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1. UME HA JIEKAPCTBEHUS ITPOAYKT

—_—

v A00s00S F
Edaopan 500 mg/100 ml uHdy3roHeH pa3TBop oWs . ——
Efloran 500 mg/100 ml solution for infusion g 693 };_ 07 -04- 7055 |
2 KAYECTBEH U KOJIMYMECTBEH CbCTAB

Bcekn 100 ml ot pazrBopa (1 ¢nakon) ceabpka 500 mg meTrponuaason (metronidazole).
Bceku | ml or pa3TBopa cbabpxka 5 mg MeTpoHuaason (metronidazole).

[ToMoLHHU BelecTBa C U3BECTHO JEHCTBHUE:
12 mmol (276,61 mg) narpuii/100 ml.

3a MbJIHUA CNHUCHK Ha MOMOLIIHUTE BELIIECTBA, BHXKTE TO4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA

HUudy3noneH pa3TBop.

UHby3moHHUAT pa3TBOp € OUCTbp, NouTH Oe3uBeTeH A0 01e10 K bAT pa3TBOp 6€3 BUAMMH MEXaHWYHH
OYHCTBAHHA.

4. KJIHWHHUYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3ZAHHS

MeTpoHHAa30J1 € MOKa3aH NpY Bb3pacTHH W [€Lla 3a CJICIHUTE MOKa3aHHA:

o JleueHue Ha aHaepoOHM OakTepHaHU HHPEKUHUH (THHEKOJOrHYHU H a0 1I0MUHATHU HH(EKLIWH,
MH(EKUMK HAa LUEHTpa/lHaTa HEpBHA CUCTEMA, ODaKTEpUEMHUS, CENCUC, €HA0KAPAHT, HHPEKLIMH Ha
KOCTUTE, CTABUTE, KOXKAaTa U MEKHUTE TbKaHU, NEPHOJOHTAIIHH H PECNIUPATOPHH HHDEKLIUK),
npU4YUHEHH oT Bacteroides spp., Clostridium spp., Eubacterium spp., Peptococcus spp.,
Peptostreptococcus spp. 1 Apyrd 4yBCTBUTEJIHU HA METPOHMU1A30./1 aHaepoOH.

& JleueHue Ha eHTepokoauT, npeausBukaH ot Clostridium difficile.

® [IpodunakTuka npeau XUpYpruyHu ornepalmu BbpXy OpraHuTe Ha XpaHOCMMJIaTe/IHaTa U
penpoayKTHBHATA CHCTEMM.

OduumyanHaTe oKka3zaHUs 3a npaBuJiHaTa yrnorpeda Ha aHTUOAKTEepUaIHU areHTH TpsaObBa na ce umar
npeaBH/I.

4.2 JIo3HpPOBKA H HAYHH HA NPHJIOKEHHE

o3upoBka

Bv3pacmnu

Jleuenue na anaepooHu ungexyuu
Jlo3ara 3a éwv3pacmnu € 500 mg npe3 8 yaca B ©aBHa HHTpaBeHO3HA HH(DY3us Wi 400 mg nepopaiHO
3 NbTH AHEBHO. JleueHHeTo npoabkaBa 7 AHHU, HO MOXeE Aa Obae NPOAB/IKEHO NPH HYXHCE
3aBUCHMOCT OT MOKa3aHHETO. ‘;Q,HW o ,
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[Ipodpunaxmuxa npeou xupypeuunu onepayuu 6bpxy opeanume Ha XpaHoCMuiame.
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eIHOKpaTHa 1033 oT 500 mg B 6aBHa uHTpaBeHO3HA MHPY3HA. [lo3aTa MOXKe a ce NOBTOPH 3 ITBTH.
[To npaeuno, npeaonepaTHBHaTa NpodHAaKTHKA HE TPAOBa Aa Npoab/KaBa noseye oT 24 yaca.

Ypozenumanna mpuxomonuasa
Bn3pactau u roHotu: 2 000 mg kato eqHokpatHa A03a und 200 mg 3 nbTH AHEBHO B NMPOAB/KEHHE

Ha 7 ouy vnan 400 mg nBa NbTH OHEBHO B NMPOABIKEHHE Ha 5-7 JHH.

TFNuapouaza
Bn3pacTau U 10HOIIH Ha Bb3pacT Haa 10 roauHu: 2 000 mg BeaHDBK AHEBHO B NMPOABLKEHHE HA 3
AHK, Uiy 400 mg TpU MbTH AHEBHO B MPOABIDKEHUE Ha 5 AHM, Had 500 mg nBa LT AHEBHO B

npoabbkeHHe Ha 7 a0 10 aum.

Amebuaza
Bu3pacTHu U toHOWIM Ha Bb3pacT Haa 10 roanuu: 400 mg no 800 mg 3 mbTH AHEBHO B MPOABL/DKEHHUE

Ha 5-10 gHM.
Heduampuuna nonyrayus

Jleuenue na anaepobru ungexyuu

Hena ua sp3pact Hag 8 ceamuun no 12 ronuun: Obuualinara nHeeHa no3a e 20-30 mg/kg/nex karo
eAHOKpaTHa NHEBHA A03a WIH pa3aeneHa Ha 7,5 mg/kg Ha Bceku 8 yaca. JlHeBHaTa Bo3a Moxe na Obae
yBenuueHa a0 40 mg/kg, B 3aBUCHMOCT OT TeXecTTa Ha uHpekuuaTa. [IpoabmkurenHocTTa Ha
TIEYEHHETO OOUKHOBEHO € 7 JHH.

Heua Ha Bb3pact noa 8 ceamuuu: 15 mg/kg karo eqHOKpaTHa AHEBHA 1034 HIIM pa3Ac/ieHa Ha

7,5 mg/kg na BcekH 12 yaca.

