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1. HME HA JEKAPCTBEHHA ITPOXYKT
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: 18 -01- 013 ¢
KJIMOH-/1 100 mg/100 mg parkuansy TabneTKn ST AR
KLION-D 100 mg/100 mg vaginal tablets

2. KAYECTBEH H KOJIMMECTBEH CLCTAB

100 mg Merponunason (Metronidazole) v 100 mg MukoHa30JI0B HUTpaT (Miconazole nitrate) BEB
BCAKA BarvHAIHA TAONeTKA.

ITomomno Bemecreo ¢ w3secTHo AeiicTere: 0,5 mg HaTpues naypuncyndar B eana Tabnetka.
3a ILIHMA CTIMCHK HA NOMOIIHNUTE BEILECTBA, BIMKTE TOUKa 6.1.

3. JEKAPCTBEHA ©OPMA
Barusanne tabnerxu.

ITourr Oeir, ABORHOKBITEKHANH, cOELHanHo HageMOBHAHO O(OPMEHH BArMHAITHH TablIeTKH, ¢ pasMep
okono 24 mm x 14 mum JHaMeTsp, ¢ oTneyatado “100” or eaHata ctpana 1 Ge3 HajNKMCH OT ApyraTa
CTpaHa.

4, KJIHHAYHH JAHHHA
4.1 TepanerTRaAA NOKAIAHAH

Jlokanzo nevueHne Ha YPOreHHTAITHA TPMXOMOHA3a, IBOMYHE IWIM cMeCeHH HE(EKIHH, KOTAaTo ¢e
H3HCKBA MPHJIaraHe Ha NPOIYKT ¢ TAKOBA ChIBKaHHE.

4.2 I03HPORKA H HAYHH HA NPHICKEHHAE
O3HPOBKA

Tpuxomonaza

Ilo 1 saruuanua rabnerxa Kinon-J§ 100 mg/100 mg, ce mOCTaBA BeIHBXK JHERHO (BeUep, Npean
nArase), 5 NpoALILKEHHE Ha 10 IHH, ¢JHOBPEMEHHO C TIEPOPATHO TIPIVIOKEHHE HA METPOHIAA30.
TIpez 10-Te nuu TpsaGaa fa ce NpHEMa NepOpaTioO METPOHHAA30N 1o 1 TabneTka 2 METH JHEBHO (€1HA
CYTPHH Y elHa Bevep) 10 BPeMe HIH Clle] xpaHeHe, 6e3 aa ce AbRue.

JsiaroTpaiiHo o3/paBsBaHe MOXKE 4 C& OYAKBA CAMO aKO M CEKCYATHHAT NAPTHLOP Ce JIeKyBa
CBHICBPEMEHHO ¢ NEPOPATHH TAONETKH METPOHUAA3OL

B ciyual 4e eueHueTo He € edekTHBHO, 10-AHEBHUAT KypC MOXe /ia O'b/Ie IOBTOpEH.

Ivouuna ungpexyun
Ilo 1 saruHaiza Tabaetka Kiuou-J1 100 mg/100 mg, ce mocTaBs BeHbkK AHEBHO (Bedep, mpeau
JIATaHe) B MpoaLskende Ha 10 qan.

Cmapuecka ew3pacm

DapMaKOKHHETHKATA HA NEPOPATHO NIPHETHA METPOHMAA30J TIPH NIALHEHTH B CTAPYECKA B
MOJKe [ Ce IPOMeHH. 3aToBa MOXKe Ja ¢ HAJIOXKH NPOCIeSBaHe Ha HHEOTO My B CEp
3aBHCHMOCT OT TOBA JIa C& ONPEJIe/IM TOYHATA J03a.

Hepnoopobro yepescdane




PasrpakaHeTo Ha epOpaiHo IPHETHA METPOHHA30T TIPH IALHETH ¢ TEKKO HePHOAPOGHO
sabonsrane ¢ GaBHo. KaTo pesynTar, MeTpoHHa30] A MeTabOIIHTHTE My C¢ HaTpyNBaT B iasmara. B
TaKbBa CIyuaH QO3HPOBKATA W MHTEPBAIIHTE MEXTy NpHeMHTe TpiGra aa 6BaaT chobpaseHn ¢
TEKECTTA HA YEPHOAPOOHOTO YBPENIAHE.

bvbpeuno yepeaucoane
Hamanenara 656peuna ¢yHKimMa HAMa onpeziensila pojld BbB (GapMakoKHHETHKATa Ha NEPOPanHo

NPHETHA METPOHHA30]1, TOM MOXKe Ja ¢e mpunara B obuuaiinara nosa.

