KPATKA XAPAKTEPUHCTHHA HA ITPOAYKTA



1.

HUME HA JIEKAPCTBEHUS ITPOAYKT

Ednopan 500 mg/100 ml uHdy3uoHeH pa3Trop
Efloran 500 mg/100 ml solution for infusion

2.

KAYECTBEH H KOJIHYECTBEH CbCTAB

N3NbLIIHUTENHA ATEHUMA NO NNEKAPCTBATA
Kpamxa xapaxmepucmuxa na npogyxma - Mpuaoxerue 1

Paspewerue Ne .
Bamamp . F2LTEA / 2 UG- 2026
| Ogotperiue Ne 7.

Beeku100 ml ot pazteopa (1 ¢aakon) chawspxa 500 mg metponuaason (metronidazole).
Bcekn 1 ml ot pastBopa cbabpika 5 mg MeTponuaason (metronidazole).

[ToMOLLIHH BellecTBa ¢ U3BECTHO AEHCTBHE:

12 mmol (276,61 mg) Hatpuit/100 ml.

3a NbJIHKA CMHCBK HA NMOMOLWHHTE BCLIICCTBA, BHIKTE TOYKA 6.1.

3

JIEKAPCTBEHA ®OPMA

Hudy3uoHen pastsop.

Hupy3noHHuaT pasteop e GucTbp, noutH Ge3upeTeH 10 6J1e10 KbAT pa3TBOp 0e3 BUAMMH MEXaHHYHH

OYHMCTBAHHA.
4. KJIMHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3aAHHHA

MCTpOHH,Ila30H € MOoKa3aH MNpH B3PaCcTHH H 1€lia 3a CJICAHUTE NOKa3aHHA.

Jlewenune Ha aHaepoOHH OakTepHaIHK HH(EKLMH (THHEKOJOTHYHH H a0IOMHUHATTHH HH(EKLIHH,

MH(EKLIMK Ha LIEHTpa/IHATA HEPBHA CHCTeMa, DaKTepueMHs, Cencuc, eHA0KapaHT, HHdeKurH Ha
KOCTHTE, CTABHTE, KOJKATA U MEKMTE ThKAHH, NEPHOJAOHTAIHH H PECTIUPATOPHH HH(pEKLIMH),
npu4HHeHH ot Bacteroides spp., Clostridium spp., Eubacterium spp., Peptococcus spp.,
Peptostreptococcus spp. M ApYrH 4yBCTBUTEIHH HA METPOHHA30/1 aHaepoOH.

Jleyenune Ha eHTepoKOAMT, npeausBukan ot Clostridium difficile.

[IpodunakTuka npean XMpypruyHH onepaLmrH BbpXy OPraHuTe Ha XpaHOCMHUIIATETHATA U

penpo/yKTHBHATA CHCTEMH.

OduumanHuTe okasaHud 3a npaBHaHaTa ynorpeda Ha aHTUOaKTepUaIHKU areHTH TpsAOBa na ce MMaT
MpeaBHI.

4.2

Jl03HpOBKA H HAYHH HA NPHJIOKEHHE

2!03”[203](3

Bw3pacmuu

Jlevenue na anaepodnu ungerxyuu

Jo3ara 3a sv3pacmuu e 500 mg npes 8 yaca B 6aBHa uHTpaBeHo3Ha HHDY3MA 1 400 m
3 nbTH AHeBHO. JleueHneTo npoabikasa 7 AHH, HO MOXKe 1a Objle MPOAbIKEHO MPH

3aBUCHMOCT OT MNOKa3aHHETO.

PEnpPOOVKMUSHAma cucmemu

[1o Bpeme Ha BLBeK/1aHE B AHECTE3Hs NPEIH XHPYPruuecka MaHHIYIAlHA HA 6b3Pd




enHokpatHa no3a ot 500 mg 8 6aBHa uHTpaBeHo3Ha WHY3UA. [lo3aTa MOXKe 1a ce NOBTOPH 3 IBTH.
Ilo npasuno, npenonepatvBHaTa npoduiakTHKa He TpAOBa na NpoabLMKaABRa NoBeYe oT 24 yaca.

Ypoczenumaana mpuxomonuasa
Bw3pacthu u tonow: 2 000 mg kato eanokpatHa no3a WK 200 mg 3 mbTH OHEBHO B NPOABLKEHHE
Ha 7 anu nny 400 mg aBa NbTH AHEBHO B NPOJb/DKEHHE Ha 5-7 OHHK.

Tuapouaza

Bw3pacThy H 10HOWH Ha Bb3pacT Han 10 roannu: 2 000 mg BeAHBK AHEBHO B NPOABLIKEHHE Ha 3
AHH, UK 400 mg TPU NbTH ZHEBHO B NPOAbLIkKEHHE HA 5 AHM, und 500 mg ABa NbTH AHEBHO B
npoabpkesue Ha 7 o 10 aHK.

Amebuara
Bb3pacTHK 1 toHOW Y Ha sb3pacT HaA 10 roogunu: 400 mg no 800 mg 3 nbTH AHEBHO B NpoALIKEHWE
Ha 5-10 anu.

Heduampuuna nonyrayus

Jleuenue na anaepodru ungexyuu

Jeua Ha pp3pacT Haa 8 ceamuuu 1o 12 roguuun: O6uyaiinata nHesHa no3a e 20-30 mg/kg/aeH kato
€[HOKpATHA JJHEBHA J03a WK pa3aencHa Ha 7,5 mg/kg Ha BcekH 8 yaca. JlHeBHaTa fo3a Moxe na 6bae
yBenundeHa no 40 mg/kg, B 3aBHcHMOCT OT TeskecTTa Ha HHpekuuaTa. [IpoabIKUTENHOCTTA Ha
NEYEHHETO OOUKHOBEHO € 7 IHM.