[1pu HOBOpOAEHHM C recTalMOHHA Bb3pacT <40 ceAMHULM, MOXeE Ja HAaCTbIH HATPYBAHE Ha
METPOHHA30J NIpe3 MbpBaTa ceAMHULIA OT *HBOTA, NOPAAH KOETO KOHLEHTPALMUTE Ha METPOHHAA3OI
B cepyMa TpAOBa a ce MOHHTOPUPAT CNEA HAKOJIKO AHH HA JICYEHHE,

ITpodunaxmuxa cpewyy credonepamusHy ungpexyuu, npuduHenu om anaepobuu baxmepuu

Heua Ha sb3pacT noa 12 roaunu: 20-30 mg/kg xaro eaHoxkpaTHa a03a, AaneHa 1-2 yaca npeau
onepauusTa.

Hoeopoaenu ¢ recrauHoHHa Bb3pact <40 ceamuuu: 10 mg/kg TenecHo Teryio kKaTo eAHOKpaTHa A03a
[penu onepauuyaATa.

Ypocenumanna mpuxomMonuasa
Heua Ha Bu3pacT noa 10 roguuu: 40 mg/kg nepopanHo KaTo eAHOKpaTHA AHEBHA 1032 WK 15-
30 mg/kg/neH, paszaeneHu Ha 2-3 NpUIOXKEHHUS, B NPOAL/DKEHHE Ha 7 IHH; Aa He Ce HaJBHILABA
npunoxkeHue ot 2 000 mg/no3a.

Tuapouaza

Jeua Ha pp3pacT ot 7 a0 10 roaunn: 1 000 mg eAHOKpATHO AHEBHO B MPOABLKEHHE HA 3 IHH
Heua Ha pu3pacT ot 3 10 7 roaunn: 600 ao 800 mg eqHoxpaTHO AHEBHO B NPOABIKEHHE HA 3 THH
Heua Ha Bb3pacT ot 1 Ao 3 roavnun: 500 mg eAHOKPaTHO AHEBHO B NPOABLIDKEHHE Ha 3 AHH

ANTepHATHBHO, H3pa3eHo B mg Ha kg TenecHo Terno:
15-40 mg/kg/neH, pazgencHu Ha 2-3 Q03M.

Amebuasa:
Jleua Ha Bb3pact ot 7 g0 10 roaunn: 200 mg no 400 mg 3 mbTH AHEBHO B NPOXBINKEHHE HA
Jleua Ha Bw3pact ot 3 10 7 roaunn: 100 mg no 200 mg 4 nbTH IHEBHO B NMPOABLIKEHHE
Jeua Ha sw3pacT ot | 10 3 roaunn: 100 mg no 200 mg 3 mbTH AHEBHO B NPOOBIIKEHHE

AJITepHaTHBHO, H3PA3CHO B Mg Ha kg TENeCHO Terno
35-50 mg/kg/neH, pazaeneHy B 3 103H B NpoALIKEHHE Ha 5 10 10 AWK, Aa He ce HanB




MaKkCHManHa AHeBHa A03a o1 2 400 mg.

Epaouxupane na Helicobacter pylori npu neouampuxnu nayuenmu
Karo uacT or komOunnpana tepanus, 20 mg/'kg/aeH, na He ce nagsuuasa go3a ot 500 mg n18a MbLTH
IIHEBHO, B NpoAb/oKeHne Ha 7-14 auu. [Ipeau 3anousane Ha Tepanus TpadBa fa ce KOHCYJITHPATE C

o ULMATHHTE NPENOPBKHU 33 TEPATHA.

Cmapuecka év3pacm
[IpenopbuBa ce NOBULIEHO BHHMaHHE, OCOOEHO NIPH BHCOKH IO3H.

Hama HanuuHa HHGopMaLus 3a HEOOXOAHUMOCT OT KOPHI'dpaHe Ha 103aTa.

bvbpeuna neoocmamvunocm

He e Heo6xoauMO KopurupaHe Ha A03aTa Npy nalHeHTH ¢ OB0peuHo yBpexaaHe.
MeTpoHHa3071 ce OTCTpaHsiBa MO BpeMe Ha XEMOAWATH3a U TpaOBa Ja ce NPUNOKH cliel
MPUKJIKO4YBAHE Ha Npoueaypara.

Texcko weprodpobuo y8pescoane
[pu nauMeHTH ¢ TEXKO YepHOAPOOHO yBpekaaHe € HeoOX0AKMMO HaMalSBaHE Ha N0O3aTa ¢
npocneasBaHe Ha HUBOTO Ha CepyMa.

HauuH Ha npuioxeHue

JleueHneTo 0OOMKHOBEHO 3aM04YBa ¢ HHTEPMHTEHTHA WIH NPOALKUTENHA OaBHA MHTPAaBEHO3HA
uHdy3us. [Ipy NbpBa BE3IMOXHOCT JIEYEHHETO TPsOBa Aa NPOABLIKH ¢ TabeTky.

Ilpednaznu mepxu npu paboma wiu NpUIOHCEHUEMo Ha 1eKaApPCMeeRUs npooyKm
KbMm MH}Y3WOHHHS pa3TBOp ¢ METPOHUA30] He TpabBa Aa ce npubdapAT Apyry BeulecTsa. OcBeH

TOBa, TO He TpAOBa Aa ce NpuiIara eAHOBPEMEHHO ¢ APYTrH HH(Y3UOHHH Pa3TBOPH.
3a MHCTPYKLIMHTE 3a pa3sperKaaHe Ha NEKAPCTBEHUA MPOAYKT NpeaH NpujlaraHe, BLXKTE TOYKa 6.6.
4.3 IIporrBOnNOKA3AHHS

CBpBXYYBCTBHUTEITHOCT KbM METPOHMAA30M, IPYTH NEKapCTBa ChC CXOAHA XHMHUYECKa CTPYKTYpa
(HUTPOHMHIA30/1M) KK KbM HAKOE OT MOMOLUHHTE BELIECTBA, H30poeHHU B TouKa 6.1. JlekapcTBeHHAT
MPOAYKT He TpAOBa na ce npunara npy 60nNHKW, CBPbXYYBCTBUTENHH KBM HAKOSA OT APYIHTE ChCTAaBKH
Ha JIEKapCTBOTO.