Ileduampuuna nonynayus
BezonacHocTTa ¥ epMKACHOCTTA IPH IELA H IOHOLIH Bee OLHE He € ycTaHoBeHa. HaMa HanH4HK

JaHHH.

Haunn Ha TIPHTIOYKEHHE

CaMo 3a uuTpaBarMHamHa yrnotpeba. BarnHannaTa Tabnerkara Tpsa6pa neko aa ce HaBnaXHH npeju
NpWiaraHe, H a Ce MOCTARH IBIOOKO BBE BIATAJHILETO.

4.3 IlpoTnBonmoxkaszanns

CBpBXUYBCTBHTENIHOCT KbM aKTHBHHTE BCIICCTBA HIIH KM HAKCE OT [IOMOLIHKTE BEL(ECTRa,
H30poeHH B Touka 6.1.
[IepBHTE TpH MeceLia Ha SpeMeHHOCTTA.

44 ChenmajHu NpeXyNpeKICHHEA H NPeINa3sHH MEPKH NpH ynoTpeda

Io BpeMe Ha neuenue ¢ Kion-7] 100 mg/100 mg u Haii-Manko 1 aed ciey Topa ynorpebara Ha
AJIKOXOJIHH HAIUTKY e 3a0paHena.

Jla ce M36ATRA TOIOB XKHBOT Mo BpeMe Ha neuenue ¢ Kunon-7] 100 mg/100 mg sarvHanHu TabneTku.

B cimy4ait Ha Hee()CKTHBHO ACUEHHE ce MPENopbyBa NPEMKEHABAHE KbM APYT NPORYKT ¢
TPHXOMOHALMAHA AKTHBHOCT M/HJIH NIEYEHHE ChC CHCTEMEH aHTHMHKOTHK.

AKO TepanuaTa NpoIBKH noBeye ot 10 1uu, TpA6Ba BHUMATENHO Ja C¢ NPOCIENAT IWIMHHYHHTE H
n1a00paTopHATE MOKA3ATENH.

B ciydaif Ha pasBHTHE Ha JyBCTBMTETHOCT B ApasHeHe HA JHTaBULATA, JieveHHeTo TpAbBa aa ce
TIPeKpPaTH.

Cro0ieHH ca clTyyad Ha TeKKa XeNaTOTOKCHYHOCT/0CcTpa YepHoapodHa HENOCTATBHHOCT,
BKMIOYHMTEIHO CIIy“aH ¢ ACTaJaCH M3Xoa, ¢ MHOT'O 6’Lp30 HavaJio ¢iaeq 3aroupade Ha JICUCHHE C
TMPOAYKTH, ChABPMKAIIH MCTPOHHAAZ0I 34 CHCTEMHO NPHAGKCHKE, IIPH MAIHEHTH ChC CHHAPOM Ha
Cockayne. IIpu Ta3u nonyJiallisg METPOHHIA30J He TpAORA Aa CE M3M0I3Ba, OCBEH KO ce CUMTa, Ye
MoJ13aTa HAJRMINABA PHCKA K 4KO JIMTICBA aTEPHATHBHO tedeHe. Macaenpanna Ha uepHOApoGHUTE
GhYHKIMOHATHH TIOKa3aTeNH TPAOBa Aa ce IpaBAT HENOCPEACTBEHO IPEAM HAYanoTo Ha JICUEHHETO,
Tpe3 LSI0TO BpeMe Ha JIEYEHHETO | ¢l Kpas Ha IeYEHHETO, A0KATO YepHOApoOHHTe QY HKIIMOHATHHA
TNIOKA3aTeNH AOCTHIHAT HOPMATHHTE CH CTOMHOCTH HMITH 0KATO Ce JOCTHUIHAT M3XOAHATE CTOMHOCTH.
Axo yepHoapoOHATE PYHKIHOHAIHE NOKA3aTeAH ce NIOBHLIAT 3HAYMTE/IHO N0 BpeMe Ha JICUCHHETO,
TIPHEMBT Ha JleKapcTBoTo TpAGBa fia ce npeycTaHoBH (BiwkTe Touka 4.8).

H3MON3BAHETO HA METPOHHAA301.




ToBa NekapcTBO CHABPKA HaTpues naypuicyndar. HatpueruaT naypHicyndar Moke 1a IPHIHHA
NOKATHH KOXKHHN peakliyy (YcelnaHe 3a 1ynaHe M NapeHe) Wik Aa 3aCHITH KOKHHTE PeakuHy,
IPHYHHEHH OT APYTH NPOJYKTH, KOTATO € MPHI0KEH Ha CRINOTO MACTO.

