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| Kpamxa axoa FAKMEePUCMUKA Ha NPOGYKMa - [TpusoXKeHuR 1

KJIMOH-/T 100 mg/100 mg BaruHanHH TabieTKy Em.u Pez. th ... . 200 O3 £ o
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KLION-D 100 mg/100 mg vaginal tablets e
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100 mg meTponunazon (Metronidazole) u 100 mg MHKOHA30/10B HUTpAT (Miconazole nitrate) BbB
BCAKA BarMHaIHa TabneTka.

[ToMOmHO BelecTBO ¢ H3BECTHO aeiicTBHe: 0,5 mg HaTpues naypuncyndar B eqHa Tabierka.
3a NBAHUA COHCHK HA TIOMOLIHHTE BEIECTBA, BIDKTE TOUKA 6. 1.

3, JEKAPCTBEHA ®OPMA
BaruHamHM TabJIeTKH.

ITouTn OeiiH, ABOMHOU3NBKHAIH, CielHaTHO OageMOoBHAHO odhopMeHH BaruHATHY TabJIeTKH, ¢ pasMep
oKOJI0 24 mm X 14 mm auaMeTsp, ¢ otnedaraHo “100” ot egHara cTpaHa U 6e3 HaAIUTHCH OT Apyrara

CTPaHA.
4. KJMHHYHH JAHHH

4.1 TepameRTHYHN NOKAZAHAN

JIoKkanHo fiedeHe Ha YPOTERUTAIIHA TPHXOMOHA3a, rbOWYHH HIIH CMECEHH MH(EKIIHH, KOraro ce
V3MCKRA MPMIIATAHE HA NPOAYKT ¢ TAKOBA ChAbPIKAHNE,

4.2 /o3npoBKa m HAYHH HA HPHIOKeHHE

ﬂOBHEOBK&

Tpuxomonaza

[lo 1 sarvwnanua Tabnetka Kmmon-J] 100 mg/100 mg, ce nocTtaRa BeaARbAK JHEBHO {BEUCp, NIpeAH
nArase), B npoawpkeHue Ha 10 aHu, e ATHOBPEMEHHO ¢ NepPOPaHO MPIIOKEHHE HA METPOHMAA3O0.
IIpes 10-te anu Tpabea fa ce IpHeMa nepopaiHoe MeTpoHHAAa30 110 1 TabneTka 2 METH AHEBHO (¢HA
CYTPHH U eJIHA Beuep) M0 BpeMe WK clie XpaHeHe, Oe3 aa ce AbBUE.

JdbaroTpaliHO 03apaBABaHE MOXE Ja ¢€ OUAKBA CaMO aKO H CEKCYAJIHHAT IApTHHOP €€ JIEKYBa
CHIIEBPEMEHHO ¢ NEPOPAJIHA TaONEeTKH METPOHHA30L.

B cnyuaii ye neyeHHeTo He ¢ epeKTHBHO, 1 0-IHEBHHAT Kypc MOXKe Jja O'bAE NMOBTOPEH.

Ivbuvna unghexyus
ITo 1 parnHanna Tabnetka Knuon-J{ 100 mg/100 mg, ce mocTaBa BeAHEX AHEBHO (Beuep, npead
nAraHe) B pogbiukeHue Ha 10 xHM,

Cmapuecka ev3pacm
{dapMaKOKWHETHKATA HAa IEPOPAITHO NMPHETHA METPOHHAA30 NIPH TIAIHEHTH B CTap4e
MOKe Jia Ce [POMEeHHU. 3aTOBa MOXKE Ja Ce HAMOMKH MpociesBaHe Ha HHBOTO My B C
3aBHCHMOCT OT TOBA A C€ OINpeAelM TOUHATA A03Aa.

Ueprodpobro yepeoscdane




Pasrpak[aHeTO Ha NepOPATHO MPHETHA METPOHMAA30J NPH HALUETH ¢ TEKKO YEPHOAPOOHO
saGonsaBane e 6aBHo. KaTo pesyiTar, MeTpOHHIA30J B MeTa0OJIHTUTE My CE€ HATPYIBAT B IUIa3Marta. B
TaKbBa CIIy4aH JO3HPOBKATA H HHTEPBAIHWTE Mexay npuemure Tpa6sa aa 6bAaT ¢ho0paseHu C
TEXKEeCTTa Ha YSpPHOAPOOHOTO yBpEKAaHE.

Brbpeuno yapeacoane
Hamanenara 650pevyHa GyHKIIMA HAMA ONPEIEAIa posis BB (apMakOKMHETHKATa Ha NIEPOPANHO
NpHeTHd METPOHHAA30]I, TOM MOXKe Aa ce nprnara B oduualinara nosa.

[Heduampuuna nonyiayus
BesomnacHocTTa U ePHKACHOCTTA NMPH Aelia H IOHOMIM BCE OIS HE € yCcTaHOBeHa. HAMa HamHHA

AaHHH.