MeTtpoHuaason TpabBa Aa ce H3MOA3Ba C NOBHLIEHO BHUMAHUE NPH NALHEHTH ¢ aKTHBHH HIIH
XPOHHYHH TEXKKH 3abonsaBanus Ha nepudepHaTa v LUEHTPAIHATA HEPBHA CHCTEMA NOPAAH PHCK OT
HEBPOJOrHUHO YBpEXJaHe.

[TpunoxxeHHUETO HA IEKAPCTBEHUS NPOAYKT Npe3 MbPBOTO TPUMECEYHE Ha OPEMEHHOCTTA €
MPOTHBOMOKA3aHO; MO-KBCHO TO MOXKE J1a C€ NpHIara caMmo ako nojI3ara 3a MaHkara HaaXBbpis pHCKa
3a mioaa. Kspmetero ¢buio Tpabea aa ce npeyCTaHOBH MO BPEME Ha JIGUEHHE C METPOHHIA30J1.

4.4 Choenuanss npeaynpexjiaeHns H NpeIna3HH MEPKH NPH ynoTpeda

Yeprodpobro yepeoicoane
MerpoHnaason ce Merabon3vpa riaBHO Ype3 YepHOaApPoOHO okucaeHHe. I1py nauneHTH ¢ Texko
yepHoAPOOHO YBpeKAaHe METPOHHA30J1 TPAOBA Aa ce npuiara BHUMATENHO, Thbi KaTo 3a0aBeHHUAT
MeTa0O0NH3IbM BOIH A0 MOBHLLISHH MNa3MeHH KOHUEHTPaUHH Ha METPOHHMAA30/1 H HEIOBHTE
MeTabonuTH. IlonydeHUTe BHCOKM NNa3sMEHH KOHLIEHTPAUUY Ha METPOHHAA30J MOraT Aa io T ’70\
3a BJIOLLABAHE HA CUMNTTOMMTE Ha eHuedanonarus. CneaoparenHo, MeTpOHHAA30 TpAOBa/AA g0 /?q
Npunara ¢ NOBULLEHO BHUMAHKE TIPH MALMEHTH C YepHoApoOHa eHuedanonaTHs. HeBngfadosfa Sk

TpadBa Aa ObAe HaManeHa 4o €AHA TPETA K MOXKeE Ja ce NPHUIIara BeHbXX JHEBHO. [ A

Joxanpanu ca cly4aH Ha TeKKa XenaToTOKCHYHOCT/OCTPA 4epHOAPOOHA HENOCTATHYHOKTS



BKIIOYMTENHO W CTyHaH ¢ (haTaleH U3Xo/, C MHOro Obp30 Hayano ciel 3arno4BaHe Ha NEYEHHETO NpPH
nauxHeHTH cbC cuHApOM Ha Cockayne npu nedyeHue ¢ NPOAYKTH, ChAbPAKALIX METPOHKUIA30I1 32
cucTeMHa ynotpeba. B Ta3u rpyna ot HacelneHUeTo, METPOHMAA3OI CiieiBa Aa He ObAe H3NON3BaH,
OCBEH 4KO MOoJi3aTa HE HaJBHLLIaBa PHCKA M HAMA aNTEPHATHBHO JieueHHe. M3cnensanns Ha
yepHoapoOHaTa pyHKLUMA TpabBa Aa ce M3BBPLUBA HEMOCPEACTBEHO NPEOH HAYaloTO Ha TEPanHUATa,
npe3 uAN0TO BPEME ¥ CNEA Kpas Ha EYEHHETO, A0KATO PYyHKUHATA HA YEPHHA APOO € B paMKHTE Ha
HOPMAJTHHTE CTOMHOCTH, WIH OKATO He 6bJaT AOCTUrHATH CTOMHOCTH HAa H3XOAHO HUBO. AKO
PE3YNTATHTE OT TECTOBETE HA PYHKUHHTE Ha YEPHHUA ApOD ca 3HAYHTENHO MOBHLIEHH MO BPEME Ha
JleYeHHEeTO, MPHEMBT Ha JICKAPCTBOTO TPSOBA ia CE NPEYCTAHOBH.

[MTauuenTHTe cbe cHHAPOM Ha Cockayne TpabBa aa 6baaT NOCHBETBAHH Aa ChOOWABAT Ha CBOA JeKap
He3a0aBHO BCHYKH CHMNTOMH Ha MOTEHLHATHO YBPEXKAAHE Ha YepHua ApoDd W Aa cnpat npHema Ha
METPOHHIA30M (BXK. TOUKa 4.8).

bvopeuna nedocmamvunocm

[Mony-XHBOTHT Ha €IMMUHUPAHETO HA METPOHHAA30 OCTaBa HEIIPOMEHEH MPH HanKH4Kue Ha OLOpeuHa
HegocTaTbyHoCT. CllenoBaTeNHO 003aTa Ha METPOHHA30/1 HE CE HY»KIae OT HaMansBaHe. Taxusa
nauMeHTH obade ce 3aabpKaT MeTabOIUTHTE HAa METPOHNIA30. KIMHHYHOTO 3HaYeHHE HA TO3H QaKT
HE € U3BECTHO KbM MOMEHTA.