4.5 BsaumopeiicTsie ¢ JPyrd JeKApPCTBeHH UPOAYKTH H APYTH GopMu Ha B3anmojeficTBHE

Jlocera pe ¢a M3BECTHH B3aHMOEHCTBHA ¢ METPOHHAA30] M MHKOHA30/1 HHTPAT IIpH BarHHAIHO
HPHANOKEHHE.

Axo Kmuon-J1 100 mg/100 mg parunansm TabneTKH ce Mpulara 3a¢HO ¢ OPATHH TabieTKH

METPOHHIA30J, MOFAT A3 HACTHIAT CAEAHUTE 1EKapPCTBEHH B3aHMOACHCTBHA:

- MetpoHHaa30n NOTEHLHPa AHTHKOAry1aHTHHA edeKT Ha OpanHy AHTHKOATYJIAHTH, B pe3yJTaT
Ha KOETO C€ YIWDKARA IPOTPOMOHHOBOTO BPEME, TOpail KOeTo TAXHATA No3HpoBka Tpabsa 1a
Ob1e npeoleHeHA.

- EH3HMHHATE MHAYKTOPH (Hanp. GeHUToMH, GeHoGapOHTaN) MOTaT Ja YCKOPAT MeTabONH3Ma Ha
METPOHH/A30/1, B PE3YJITAT HA KOETO CE TIOHIWKABAT IUIA3MEHHTE HHBA M CE NMOBHIIABA
IUTa3MEHHA KIHPBHC HA (EHHTOHH.

- Ex3HuMHHTe HHXHOMTOpH (Hanp. LMMeTHANH) MOTAT Na YABDKAT BPEMETO Ha TNOMYXKHBOT 4 Ja
HaMalaT TUTa3MEHMA KIMPLHC Ha METPOHHA30L,

- Tlo Bpeme Ha Tepanus ¢ METPOHMAA30A YAOTpeOaTa Ha ATKOXOIHH HAMMTKH MOXE /1a IPHYHHHA
aucyndupaM-nofo6HH CTpaHHYHH peakLHH (KOpEeMHR CNiasMH, rajieHe, MOBphIIAHE,
rnapobonne ¥ 3a4epBsBaHe Ha JTHIICTO).

- Merponnnazon n Aucyndupam He TpabBa ia GbAAT MPHEMaHH €HOBPEMEHHO (MOraT ia
HACTBIMT KyMYIaTHBEH eeKT, ICHXOTHYHH pPeakiuH, 00bpKaHoCT).

- ITo BpeMe Ha TepanMs ¢ METPOHMAA30 ITA3MCHHUTE HHBA Ha JIHTHS MOTAT Aa Ce MOBHIIAT,
fopajH KOeTo J03aTa Ha JIMTHA TpaGBa fa (bie HaManesa wiH JINTHEBAaTa Tepanus TpadBa a
Obe IpeycTaHOBEHA IPEH HAYAIOTO Ha JIEYEHHETO ¢ METPOHA/IA30.

- B cnyvaii Ha eHOBpeMEHHO NMPHIOKCHHE Ha IHIUTOCTIOPHH H METPOHWAA3O, TUTA3MEHHTE HHBA
Ha [UKIOCIIOPHH MOTaT /I CE TIOBKLIAT. AKO eJHOBPEMEHHOTO NPHAOKEHHE €& He0OX0AHMMO,
N7Ia3MEHHTe HHBA Ha UKIOCNOPHH TpsbBa Na ObAaT MpOCICAsBaHH.

- MeTpoHHIA30T IIOHIKABA KIMPBHCA Ha 5-QUTyopoypanil H TOBHMILIABA HEMOBATA TOKCHMHOCT.

Metponngazon Moxke Ja OKaxke BIRAHHE IPH ONpec/iAHE HA CTOAHOCTHTE HA HAKOH CEPYMHH
XMMHYHH NOKa3aTeNH, Karo acnaprar amaHoTpancdepaza (AST, SGOT), ananuy aMHHOTpaHChepasa
(ALT, SGPT), naxrar aexuaporerasa (LDH), Tpurnuuepuny H [NIFOK033a XeKCOKHHa3A.

4.6. deprniaHTET, OpeMEHROCT H KEPMERE

Bpemensoct

Kmron-J 100 mg/100 mg parunanHu TabIeTKH € POTHBOIIOKA3AH NPe3 IThPBHA TPHMECTEDP OT
OpeMeHHOCTTA.

