXE /1A [IEPCHCTHPA 110

BPEME HA WIH CiIE MPOALDKHTENHO SedeHue, ocobero
NPH NAIMEHTH B CTAPYECKa BB3pacT (BXK. Touka 4.4),
HepposerrTaden MATHTHEH CHHAPOM (BX. TouKa 4.4)

[IcHXAYHE BAPYIOCHAN

HecTu enpecHd

HegecTn X amonHsaln

Peniu CucTosnue Ha o0BPKAHOCT

CuI0BH HADVINCHAN

Jecty XunoToHHSA, 0CODEHO NPH HHTPaBeHO3HUTE GOPMH
HenssecTHa yecToTa ITI0K, CHHKOIT CIEA HIDKEKUMOHHO nprnoxenne. Octpa

XHIIEPTOHHA TIPH NMALMEHTH ¢ (eOXPOMOLIATOM (BXK.
Touka 4.3); npexoAHO NOBAMIABAHE HA KPHBHOTO
HANSraHe

* Hapyuienns Ha eHIOKPHHHATE CHCTEMA TI0 BpeMe Ha TIPONL/DKUTENHO IeueHHe, CBBP3aHH ¢
XHNEPNPONAKTHHEMUA (AMEHOPER, TANAKTOpEs, THHEKOMACTHH).

CneaHNTE peakiliK, TOHAKOTA CBHLP3aHH, HACTHIBAT [10-YECTC, IPH MPHICKECHNE HA BUCOKH IO3H:

— ExcTpanmpaMHAHY CHMITTOMH: OCTPa JHCTOHUA M JHCKHHE3HA, TTAPKHHCOHOB CHHIPOM, aKaTH3HA,
DOPH e/ TPAIOKEHHE Ha SAHHHYHA 1032 OT JIEKapPCTBCHHA IIPOAYKT, 0c00€HO TIPH Jielia ¢
MJIaH xopa (BxK. To4Ka 4.4).

—  CBHIHBOCT, MOHIKEHO HHBO HA Ch3HAHHE, O0BPKAHOCT, XATHOLHHAIIHH.

CrofuapaHe Ha OAOIHPAHH HEXETIAHH PEAKIIMH
Cpo0ImaBaHeTo Ha MONOSHPAHH HEXKETAHH PEaKIMH cjle]l paspelliaBaHe 3a yHoTpeOa Ha JIeKapCTBeHHA

IPOAYKT € BakHO. TOBa Mo3BOIABA Jia MPOTLIDKH HAO/IOAEHHETO HA CHOTHOLICHHETO NON3a/pHCK 38
neKapcTseHHs NpoxykT. OT MeaMIpHCKITE CIIELHATHCTH ¢€ H3HCKBA A3 ChoOIaBAaT BCAKA
NOAO3KPAHA HEXENaHa PeaKLHA Ype3 HAUMOHAITHA CHCTeMa 33 chobmasade kbM H3mb

www.bda.bg.

4.9 IIpenosapane



CuMaromu
Morar aa HacTHNAT eKCTPaTHPaAMHIHH HapyIICHHSA, CLHIMBOCT, IOHWKEHO HHBO HA Ch3HAHHE,
00LpKaHOCT, XAMOIMHALIMA H KapAHOPECIMPATOPEH apecT.

Opnanspaune

B cnyuaii Ha ekcTpanHpaMHAHH CHMOTOMM, CBEP3aHH HIIH He C IPESAO3HpaHe, JCYCHHETO € CaMo
CHMITOMATHYHO (OeH30MAA3ENMAH TIPH JISNA WHIH AHTHXOIHHEPrHYHH AHTHIIAPKHHCOHOBH
NeKapCTBEHU NPONYKTH NPy BE3PACTHH).

B 3aBHCHMOCT OT KITHHMYHHS CTATYC, € HEOOXOAUMO OCHIIECTBABAHE HA CHMITTOMATHUHO JICICHHE H
HPOALIDKUTENHO IPOCIEAABAHE HA CHPAETHO-CHAOBATA H OenonpobHaTa GyHKLMS.