Jeua na pw3pacrt noa 8 ceamuun: 15 mg/kg kaTo eqHOKpaTHa AHEBHA 4033 WK pa3fefieHa Ha

7,5 mg/kg Ha Bcexu 12 uaca.

Ipu HOBOpOAEHH C recTalMOHHa Bb3pacT <40 ceaMHLM, MOXKE ia HACTBITH HATPYNBaHE HA
METPOHKHIA30/ NIPE3 NbPBaTa CEAMMLA OT KHBOTA, NOPaJH KOETO KOHLIEHTPALMHTE HA METPOHHIA30
B cepyMa Tpa6Ba Ja ce MOHMTOPHPAT CNeA HAKOJIKO JHH Ha JleYeHHe.

Ipodunaxmuxa cpewy credonepamuenu ungexyuy, npusuneny om anaepobru baxmepuu

Hleua Ha sw3pact noa 12 roannu: 20-30 mg/kg karo enHokpartHa fo3a, AaaeHa 1-2 yaca npeau
onepauusTa.

Hoeopoaenu c recrauiHoHHa Bb3pacT <40 ceaMuuy: 10 mg/kg TenecHo TEro KaTo eqHOKpaTHa 103a
npeau ofnepaLraTa.

Ypozenumanna mpuxomMonuaza
Heua Ha Bb3pacT noa 10 rogunn: 40 mg/kg nepopaiHo kaTo eIHOKpaTHA AHEBHA 4033 UIH | 5-
30 mg/kg/neH, pazneneHH Ha 2-3 MpUNOKEHHS, B MPOIL/KEHHE HA 7 IHH, Aa HE C€ HaABHINABA
opunoxkenne ot 2 000 mg/noza.

Tuapouaza
Heua ua su3pact ot 7 10 10 roguuk: 1 000 mg enHOKpaTHO OHEBHO B NPOALDKEHHE HA 3 AHK

Jeua na gw3pact ot 3 no 7 roaunu: 600 no 800 mg eqHOKPATHO JHERHO B MPOABIKEHHE HA 3 IHH
Heua va su3pact ot | a0 3 roaunn: 500 mg eaHOKpaTHO AHEBHO B NPOALIKEHHE Ha 3 AHK

AJTepHaTHBHO, H3paseHo B mg Ha kg TenecHo Terno:
15-40 mg/kg/neH, pazaeneHun Ha 2-3 nosu.

Amebuaza:
Heua na b3pact ot 7 no 10 rogunn: 200 mg 10 400 mg 3 nbTH AHEBHO B MPOALDKEHH
Heua sa sw3pact ot 3 no 7 roaunn: 100 mg no 200 mg 4 MbTH AHEBHO B NPOLBIKEH
Heua Ha sw3pacT ot | no 3 roaunn: 100 mg no 200 mg 3 NbTH JHEBHO B IPOIBIKE

ANTepHaTHBHO, U3pa3eHo B mg Ha kg TenecHo Terno
35-50 mg/kg/nen, paznenenn B 3 003K B NpoabaKeHHe Ha 5 no 10 auu, na He ce Han



MakcHMManHa aHeeHa no3a ot 2 400 mg.

Epacuxupane na Helicobacter pylori npu neduampuunu nayuenmu

Karo uacT ot komM6uHHpaHa Tepanus, 20 mg/kg/neH, 1a He ce HaaBMwaea Ao3a oT 500 mg nBa NbTH
IHEBHO, B NpoAb/ukenue Ha 7-14 auu. [peau 3anousaHe Ha Tepanus TpAbBa na ce KOHCYATHpATE C
oHUMANHUTE NPENOPLKH 33 Teparua.

Cmapuecka ev3pacm
IpenopbuBa ce NOBHLLIEHO BHHMaHWE, OCODEHO MPH BUCOKH 103H.
Hama Hanuuna uxdopmanma 3a He0OX0AWMOCT OT KOPHIHpaHe Ha R03aTa.

Evbpeuna neoocmamvunocm

He e HeoGX0aMMO KOpPUIHpaHe Ha 103aTa NPy nauueHTH ¢ 0uGpedHo yBpexaate.
MeTpoHnaaszon ce oTcTpaHsBa N0 BpEME Ha XEMOAHAIN3a U TPAGBA Na ce NPUIOKK criel
MPUKIIOYBAHE HA MpoLegypara.

Teoicko ueprodpobro yepesicoane
IIpn naunenTH ¢ TEXKKO HePHOAPOOHO YBpEKAaHe € HEoOX0AHMO HaMaNABaHe HA A03aTa C
npocaeasBaHe Ha HHBOTO Ha CEpyMa.

Hauux Ha NPHIOKEHHE

JledeHHeTo OOHKHOBEHO 3aN04YBA ¢ UHTEPMHTEHTHA WM NPOALDKUTENHE GaBHa HHTPaBeHO3HA
HHOy3ua. [Ipu nbpBa BB3MOKHOCT NeyeHHeTo TpAOBa A3 MPOALIXKU ¢ TaGNETKH.

Ilpeonaznu mepxu npu paboma uiu NPUIOHCEHUEMO HA REKAPCMBEHUA NPOOYKM
K®M HHQY3MOHHHA pa3TBOp ¢ MeTPOHHAA30N He TpaOBa na ce npubaesaT Apyry Bewectsa. OcseH
TOBA, TOH He TpAOBa Ja ce Mpuiara ¢ AHOBPEMEHHO C APYTH HHOY3HOHHH Pa3TBOPH.