Ilepopanso NpHeT METPOHH/A30M IPEMITHABA TUIateHTapHaTa Oaprepa H 6bp30 HaRTH3a BHB
deTanHaTa WHPKYIALMA.

PerpofyKTHBHE NPOYYBAHNA, TTPOREACHH [IPH TUTEXOBE, B XO3H JI0 S-KPATHO NpEBUINABAIIH 03ATE
NpH Y0BEK, He NIPEIOCTARAT JOKA3ATENCTBA 3a YBpekaHe Ha hepTHiHTeTa HiIH deTyca oT
METPOHHA30/1. MeTpoHHAa30/1, PWIOKESH HHTPANEPHTOHEATHO Ha OpeMeHHH MMINKH B I03H, ONH3KH
JIO M3TIOJI3BAHMTE IIPH YOBEK MpPEeJH3BHKBa (eTOTOKCHYHOCT. BhIIpeKH TORA, MpH IIEPOPATHO
NpHIOKEeHHE Ha OpeMEHHH MHIIKH He e HaOoaBaHa (eTOTOKCHIHOCT.

Jluncear ofaue aneKBaTHA U JOGPE KOHTPOJIMPAHH H3CNSIBAHNA NPH OPEMEHHH JKeHH.
Kimmon-J1 100 moxke Aa ce npuaara no BpeMe Ha BTOPHA M TPeTHA TPAMECTBP Ha GpeMeH
Cliei BHUMATE/IHA NTPELEHKA Ha 0YaKBaHHTe NON3H H BE3MOXKHHTE PHCKOBE.




Knpmene

ITepopasHO MPHIOKEH METPOHHIA30M C& eKCKPETHPa B KbpMaTa B KOHLCHTpauMH, Oli3ky 10
a3MeHuTe. Toea Moxke Aa NPUYHHH FOPYMB BKYC Ha KBpMaTa.

IIpreM®T Ha METPOHHIA30T WITH KbPMEHETO TPsOBa J1a ce MPEYCTAHOBH IO BPEMe Ha Teparus C
METPOHHIA301, KaKTo ¥ 12 1o 24 yaca ciez ToBa, KaTo ce IPelenH 3HaY€HHETO Ha TepanusiTa 3a
MaiiKaTa, 32 Jia € NPenoTBPaTH H3IaraHeTo Ha JICTeTO Ha epeKTa OT TeKapCTBOTO.

4.7 EdekTn Bopxy cnoco0HOCTT2 32 mropupane v paboTa ¢ MAIIHAA

Knnon-J1 100 mg/100 mg parunanHy TaGIeTkH He NOBIMABA CrIOcOOHOCTTA 3a LIodupare WiH paboTa
¢ MallHHH.

[ManueHTHTe, KOHTO NPUEMAT IEPOPAJIHO METPOHUAA30, TPA0Ba na OBJAT npemyTIpexXasaHy 3a
BB3MOKHH NIPOABH Ha CHHIMBOCT, CBETOBBPTEK, HAPYIICHHA B PABHOBECHETO H KOOPJAHHALIHATA,
o6LpKBaHe MM KOHBY.ICHH. IIpH NpoABa Ha HAKOH OT TE3H CHMITTOMH HE € 5KENATCIIHO Ja ¢ mogHpa
WM J1a ce paboTH ¢ MallHHH.

4.8 HexelaHH NeKAPCTBEHH PeAKiHH

YecToTara HA HexkellaHM peakupi H36poeHH no-gony ¢ gedHHupaHa Ha 6asa crennara
knacudrkanus: MHOTO 9ecTH: (=1/10); ueetn (>1/100 go <1/10); wewectu (>1/1 000 go <1/100);
penxu (>1/10 000 xo <1/1 000); muoro pemku (<1/10 000), ¢ neussecTHa UyecTOTa (OT HATHYHHTES
JIAHHW He MO3KE fa Obe HanpaBeHa OLEHKA).

Hexenanu JEKApCTBCHH PCAKIIHY, CRBP3AHH ¢ METPOHHRA30]

Psinxo ce HaOIIONABAT CEPHO3HI HEXKENAHH peakLy [IPH CTAHNAPTHHTE NPETIOPBYATEIIHH PEXKHMH.
JlekapHTe, KOHMTO fuiaHHpaT NPOABDKATENHA TepaHta 33 001eKk4aBaHe HA XPOHH4HH CHCTOAHHA, 32
MEePHOAH HO-JBITH OT NPENOPBYMTENHHTE, Ca CHBCTBAHH [a HANMPABAT NPeileHKa 33 BE3MOKHATa
TepaneBTHYHA [10/13a CIPIMO pHcKa oT neputbepHa Hesponatus. Koraro Knnon-J1 100 mg/100 mg