[1py naLMeHTH, NOANOKEHN HA XEeMOAHAIIW3a, METPOHK/A30/1 H HErOBATE METADONUTH €(EKTHBHO Ce
OTCTPaHABAT MO BpEME Ha 0CeMYacoB Nnepro Ha auanusa. CiegoBaTesiHO, METPOHUAA30/ TpaOBa Aa
ce npuaara cjiei XeMoaHanuaa.

He Tpa0ga na ce npasu pyTUHHO KOPUrHMpaHe Ha J103aTa HA METPOHKAA30/1 NPH NALMEHTH ¢ 6p0peuHa
HEZOCTATHLYHOCT, MOMJIOXKEHH Ha MEPHOAUYHA NepUTOHeanHa auanu3a (IDP) wan npoav/pkuTenHa
amOynaTopHa nepuroHeanyHa nuanusa (CAPD).

Hapywenus na yenmpannama nepena cucmema

MeTtpoHugazon TpabBa Aa ce Npuiara ¢ U3KMIOYUTENIHO BHUMAHUE Ha NMALUWEHTH C YBpeXXJaHe Ha
KOCTHHS MO3bK M aKTHBHO WJIH XPOHHYHO YBpEXKJaHe Ha nepudepHaTa Win LEHTPATHATA HEPBHA
CHCTEMa, NOPAaY PHCK OT HEBPJIOTHUYHO YBPEXIAHE, H NpH OONHU B cTapuecka Bb3pacT.

Monumopune

[Tpy npoawmmKHTENHO JeueHue ¢ MeTpoHuaason (Haa 10 aumr) Tpadbea aa ce npocnensasart KpLBHATa
KapTHHa W YepHoapoOHaTa PyHKUHA. AKO € HeoOXx0AHMAa NPOJBL/DKHTENHA Tepanys, TEKapaT Tpadsa
13 MMa NpeABHA Bb3MOKHOCTTA 33 Bh3HUKBAHE Ha nepHgepHa HEBpONaTHA KWK neekoneHnsd. M nsara
epexTa oOukHOBeHO ca obpatuMu. [lpenoprysa ce XeMaToNOrHHHHTE U3C/IEABAHHA Aa Ce NPOBEXAAT
PEIOBHO M NALMEHTHTE A3 ObAAT MPOCACAABAHH 34 HEXKE/JJAHHU PEaKLHM, KaTO NnepHpepHa WU
LIEHTpa/1Ha HEBPONATUA (KATO NapecTe3ns, aTakCHs, 3aMassHOCT, KOHBYJICUBHH NPHNaAbLH).
BycoKkHTE AO30BH PEKHMHU Ca CBBP3aHU C NpexoaHu enunentiugopmiu npuctbin. Heobxoaumo e
NOBULIIEHO BHHMAHHE MPH MAaLKEHTH ¢ aKTUBHO 3a00/1BaHE HA UCHTPAIHATA HEPBHA CHCTEMA, C
M3KJTHOUEHHE Ha MO3BbUeH abclec.

MHren3vMBHATA WIH NPOABLIDKUTEHA TEPAIUS ¢ METPOHHAA30 TpAOBa Aa ce npoBexaa caMo NnpH
CTPUKTHO HaOMIOCHHE 32 KIIMHUYHU H OHONIOruMHY €(PEeKTH U 0] PHKOBOACTBO HA CIIELIHAJIHCT.

Kooicru peaxyuu
HMma cbobieHHs 3a ciiydad Ha TEXKH OyIO3HH KOXKHH peaKLUH, MOHAKOTra aTallHK, KaTO CHHIPOM Ha
Stevens-Johnson (SJS), Tokcuuna ennaepmantHa Hekponusa (TEN) unu octpa reHepanusupaHa
ek3aHTemaTo3Ha myctyiola (AGEP) ¢ metporupason (k. Touka 4.8). [lo-ronsamara vact ot
cboOLeHHTE ClTydam Ha SIS ca HACTBNKMAY B pAMKUTE Ha 7 CEAMHUUM OT HAYaa0TO Ha JIEYEHHETO C
meTpoHHnazon. [TauneHrure Tpadbea na 6vnaT HHHOPMHUPAHH 32 NPHU3HALMTE H CHMITTOMHMTE H A Ce
CRAEAAT BHHMATENHO 3a KOXKHY peakumH. Ako ca ranmue cuMntomu Ha SIS, TEN nnu AGEP
(HanpuMep rpunonoioOHN CHMITOMHK, NPOrpecUpalll KoXeH 0OPHB, YECTO C MEXYPH HIIH 1€
JIHraBHLUATA), iedeHHeTO C METPOHKAa30 TpsOBa He3abaBHO fa ObAE npekpaTeHo (BK.

Aaxoxon
[To BpeMe Ha fieHeHHEe H HAH-MANKO TPH OHM Cliell Kpas Ha JIEUCHHETO ¢ METPOHHUAA30
TpAOBA 1A MHAT AJIKOXON-ChAbPKALUY HAMUTKH, ThH KATO MOXE Aa Bb3HHKHE Antabu




peakuus.

Toii kaTo B AMTEpaTypaTa MOraT Aa ObAaT OTKPUTH AAHHH 3a Bb3MOXXHO KaHLEPOreHHO ACHCTBHE HA
NIeKapcTBEHOTO BELLECTBO, IPOAB/HKHTENHATA YIIOTpeba Ha METPOHHA30 He Ce npenopbusa. B
HIKOHW TECTOBE C KieTKH Oe3 603aHHHLKM METPOHKUAA30M K HErOBUTE METaDOJIMT ca C€ MOKa3aIu KaTo

MYTare¢HHH.

flaunenTuTe TpabBa na O6baaT npeaynpeaeHH, Y€ METPOHHRA30BT MOXE Ja NpeRU3BHKa
MOTbMHABAHE HA YpHHaTa.