32 MHCTPYKLIMHMTE 34 Pa3pexkaaHe Ha JIeKapCTBEHHA NPOAYKT NpeaH NpHIaraHe, BUXTE To4kKa 6.6,
4.3 IIpormBonokazanus

CBpbX4yBCTBHTENHOCT KbM METPOHHA30, APYTH JIEKAPCTBA ChC CXOAHA XHMHYECKa CTPYKTYpa
(HMTPOMMMAA3OITH) WIK KbM HAKOE OT MOMOLLHHTE BelecTsa, H30poeHH B Touka 6.1. JlekapcTBeHMAT
NpoAYKT He TpA6Ba Ja ce npunara npyu 60AHH, CBPBXYYBCTBHTENHH KM HEKOS OT APYTHTE ChCTABKH
Ha JICKApCTBOTO.

MeTtponunaazon Tpabea aa ce H3MO3RA C MOBULUEHO BHUMAHHE NPH NAaLMEHTH C AKTHBHH HITH
XPOHHYHH TEXKKH 3a60M9BaHHA HA NepHdepHaTa H LLEHTPATHATA HEPBHA CHCTEMA NMOPAIH PUCK OT
HEBPOIIOTHYHO YBPEXIAHE,

IpunosxeHueTo Ha NekapcTBEHHA MPOAYKT Npe3 AbPBOTO TPHMeceuHe Ha GpeMeHHOCTTa e
NPOTHBONOKA3aHO; NO-KBHCHO TO MOXKE Aa C& NPHIara camo ako Mo.3aTa 3a MaikaTa HAAXEBPJIS PHCKA
3a ona. KepmeneTo cbiio Tpabsa na ce npeycTaHOBW NO BPEME Ha JIe4EHHE C METPOHKAA30.

44 CpenrajHH NpeaynpeiieHns H NpeANa3Hd MeDKH NPH ynorpeda

Heprodpobro vepexcoane
Metponuaaszon ce metabonusnpa rMaBHo upes 4epHoapobHO oknenenue. [IpH NaLUHEHTH ¢ TEXKO

uepHoApobHO yBpexaaHe MeETpOHKAa30N TPAOEA Na ce NpHiara BHUMATENHO, Thil KaTo 3abaBeHHAT
mMeTabOoIN3bM BOIH O MOBHILEHH MUIA3MEHH KOHLEHTPALMH HA METPOHUAA30N H HETOBHT:

3a BJollIaBaHe Ha CHMITTOMHMTE Ha eHLleraJIOI]aTHH. CJ'ICL[OB&TCJ'IHO, METPOHHAA3ZON
npuaara ¢ NOBHUWEHO BHUMAHHE NMPH NallHEHTH C HepHonpoﬁua eHU.e(l)aJ'IOI'IaTHﬂ.
TpFIGBa na Obhae HamManeHa Jo €0Ha TPETa H MOXKE Na ¢c¢ nNpuiara s€iHbXK JHEBHO.

Hoxnansanu ca chny4au Ha TeKKa XENaTOTOKCHYHOCT/OCTPa YepHoapoGHa HegocTa



BKJIIOMHTEHO W Cly4an ¢ aTaneH u3xoa, ¢ MHOro 6sp30 Hauaso ciiel 3arnoyYBaHe Ha IEUEHHETO MpPH
NaLHeHTH cbe CHHAPOM Ha Cockayne npu nedeHHe ¢ MpoAYKTH, ChabpKaull METPOHHAA30 38
cucTeMHa ynoTpeba. B Ta3sH rpyna oT HacEAEHWETO, METPOHHAA30 cnenBa Ja He 6bae H3NoN3BaH,
OCBEH aKO NOJI3aTa He HAJBUILABA PUCKA U HAMA ANTepHaTHBHO neveHue, Hacnensannsa Ha
yepHoapobHaTa $yHkuHs Tp20Ba Aa ce H3BBPLUBA HEMOCPEACTBEHO NpPEAH Ha4YanoTO Ha TepanuaTa,
Mpe3 UANOTO BPEME M Cre Kpas Ha IEYEHHETO, A0KaTO PYHKLMATA HA Yephua Apob e B paMKHTe Ha
HOpPMAalHHUTE CTOHHOCTH, WIK A0KATO He ObAAT ROCTHIHATH CTORHOCTH HA U3XOJHO HHBO. AKO
PE3YATATHTE OT TECTOBETE Ha (hYHKUHMHTE HA YepHUA Apod ca 3HAYMTENIHO MOBULUIEHH MO BPEME Ha
JEYEHHETO, MPHEMBT Ha JEKAPCTBOTO TpaGBa Aa ce MpeycTaHOBH.

MNaunenTute cbe cuuapom Ha Cockayne Tpabea na 6baaT MOCLRETBAHH Aa cbobLIABAT Ha CBOA JieKap
He3a0aBHO BCHUYKH CUMIMTOMH Ha NOTEHLHAIHO YBpeXKJaHe Ha yepHHus Apob ¥ Aa crpaT rnpuema Ha
METPOHHIA30M (BXK. Touka 4.8).

bvopeuyna nedocmamuvunocm

[Tony-»HBOTBT Ha €TMMHHHPAHETO HA METPOHHAA301 OCTABA HEMPOMEHEH MPH HATHYHE HA Ob6peuHa
HeaocTaThyHOCT. CnenoBaTeNHo 103aTa HA METPOHHAA30I He ce HyxXaae oT HamanseaHe. Taknea
nauHeHTH obaue ce 3aabpxkaT MeTadONUTHTE HA METPOHKUAA30. KNHHHYHOTO 3HaYeHHe HA TO3H (akT
HE € H3BECTHO KbM MOMEHTA.