BarKHanHM TabNeTKH ce npHnara eAHOBPEMEHHO ¢ METPOHHAA30J NIEPOpaidi TabNeTKH CIEAHUTE
HEOKCIAaHH pCaKHd KbM METPOHHAA30J MOJKE 13 CC II0ABAT:

Hapywenus va xpeema u nuwm@rama cucmema:
MHOro peiki: arpaHyJI0LHTO3a, HEYTPOTIEHHS, TPOMOOLHTOIIEHHA, IIAHIHTOIICHHS
C Her3BECTHA YECTOTA: JIEBKOTICHHA.

HapyweRus Ha UMyHHAINA CUCTHEMA.
Penxu: anadunakTHYHA peakuHA

Hapywenus na memabonusma u xpavienemo:
C HeH3BeCTHA HECTOTA: AaHOPEKCHS,

Heuxuinu napyienus.
MHoro peskH: ICHXOTHUHK HAPYIIEHHSA BKIHOYBALH XAMIOLAHALIMH.

Hapywenun va nepenama cucmema:
Mmoro peaku: eHuedanonaris (Hamp. o6spKaHOCT, TPECKA, [apodOIHe, XATIONHHALNH, NapaiH3a,
YYBCTBHTE/IHOCT KbM CBETIIAHA, HAPYIICHHS HA 3PEHHETO H JBIDKEHHATA, CXBalllaHe Ha B
NOJOCTEP MATKOMO3BUCH CHHAPOM (Harp, aTakCHA, AH3apTPHA, HapylIeHA NOXO
TPEMOP), KOHTO MOraT Ja H34e3HaT [IPH NpeKpaTABaHe NIPHEMa Ha JIeKapCTBOTO.
CBHAHBOCT, 3aMasHOCT, KOHBYIICHH, M1aBo0oJIHe, JHCTE3HA.

C HEeH3BECTHA YECTOTA: [IPH HHTSH3HBHA HJTH IPOAB/DKHTEIHA TEPRITHA ¢ METPO
ChOOIIEHKS 32 EPUQEPHA CEH3IOPHA HEBPONATHA HIIH NPEXOAHH SITHICITHYHH




TMOREYETO CITY4aH, HEBPONATHATA U34ye3Ba Clie/ CIHpaHe HA NEISHHETO WM MPH NOHIKABAHE HA
Iozata. Jucreysus (Meranen BKyc).

Hapywenus na ovume:
MHOTO pefKH: NHITNONHAS, MUOTIHA.

Cmomauno-upeenu Hapyuenus:
C HensBeCTHA YECTOTa: OpaNieH MYKO3UT, OONIOKEH €3HK, FAEHE, OBPHIIAHE, CTOMALTHO-UPEBHH
CMYIICHHA.

Xenamo-6buwruapuu Hapyuwenus:

MHoro peakH:XonecTaTHyYeH XENaTHT, JKBITEHHLA H TAHKPEaTHT, KOATO € 00paTHM NpH CAHpaHe
TNpHEMa Ha JIEKapCTBOTO.

C HenspectHa yectora: CiyuaH Ha Texcka HeoOpaTHMa XeNaToTOKCHIHOCT/0CTpa YepHOAPOOHa
HEAOCTATHYHOCT, BKIIOUKTENHO CydaH ¢ daTayieH u3Xoll ¢ MHOro OBP30 Hayano ciej 3ano4saHe Ha
CHCTeMHa ynoTpeba Ha METPOHHA30IT, ca IOKTaIBaHH TIPH MALHEHTH ¢he cuHapoM Ha Cockayne
(Brxre TOuKa 4.4),

Hapywenus na xoorcama u nodxoxckama moxan.
Mnoro peaku: KoxKHH OOPHBHY, IyCTY103eH OGPHE, NPYPHUTYC
C Hen3BecTHa 4€CTOTA: AHTHOHEBPOTHYEH OTOK, YPTHKapHS, EpHTeMa MynTHdOpME.

Hscnedeanua
MHOTO peAKH: OTIJIOHEHHA B PE3YATATHTE OT YEPHOAPOOHH U3C/Ie/IBAHMA.

Hexenany JACKAPCTBEHH PEAKIHH, CBEP3aHH ¢ MUKOHA30JI0B HHTPAT

[Ipu nokanHo NpHIOKEHHE HA MMKOHA30/I0B HUTPAT HEXKEAHHTE PEAKIIHH ca PEIKH H B IOBEYETO
CIIyYaH JIeKH.