Edhropan cvovporca nampuil

To3u nekapcTBeH NponoyYKT cbabpka 12 mmol (276,61 mg) HaTtpui Ha 10332, KOHTO Ca EKBUBAJICHTHH
Ha 13,83% oT npenopwunTentus oT C30 MakCUMaleH JHEBEH NMPUEM OT 2 g HATPHH 32 Bb3PaCTEH.
MakcumasHaTa AHEBHA 1038 Ha TO3H NMPOIYKT € €KBUBAIeHTHA Ha 41,49% oT npenopbuBaHaTa oT
C30 makcumanHa AHEBHA 1032 3a HATpHil.

EdaopaH ce cHMTa C BACOKO ChAbpXKaHKE Ha HATpui. Toea TpsabBa na ce B3eMe npeasua 0cobeHo 3a
NaLUEHTH, KOUTO Ca HA JHETA C HUCKO ChABbPKAHHE Ha COJL.

4.5 B3auMogelcTBHE C APYTH JEKAPCTBEHH NPOAYKTH H APYIrH POPMH HA B3AHMMOACHCTBHE

ANKOXON

[TaupuenTuTe TpaOBa 1a 6BJAT CHBETBAHH Aa HE MPHUEMAT AJIKOXOJ MO BPEME Ha TepanHaTa c
METPOHHK/a30.1 M Hal-manko 48 yaca caea Npuk/OYBaHE Ha TEPANUATA, MOPaJH Bb3MOXKHOCTTA OT
Bb3HHKBaHe Ha AHcyndupaMm-noaobHa peakuusa (Antabuse — edekr) (3auepBaBaHE, NOBPBLUAHE,
TaXHUKapaHA).

Bapdapud H Apyru KyMapuHOBH aHTUKOATYIAHTH

MeTpoHKHAa30N NoTeHUMpa NeiCTBUETO Ha BapdapyH U Ha APYTHTE KYMapHHOBH aHTHKOAryJIaHTH H
nopajay TOBa, 03aTa Ha TE3H NeKapcTBa TpAOBA 1a ce HaMalNH ChOTBETHO IO BpeMe Ha €AHOBPEMEHHO
neverue. [IporpombuHOBOTO Bpeme TpsabBa na ce Habmonaasa. Hama B3aHMOAEHCTBHE C XENapHH.

®enurouH n HapburypaTti
MdenurouH 1 6apOHUTYpaTHTE HaManABaT ePEKTUBHOCTTa HA METPOHHUIA30JT; ChLUEBPEMEHHO
e(PeKTHBHOCTTA HAa PEHUTOMH M GapOuTypaTHTEe MOXKE 12 € MOBHIIEHA.

JInTn#

Ilpy DanMEHTH, JIEKYBAHH €HOBPEMEHHO C TUTHI 1 METPOHHIA30J1, ¢ ChOOIUABa 3a 3a0bPIKAHE Ha
JIUTHIA ¥ CHOTBETHO NOBHLIEHH N1a3MEHU HUBA HA JIMTUH, IPUJIPYHKEHO C JAHHU 33 BL3MOXKHO
ObOpeuHo yspexaaHe. IlnasmeHuTe HHBA Ha NUTHIA MoraT Aa ObAaT NOBMILEHH OT METPOHHAA30.
Jleuenuero ¢ nuTHid TpaOBa Aa 6bAe CHLKPATEHO MIIH NPEYCTAHOBEHO MPEAM npUnaraHe Ha
MeTpoHuaa3o. [lna3meHara KOHLEHTpalLUA HA IMTUH, KPEATHHHH H €JIEKTPOIMTH TpabBa fa ce
HaOnioaBa NPH NALMEHTH, IEKYBAHH C JIMTHH, JOKATO NOMYyYaBaT METPOHUAA3OI.

dnyopoypaumn
MeTpoHHAa30n HAaMANABA KINKPBHCA Ha 5-QIyopoypaLMa H CAEA0BATENHO MOXeE Aa N0BEae A0
NOBHLIIEHA TOKCHYHOCT Ha 5-nyopoypauu.

LiumMeTHauH
LlumeTuand yasnxasa OHONOTrHYHHUA MONYXKHUBOT HA METPOHHKAA3OJ.

EEC!HQHEEM

EnHOBpPEMEHHOTO JIEYEHHE C METPOHHAA30/ H AUCYAHPaM € NPOTHBOMNOKA3aHO nopaay
OCTpH ncuxo3d. Ha naunenTure He TpsabBa fa ce npunara METPOHHA30J B NMPOALIIKE
CEAMHLM CReA feYeHHe ¢ Aucyadrupam.

LluxnocnopuH




CblUIeCTBYBA PUCK OT MOBHLIABAHE HA CEPYMHUTE HMBA HA LUUKNOCMOPUH. [IpH €1HOBpEeMEHHO
NPUNOKEHUE HAa METPOHUI30N U LIMKJIOCMOPHH, CEPYMHHTE HHBA HA LMKJIOCTIOPHH U KPEATHHHH
Tpabea na 6baaT BHUMATETHO HAOMIONABAHH.

4.6 DepraanTeT, OpeMEHHOCT H KbpMEHE
bpeMeHHOCT

anHD')REHHETO Ha JIEKApPCTBOTO € MPOTHBONOKAa3aHO NpE3 MbpPpBOTO TPHMCCCHHE HA 6PEMBHHOCTT3.,
MNo-KBCHO TO MOXKE J1a Ce NpHaara caMo ako 1oJji3ara 3a ManKarta HaJXBDbpPJIA PHCKa 34 IUIoJA.

Kbnpmene
KbpMmeneto TpabBa Aa ce NnpeyCTaHOBH MO BpEME HA JIEUEHHE C METPOHUAA3ON.

DepTUIHTET
Hsama HanH4YHK JaHHH 33 (epTHIMTETA NPH XOparTa.