Ha4ynH Ha IPHACKEHNE
CamMo 3a HHTpaBaruHaaHa ynorpeba. Barunannara tabnerkata Tpsa6sa nexo Ja ce HaBIAXKHH MPETH
MpHJIATaHe, 1 J1a ¢ MOCTABH BJIOOKO BBB BAAraJIMIIETO.

4.3 IIpornBomoKa3anasA

CBPBEXUYYBCTBUTENHOCT KbM GKTHUBHUTE BEUIECTBA MM KBM HAKOE OT MOMOUIHHTE BEILIECTBA,
H30pOeHH B ToUKA 6.1.
[IepBHTE TpU Mecella Ha OpeMEHHOCTTA.

4.4 Chnennangn npeaynpexienus 0 NPpeANAZHA MepKH PR ynoTpeba

[To Bpeme Ha neuenwne ¢ Knuor-JI 100 mg/100 mg n naii-manko 1 neH cnepx Toea ynorpebara Ha
AJIKOXOJIHA HAITHTKM € 3abpaHeHa.

Jla ce H30ATBa [10JIOB XHBOT M0 BpeMe Ha JedeHue ¢ Knnon-J1 100 mg/100 mg BaruHanHu TabneTku.

B cnyuait Ha HeeekTHBHO JIeYeHHE ce TPENophYBa NPpeMHHaBaHe KbM APYT TIPOAYKT ¢
TPHXOMOHAIMTHA AKTHBHOCT H/IIH JISYEHHE CHC CHCTEMEH aHTUMHKOTHK,

AKO TepanuaTa NpoABIKHA noseye oT 10 quu, TpadBa BHUMATENHO A CE€ NPOCISST KIHHUYHATE H
nabopaTopHUTE ITOKa3aTEIIH.

B ciay4aii Ha pasBUTHE Ha YyBCTBHTE/THOCT H JIpa3sHeHe Ha JJUTaBHLIATA, ICYCHHETO TPAOBaA J1a ce
TIPEKPAaTH.

Cpo0IIeHN ca cJIydad Ha TeKKa XeNMaToTOKCHYHOCT/0CTpa YepHoApoOHA HENOCTATHYHOCT,
BKJIIOYMTETHO CAYYaH C JIeTaJIEH H3X0J, C MHOTO OBp30 HA4YAN0 Cle/ 3alI0YBaHe Ha JICYCHHE C
NPOAYKTH, ChABPKAIlH METPOHAAA30)T 33 CHCTEMHO NIPANOKEHHE, IIPH NAIHEHTH ChC CHHAPOM Ha
Cockayne. ITopaam ToBa npu Ta3u NOMyNaus METPOHUIA30N TPAOBA 14 ce H3II0N3BA ClIeA
BHMMATEJIHA OLIEHKa Ha ChOTHONISHUESTO TI0OJI33/PHCK M CaMO aKo JIMIICBA AJITEPHATHBHO JIYEHHE.
Hacneasanus Ha YepHOAPOOHHTE (GYHKIHOHAIHH IOKa3aTenu TpA0Ba J1a ce NpaBdT HEMOCPENCTBEHO
NPEOH HAYANIOTO HA ICUSHUETO, TIPE3 1UIOTO BpeMe Ha JIEUSHHUETO H Clell Kpad Ha JICYSHHETO, JOKATO
yepHOAPOOHHTE PYHKUHOHAIHH ITOKA3ATENN JOCTHTHAT HOPMAIHHTE CH CTOHHOCTH HIM JOKATO ¢e
OOCTHCHAT M3XOJHHTE CTOHHOCTH, AKO YepHOAPOOHHTE PYHKIIMOHAIHH [TOKA3aTEIH €€ IIOBHILIAT
3HaYHTENIHO 10 BpEME Ha JICYCHHETO, MPASMET Ha JIEKapCTBOTO TPAOBA Aa ce MpPeyCTaHOBH.
[TauuenTHTe cbe cHHApoM Ha Cockayne TpsaOBa na 6baaT IOCHBETBAHM Ja choOmaBaT He3abaBHO Ha
CBOA JIEKAP BCHYKH CHMIITOMH Ha MOTEHIHANIHO YBpeKAaHe Ha YepHUA Apod U Aa crpar
M3M0J13BAHETO Ha METPOHMIA30I. y
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ToBa lekapcTBO CBABPIKA HATPHERB Aaypuicyiidar. HarpueBHAT naypuncyngar Moxe Aa TPHIHHH
JIOKAJTHHA KOXHH peakiyH (ycelllaHe 3a NIMIIaHe U NapeHe) M Ja 3aCHTM KOXKHUTE PeaKLuH,
MPpHYHHEHH OT JAPYTH NPOAYKTH, KOTATO € MPWIOKEH HA CBHIOTO MACTO.

4.5 BiaamojeiicTBHE ¢ APYTH Je€KapCTBeHH NPOAYKTH H APYrH (popMH HA B3aHMOJEeHCTRHE

HO’CEF& HE ¢a H3IBECTHM B3aHMOJCHCTBHA ¢ METPOHHNAA30JI H MUKOHA30JI HUTPAT NIPK BArHHaJIHO
[IPHIIOKEHHE.