[Tonskora ce croOinasa 3a ApazHeHe. Pagko Moske Aa BB3HMKHE AOKAIHA CEHCHOMIM3ALHS, KOATO
H3MCKBA NpeKpaTaBaHe Ha neveHrero. Haii-gecto ce choliara 3a TOKanHO ApasHeHe, TIPYPHTYC H
YYBCTBO Ha NMapeHe, 0cOOCHO B HAYANOTO Ha AcucHeTo. MIMa ¢BILO ChoBGIIEeHHA 3a OTUIAKBAHKA OT
Ta30BH KPaMilH, yPTHKapHA, KOXKEH oOpuB.

CrofillaBate Ha NON03HpaHH HEXEIAHKM PEaKIIH

CrobimaBaHeTo Ha MONO3HUPaHH HeXKeJIaHH PEeaKIiM CJIej| paspellaBaHe 3a ynorpeba Ha JeKapCTBEHHA
NPOAYKT € BaxkHO. ToBa HO3BOJIABA Na NPOTB/IKH HAGIFOIEHHETO HA ChOTHOLIEHHETO MO/I3a/PHCK 33
JIEKApCTBEHHA MPOoAYKT. OT MEAMLUMHCKHTE CICUMAIMCTH C8 U3UCKBA 13 CHOOIAaBaT BCSKA
TOMO3HPAHA HEKETIaHa PeaKiA Ype3 HAIMOHAIHA CHCTEMA 3a croDINapaHe kpM Hanenaurennara
arcHNMA HO nekapcTsara, ya. ,Jlamsan I'pyes” Ne 8, 1303 Codmns, Ten.: +35928903417, yebcaiit:

www.bda.bg.

4.9 Ilpeno3mpane

Ilpunara ce caMo MHTpaBaruHaHoO, AKo cy4aiiHo 6b€ NOrbIHAT B FOJIEMY KOJTHUECTBA, MOXKE /1 C&
TIPHITOXH CTOMAIITHA MIPOMHBKA.

B crydail Ha CHMIITOMH Ha OTpaBAHe JLJDKALIY € Ha npeno3upane (fafieHe, NOBPBIAHE U ATAKCHA)
Tps6Ba Aa ce NPHIICKH CHMIITOMAaTHYHA TEPAITHA KaTO CTOMAINHA TIPOMHBKA, AKTHBEH BETIICH H
XeMOZIHATH3, Thi KOTA HAMa Criellu(HuyeH aHTHAOT. METPOHMAA30I M HeroBHTe MeTabon
Jia 6baAaT ycnenrHo AHANH3HPaHH.

5.  @®APMAKOJOI'MYHH CBOMCTBA




5.1 PapmanogHHAMEBYHE CBOiCTBa

DapMakoTepanesTHYHA IPyTia: | MHEKOIOTHYHH NPOTHBOBB3NAIHTENHH H AHTHCEIITHYHH CPE/ICTRA,
[POH3BOAHYA Ha HMHIA30,

ATC xom: GC1A F20

Knunnuna eduxacHocT H Ge30macHOCT

MS'I]JOHP].EIHSOJI € 34 JTIOKATHO H MePOopanHO MPUIIOKEHHE 3a JICUCHHE Ha TPUXOMOHAa3a.

MHKOHa30I HUTPAT ¢ eieKTHBHO AHTHMHKOTHYHO BELIECTRO cpelty AepMmaroduTtH H Bupose Candida,
a ChIIO TaKa NpATCKAaBa H CHIIHA 6am~epnoc*ra1wrﬂa AKTHBHOCT Cpelly HAKOH rpaM-ﬂ03HTHBHI/I
OakTepun, kKorato 664¢ NpHIOKEH JoKanHo. [lenTa Ha IOKAJIHOTO NPMIOKSHHE Ha TOBA

KOMSHHH{)&HO JIEKapCTBO € MOKAJHO JieveHHe Ha TPHXOMOHHA3aTa B npenoTBpaTABaHe Ha
BACMHAJTHATA MHKO3a, KOMTO 4€CTO HACTBIBAT CJIC] JICUEHHE C METPOHHIa30I1.

JlexapeTBoTo MOXKeE A3 Ce H3MON3BA 34 JiedeHHEe Ha BATHMHAIIHH MHKO3H HACTBIIBAIIH CAMOCTOATEIHO.

5.2  dapMakoKHHETHYWHH CBOicTBa

Abcopbuus

Ipu roxarno nprnoxenne abcopOLMATA MPe3 TMTaBHLMTE HA MEMPOHUOGION U MUKOHAZON HUMPAm €
MaKa.