4.7 EdexkTn Bppxy cnocoOHOCTTA 3a mopupaHe B padboTa ¢ MAIUHAH

Ednopan Moke na nosiuge NCUXodu3IniyeckuTe cnocoOHOCTH, cnocobHOCTTa 3a WodHpaHe Ha
MOTOPHH NPEBO3HH CpeacTsa Wau padora ¢ MalIMHH, 0cobeHO ako ce nNpueMa efHOBPEMEHHO ¢
ankoxon. Jlekapurte u dapmaueBTuTe TpaOBa na NpeaynpexaaBaT MaUHEHTHTE 3a TOBA.

4.8 Hexenann JeKapCTBeHH PeAKIHH

- Muoro 4ectu (21/10)
- Yectu (21/100 po <1/10)
- Heuectn (=1/1 000 no <1/100)

- Penku (21/10 000 ao <1/1 000)
- Muoro peaku (<1/10 000)

- C HeM3BeCTHa 4ecToTa (He MOXKE Ja CC MpcaBniHn OT HAJIHYHHTE ,!IB,HHH)

Msuoro | Hectw Heuectu | Peaknu MHOro peaku C Heu3BecTHA
YECTH 4YEeCTOTA
HHdexuun n Peakuus Ha
[1apa3smMTo3H Herxheimer,
BarWHa/Ha
KaHIHA03a
Hapyiuenus Ha [lpexonna ArpaHyno- JleBkoneHus
KpPbBTa H HEYTPOMEHHA | LIUTO3a,
numdHara TpoMOOLH-
cucTeMa TONEHMA,
NaHUHTO-TICHMS
Hapyluenus Ha AHadunakruu- AHruoenem
YMYHHATa HU pEAKLIHH,
CUCTEMA NOBHLIEHA
TejlecHa
TeMneparypa
Heuxuynu [Tcuxuunu CheTOfHHE HA
HapyLICHHA pa3cTpo#CTBa, nenpecus
BKJTIOUHUTEJTHO
o0 LpKBaHE H
XaJNlOUHHALHH
Hapyumienns Ha ['naBo- | IlepudepHa Ennedano-natus
HepBHaTa bonue HEBpONAaTHA, (o6bpkBaHe) n
CUCTEMA aTakcus, NOAOCTBP




3aMaitBaHe, MO3BbYEH EMHNETITH-
CBETOBBPTEXK | CHHAPOM (Hanp. | GopMHH
aTakcus, npUnagbLUy,
AU3apTpHA, acenTHyeH
yBpEXKAaHe Ha MEHUHIHUT
MoXonKara,
HUCTarbM H
TPEMOP), KOUTO
Morar Ja
OT3BYYaT ¢
NMPEKpaTABAHE HA
npyeMa Ha
JIEKApCTBOTO
Ouum HapyuweHnus Ha OnTH4yHa
HapyUICHHA 3PEHUETO KATO HEBPONATHSA/
OUTUIONMA K HEBPHT
KbCOTIEACTBO,
3aMbIIEeHO
3PEHUE, KOUTO B
NoBE4ETO CNy4au
ca NpexoaHH
Hapyuienus Ha YBpeneH cnyx/
YXOTO H 3aryba Ha cnyxa
nabupuHTa (BKNHOMHTENHO
CEH30HEBPAJTHO),
LIYM B YUIHTE
Cobpaeuumn Enexrpokap-
HAPYLUECHHS auorpadCcku
IPOMEHH
CromauiHo- MeTtaseH lanene, [Taukpearur KopemHa 60s1ka
YpeBHHU BKYC NOBPbLIAHE,
HapYlIEHHS AHaApHA,
aHOPEKCHA
Xenaro- Hepuo- Ypenu4apaHe Ha
OunnapHu ApoOHO YEPHOAPOOHHUTE
HApYLUEHHSA yBPEXK- eH3nuMH (AST,
adaHe ALT, ankanHa

¢ocdarasa),
XOJIECTATUYCH
HJIK CMECEH
XENaTUT K

XCraTouciyinapHo

YBpE€XK/aHe Ha
YepHHUs Npo0,
KBJTEHULIA

Hma crobieHus
3a CJIy4au Ha
yepHOApOOHA
HEeAOCTATHLYHOCT,
H3HCKBALIH
yepHOAPOOHa
TPaHCIUIaHTallnuA
NPH NALHEHTH,
JIEKYBaHH C
METPOHHAA30I,




Hal-Be4Ye KOraTo
ce U3MOJI3BaT B
KOMOHHALIKA C
ApYTH
aHTHOMOTHYHH
nekapcrea*
Hapyuienus na Obpus, ['Ho#iHM oOpuBH, | EputemHa
KOXATa U ypTHKapus OCTpa MyJTHOpME,
NOAKOMXKHATA reHepaiM3MpaHa | CUHAPOM Ha
TbKaH eK3aHTEMaslHa Steven-Johnson
nycTynosa, WM TOKCH4YHA
cbhpbex, enuacpMaita
3a4epBABAHE HEKpOJH13a,
NIEKapCTBO-
CBbp3aH 0OpHB
MyCKyJIHO- Mmuanrus,
CKENETHH apTpanrug
HapYLUCHHUA H
HapyllIeHHs HA
CheIHHUTENHATA
ThKaH
HapyuweHus Ha TbMHO WK |
OBOpeuuTe U YEepPBEHO-
NHKOUHHUTE kadsBo
NbTHLIA OLIBETABAHE HA
ypHHaTa
Hapyiuenusa Ha Ycewmane 3a
BL3NPOU3BO- napeHe B
JKTe/THATA MUKOYHHA KaHa
cucTeMa h17
ropaara BIAraNHUIIETO,
TMHEKOMACTHS
O6mu NIOKaTHH
HapyLLIEHUS H PEaKLIMH
eexkTH Ha B
MACTOTO Ha MACTOTO
NPHIOKEHHETO Ha
MHXEKTH-
paHe
(Tpombo-
¢bnebur)