Axo Kinon-J[ 100 mg/100 mg BaruHanHH Tab/MeTKy ¢ Npuiara 3aeiHO € OpaJHH TabaeTky

METPOHHAA30, MOTAT f[a HACTRIIAT CeAHHATE MEKAPCTBEHU B3aUMOAECHCTBHA:

- MeTpoHHAAa307 HOTEHIHpa AHTHKOATYIAaHTHUA €DEKT Ha OPAIHM AaHTHKOAry/JIaHTH, B pe3y/aTar
Ha KOETO C€ YIB/IXKABA [IPOTPOMOHHOBOTO BpeMe, TIOpaJyl KOSTO TAXHATA J03UPOBKa TpAOBa a
Obae NpeolIcHEHA. -

- Ex3uMHNTe MHAYKTOPH (Hanp. GeHUTOUH, PeHoOapObuTan) Morar ga ycKopsaT MeTabonusMa Ha
MEeTpPOHHA30]1, B pe3yJITaT Ha KOETO Ce MOHIKABAT IUTa3MEHHTE HUBA H C€ [IOBUILIABA
IU1a3MEHHA KNHPBHC Ha (EHUTOMH.

- EnzuMHaNTe HHXHOUTOPH (HAIp. IMMETHAMH) MOTAT Ja YIBJKAT BPEMETO Ha MOJYKHBOT A J1a
HaMaJIAT IUIa3MeHMA KIHPBHC HAa METPOHHUIA30.

- I1o BpeMe Ha Tepanus ¢ MeTPOHHUAA30 yroTpedaTa Ha aJIKOXOJAHH HAMMUTKU MOXe J1a IIPUYHHH
aucynpupaM-nogoOHU CTPaHHYHHU peakliy (KOPpEMHH cra3Mu, rajcHe, MoBpbHIaHe,
raaBobonye U 3auepBsBaHe Ha JIHLIETO).

- MeTtponnaazon u gucyidupaM He TpaOBa Aa ObJaT MpHEMaHH €IHOBPEMEHHO {MOTaT Ja
HACTBIT KYMYJIATUBEH ¢(DeKT, MCHXOTHYHH peakii, 0ObPKaHOCT).

- IIo BpeMe Ha Tepamnusa ¢ METPOHKIA3OJ IUIa3MEeHHTe HABA Ha JIMTHA MOraT Ja c€ [IOBUIIAT,
IOpaJu KOeTo A03aTa Ha JIMTiA TpAOea Aa Oblie HaMalleHa WIH JJHTHEBATa Tepanua Tpsadra Aa
6BJe nMpeycTaHOBEeHA MpeAy HAYanoTo HA JISUCHHETO ¢ METPOHHAA3OM.

- B ciyuaii Ha eAHOBPEMEHHO IIPHIOKEHHE Ha LIMKJIOCIIOPHH M METPOHNAIA301, IL1a3MEHUTE HHBA
Ha LMKJIOCTIOPUH MOTaT Jla ¢e NOBUHIaT. AKO SAHOBPEMEHHOTO NMPUIOKEHHE € HEOOXOIUMO,
TUIa3MeHHTe HHBA Ha ITHKJIOCTIOPHH TpaOBa Aa OBAaT NpocieaaBaHH.

- MeTpoHIAa30 NIOHKKABa KIIUPBHCA Ha S-(QuIyopoypaLiii U MOBHIIABA HETOBaTa TOKCHYHOCT.

MeTpoHugazon Moxe 1a OKAXKE BIUAHME TIPU ONpeIeNisHe HAa CTOMHOCTHTE Ha HAKOH CEPYMHH
XHMMMHHU TIOKA3aTENH, KaTo acnapTar aMHHoTpaHcdepasa (AST, SGOT), ananun aMmuHOTpaHCepasa
(ALT, SGPT), naxrar aexuaporenasa (LDH), TpHrmuuepyuan 4 riroKo3a XeKCOKHUHA3A.

4.6. @epruanTeT, OPEeMEHHAOCT H KbpMene
bpeMenHoct

Knmuon-J1 100 mg/100 mg BarrHanHyu TabNeTKHM € NPOTHBOMOKA3aH [PE3 ITbPBUA TPUMECTHP OT
bpeMeHHOCTTA.

[IepopaiHo npueT MeTPOHMIA30/ TIpeMHHABA IUIalleHTapHaTa Oapuepa H OBp30 HaBIH3a BHB
deTanHaTa HHPKYJIALHA,

PenponyKruBHM NIpOyYBaHUs, IPOBEJCHH NPH IUTBXOBE, B 03U RO 5-KpaTHO HPEBHINABAINM NO3HTE
NpH YOBEK, HE NPEAOCTABAT JOKA3ATENCTBA 32 YBpeKaaHe Ha (epTiinTeTa WM deTyca oT
METPOHHAA301. MeTpoHHAa30.1, IPUIOKEH HHTPANICPHTOHEATHO Ha OPEMEHHH MHIIKH B I03H, OIH3KH
A0 H3MOJI3BAHHUTE IIPH YOBEK NpeIA3BUKBA (HeTOTOKCHIHOCT. BBEIpeku ToBa, IPH NEPOPATHO
NPHIOKEHKBE HA OpeMEHHH MHIIKHK He € HabmoxaBaHa GeTOTOKCHYHOCT.