MeTpoHHaa30 1 MHKOHA30J HATpAT He ¢e pe3opOupar B 3abenekuMu konHyecTea. Tosa BRIOYBA
HuBa cpoteeTHO nof 0.2 ug/ml u 0.3 pg/ml.

Hepopanrio memponudazon 06HKHOBEHO ce abcopbupa nobpe ¢ MakcHMallHa NJIa3MeHa
KOHLIEHTpAIHA, KOATO ce Habmoxasa Mexkay 1-us u 3-ua gac. EnHoxpareH nepopaiieH npreM Ha 250
mg AOCTHra MAKCHMaNHA TUTa3MeHa KOHUEHTPALus oT 5 pg/ml ycrasopena mocpencTaoM
razxpomarorpagckH aHanHs. BHOHAMTHYHOCTTA clie NepopaieH NpueM Ha JISKapCTBOTO € MOYTH
100%.

Pasnpenenenue

Cnopen npoy4BaHHs [IPOBEAEHY [IPH 3ApaBy NOOPOBOIILH H HPH NAUMEHTH, MeTpoHuaason 6bpso
HABAK3a B TPbOHAYHO-MOIBHYHATA TEYHOCT H JOCTHA TCPANIEBTHYHA KOHLICHTPALMS {IPH MO3BYHH H
GenoApobHu rHoHHK BE3MancHi. [IpuTexapa BHCOKa CTEIICH Ha pasnpeeneHne U No-Maiko ot 20%
OT HAMHUPALIES C& B LIMPKYAKA METPOHHIA30] € CEBP3aH ¢ IUIaMeHHTe IpoTennn. Toi HaBmusa B
OuIMAPHHA TPAKT ¥ JOCTHIA TOJNKOBA BHCOKH KOHLEHTPALMH, KOJIKOTO B IUIa3MaTta.

EnnMunupane

CpenHoTo BpeMe Ha NONYKHBOT Ha METpOHUAa30 € 8 Yaca Mpy 3apasH Xopa. OCHOBHHA ITBT Ha
eJIMMHHMpae Ha METPOHM/IA30/ M HeroeMTe MeTaboNKTH e Ype3s ypuHata (60-80% ot nosara), ac
(exanunte ce ekckpetnpar 6-15% ot gozaTta.

5.3 IpeaxaanE+nn pansH 33 Gezonacnoct
IIpoyuyBaHeTo Ha TOKCHHHOCTTA HA METPOHKHAA30J HPH [IPOABIDKKTEITHOTO MY NPUIOKEHHE BEPXY

Pa3’iAYHH [TOPOAH MHIIKH H OPYTH KHBOTHHCKH BHAOBE IIOKA3Ba, ye € NpOMCHIHEBA. HGB]JOJIGI'H‘]HHTC
OTKJIOHEHHA, OTHETEHH NTPH OIHTH £ KyUeTa, HE Ca Ha6J'lI-0JIaBaHH OpH APYTH *KHBOTHHCKH BHIOBE.

MHIIKH H [LTEX0Be. BEHO3HOTO npunoxeHye Ha METPOHMAA0/ obade He € TOBI
TIOKAYBAHE HA TETJIOTO MPH ILTHX0BE, HHTO € IIPOMEHIUIO CHINECTBEHO KPBBHOTO
CTOHHOCTHTE HA KPBBHHTE H GHOXHMHuHMTE noKazaTend. H3nonssanero Ha BUC
MaHMYHH € MpeAX3BHKAI0 XHCTONOHYHH IPOMEHM B uepHHs apob, 6e3 Tosa aa



NPOMAHA B CTOHMHOCTHTE Ha cepyMuuTe eH3uMH. Jlosu 1o 1 g/kg auerHo B npoabipkeHHe Ha