5. PAPMAKOJOIHYHHA CBOMCTBA
5.1 PapMAKOAHHAMAETHH CBONCTBA

DapMaKoTEepaNieBTHYHA FPYTIa; IE€KapCTBa IPH QYHKIMOHANHH CTOMAIIHO-UPCBHH HAPYNICHHS,
TIPOITYJICHBH

ATC koa: AO3FAQI

MexanusnM Ha peiicTere B GapMako eH ediexT
MeToKnonpaMijl MPHTE:KABa KAKTO XO/IMHOMUMETHYHH, Taka H JOAMHHEPIHIHH CBOMCTBA.
MeTokonpaMuz € OeHTpadeH AoNaMuHOB aHTaroHHcT. [Ipurexapa H nepupepHA XOMHHEPIrHIHI

edextH.

MeToKIOIpaMi HMa aHTHEMETHYCH ¢(PEKT H YCHIIBA MOTOPHKATA Ha rOpHATa 4acT 0T CTOMAIIHO-
qpeBHHS TPAKT. YBelIHYaBa AMIUIMTYASTa H NPOIBDKHTETHOCTTA Ha e30(areaHHTe KOHTPAKIHH,
yBe/THUaBA TOHYCA Ha oMM esodareasieH CpHBKTEp KaTo NpefOTBpaTIBa BPBILAHETO HA XpaHa oT
CTOMAXA H YBSIIHUABA H aMILTHTYAATa Ha CTOMAINHUTS KOHTPAKLIAM H TOHYCA HA CTOMAlnHATAa
myckynarypa. Taka ynecHsBa M3NPasBAHETO HA CTOMAXA, PEAKCHPa IIOPHHA CHHUHKTED ¥ yCHiIRa
IEPHCTANTHKATA HA THHKOTO YePBO, YCKOPABANWKH MPEMHHABAHETO HAa XPAHATA.

MeToknonpamMiy MpeMHHARA TIPE3 KPLBHO-MO3bUHATA Gapiepa v ONOKHpPA JONAMMHOBHIC PELICTITOPH
B XeMOPELENTOPHATA TPArep 30HA.

KommiidHa eHKacHOCT ¥ 6e30MacHOCT

MetoknonpaMia o0NeK4aBa CHMITTOMUTE, HPHYMHEHH OT CMYIICHHS B CTOMAITHO-YPEBHHA TPAKT:
rajese, NOBPBILAHE, SYBCTBOTO Ha ITHTHOTA M TEKECT B CTOMAXa W XbjilaHe. MeToknonpaMuyn He
HpOABABA IAPACHMIIATHKOMHTHYHA, AHTHXHCTAMHHHA, AHTHCEPOTOHEPrHYHA AKTHBHOCT, NOpajiH
KOETO He BIIMSE BHPXY aPTEPHANHOTO KPBBHO HAIATaHe, AWIIAHETO HiIH ApYTH. FiMa He3Ha9THTENICH
e(eKT BEPXY TOHYCA Ha AcDexoTo YepPBO H AUTHEUHHA MEXYp, He NOBIHABA OTACIAHETO HA HITHYHH,
CTOMAIIIHHE H TAHKPEATHYHH COKOBE.

52 PapMakoKHEETHIHE CBoOlcTRA

Pa3 eNeHHE
TL1011(Ta NOJ, KPUBATA KOHLEHTpALMA-BpEME pacTe JHeHHO ¢ o3a ot 20 1o 100 mg. Makcumansata
KOHLIEHTpaIlH4 HapacTa JHHEHHO ¢ H03aTa; BPEMeTO, HEOOXOHMO 3& IOCTHIAHE HAa MAKCHMAJIHATA

KOHIIEHTpAl[HA 0CTaBa CHIIOTO; OOIHAT KIHPHHC OCTaBa HEMNPOMEHEH; H CTCIICHTa Ha OT/

IUIa3sMeHHTe mpoTerHd. Obuar ofem Ha pasnpenenenne e sucok (3,5 Ikg), koeto
OTIHYHOTO pasnpeneiceHie Ha METOKIONPAMHUT B TBKAHUTC,



But chopMm H €
[Ipubnmsurento 35 % oT NpHIOKEHATA NEPOPAITHO 1032 Ce HATHYBA C YPHHATA 34 72 daca.