Jlnncear obaue aneKBaTHH U J0OPEe KORTPOIHPAHH M3CIEABAHMIA NIPH OPEMEHHM KEHH. _.-—==
Kinor-J1 100 mMoxe na ce npunara no BpeMe Ha BTOPHA H TPETHI TPHMECTBp Ha OpeMst
clieZl BHUMAaTE/HA MpeleHKa Ha OYaKBAHKUTE NOMN3H H PE3MOXKHHTE PHCKOBE, /




Kepmene
[lepopanHo mpHIOKEeH METPOHHUAA30]1 C& EKCKPETHPA B KbpPMaTa B KOHLIEHTPAIIHH, OJIN3KU 10

nmIasMeHuTe., ToBa MOXKE 14 ITPUYMHIK TOPHHB BKYC HA KbPMATA.

IIpueMBT Ha METPOHMA30]1 WX KEPMEHETO TpaOBA J1a ¢e MpEYyCTAaHOBU IO BpeMe Ha Tepanud ¢
METPOHHIA30JI, KakTo U 12 10 24 4aca cien ToBa, KaTo ce ApEleHH 3HAYCHHETO Ha TepanvsTa 3a
MaiikaTa, 3a Ja c€ [IPeHOTBPaTH H31araHeTO Ha JETETO Ha eeKTa OT IeKapCTBOTO.

4.7 EdexTn BopXy cniocOOHOCTTA 32 modHpaHe H padoTa ¢ MANIHAR

Kmuon-I1 100 mg/100 mg sarumamum tabneTky He MOBNUABA CIOCOOHOCTTA 3a modupaHe Wi padora
¢ MaIIMHM,

[TampeHTHTE, KOWTO OPUEMAT MEPOPATHO METPOHKUIA301, TpAOBa fa ObaaT npeAyNpexIaBaHH 3a
BBE3MOXKHH [IPOSIBH HA CHHIHBOCT, CBETOBBPTEXK, HAPYLWICHHUS B PABHOBECHETO ¥ KOOPAHHAIIHATA,
o0BpKBaHe WIH KOHBYJICHY, IIpH MposABa HA HAKOH OT Te3W CHMITTOMH HE € JKEJIATe/NHO Ja ce modHpa
WJIH Ja ce paboTH ¢ MALIUHMU,

4.8 Hexenann NeKapcTBeHH peaKnHA

HecToTaTa Ha HeXXENAHH Peakiui H30poeHH no-A0Ty € AehuHHpaHa Ha 6a3a cienHara
KiIacudUKaLMA: MHOTO HecTH: (1/10); gectun (>1/100 no <1/10); HewecTH (=1/1 000 o <1/100);
peaku (=1/10 000 oo <1/1 000); MBOrO peaxu (<1/10 000), ¢ HeHM3BeCTHA YeCTOTA (OT HUTMYHHUTE
JaHHH HE MOXE J1a OBbJic HANPABEHA OLICHKA).

Hexenany JeKapcTBEHU peakiK, CBBP3aHN ¢ METPOHUIA30JI
Paako ce HabiroagaT cepHO3HH HeXeNMaHM peaKliy MpH CTAaHAAPTHUTE [IPENOPBYHTEIHH PEXAME.

Jlekapure, KOMTO IINAHKPAT NPOSBIDKUTEHA Tepanud 3a odneKyaBaHe Ha XPOHHYHH CBCTOSHHA, 3a
NEPHOAH MO-IBJATH OT NPENOPBUYHTETHUTE, Ca CHBETBAHM 1A HATIPABST NpEeLICHKA 38 Bb3MOXKHATS
TepaneBTHYHA 110134 CIpAMO pucKa ot nepudepHa HesponaTua. Korato Kimnon-J[ 100 mg/100 mg

BarMHAJIHH Ta0JIETKU ce Nnpujiara €eqfHOBpEMEHHO € METPOHHAA30JI MICPpOPaliHi TaOJMETKH CIIeIHHTE
HCXKCJIAHH pCAKIIHH KPM MCTPOHHIA30JI MOXKE J1a CC TIOABAT!

Hapyuenus na kpvema u numgrnama cucmema.
Muoro peaxu: arpaHyaouHUTO3a, HEYTPOeH!sA, TPOMOOLIMTONIEHHA, MAHIUTONICHAS
C HEeM3BECTHA YECTOTA: JICBKOTICHHA.

Hapyuienus na umynnama cucmema:
Penxu: anadmnakTi4Ha peakiysa

Hapyviuenus na memabonusma u xparnenemo.
C Hen3BECTHA YECTOTA: AHOPEKCH.

lleuxwunu napywenus:
MHoro peaxu: NICUXOTHYHH HApYIIeHUA BKIFOYBALTHA XaTFOIHHALHH.