Ipu mauueHTH, NOLN0KEHH HA XeMOAHANH3a, MCTPOHHA30/ U HeroBuTe MeTabonuTy eeKTHBHO Ce
OTCTPaHABAT 10 BPEME Ha OCEMUACOB MNEPHOA Ha aHanu3a. CneaoBaTeTHO, METPOHKAA30 Tpadea aa
ce NpHIara cies XeMOJHATH3A.

He Tpabaa na ce nparM pyTHHHO KOpPHFHpaHe Ha 103aTa Ha METPOHMAA30M Npk nauneHTH ¢ 6LOpeyHa
HEAOCTaTLYHOCT, MOIONKEHH HA NepHoaHYHA nepuToHeanHa ananu3a (IDP) uiau npoasmkuTenHa
amMOynaropHa nepuroHeanda auanuza (CAPD).

Hapyiuernua na yenmpannama nepena cucmema

Metponuaazon Tps6Ba na ce npuIara ¢ H3KJIKOUHTETHO BHUMAHHE HA NMALKEHTH ¢ YBPEKAAHE Ha
KOCTHHA MO3bK H aKTHBHO WIH XPOHHYHO YBpeX/aHe Ha nepruepHaTa WIH LEHTPAIHATA HEPBHA
CHCTEMA, MOPAlH PHCK OT HEBPJIOTHYHO YBpeKAaHe, v npH OONTHA B cTapyecKa Bb3pacT.

Mowumopune

[Ipn nponbkuTENHO JeveHHe ¢ MeTpoHrAazon (Haa 10 aHu) TpaGea ga ce MpocneasBar KpbBHaTa
KapTHHa K uepHOapobHaTa pyHKUMA. AKO € HeoOXOIHMA NPOIBKUTENHA TEPANHNA, IeKapaT TpaGpa
Ja HMa NpeABH Bb3MOXKHOCTTA 33 Bb3HHKBaHe Ha nepudepHa HeBponaTHa WK NeBkoneHus. U neara
edekTa obHukHOBEHO ca oOpaTuMH. [Ipenopbusa ce XeMaToONOrHYHKUTE H3CIEABaHUS 1a CE NPOBEkKAAT
PEROBHO H MALMEHTUTE Aa 6BAAT NPOCNEIABAHH 32 HEIKENIAHH PeaKLMy, KaTo nepudepHa WK
LIEHTpaNHa HEBPONATHA (KaTO NapecTe3Nd, aTAKCHA, 3aMatHOCT, KOHBY/ICHBHH IPHMAIbLM).
BHcokHTe 1030BH PEXXHMH Ca CEBbP3aHH ¢ NPEXOAHH eNUAENTHGOPMHH NPHCTHITH. HeoOxoaumMo e
NOBHIIEHO BHHMAHHE MPH MaLHEHTH C aKTHBHO 3a001ABaHe HAa LEHTpalHaTa HEPBHA CHCTEMA, C
H3K/IIOYEHHE HAa MO3bYeH abclec.

HutensvsHaTa WM NPpOAL/DKUTENHA TEpanus ¢ METPOHHIa30/ TpA6Ba fa ce NpoBexaa caMo MpH
CTPHUKTHO HabIoACHHE 32 KITHHHYHH H OHONOrHYHH €eKTH H NMOA PHKOBOACTBO HA CIIELIMAIIHCT.

Koxcnu peaxyuu
Hma cpobiueHns 3a cydan Ha TexkH OYNO3HH KOXHH peakLnK, MOHAKOra (aTtanHu, KaTo CHHAPOM Ha
Stevens-Johnson (SJS), Tokcnuna ennaepmanta Hekponuza (TEN) wii ocTpa reHepanusupaHa
ek3anTemarosHa nyctyno3a (AGEP) ¢ metponnnazon (Bx. Touka 4.8). [lo-ronsmara yact ot
cpobuennTe cay4an Ha SJS ca HACTBEMHITH B PAMKHTE Ha 7 CEAMMLIM OT HAYANOTO HA JIECYEHHETO C
mMeTpoHHAa30. [laurentre Tpabea na 6baaT HHYOPMHPAHK 32 MPH3HALIUTE U CHMITTOMHTE ¥ &80
CReJAT BHAMATEHO 32 KOXHH peakUHH. AKO ca HanKue cumnroMu Ha SIS, TEN unn AG
(Hanpumep rpunonoaoOHH CHMITOMHM, NPOTPECHPALL KOXKEH O0PHB, YECTO ¢ MEXYpH U
JIMraBHLIATa), leYeHHeTo ¢ MeTpoHuaason Tpabea HesabaeHo na 6bae npekpateHo (BXK. fy

Arxoxon
Tlo Bpeme Ha AeqeHHe H HAK-MANKO TPH IHH CEL KPas Ha IEeYEHHETO C METPOHHAA30N



peakuus.

Toit kaTo B IMTEpaTypaTa Morat Aa ObAAT OTKPHTH AaHHH 33 Bb3MOXKHO KaHUEPOTEHHO NeHCTBHE Ha
NEeKapCTBEHOTO BELIECTBO, NPOALKMTENHATA ynoTpeba Ha METPOHKAA301 He ce npenopbusa. B
HAKOM TECTOBE C KIeTkH Oe3 603aitHHLIM METPOHHAA301 W HeroBHTe MeTabOoJIHMT ca Ce NoKa3anH Kato
MYTareHHH.

IMauuenTrTe TpaGea aa GbaaT NpeayNpeaeHH, Y€ METPOHHAA30TLT MOKE [1a NPEAH3BHKA
NOTLMHSBAHE HA YPHHATA.