HonorruaTa ¢ cBOOOEH WIH KOHIOTHPaH METOKIoNpaMiy]. ENHMHAANMOHHEAT TIONYXKHBOT IIPH X0pa
¢ HopMaJniHa QyHKIHA Ha 6s0pewTe € 5 Ho 6 gaca.

Hamanenata dyHxius Ha 6u6peupre BiHsde BpXy KIHPBHCA HA METOKIIONIPAMK/L; HAMAIEHHETO HA
KPEaTHHHHOBHA KIIMPBHC € CEB]3aHO ¢ HAMAIABAHE Ha TIAa3MeHHA H OROpevHHA KIMPBHC,
HeOROpeUHAA KIHPLHC H YBeNIMYaRaHe Ha eJIMMHUHALMOHHMS HONyXkHBoT. HamManasaneTo Ha KIHpEHCA
[pH HaMaTeHa QyHKIHA Ha O50penHTe A0Ka3Ba, 4e A03aTa TPADBA A3 ce KOPHTHPa, 32 Ja ce u3berne
KyMyJ/IalMaTa Ha JIEKApCTBOTO.

Bvbpeuno yspesicoane

KmupeHCBT Ha MeTOKIONpaMHKL € NOHIKEH ¢ 10 70% npu naumeHTH ¢ Texko 650pedHo yBpexnaHe,
IOKATO eTHMHHALMOHHHAT IUTA3MEH [IOY>KHBOT € yARDkeH {(npubnusurenso 10 yaca 3a
KpeaTHHHHOB KIHPHHC oT 10-50 ml/MuHyTa 1 15 yaca 3a KpeaTHHHHOB KIHPBHC <10 ml/MuHyTa).

Yepnoopobro yepesxcoane
[pu nauneHTH ¢ MpO3a Ha YepHua Apod, ¢ HabmonabaHo KyMyJTHpaHe Ha METOKIONPaMHJL, CBbP3aHO
¢ 50% HamaneHHe Ha [UIa3MEHHs KITHPBHC.

5.3 IpeaxaunAvEN JaHHH 33 fe3omacuocT

MeToxnonpamu;i NOBHIIABA KOHIIEHTPALIHATA Ha TIPOJIAKTHHA H TOBA CE 3a1a3Ba IpH NPOABHKHTCTHA
ynotpeba Ha nekapeTeoTo. EKCneprMeRTATHE H3cenBalud BEPXY THKAHHH KYJITYPH MOKa3BaT, 9¢
PHOIMINTENHO €4Ha TPETA OT KAPIHKEOMHTE Ha MICYHATA JJIe3a Ca JaBHCHMH OT NIpoakTHHA. Tosu
(aKT € or roAAMO 3Ha4eHHE, KOTATO C& PEHIABa Ja e NPEANHIIE METOKIONPaMHl Ha NalHEHTKA ¢
I0Ka3aH KaplMHOM Ha MileYHaTa xiie3a. Bripeku we npu ynorpeda Ha jieKkapcTBa, KOUTO MOBMIIABAT
KOHLIEHTPALHATA HA IPONIAKTHH B CEpYMa, MOTAT Ja ce NOABRABAT CMYIIECHHA KATO rajakropes,
aMeHopes, THHEKOMACTHA ¥ HMIOTEHTHOCT, IPH MOBS4eT0 DONHH HAMA JaHHH 33 KTHHHIHATA
3HAYHMOCT HA NOBHINEHHS NIPONAKTHH B cepyMa. Clien NPONRDKHTENHO H3NON3BAHE HA
METOKJIONPAMHE]L HH Ha JIEKAPCTRA, CTHMY/THpAN(H HITHYBAHETO HA NPOJIAKTHH, TIPH FPHU3aYH ce
Ha0monaea yeelMYapaHe 4eCTOTATA Ha HeoliasMuTe. KakTo npH KIHHEYHE, TaXa ¥ IpH
CMHACMHOIOTHYHE NPOYYBaHHA JOCETa HE € MOTEBPACHA BPE3KA MEKY NPOARIDKHTEIHOTO
H3[10/13BaHE Ha TE3M JICKAPCTBA H PasBHTHE HA TYMOPH Ha MJICHHHTE JKIIE3H; ROCETalllHATE
JOKa3are/ICTBa HE Ca JOCTATHYHM, 32 1a C¢ HAanpaps#T 3aKIO4eHH.