Hapywenua na nepsrnama cucmema
MHoro penxs: eHleganomnatusa (Hamp. o6bpkaHoCcT, TPECKa, rnapodorikie, XaMoUMHALMH, Napainsa,
YYBCTBHTEIHOCT KBM CBETIIHHA, HApYILISHNUs HA 3pEHHETO H ABHKEHHATA, CXBAIlaHE HAa BpaTa) H
NOAOCTHEP MAJIKOMO3BUYEH CHHAPOM (HAIp. aTakCHs, AU3ApTPHA, HAPYLICHA NTOX0KA, HHCTAEM H
TPEMOp), KOUTO MOTraT Aa U34E3HAT NIPH NpeKpaTaABaHe NMpHEMa Ha JIEKapCTBOTO.

CBHIHUBOCT, 3aMasHOCT, KOHBYJICHH, I71aBo00/IHe, AUCTE3HA. I
C HeW3BECTHA YeCcTOTA: MPH UHTSH3UBHA HIIA NPOABDKUTEIIHA TEPANHS ¢ METPOHUAA3QM
ChOOMICHHSA 3a IepH(EpHa CEH30PHA HEBPONIATHS WM NPEXOAHH EIMAICIITHYHH TIPHIIS
MOBEYETO CITyYaH, HEBPOMATHATA M34YE3Ba CIC CIIAPAHE HA JIEUSHHETO WIH NPH 1o /
nozata. JJucreysus (MeTajieH BKYC).




Hapywenus na owume:
MHOT0 peKH: AMIUIONHA, MHOITHA.

CmoMautno-ypesHy HAPYULCHUA.
C HeM3BECTHA 9ECTOTA: OpaJieH MYKO3HT, 00JI03KEH e3UK, rajieHe, TOBphIlaHe, CTOMAIIHO-9PEBHH

CMYIICHHA.

Xenamo-Ounuapru Hapyuenua.
MuOro peaKH:XoNnecTaTHYEH XENATHT, KBJITEHHIIA H TTAHKPeaTHT, KOHTO € oOpaTHM NpH CIIHpaHe
npyeMa Ha JIEKapCTBOTO.

Hapywenua na xoocama u nookoxcHama mvrau.
MHOTO peakn: KOKHH 00pHBH, NYCTYIIO3¢H 0OpUB, NIPYPHTYC
C HeM3BECTHA YECTOTA: AHTHOHEBPOTHYEH OTOK, YPTHKapHA, epHTEMa MyJITHDOpPME.

Hzcneoeanusa
MHOTr0 peliki: OTKJIOHEHHS B PE3YJITATHTE OT YepHOOPOOHH H3CTIeIBAHHA.

HexxenaHH JieKapCcTBEHH PEAKLMH, CBbP3aH ¢ MHKOHA30/IOB HUTPAT
[Ipn NIOKaIHO MPUNCKEHHE HAa MHKOHA30JIOB HATPAT HEKEMAHWTE PEAKLIMM Ca PEIKH H B [IOBEYETO

CITy4aH JCKH.

[Tonsxora ce crobmiaea 3a apasHene. PA4aKo Moxe J1a BE3HHKHE JIOKAJIHA CEHCHOWIH3aLus, KOSTO
W3HUCKBa NpEKpaTaBaHe Ha neuenueTo. Hail-yecTo ce ¢pobimana 3a IOKAIHO ApasHEHe, MPYPHTYC H
YYBCTBO HA MapeHe, 0cO0EHO B HAYAJIOTO Ha JieyeHHeTo. FiMa ¢hbio CHoOImeHns 3a OIIakBaHud OT
TA30BH KPaMIIH, YPTHKApH:, KOKeH OOpUB.

Cro0imapade Ha NOO3RPAHH HEKEJTAHH PEAKITUM

CrobmaBaHeTo Ha MOAO3MPAHH HEXXEJIAHH PeaKlMH CIIE] pa3pellaBaHe 3a yrnoTpeda Ha JieKapcTBeHHA
HMPOAYKT ¢ BakHO. ToBa no3BoJisBa Ja NPOABIDKHA HAOMIOAEHHETO HA CHOTHOIIEHHETO MOJI3a/PHCK 38
JIeKapCTBEHUS npoAYKT. OT MeAUIMHCKHUTE COSIMANIMCTH Ce€ M3UCKBA JIa ChOOIIaBaT BCAKa
NOI03HPAaHA HEXENaHa peakLUA Ype3 HallHOHAJIHA CUCTEMA 3a ChodmaBaHe KbM HanmbnHuTenHATA
areHLMd M0 JiekapeTrata, vi. , Jamad Upyes” No 8, 1303 Codua, 1en.: +35928903417, yebeair:
www.bda.bg. -

4.9 Ilpenosmpane

[Tpunara ce caM0o HHTpaBardHaIHO. AKO CITy4aiHO 0p/ie HOTBJIHAT B FOJIEMH KOJIMYECTBA, MOXKE J1a Ce
TPUIOKH CTOMAIIIHA ITPOMHEKA.