YecToTata, BUAA U TEKOCTTA HA HEXKETAHUTE peaKLMH NPH Jeua ca ChIUUTE KATO MPH BB3PACTHH,

* [pu naumeHTH cbe cunapoM Ha Cockayne ca cboblueHH ciyyan Ha Texka HeoOpaTuma
XeNnaTOTOKCHYHOCT/OCTpa YEPHOAPOOHA HEOOCTATEYHOCT, BKUTIOUHTENHO CiTy4aH C paTaneH H3XoA C
MHOTro OBpP30 HA4aAIO cnel 3anoyBaHe Ha CUCTEMHA ynoTpeda Ha METPOHHAAa301 {BXK. Touka 4.4).
CpobliapaHe HA NOAO3NPAHN HEXENAHN DEaKIIUH

CrhobujapaHeToO Ha NOAO3MPAHH HEXKEJIAHH PEAKLMHU Clie]] pa3peliaBaHe 3a ynotrpeda Ha ieKkapCTBEHHS
NPOAYKT € BaKHO. TOBa NO3BOABA Aa NPOABLKK HAOMIOAEHHETO Ha CHOTHOLLEHHETO M10J13a/PUCK 33
nekapcTeeHus npoaykT. OT MeQULIMHCKHTE CNELHANIUCTH CE H3IUCKBA A3 ChoOIABAT BCAKA
NoAO3HpaHa HEXENaHa PeakLins upes
H3nbsnHKHTENHA areHuMs No 1eKapceTeara
yn. ,,Jdamsad I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitr: www.bda.bg.




4.9 Ilpeao3npane

CUMIITOMH
[IpexomMepHHTE 103K MOXKE Aa NPEAU3BUKAT NPEAUMHO rajeHe, MoBpbhillaHE H 3aMaiBaHE, aTaKCHA H
NeKa Ae30PUESHTALMHA, B NO-TEXKKH CNIyHaH ChIIO U aTaKCHS, NAPECTE3HH H MbPUOBE.

[lopenetne
Hama cneunduueH aHTHAOT. JieyeHHETO € CHMNTOMATHYHO.

5. ®GAPMAKOJOIHYHHU CBOHCTBA

5.1 PapmakoIHHAMHYHH CBOHCTBA

dapmakoTepaneBTH4YHA rpyna: iMuaaszonosu npoussoaHu; ATC koa: JO1XDO1.

MexaHH3bLM Ha AeHCTBHE
MeTpoHHAa30/ € CHHTETUYHO AHTUMHKPOOHO aKTHBHO BELUECTBO OT Ipynara Ha HUTPOHMHA30JIHTE,

KO€TO AelicTBa NMpearMMHO cpelly obauraTHiTe aHaepoOHH MHKPOOPraHU3MH — rpamM-OTPULIATEITHM W
rpaM-noaoxkuresHH 6akTepuu. Toil teKyBa CbLLO H HAKOU MHGIEKLIMH, NPHYUHEHH OT Napa3HTH; UMa
CHITHO H3pa3eH TPUXOMOHALMAEH U 1amMOinauuacH egexT.

MeTrpoHuaazon aeiicTBa B HAKOAKO (pa3u: Toi HapW3a B OakTepnanHaTa KIE€TKa, KbAETO CE H3IBLPLUBA
pelyKLHA Ha HUTPO- FPynara Ha METPOHHAA30J1 Ha 3 MACTO, KaTo MO TO3H HAYHH TOH CE NPEBpPHLLA B
AKTHUBHM MeTabOJIHTH ¢ KPAaTBK XXHBOT WM CBOOOAHHU pAIHKANH ¢ HHXHOMTOPEH WIH neTaneH edexT
BLpXy OakrepuanHaTta JJHK u npyru makpomonekynd. Cnea ToBa UMTOTOKCHYHHTE METADONHUTH ce
pa3rpaxaar A0 HETOKCHYHH H HEAKTUBHH KpaifHN METabOJIMTH.

S.2 PapMaKkoKEHETHIHH CBOHCTBA

Abcopbuus

MakcuManHHUTE CepYMHH KOHLEHTPAUHH CJie] HHTPABEHO3HO H MEPOPATHO NPUIOHKEHHE ca NOA0OHH.
bronanHuHocTTa Bapupa Mexay 90% no 100%. BUONOrHYHHAT NONYKABOT HA AKTUBHOTO BEWIECTBO €
8 uaca.

PasnpeaeneHue

JlekapcTBeHaTa CbCTaBKa HaBnH3a NoOpe BbB BCHUKH ThbKaHH, OPraHi U TENECHHU TEHHOCTH, Thil KaTo
TA UMa ronaM obem Ha pasnpenenenue, karo aocrura 80% ot renecHoro rerno. Cnen 4 no 6 yaca,
KOHLICHTPA1lMATa HA METPOHHIA30]1 B ThKaHUTE U nukBopa € 80% no 90% ot cepymHara
KOHLEHTpALIUA.

Toit ce cebp3Ba cnabo ¢ rnazMedHuTe NPOTEUHH, eaBa B 10 20 %.

MeTtaboan3itm

Metponnaason ce MeTabonusupa npeaMMHoO B YepHusa apo6. Tlonyyasar ce raBHO OKCHAATHBHH
META0OIMTH U TE C€ EKCKPETHPAT KaTO KOHIOTATH € MIOKYPOHOBATAa KHCENHHA (TIIOKYPOHHAN),
NPeAUMHO C YPHHATA.

[IpencucTeMHMAT MeTabONMH3BM HAa aKTUBHOTO BELICCTBO € HHULOkeH. MeTaboausMbT ce 3abaBs npH
NALUMEHTH ¢ YepHoapobHo 3abonsasane. [Ipu H6onnn ¢ 6v6peuHa HeAOCTATHHHOCT METabONUTHTE MOXKE

Aa KyMyaspar.