5 cenMHLH He ¢a [OKA3aNny JOMUHAHTEH JieTaneH edekt nmpH MHALIKH. IIpH HicnenBaHeTo Ha ONTHTHH
MunIkH {Swiss mice) B eaHa 1aboparopus ca perHcTpUpaHH NMOBeYe CAYHaH Ha MoABa Ha TYMODH Ha
Genua Apob M 3MoKaueCTBEHH JTAMAOMM, HO B APYTH MPOYYBAHHA ¢ ONIHTHH IUTBXOBE (Sprague-
Dawley) 1 XxaMcTep# He ¢a OTUETEHM TaKHEea 3a00isaeanud. (CneapaiTe NpoyyYBaHusa HE ¢a yCTieH
Aa JIoKaxaT, Ye METPOHHAA30/ aKTHBUpa obpasysaHeto Ha abHopmua JIHK wim mek ye € MyTareHeH
¢axTop, KOHTO HPeAU3BHKBA HACTACACTBEHH TPAHC/IOKALHH B FeHHTE Ha MEXKHTE MHIIKH. } [Tpi
HAKOH in Vitro M3cneaBaHus, METPOHHAA30]I € 110KAa3ajl MyTareHeH eekT, Ho npH in vivo npoy4BaHus
Ha O03aHHUIH He ¢ HaOIONaBaH Bh3MOXKEH PHCK 34 BE3HHKBAHE HA FTEHETHYHO YBpEXKIaHe.
[poyysanusATa Ha ocTpaTa H XPOHHYHATA NEPOpaNHa TOKCHHYHA 034 PH MHIIIKH, ILTBXOBE, MOPCKH
CBMHYETa H Ky4eTa NoKasBa JoOpH pesyntatu. Te3u nmpoy4BaHHsA MMAT 3HAYCHHE JIOpH 34
METPOHBAA30] M MHKOHA30JIOB HHTPAT BarHHANHY TabneTH, 1IpH KOWTO MHKOHa30J1 ¢e IIpHiara
JIOKAITHO.

[IpoyuBaHnATa OTHOCHO TEPATOrEHHHS ¢(EKT HA METPOHHMAA30I MOKA3EAT, Ye 103k or 80-160 mg B
100 g xpaHa He ca TepaToreHHH 3a OpemennnTe xuBoTHH. CllydauTe Ha TEpaTOreHeH eQeKT MpH
OpeMeHHH JKHBOTHH He Ca MO-YECTH OTKOJIKOTO B KOHTPOJIHATA TPYIia, Ha KOATO He € JIaBaH
MerpoHMAaazon. MMmiaHTanmTe | Ternoto Ha deTycuTe chiO ca OHNi B I'paHHILIMTE HA HOPMATa H He
ca HabmonapaHy ManopMalLHH.

IIpn BarMHANHOTO nPUNOKEHHE Ha 5 mg/kg AHEBHO METPOHHMA30M HA MaHMYHH HE Ca OTHETeHH
TIpOMEHH B KPBBHHMTE, GHOXHMHYHHTE H XHCTONATOIOTMYHNTE [IOKA3aTeNH.

6. GAPMANEBTHYHHU TAHHHA

6.1 CnrcbK Ha IOMOIHHTE BemecTna
Hatpues naypuncyndar;

Cunuuuer THOKCHM, KoloHAcH Ge3pofieH;
Marue3uer creapar;

IMoruaoK;

Harpuier xuaporenkapfonar;

Bunena kucennna;

Harpunep HumecteH raukonar (Tun A);
KpocrioBuaon;

Xunpomenosa;

Jlakro3a MoROXHApAT.

6.2 HeceBMecTEMOCTH

Henpunoxumo.

6.3 Cpox Ha rogsoct

5 rogunu

6.4 Crenuannu yciioBHE HA chXpAaHERTE
Ha ce chxpanssa nog 30°C. Jla ce cexpansaBa B OPHIHHAIHATA OMAKOBKA.

6.5 Jlanug 22 ONaKOBKATA

Mexko anymunneso dponuo ¢ LDPE nokpuTHe nocTaseHo B CrhBaeMa KapTOHEHa KYTH
3a nauuenTa. Beaxko amyMuHHeBo (onHo ceabpka 10 BaruHanHn TabneTkH.

6.6 Creuna/ing npeanassd MEPKH HPH H3IXBbPJsiHe H paboTa




Hsama cnenpani H3HCKBaHHS.
Hewnznonzpasuar nexapcmu l'IpOI[yKI‘ HUAH OTNAOLYHHUTEC MaTepnanﬂ OT HETO TpﬂﬁBa Jace H3XB'Bp.F[SIT
B CHOTBETCTBHE ¢ MECTHHTE H3HCKBaHHS.

7. TPATEXATEI] HA PASPELHIEHHETO 3A YIIOTPEBA
Gedeon Richter Plc.

1103 Budapest

Gyomrdi ut 19-21

VHrapus

8. HOMEP(A) HA PASPEIIEHMETO 3A YIIOTPEBA

20010364

9. JATA HA IBPBO PA3SPEHIABAHE/NOAHOBSIBAHE HA PA3ZPEIIEHHETO 3A
YIIOTPEBA

Jata ta nepBo pazpemarane: 01 oxroMepu.1992

Jlara Ha nocnexno noxHosaBane: 17 anpun 2001

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