B ciryualt Ha CHMITTOMM HA OTpaBAHE ABIKALIA ¢€ HA Npeao3upane (rajeHe, MOBPBIIAHE H aATAKCHA)
TpAOBA Jia Ce NIPHIOKH CUMNTOMATHYHA TepanmMa KaTo CTOMalIHa NPOMUBKA, AKTHBEH BBIVICH U
XeMOAUaNu3a, Thil KOTa HAMA crieUbHYeH aHTHAOT. MeTpOHKAA30/1 M HErOBHTE MeTabONUTH MOTAT
Aa 6pJaT YCNEIHO JUaIH3HpaHH.,

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 PDapManOAHHAMHYHE CBOHCTRA
DapMaKoTepaneBTHYHA rpyna: [ HHeKOJIOTWYHH [POTHBOBB3NANHTE/IHA U aHTHCENITHYHH CPeICTBA,

OpOM3BOJHY Ha MMHIA3O0J. /,,::::-ﬁ__“ .
ATC komo: GO1A F20 ‘

KnyunugHa ehUKacHOCT ¥ 6€30NacHOCT -~
MeTpoHIAa307 € 3a JIOKAAHO H MIEPOPATHO NPHICKEHHE 3a IeYeHHe Ha TPHXOMOH




MuKOHAa307 HHTPAT € epeKTHBHO aHTHMUKOTHYHO BEIIECTBO Cpellly AepMaTo(puTH U BUAOBe Candida,
a CBIIO TakKa MPUTEXKABA H CHIHA OAKTEPHOCTATUYHA aKTUBRHOCT CPEIly HAKOH | paM-IO3HTHBHH
OaxTepum, xoraro Obae MpIToXKeH JJOKaNHO. L{enTa Ha JTOKaNMHOTO MMPHIOKEHHE Ha TOBa
KOMOHHHPAHO JIEKAPCTBO € JIOKAJIHO JIeYeHHe Ha TPHXOMOHHMA34Ta H IIPpeJOTBpaTABaHE Ha
BarMHAIHATA MUKO3a, KOWTO YECTO HacTHIBAT Clle] JIeYeHHe ¢ METPOHHAA30IL.

JIekapcTBOTO MOXKE [a C& H3MOJI3BA 34 JICUCHHE HA BarHHAIHH MHKO3H HACTBIIBAIUK CAMOCTOSTEITHO.

52  @dapMaKoKHHETHUYHHA CBOHCTBA

Ab6copbums

[Ipu aokanno npunoxkenre adbcopbuuaTa mpes MMraBULIUTE HA MEMPOHUOA30N U MUKOKAZO0A HUMpant ¢
MANKA.

MeTpoHH1a30/1 1 MHKOHA30]1 HUTPAT He ¢¢ pe3opOupart B 3abeNncKUMH KOJHYECTBA. 10Ba BKIOYBA
H1Ba cboTBeTHO nox 0.2 pug/ml u 0.3 pg/ml.

Hepopanno memponudaszon 00HKHOBeHO ce abcopbupa nobpe ¢ MakCHUMasIHa a3MeHa
KOHIIEHTpAUHA, KOATO ce Habmomasa MeXIy 1-us 1 3-us yac. EAHoKpareH nepopaneH npreM Ha 250
mg AOCTHra MaKCHMAaJlHa IUTa3MeHa KOHLUESHTpalud oT 5 ug/ml ycTaHOBEHa MOCPEACTBOM
razxpoMarorpadcky aHann3, bHOHAIMYHOCTTA cig NepopajicH [IPUEM Ha JICKapCTBOTO € [T0YTH

100%.

PasnpeneneHue
Cnopen npoy4BaHva NpOBEACHHU NPH 3ApaBH JOOPOBONLIM U IIPH NALMEHTH, METPOHUIA30J OBp30

HABIIM3a B rpbOHAYHO-MO3BYHATA TEYHOCT W JOCTHIA TePANeBTHYHA KOHLCHTPALMS [TPU MOIBIHM U
OenoapoOHM rHOMHM BB3nanenud. IpuTe:kaBa BHCOKA CTeNeH HA pasnpeaeeHde U no-maiako ot 20%
OT HAMHpAIIHUA C€ B LIMPKYJIaLMA METPOHUAA30JI € CBBpP3aH C IIa3MeHUTe NMpoTeuHu. Toll HaBi3a B
OuHapHUS TPAKT H JOCTHIa TOJKOBA BHCOKH KOHLIEHTPALIHH, KOIKOTO B I/Ia3MAaTta.

EnuMunupase
CpeaHoTo BpEME Ha [0y KHBOT Ha METPOHHAA30 ¢ 8 yaca npH 37IpaBU Xopa. OCHOBHUA BT Ha

CIIMMHHHpaHe Ha METPOHHAA30J1 1 HErOBHTE MeTabonmuTH e upe3 ypuHata (60-80% ot mosara), ac
dexanuuTe ce ekcKpeTHparT 6-15% ot go3ara.