EnuMuHHpaHe
HemeTabonu3znpaHuaT METPOHHAA3ON C& ETMMUHUPA NPEAWMHO Ype3 ypHHaTa. MeTta
NOJIY4€HH N0 BpeMe Ha MeTadosIM3Ma Ha METPOHHIA30 B YEPHHUA IpoD, ChILO CE e
ypyHara noa ¢gopMara Ha IrlIIOKYPOHHIH.

6% no 15% ot npunoxkeHarta 103a Ce eKCKpeTHpa ¢ QeKaaHHTe.
MeTpoHuaazon u MetadonauTuTe My OBLP30 Ce eNUMHHHPAT C XeMOHANHN3A.




53 IlpeaxnnanvyHH JaHHH 32 Oe3onacHOCT

TOKCHKONOrHYHHTE AaHHH MOKA3BAT HUCKA TOKCHYHOCT HA METPOHKWAA30N 33 EKCMEPUMEHTANHUTE
xUBOTHH. Clieq nNepopanHo NPUIOKEHHE Ha JIEKAPCTBEHOTO BEIIECTBO CTOMHOCTHTE Ha LDsg
HaaxBbpaaT 3000 mg/kg 3a MHLIKKH U NAbXoBE. Cnea HHTPaBEHO3HO NPHIIOKEHHE CTOHHOCTHTE Ha
LDso ca Han 100 mg/kg 3a Mmuiuku 1 Haa 250 mg/kg 3a nnbxose.

ToxCHKOAOrHYHUTE H3CNEABAHHA CIEd NPOABIKHUTENHO NPWIOKEHHE MOKA3BaT, Y€ HMa pas/IHKa
MeXIY OTACIHHTE BHAOBE €KCIIEPUMEHTANHH )KMBOTHH. Y CTAHOBEHO €, Y€ CTOMALUHO-YPEBHHAT TPAKT
H HepBHATa CHCTEMA Ca TAPreTHUTE MECTa 3a TOKCHYHOTO JEHCTBHE.

MerpoHnaa3on npeanssuksa oOpatiMo HHXHOUpaHe Ha criepMaToreHesaTa, Ho HsIMa TepaToreHeH
WIH PEeTOTOKCHYEH e(eKT.

MeTpoHnaa30n € noKasan MyTareHeH edeKkT B HAKONKO NMpOYyUuBaHu4 in vitro. B npoyusaHus,
NpOBEAEHH in Vilro B KIIETbYHH KYNTYPH Ha 003alHHLIM H in vivo NPH IrpU3auH, HAMa HATPYMNAaHH
AOCTATbYHO JOKA3aTENCTBA 33 MyTareHeH e)eKT Ha METPOHHAA30J1, ThbH KaTO HAKOU NPOYYBAHHA
cbOOLLABAT 32 MyTareHHH €(EKTH, a NIpy APYrH PE3yNATaTHTE ca oTpuuaTentu. Crnopea nureparypara,
KaHLIepOr€HHOTO ACHCTBUE HA METPOHHUIA30]1 B PANTHYHHATE BUAOBE EKCMEPHUMEHTAIHH XXHBOTHH C€
paznvyasa. [Ipuema ce, 4e MyTareHHOTO OSHCTBHE HA METPOHMIA301 Ce Ib/LKH Ha 00pa3yBaHeToO Ha
aKkTUBeH MeTabonur, kolTo aeitcrea sbvpxy JAHK.

6. ©GAPMAIEBTHYHH JAHHH

6.1 Chorcbk HA NOMOLIHHTE BEUIECTBA
Hatpuer enerar

HaTpues xnopuna

Bopa 3a HHKEeKUHH

6.2 HecbBMECTHMOCTH

To3u nexapcTBeH NPOAYKT He TpaOBa 1a ce cMecBa ¢ APYTH JIEKapCTBEHH NPOAYKTH, C HIKIIOYEHHE Ha
Te3H, NOCOUYEHH B TOUKa 6.6.

6.3 Cpok ra roagsocr

> TOOHBH

6.4 ChoenHannH YCJIOBHE HA ChXPRHECHHE

Jla ce cbXpaHABa B OPUIMHAJIIHATA ONAKOBKA, 34 Ja ce NpeanasM oT CBET/IHHA.

6.5 BraHcEALPKARME HA ONAKOBKATA

dnakoH, aTyMHHHEBA 3aMyLUaNKa, 'yYMEHa 3amyLuanka.

- eauH dnakoH ot 100 ml undy3nonen pasrsop, B HHAUBHAYAITHA KYTHA.

- MHOIo030Ba ONakoBka OT 10 eaAnHUYHH OrakoBKY, ChAbPXKALIM N0 eAKH ¢uakoH oT 100 ml
HHQY3HOHEH Pa3TBOP.

6.6 ChoenHANHRA NpPeANAIHH MEPKH NMPH HIXBLPJAAHE B paboTa

Hama cneudanHd H3MCKBaHHA.

7. IMMPHTEXATEJ HA PABPELHIEHHETO 3A YIIOTPEBA




KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

8. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

Per. No: 20010037

9. JATA HA TBPBO PA3ZPEIIIABAHE/TIOJHOBSBAHE HA PAZPEHIEHUETO 3A
YIIOTPEBA

JlaTta Ha nmbpBO pa3peaBade: 19.04.1990
Jlata Ha nocneaHo noaHossiBave: 19.09.2011

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Tonpo6Ha uH(OpMaLIKA 32 TO3M JIEKAPCTBEH MPOAYKT € NPeAoCTaBeHa Ha yebcaiira Ha M3nbiHuTenHa
Arenuus no Jlekapcteara (UAJI) http://www.bda.bg.