Ocrpa TokcHIHOCT
CroitHocture Ha LD5g nps mumxn ca 100-1000 msTi no-BHCOKM OT TepalieBTHUHKHTE 03K

MpPHIAFAHH HPH YOBEK.

Myrarennocr
Ames TecTa 3a MyTareHHOCT, HanpaBeH C METOKIONPAMH], € OTPHLIATENICH.

TeparoremnocT
MeroxnonpaMHA HAMA TEPATOTSHHO ACHCTRHE.

6. OAPMAINTEBTHYHH JAHHHA
6.1 CoHcEK H3 DOMOMEBATE BEHIECTRA

XnopoBojopoaHa KucenmHa (3a kopurupade Ha pH crofinoctTa)
Bojaa 3a mKeKHM

6.2 HecLBMEeCTEMOCTH




He ca mapecTHH.
6.3 Cpox Ha roaHOCT

5 rogmim
JlexapcTBeHHMAT NIPOAYKT He TPAOBA Ja ce yNoTpebaBa ciell CPOKa Ha TOAHOCT.

6.4 CpoenmajaHH YC/I0BHSTA 3a ChIpanende

Jla ce CEXpaHfABa HAa MECTO, HENOCTBITHO 34 Aeua.
Jla ce cpxpaHsBa NpH Temnepatypa nox 25°C Ha 3aIiMTeHO OT NpSKa CBETIMHA MACTO.

6.5 Bug B CLABEAHEE HY OOHAKOBKATA

AMTIYTH 0T 6€31BeTHO CTHKJIO (BHTpeilaTa NOBEPXHOCT HMa XHapommTHyeH kiac I cnopen ISO 4802),
B KAPTOHE¢HA onakoBka no 10, 25 wm 50 Opod aMmynn oT 2 m] HHDKEKIMOHEH Pa3TBOP, ChIbPXKAIIA
10 mg/2 ml METOKIOMPAMHUAOB XHAPOXIIOPH MOHOXHPAT.

6.6 CpoempanHB NpenNa3yB MEPKB NPH K3XBLP/AHE H padoTa

Hama

7. IIPATEXATEJ HA PASPEINIEHHETO 3A YHHOTPEBA

Lek Pharmaceuticals d.d.
Verovskova 57, 1526 Ljubljana, Cnoenmus

8. IMPHTEXATEJA HA PASPENIEHHETO 3A TAPAJAEJNEH BHOC
“Mapmaneiix Brarapus” OO, ya. Kpym TTonor Ned4, etax 1, 1421 Codus, brirapus
9. HOMEP HA PASPEIIEHUETO 3A YIIOTPEBA

Per. Ne:20050259

10. JATA HA ITHPBO PAZPEIABAHE/HNOJHOBABAHE HA PATJPEIIEHHETO 3A
YHOTPEBA

ITepeo PV: 04.05.2005
INoauopseane Ha PY: 27.09.2010

11. JATA HA AKTYAITH3HPAHE HA TEKCTA

11/2019