5.3 IlpeaxknEHAAYHHA A2HHH 32 (e300ACHOCT

IlpoyuBaneTo Ha TOKCHYHOCTTa Ha METPOHUAA30 IIPH MPOAB/DKHTEIIHOTC MY TIPUIOXKEHHUE BBPXY
PA3IM9YHH NOPOAH MHIUKM U APYTH »KHBOTHHCKHM BHAOBE II0Ka3B4a, Y€ € NpoMeHIuBa. HeBponoruyaure
OTKJIOHEHUA, OTYETCHH NPH ONMUTH ¢ KYYeTa, He ca HabmoaapaHd NpH APYry KUBOTHHCKH BUIOBE.

BHcoKkMTE MEepOpaHM JO3H ca NPUYHHIUIM 3aryba Ha Tery10 M aTpo@isl Ha TeCTHCHTE B €HA NMOPOaa
MMLIKH H TUTEX0BE. BeHO3HOTO NpuyioKeHHe HA METPOHKAA30] 00adue He e [IOBJIMAJIO CKOPOCTTA Ha
TIOKa4YBaHE Ha TErJIOTO NPH IUTbXOBE, HUTO € IIPOMEHMIIO CBUIECTBEHO KPEBHOTO HANAraHe WK
CTOMHOCTHTE Ha KPBBHUTE H OHOXMMHYHHTE NokazaTend. U3moN3BaHeTo Ha BUCOKH J03M NPH
MafMYHH € NPEeAH3BHKAI0 XHCTOMOTHYHH IPOMEHH B YepHUA apod, 0e3 ToBa 1a € CBBP3aHo ¢
NpOMsAHA B CTOMHOCTHTE Ha cepyMHUTE €H3UMH. [{o3u 10 1 g/kg AHEBHO B IPOABLKEHHE HA

5 ceIMMLIM HE ca [TOKa3a/i JOMHHAHTEH JIETalleH eekT mpH MUIUKH. [Ipu uscneqBaHeTo HA OTIMTHH
MHUIIKH {Swiss mice) B ¢JHa tabopaTopHs ca perucTpHpaHud NOBeYE CIydaH Ha MosBa Ha TYMOPH Ha
benus gpob M 3N0KaYeCTBEeHH TUM$OME, HO B IPYTH MPOYUBAHUA ¢ ONIMTHH IJIEX0BE (Sprague-
Dawley) u xamcTepu He ca oTYeTeHH TakuBa 3abonapaHui. (CneBalluTe NMpOyYBaHUA He Ca YCIEIH
14 JOKAXKaT, Y€ METPOHHAA30N aKTHEHPa obpasyeaneTo Ha abHopMHa JIHK M nmbk 4e ¢ MyTareHeH
(axTop, KOWTO MpeAH3BUKBA HACNEACTBSHU TPAHCIOKALMH B FeHUTE HA MBXKKATS Mumkn.) [ipu
HAKOH In Vitro H3CIeBaHus, METPOHAHA30 € [I0Ka3a)l MyTareHeH edekT, HO IIPH in vivo O
Ha Oo3aliHHLM HE € HAOMOAaBaH Bh3MOXKEH PHUCK 33 Bh3HHKBaHe HA NTEHETHIHO yBp iria
IIpoyuBaHusTa Ha OCTpaTa M XpOHHYHATA NIEPOPAJIHA TOKCHYHA 1033 [IPH MMINKH, 3%
CBUHYETA U Ky4ueTa NoKa3ea Jo0pH pesyiatatd. Te3n npoydBaHHus UMAT 3HAUEHHE 2o




METPOHHAA30J 1 MHKOHA30JI0B HATpaT BariHaIHU TabneTH, IpH KONTO MHKOHA30/1 Ce Mpujiara
JIOKAJTHO.

[Ipoy4BaHHATA OTHOCHO TepaToreHHuA e(heKT Ha METPOHMAA30]I fIOKA3BaT, ue Jo3u ot 80- 160 mg B
100 g xpana He ca TepaTOreHHHM 3a GpeMeHHUTE KUBOTHH. CIlydalTe HA TEPAaTOreHeH e(exT Ipu
GpeMeHHH sKABOTHH He ¢a M0-9€CTH OTKOJIKOTO B KOHTPONIHATA [PYIa, Ha KOATO He € fapaH
MeTpoHuAA30M. UMIIaHTalHKTE W TEMMOTO Ha QeTyCHTE ChIN0 ¢a OWIA B IpaHULINTE Ha HOpMATa U He
ca HaONmwaapaHd MahOopMaIii.

[Tpy BaruHaHOTO NMPHIOKEHHE Ha 5 mg/kg AHEBHO METPOHKAA30 HA MAMYHH HE Ca OTYCTCHH
IIPOMEHH B KPHBHUTE, OHOXMMHYHHTE H XUCTONATOJIOrHYHUTE TIOKA3ATEIH.

6. GOAPMAIIEBTHYHHA TAHHHA
6.1 Cnac¢hK Ha DOMOIIIHATE Bell[eCTBA

Hatpuer naypuncyJdar;

Cununmes JUOKCHI, KONOHAeH He3B0eH;
MarHe3uneB cTeapar,

IToBunoH;

HatpueB xuaporeHkapOoHar;

BuHeHa KHceNnHa;

HarpueB HumecTeH rmukonar (Tum A);

Kpocnioeunon;

XHIIpoMenosa;

JlakT03a MOHOXHApAT.