Eghropan cvowpoica nampui

To3u nekapcTBeH npoaykT cbabpika 12 mmol (276,61 mg) HaTpuit Ha 1033, KOUTO Ca €KBUBAIEHTHH
Ha 13,83% ot npenopbuntentus ot C30 MakcHManeH AHeBeH NPHEM OT 2 g HATPHUIA 3a BBH3PacTeH.
MakcikmanHara qHeBHa 103a Ha TO3M NPOAYKT € EKBHBaNEHTHA Ha 41,49% oT npenopbusaHaTa oT
(30 makckumanHa AHEeBHa A03a 3a HATPHi.

EdbnopaH ce cunTa ¢ BHCOKO ChabpkaHHe Ha HaTpHit. ToBa TpabBa na ce Bieme npeasu ocobeHo 3a
NaLMEHTH, KOMTO Ca Ha JMETa C HUCKO ChABbPKAHHE Ha CON.

4.5 BiaumoaeiicTBHe ¢ APYIH JIeKAPCTBEHH NPOIYKTH H APYrH GOpMH HA BIaHMOAeHCTBHE

Anxoxon

[MauuenTuTe Tpabea Aa 6BAAT CHBETBAHH 4 HE NPHEMAT AIKOXO/ N0 BPEME Ha TEPanHATa ¢
METPOHHAA30] H Hai-Manko 48 yaca c/iell NPHKUTIOYBAHE HA TEPANHATA, MOPAAH BE3MOKHOCTTA OT
BB3HWKBaHe Ha AucyndupaM-nonobHa peakuus (Antabuse — edexr) (3auepeapaHe, NOBpPLILAHE,
TaxMKapaus).

Bapghaguﬂ H APYIrH KYMapHHOBH AHTHKOArvJIaHTH

MetpoHuaason noteHuMpa neficTBHeTo Ha BapdapHH ¥ Ha APYTHTE KyMapHHOBH AHTHKOAryJIaHTH H
nopanu TOBA, A03aTa HA Te3M NeKapcTBa TpAGBA A2 c€ HaMaliM ChOTBETHO [10 BPEME Ha eJHOBPEMEHHO
neuyenue. IlporpoMOHHOBOTO Bpeme Tpabea na ce Habnmioaasa. HaMa B3aumonelicTeHe ¢ XenapHH.

®ennTorn u Gapbutyparu
DeHUTOMH Y GapOUTYpaTHTE HaMaNARaT ePeKTHBHOCTTA HA METPOHHAA30; ChLUEBPEMEHHO
e(heKTHBHOCTTA Ha (PeHHTOMH H HapOHTYpaTHTE MOXKE N € MOBHLIEHA.

JIuTuii

TpH nauueHTH, EKyBaHH €AHOBPEMEHHO € IMTHH M METPOHHA30, € CboOLIaBa 3a 3a1bpXKaHe Ha
JIMTHIA K CHOTBETHO NOBHILEHH [LTa3MeHH HUBA HA IMTHH, NPHAPYKEHO C JAHHH 32 BB3MOXHO
O6nGpeuHo yspexaane. [lnasmeHnTe HHBaA HA TMTHIH MoraT Aa 6BAAT NOBHIIEHH OT METPOHHIA30.
JleyenneTo ¢ auTHi TpaOBa na Gbae CHKpPATEHO WIH NIPEYCTAHOBEHO MPEAH NPWIAraHe Ha
MeTpoHHAa301. [TnazMeHaTa KOHUEHTPALIMA Ha NIUTHIi, KpeaTHHHH H eNeKTponuTH Tpabea na ce
Habniogaea Npy NaUMEHTH, IEKYBaHH C JIMTHIA, IOKATO NONY4aBaT METPOHKAA3ON.

Dnyopoypauun
MeTponnnason HaMansBa KIMpbHCa Ha S-hnyopoypalumna U CAEIOBATENHO MOXE 4a JOBEAE 10

MOBHILIEHA TOKCHMHOCT Ha 5-(ayopoypatiun.

LumeTnaun
LiuMeTuaMH yabkasa OMONOrHYHHA MONYXXHBOT HAa METPOHHIA30.

EHC!IIQH pam

EnHOBpeMeHHOTO JleueHHe ¢ METPOHHAA30/ H AMcYIHPaM € IIPOTHBOMNOKA3aHO MOPFAK
ocTpH ncuxozu. Ha nauneHTHTE He TpaGRa na ce Npunara METPOHHIA30JT B MPOALIING
CEAMHLM CNIe/l JIeUEeHHE ¢ AUCYNdHpam.

u,lvl KJI10CTOPpHH



ChbuiecTByBa pHCK OT MOBHLLABAHE HA CEPYMHHTE HHBA Ha LuMKIocnopuH. [pu eanospemeHHo
MPHIQXKEHHE HA METPOHHA30N Y UHKITOCNOPHH, CCPYMHHUTE HHBA HA LIMKMOCNOPHH H KPEaTHHHH
TpsAGBa Na 6bAAT BHUMATENTHO HAbMmonaBaHK.

4.6 DepruauTeT, OpeMeRHOCT H KbpMeHe

bpeMenHocT
MMpuitokKeHHETO HA NeKAPCTBOTO € MPOTHROMQKA32HO NMPE3 MbPBOTO TPHMECEUHE HA OpeMEHHOCTTA,

Mo-KbCHO TO MOXKE Na ce Nnpuiara caMo ako nonsarta 3a Maiikarta HAaAXBBpPJIA PHCKaA 3a Iicaa.

Knpmene
KvpMeHeTo TpabBa na ce npeycTaHOBM MO BpeMe Ha Ne4EeHHE C METPOHKMAA30.

Deprunurer
Hsama Hanuwunu aanHH 3a pepTHAMTETA NPH XOpaTa.

4.7 EdexTn BHpXy cnocofHOCTTA 32 modHpaHe B paboTa ¢ MAIIHHAH

Ednopan moxe ga noause ncuxodusiuecknte ¢cnocodHOCTH, cnocobHOCTTa 3a wWodHpaHe Ha
MOTOPHH NPEBO3HH CPEACTBA HIH paboTa ¢ MaluHHK, 0co0eHO aKo ce NpHeMa eAHOBPEMEHHO C
ankoxon. Jlekapute v hapMaueBTHTE TPAOBA Ha NPeaYNPEX/IaBaT NALMEHTHTE 3a TORA.

4.8 Hexenand nekapcTBeHH PeakunH

- Muoro 4ecta (21/10)

- Yectu (=1/100 go <1/10)

- Heuectu (21/1 000 ao <1/100)
- Peaku (=1/10 000 po <1/1 000)
- MHoro peaku {(<1/10 000)

- C HeunzBecTHa yecTOTa (HE MOXKeE [a CE NMPEABHUAH OT HAIMYHMTE SAHHH)

Mmuoro | Yectu Heuectu | Penku MHoro peaku C HeuzBecTHA
4ECTH YecTOTa
Hudekanu n Peakuua Ha
napasuTo3x Herxheimer,
BarMHaJIHA
KaHAHAO3A
Hapyuenus Ha [IpexoaHa ArpaHyno- JleBkoneHna
KpPbBTa M HEYTPOMEHHA | UUTO3a,
aumdHaTa TpoMOoLK-
CHCTEMA TOTIEHHA,
HAHLUTO-NEHHA
Hapywenns Ha AHajunakTnu- AHrHoenem
MMyHHaTa HH PEaKLIvH,
cHcTeMa NOBULICHA
TenecHa
Temrieparypa
TlcHxuvHH IMcuxnunn CheTosHYe Ha
HapylieHus pascTpoiicTsa, aenpecus
BKJTFOUHTENHO
oOLpKBaHe u
XATIOLUHHAUMH
Hapyuenus na [naso- | lNepugepua Euuegano-narus
HepBHaTa 6onue HEBpONATHA, (o6bpkBaHe) 1
cucTemMa aTaKcH1, NOAOCTHP




3amaiiBaHe, MO3BYEH EMHIENTH-
CBETOBBLPTEXK | CHHIpOM (Hanp. dhopMHH
aTaKci, MpUNaxbLM,
JH3APTPHA, acenTHYEH
YBpEXAaHe Ha MEHHHTHT
noxoaKara,
HHCTAarLM
TPEMOP), KOHTO
Morar aa
OT3BYYar ¢
npekpaTaBaHe Ha
npuema Ha
JIEKAPCTBOTO
OuHu HapyweHus Ha OnTryHa
HapylUeHHs 3PEHHETO KaTO HesponaTHa/
OHILIONUA U HEBPUT
KbCOTNIEACTRO,
3aMbIIIEHO
3pEHHE, KOUTO B
MOBEUETO CyUYau
ca npexoaHH
Hapywienus Ha VYepenen cayx/
¥XOTO H 3aryfa Ha ciyxa
nabupuHTa { BKJTIOUHTEITHO
CEH30HEBPATHO),
LIYM B YLUHTE
Cbpnevnu Enextpokap-
HapyLUeHHA auorpadcku
MPOMEHH
CroMalHo- MertaneH ["anene, [Mauxpearur Kopemna Gonka
YpeBHU BKYC NOBPLILAHE,
HapylueHus avapus,
aHOPEKCHS
Xenaro- YepHo- YeenuuaeaHe Ha
OunHapHu ApobHo YepHOAPOOHHTE
HAPYLIEHHS YBpeK- eH3umH (AST,
JaHe ALT, ankanHa
¢ocdarasa),
XONecTaTHueH
WJIH CMECEH
XENaTHT H
X€EMaToueNynapHo
yBpekaaHe Ha
uepHuA npob,
KBATEHNLA

HMma crobiuenns
3a c/ly4ad Ha
yepHoaApoOHa
HEAOCTATBYHOCT,
H3UCKBaLIH
uepHoApoOHa
TpaHcnNaHTalus
NpH NaLMEeHTH,
NeKyBaHH ¢
METPOHHAA301,




HaH-BeYe KOraTo
¢e W3MOT3BAT B
KOMOHHAUHA ¢

ApYTH
AHTHOHOTHYHH
nekapcrea*
Hapyeuus Ha Obpus, ['nof#itn o6pusr, | EpuremHa
KOXKATa H YpTHKapHA ocTpa MyaTH(opME,
NOJKO}kKHaTa reHepanu3upaHa | CHHAPOM Ha
ThKaH €K3aHTeMalHa Steven-Johnson
nycTynosa, HJTH TOKCHYHA
cbplex, enuaepManHa
3auepBABaHe Hekponu3a,
JIeKapcTBO-
CBBp3aH 0OpHB
MyckynHo- Muanrus,
CKeNeTHH aprpanrus
HapyLeHHs 1
HapyLUeHHA Ha
CheAHHHUTENHATA
TbKaH
Hapywienus Ha TbmHO WM
6u6peunTe 1 4EpBEHO-
MUKOUHHTE kadaBo
MbTHLWA OLBETABAHE HA
ypUHaTa
Hapyiuenus Ha Ycemane 3a
BB3MPOH3BO- napeHe B
JAWTeNnHaTa MUKOMHHA KaHal
CHCTEMA H WIH
rspaara BIIArATHLLETO,
ITHHEKOMACTHS
O6wn JIOKAJIHHA
HApYILEHHA U PeaKLHH
edekTH Ha B
MACTOTO Ha MACTOTO
NPHI0XKEHHETO Ha
HHXXEKTH-
paHe
(Tpombo-
¢nedur)

YecToTaTa, BHJA H TEXKECTTA HA HEXKENAHUTE PeaKlUMH NPH Aella ca ChLIMTE KaTo MPH Bb3PacTHH.

* [lpu naumenTs cbe cunapom Ha Cockayne ca cbobLIeHH cnyyan Ha Texka HeoOpaTuma
X€MaTOTOKCUYHOCT/OCTpa Ye€pHOAPOOHA HEAOCTATLYHOCT, BKJIKOYHTETHO CTyuau ¢ GaTaneH H3X0A C
MHoro 6bp30 Hayaslo cltej 3ano4eaHe Ha CHCTEMHa yroTpefba Ha MeTpoHMAason (BxK. Touka 4.4).
Crobuiapare Ha NOA03MPAHH HEXENAHH Peakiiii

C1o0LaBaHeTo HA MOAO3HPAHN HEKENAHN PEaKLH ClIe pa3peLiaBaHe 3a ynorpefa Ha IeKapeTBEHHA
OPOOYKT € BaHO. ToBa No3BONABA A2 NPOABIDKH HAONIONEHHETO HA CHOTHOLIEHHETO MON3a/pHCK 3a
NEeKapcTBEHUA NPoayKT. OT MEAHUMHCKHTE CMEUMANHCTH ce H3HCKBA Aa chobLIaRaT BCAKa
noao3vpaHa HexkeNlaHa peakuus Ypes
H3nuinurenHa areHums no Jiekapereara
yn. ,Jaman ['pyes” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebeaitT: www.bda.bg,




4.9 [IlIpenosupane

CHMNTOMH
[IpekomepHHTE N03M MOXKE Na NPeAW3BHKAT NPeINMHO raJeHe, MOBPLUAHE U 3aMaliBaHe, aTAKCHA K
JeKa Ne30PHEHTALUA, B NO-TEXKH CYHaH ChILO H ATAKCHS, NAapecTe3vd U MbPYOBe.

INoeegenue
Hsama cneunguyeH aHTHaoT. JleueHHeTO € CUMNTOMATUYHO.

5. ®APMAKOJIOrHYHH CBOHMCTBA
5.1 <@apmMakoAHHAMHYRH CBOHCTBA
dapMakoTepaneBTHYHa rpyna: UMHaasonosu npousroaHu; ATC kox: JO1XDOI.

Mexanu3eM Ha aelicTeue

MeTpoHuAa3on € CHHTeTHYHO AHTHMHKPOOHO aKTHBHO BEIECTRO OT IPyIaTa Ha HHTPOUMHAA3O0IIHTE,
KOETO AeiCTBA NMpeMMHO cpelly oONHraTHHTE aHACPOOHH MHKPOOPraHHU3MH — rPaM-OTPHLUATENHH H
rpamM-noNoKHTENHH 6akTepuH. Tol NeKkyBa CbLIO H HAKOH HH(EKLMHA, MPHYHHEHH OT NMapa3HTH; HMa
CH/IHO M3pa3eH TPUXOMOHaUMAeH W 1ambanauuaeH edexr.

Merpouunason aefictsa B HAKONKO (a3u: TOH HaBM3a B GaKTepHanHaTa KI1eTKa, KbAETO C€ W3BLpIUBA
PeAyKLMHA Ha HHTpPO- rPynaTa Ha METPOHKIA30J1 Ha § MACTO, KaTo MO TO3H HAYHH TOH ce NMpeBpbila B
aKTHBHH METAabOHTH C KPaThK XXHBOT MITH CBOOOAHH paaHKaNH ¢ HHXHOHTOpEH HAK NeTaneH edexT
BbpXy 6Gaktepuannara JHK u apyru makpomonexynu. Cnea ToBa UMTOTOKCHYHHTE MeTabOJTHTH ce
pa3srpaxaar A0 HETOKCHYHH H HEAKTHMBHH KpalHHU MeTabonuTH.

5.2 PapMaKoKHHETHYHH CBOHCTBA

Abcopbuua
MakcHManHHTE CepyMHH KOHLICHTP2LMH CITE] HHTPaBEHO3HO H NEPOPANHO NPHIIOKEHHE ¢a NOAOGHH.

buoHanuuHOCTTa BapHpa Mexay 90% no 100%. BHONMOrHYHHAT NONYKUBOT Ha AKTHBHOTO BELLECTBO €
8 uaca.

PasnpeneneHue
JlekapcTBeHaTa cbcTaBKa HaBNKM3a AoOpe BbB BCUMKH ThKAHHW, OPraHH H TENECHU TEYHOCTH, Thi KATO

T4 UMa ronamM obem Ha paznpeneneuue, kato goctura 80% ot tenecHoro terno, Cnen 4 go 6 yaca,
KOHLEHTpALMATA HA METPOHHAA30N B ThKAHHUTE H JTHKBOpa e 80% 1o 90% ot cepymuara
KOHLEHTpaLus.

Toii ce cBbp3Ba cabo ¢ NMnasMeHHUTE MPOTEHHH, eaea B Ao 20 %.

Merabonu3bm

Merponunpason ce MeTaboau3upa NpeIUMHO B YepHHA Apob. [Tonyuasar ce rnaBHO OKCHAATHBHH
MeTabO/IHTH H TE CE EKCKPETHPAT KAaTO KOHIOraTH C MIOKYPOHOBATaS KHCEHHA (MTIOKYPOHUIN),
NpEeAMMHO C ypHHaTa.

[IpeacHcTeMHHAT METAOOIM3BM Ha AKTHBHOTO BELIECTBO € HHLIOKeH. MetaGonusmsT ce 3a6aBs npy
NauMeHTH ¢ YepHoapobHo 3abonseane. [1pu Gonky ¢ 6bOpeuHa HEROCTATBYHOCT METAGONHTHTE MOKE

Aa KyMyJIHpar.

EnumuHHpane
HemeTabonn3npanuaT METPOHHAA30M CE €THMUHHpA NPeaUMEC Ype3 ypuHaTa. Metabo

NoJIyyeHH o Bpeme Ha MeTabonu3Ma Ha METPOHHIA30/1 B uepHUA Apob, ChLIO ce eu
ypHHaTa noa GpopmMaTa Ha MIOKYPOHHIM.

6% no 15% oT npunoXkeHara 1032 ce ekckperupa ¢ hekanuuTe,

MeTponngaszon 1 MeTabonHTHTE My GBP30 Ce eIMMMHUPAT C XEMOAHANW3a.



5.3 IlpeaknHHHYHH JAHHH 3a (elomaCHOCT

TOKCHKONOrMUHNTE JaHHH IOKA3BAT HHCKA TOKCHYHOCT Ha METPOHHIa30J1 32 eKCIIEPHMEHTANHHUTE
XHUBOTHH. CNiel NepOpaiHO NPHAOKEHHE Ha NEKAPCTBEHOTO BeLLECTBO cToiHocTHTE Ha LD+
HaaxswupAT 3000 mg/kg 3a MHLIKKY U TTbXoBe. Cliet HHTPABEHO3ZHO NMPUIIOKEHHE CTOHHOCTUTE HA
LDso ca Haa 100 mg/kg 2a Mmuwiku u Hag 250 mg/kg 3a mabxoee.

TOKCHKONOrMYHHTE H3CIEABAHHA el NPOANIKHUTEIHO NPHIOKEHHE MOKA3BaT, Ye HMa pa3inKa
MEXYy OTAENHHTE BHAOBE EKCMEPHMEHTATHH KHBOTHH. YCTaHOBEHO €, Y€ CTOMALLHO-YPEBHHAT TPAKT
M HEPBHATA CHCTEMa Ca TapreTHHTE MECTA 32 TOKCUYHOTO NeHCTBHE.

MeTpounaason npeanssuksa o6paTHMO HHXHOHMpPAHe HAa CEpMAaTOreHesaTa, Ho HAMAa TepaToreHeH
HITH deTOTOKCHYEH eeKT.

MerpoHugazon e nokasan MyTareHeH eekt B HAKONKO NPOYYBAHHA in vitro. B npoyusaHua,
NposelcHH in vitro B KIETbYHH KYNTYpH Ha 003aiHHLM W in vivo NpH IpH3ayuy, HAMa HATPYNIaHH
ANOCTATBLYHO [I0KA3aTENCTBA 32 MyTareHeH eeKT Ha MeTPOHHA30/1, Thit KATO HAKOH MPOY4BaHHA
cboblIaBaT 3a MyTareHHH eeKTH, a MPH IPYrH pe3yTaTuTe ca oTpuuareatu. Cnopea nuteparypara,
KaHLEPOreHHOTO ACHCTBHE HA METPOHK 130/ B PA3THYHHUTE BUAOBE €KCNEPHUMEHTATHH JKHBOTHH CE
paznnuaea. [pHema ce, ue MyTareHHOTO ACHCTBHE HA METPOHHIA30M CE JBIKH Ha 06pa3yBaHeTo Ha
akTHBEH MeTabonuT, KOHTO meficTea Bepxy JJHK.

6. PAPMALEBTHYHH JAHHH
6.1 ChnHcok Ha TOMOIBHTE BelIECTBA
Hatpuee enerar

Hatpuer xnopun

Boaa 3a HHXKeKLHH

6.2 HecbBMECTHAMOCTH

To3u nexkapcTeeH NpoAyKT He TpsAOBa Aa ce CMECBa C APYTH IEKAPCTBEHH NPOAYKTH, C H3KIHOUEHHE HA
TE3H, NOCOYEHH B TOUKA 6.6.

6.3 Cpok na roasocr

5 TONHHH

6.4 CnenHanHH yCJIOBHA HA CbXpaHeHHe

He u3nckea cneuuanyu ycnosus Ha cbxpaHeHue. Jla He ce 3aMpassba.

6.5 BuaucbabpkanHe HA ONAKOBKATA

®dnakoH, anyMHHHEBA 3ayLIaNKka, TyMeHa 3anyiuanKa.

- eanH gnakox ot 100 ml nugy3uoHeH pazTEOp, B MHAWBHAYANHA KyTHA.

- MHOr0J103084a ONnakoska ot 10 eAMHHUYHH OMAKOBKH, ChABPXKALIM MO €AHH (hnakoH ot 100 ml
HH{pY3IHOHEH Pa3TBOp.

6.6 CroenHaaHH NpeaAna3sHH MEPKH NPH H3XBBPJIAHe B paboTa

Hama cneumanyiu u3ucksauus.

7. NPHTEXATEJI HA PAZPEMIEHHETO 3A YIIOTPEBA




KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, CnopeHud

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne: 20010037

9, JATA HA IBPBO PA3PEILNABAHE/ITOJJHOBSBAHE HA PASPELIEHUETO 3A
YIIOTPEEBA

Harta Ha nmbpBo pazpeluaBane: 19.04.1990
Jlara na nocaeano nogHosssae: 19.09.2011

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
11 KOnu 2026

[Moapo6ua uHdpopmaLHsa 3a TO3M JIeKapcTBEH NMPOAYKT € NpeaocTaBeHa Ha yebcaiita Ha M3nmbinurenna
Arenuns no Jlekapcreara (MAJI) http://www.bda.bg.