6.2 HecnBMECTHMOCTH

Henpumoxumo.

6.3 Cpox HAa TOTHOCT

J TOIAUHH

6.4 CoenHanHy yCJI0BHA HA ChbXPaHeHHe

Ha ce cexpansga oy 30°C, Jla ¢e cpxpaHdBa B OpMIriHaIHATA OTIAKOBKA.

6.5 JHanHA 32 OMAKOBKATA

Mexo anymunneso domio ¢ LDPE nokpuTHe nocTaBeHo B crbBacMa KapTOHEHa KyTHI ¢ HHPOpMaLus
3a naueHTa. Bedako anymusineso ¢oano ¢pabpxka 10 BariHaIHU TabneTku.

6.6 CroenHajHa npeana3Hd MepKH NPH HIXBbLPJAAHEE A padoTa

Hsama cnemyaily H3UCKBAHHA.
HeM3mon3BaHHAT JIEKAPCTBEH NPOAYKT WM OTIAIbYHHTE MAaTePHUAIH OT HETO TPAOBA Ja ¢e H3XBBPIAT
B CROTBETCTBHE ¢ MECTHHTE U3MCKBAHHA.

7.  INPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Gedeon Richter Plc.

1103 Budapest X.
Gy6mrdi ut 19-21




METPOHMAAI0N H MUKOHA30JI0B HATPAT BArHHATIHH Ta0/eTH, MPH KOHWTO MUKOHASO! ce mpuiara
JIOKAITHO. .

TIpoyusaHUATA OTHOCHO TEPATOTCHHHA edeKT Ha METPOHHUAA30J NOKA3BaT, He A03H OT 80- 160 mge
100 g xpana He ca TEPATOTEHHH 33 OPEeMEHHHMTS XXUBOTHH. CIiyyauTe Ha TepaToreHeH eekT IpH
OpeMeHHH KHBOTHH He Ca M0-4¢CTH OTKOJKOTO B KOHTPO/IHATA FPYiTa, HA KOATO He € 1aBaH
MeTpoHnAa3on. VIMIUTaHTalMKTE M TErI0TO Ha deTycHTe CBUIO Ca 6HAM B rPAHULIMTE HA HOPMATA H HE
ca HabmonapaHA MaIpopMalLd. |

[py BArMHANHOTO NPHIOKEHHE Ha 5 ME/Kg AHEBHO METPOHMAIA30/1 HA MalMyHH HE Ca OTYETCHH
TIPOMEHH B KPLBHATE, CHOXHMMHUHHTE H XHCTONATOJIOr HYHHTE TIOKA3ATCIH.

6. ®APMANEBTHYHHA JAHHH

6.1 CoHchLK HA NOMOIDIHHTE BEIECTBA

Harpues naypuncyndar;

CunluuMes NHOKCHA, KOJOHAEeH 6e3BO/IeH;
MarHe3HeB cTeapar; |
IMosupoH;

HaTtpues XHApOreHKapOOHAT;

BuHeHa KMceauHa,

Harpuep numectes raukonar (Tun A);
KpocnoBuaoH;

XHITPOMEN034,;

JlaxTo3a MOHOXHAPAT.

6.2 HecbBMeCTHMOCTH

HenpunoxuMo.

6.3 Cpok Ha rogHOCT

3 rOIHHH

6.4 Cneuna.unn YC/I0BHS HA ChXPAHCHHE

ITa ce cpxpanspa nox 30°C. [la ce cpxpaHsABa B OPHTHHAHATA ONIAKOBKA.
65 ,T_I,alinn 33 ONAKOBRATA

Mexko anymunmeso ¢pomo ¢ LDPE nokpurye NOCTABEHO B CrbBacMa KapTOHEHA KyTHi ¢ HHGopMars
3a nanpeHTa. Besko amymuHMero GonHo chabpxka 10 BaruHalHA TabJeTKH.

6.6 CHenuajHH IPeANA3HE MEPKH NPH H3XBLPAAHE H padoTa

HaMa crenaIHy HIHCKBAHMAL. |
Heu3no3ealuaT NEKapCTBEH MPOAYKT HWIH OTTIAXBYHHTE MATCPHAlH OT HETO TpabBa fa ce HIXBHPAAT
B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHHAL.

4. TPUTEXATEJ HA PASPEINEHWETO 3A YIHOTPELA

Gedeon Richter Plc.
1103 Budapest
Gyémrdi at 19-21




YHrapus

8. HOMEP(A) HA PAZPEHIEHMETO 3A YIIOTPEBA

20010364

9. IIATA HA ITBPBO PA3PEIIABAHE/TIOJJHOBSABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Jara ta nspBo paspemasane: 01 okToMBpH. 1992
Hara Ha nocieaHo noaHosasane: 17 anpun 2001

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA




