NHCTPYKIIM S
10 MeJHIHHCKOMY IHPHMEHEHHIO JIEKAPCTBEHHOI0 CPEACTBA

Toprosoe Ha3BaHue Npenapara:
KJUOH®- 1 100 (KLION®- D 100)

MeskayHnapoanoe HenaTeHToBannoe naspanue (MHH):
Metponunazon/Muxonason (Metronidazole/Miconazole)

JlexapcTrBennas popma:
TadneTky BaruHaabHBIE

Cocras

Kaxxmast Tabnerka BaruHanbHas COJIEPIKUT!

eticmeylowue seujecmea:

MeTponua3ou - 100 Mr, MuKoHa3ona HuTpar - 100 mr

Bcnomozamenvisle 6eujecmed.

HATpHs NaypHiICyIb(aT, KPeMHHs THOKCH]L KOJUTOUIHBIN O€3BOHBIN, MarHus creapat,
MOBUIOH, HATPHs THIPOKapOOHaT, KHCIOTA BUHHAs, HaTPHs KapOOKCUMETUIIKpaxMall (TUIl
A), KPOCIIOBHIOH, TUIIPOMEIUI03a, JTAKTO3bI MOHOTH/IPAT.

Onucanue
JIBOSIKOBBINYK/IbIE BarMHAIbHbIE TaOICTKH OBAILHON (OPMEI C 320CTPEHHBIM KOHLIOM, IOYTH
GesToro 1BeTa, pa3MepoM OKoso 24 MM X 14 MM, ¢ rpasuposkoit “100” Ha oHOM CTOpOHE.

dapmakoTepaneBTHYECKasd rpynmna

[IpoTUBOMHUKpPOOHBIE ¥ AHTHCENTHYECKHE  CPEACTBA, MCKIIOYas  KoMOMHauuu ¢
KopTHKOCTEepou1aMu. 1 Ipon3BOAHEIE HMUIA30]1d.

Kog ATX: GO1AF20.

dapmMaKoJOrHIecKue CBOicTBA

DapMakoOUHAMUKA
MeTpoHnIa30/1 SIBJISETCS IperaparoM JUis JIeYeHHs TPUXOMOHMA3a JUii MECTHOTO U
IePOPaILHOTO IPUMEHEHUS. MukoHazojga  HUTpAT  SBISIETCH 3 (EKTUBHBIM

IPOTHBOTPHOKOBLIM ~ [IPETIApPATOM, KOTOPBIH IPUMEHsieTcsl Ui JieueHus: UH(eKuui,
BEI3BaHHLIX gepMmaroduramu u Candida; Kpome TOro, NMpH MECTHOM IPUMEHCHMH OH
o0najaer  BBIPAXKEHHBIM  OAaKTEPHOCTATHYECKMM  JCHCTBHEM B  OTHOIICHHH  psja
TPaMIIOJIOKUTEIBHBIX Oaktepuil. Llensio MECTHOTO PUMEHEHHUS JTAHHOTO
KOMOMHHPOBAHHOTO IIperapara sBJIAETCA MECTHOE JICYCHHE TPUXOMOHHA3a, a Taroke
peIOTBPAIIEHHe BarHHAJIBHOTO MMKO3a, KOTOPBIM 4YacTo IMpPOSBISETCS I[OCTE JICUCHHs
METPOHH1a30JI0M.

Taxyke mpemapat MOXKET HCIONB30BATLCS INPU BAarMHANIBHBIX MHKO3aX, HE CBSI3aHHBIX C
JICHCHHUCM MCTPOHHIa30JI0M.

DapmaKoKunemura

[Ipy uHTpaBarWHAIBHOM IPHMEHECHHU METPOHMIA30] U MHUKOHA30Jla HUTPAT BCACHIBAIOTCS
He3HauuTe IbHO. 110 JaHHBIM HMCCIEAOBAaHUH, YPOBEHb METPOHMIA30]la B CBIBOPOTKE
coctasisier 0,2 MKr/Mi1, ypOBEHB MUKOHA30J1a HUTparta - 0,3 MKIr/MiL.

Memponudazon npu nepopaibiom npueme OOBIYHO XOPOIIO BCACHIBACTCS, W IMHKOBasd
Ia3MeHHas KOHIEHTpalus [JOCTUraeTcs MEXKAy IIepBhIM M TpeThbuMm vacamu. [lpu



OJIHOKpAaTHOM IepopalbHOM mpueMe 250 Mr jgocTuraercs [HKOBas —IUTa3MCHHAas
KOHIIEHTpAlMs 5  MKI/MJ,  OmpefenseMas  METOJIOM  Ta3oBoif  Xpomarorpaduu.
BHOMOCTYNHOCTE TIperapara py IepopalbHOM TIpHeMe cocTapiseT npaktudecku 100%.
CornacHO NaHHBIM HMCCIIE[0OBAHHiA, NMPOBEIEHHBIX C YYACTHEM 3I0POBBIX IOOPOBOJBIEB U
MalyeHToB, METPOHHIA30J OBICTPO IPOHUKAET B ILEPEOPOCIMHANBHYIO JKHUIKOCTH U
JIOCTUTaeT TepamleBTUYECKUX KOHIEHTpanuii B abcreccax roJOBHOTO Mo3ra U B abcreccax
nerkux. OH oOmajaeT 3HAYMTENBHBIM 00BEMOM pacmpejencHus, ©u MeHee 20%
HUPKYIMPYIOLIEr0 METPOHHIa307a CBsi3kIBaeTes ¢ Oenkamu mnasmel. Ilpenmapar nocrynaer B
YKEJTYEBBIBOAIIME IIYTH, TJIe JOCTUTAIOTCS KOHUEHTPALUU, COMOCTABUMBIE C IJIa3MEHHBIMH.
CpeaHuil TIepHoOJ| TIOTYBbIBEICHHS METPOHHIIA3011a Y 310POBBIX J0OPOBOJIBIEB COCTABIACT 8
yacoB. OCHOBHBIM IIYTEM BBIBEICHUSI METPOHUIA30]Ia M €ro MeTabOTMTOB SBISETCS MOYa
(60-80% mo351), 6-15% [103BI SKCKPETUPYETCS C KAJIOBEIMH MAcCaMH.

IToxaszanus K MPHMEHEHHIO
MecTHOE JieueHre BArHHATOB, BBI3BAHHBIX TPHXOMOHAJaMU H/UIIU TPHOKOBOM MHPEKIUEH.

IIporuBonmokazanus

['unepuayBCTBUTENFHOCTE K ACHCTBYIONIMM BEINECTBAM MM MHOOOMY U3 BCIOMOIATENIbHBIX
BEIIECTB Mpenapara.

[TepBoiit TpMeCTp OEPEMEHHOCTH.

IpusieHeHne NpH GepeMEHHOCTH M B MIEPHO/ IPYAHOI0 BCKAPMJINBAHUSI

bepemennocmo

ITpenapat MpOTHBOMIOKA3aH B IEPBOM TPUMECTPE OEPEMEHHOCTH.

MeTpoHKIa30]l TIPH TIEPOPAILHOM TIPHEME TPOHMKACT uepe3 ILUIaleHTapHbIH Oapbep U
OBICTpPO TOTAAACT B KPOBOTOK ILIOIA.

B uccloemoBaHMSAX  PENPOAYKTHBHOW  TOKCHYHOCTH, IIPOBOJMBINMXCS Ha  KphICax,
KCIIOJIL30BAIICH 03B, B NSITh Pa3 MPEBHIIAIONIME JJO3bI, IPUMEHAEMBIE Y uesioBeka. B xone
STUX HMCCAENOBaHUN He OBLIO BBISBJACHO IPU3HAKOB HapylleHUs (epTUNBHOCTH WX
MOBPEXJICHHI TI0a 110/ iecTBHEM MEeTpOHMa3ona. I1pu MHTpanepuToHeanbHOM BBEACHAH
MBIIIAM B 03¢, MPHOMU3UTEILHO COOTBETCTBYIOIIEH [03€, NPUMEHAEMOM Yy 4YEIIOBEKa,
METPOHHUIA30] OKa3biBal (eroTokcudeckoe aeicTBue. OgHAKO NPU IEPOPATLHOM BBEICHUN
OepeMeHHBIM MblIaM (peToTokcuueckuit 3 pekT He oTMeuancs. Tem He MeHee, B HACTOsALIEE
BpEMsl OTCYTCTBYIOT aJIeKBaTHbIC 1 KOHTPOJIMPYEMbIE HCCIIEOBAHUS Y OEPEMEHHBIX JKEHIIMH.
Ha ocHOBaHuM MeTa-aHAIHM3a WCCJEAOBaHU, IPOBOJMBIIMXCS B IIEPBOM TpPHUMECTpE
OepeMEHHOCTH, OBIT CAETaH BBHIBOJ O TOM, UTO YBEIMUYECHHUS PETOTOKCHYECKOTO JIEHCTBHS HE
HAOJIIOIAI0CE.

HecMoTpst Ha 9TO, METPOHUA30JI MOKET IPUMEHSTHCA BO BpeMs OEpPEMEHHOCTH TOJBKO B
ToM ciydae (M OCOOEHHO B IEPBOM TpUMecTpe OEpPEeMEHHOCTH), €CIM OXKHMJaeMas I10J1b3a
NePEeBEIINBAET BO3MOMKHBIE PHCKH.

I pyonoe eckapmiusanue

MeTpoHHIa30I1 IPU IPUEME BHYTPh HKCKPETHPYETCS B TPYAHOE MOJIOKO B KOHICHTPALMSIX,
AHATIOMUYHBIX TUIa3MeHHbIM. OH MOKET IPUIABaTh TPYIHOMY MOJIOKY TOPLKUH IIPUBKYC.

Jig 3anm@Tel MIIafeHna OT BO3JCHCTBHS Iperapara HEOOXOIUMO IIPEKpaTHTh IpHeM
METPOHMIA30J1a WK IPEKPaTUTh IPyIHOE BCKapM/IMBaHUE B MIEPUO IPHEMa METPOHK1A30]1a,
a TaxKke B TeuyeHWe | wim 2 AHeH MOcHe 3aBepUICHMs TEepaluu, NpUHUMAas BO BHHMaHHe
HEOOXOIUMOCTD Tepanuu JJIist MaTepu.



Crioco6 mpuMeHEeHUs U J03bI

Ipu mpuxomonuase; OJXHOBPEMEHHO C NPUEMOM METPOHMIA30Ja BHYTpb, 1 BarmHaJIbHYIO
tabnerky Kmmou-JI 100, npeiBapiTeIbHO ClIeTKa CMOYHB, HEOOXOMMO BBOJUTD TIyOOKO BO
BIIATAIIINE OJMH Pa3 B JIeHb (BeYepoM mepejl CHoM) B Tedenue 10 quel.

B Teuenue stux 10 maHel HEOOXOAUMO €KEIHEBHO NMPUHUMATL 2 TabJIETKH METPOHHAA30I1a
(250 Mr X 2 pa3za) BHYTPS (04HY TaOICTKY YTPOM H OJHY BEYEPOM) BO BPEMsl HJIM 110CJIE €IBL,
HE pa3KeBbIBAL.

I{enecooGpasHo  OJHOBPEMEHHO [IPOBOJUTE JICUEHHE CEKCYabHOrO MapTHepa TabieTKaMu
METPOHH/1a30J1a JITIs TPUEMa BHYTPb.

B cnyuae HeadexrupnoctH nedeHus: 10-1HEBHBIN KypC JICYCHUS MOXKHO ITIOBTOPUTD.

Ilpu rkanouoose: 1 BarmpaneHyio Tabnetky Kimon-JI 100, nmpeaBapuTeIbHO ClIerKa CMOYMB,
HEeOOXOIUMO BBOIHMTH INTyGOKO BO BIArajuilie OAMH pa3 B AEHb (BEUEPOM IIEPE] CHOM) B
teyenue 10 aneit. '

IloGouHoe aeicTBHE

a) Cooluanoch 0 Cayyasx MOSBICHUS pasIpaKeHus IIPU MECTHOM NPUMEHEHHH IIperapara
Kiuon-J1 100, BarunansHbie Ta0eTK. B pefkux ciyyasx MOIyT BOSHUKATH PEaKI[MH
MECTHOM TUIepYyBCTBUTEILHOCTH.

b) Ilpu npuMcHeHHH B KOoMOMHanuu ¢ TableTKaM¥ METPOHH[A30j1a JUls NpueMa BHYTPb
MOI'YT BO3HUKATh CJICJYIOIIUE NOOOYHBIC PEAKIUH:

Knacc cuerem Ouenb Yacrto (ot | Heuacro (ot =1/1 Peako (o1 Ouens peako
OpTaHoB 4acTo >1/100 no 000 go <1/100) =1/10 000 o (<1/10 000)
(MedDRA >1/10 <1/10) 1/1 000)
(MenuuuHCKHIT
cnoBaphb
HOPMATHBHO-
npaBoBoi
NesiTebLHOCTH)
12.1)
Wndexunun u I'pubkoBas
HHBA3HH cyrnepuHpekL
ust (Hampumep,
KaH/1/103)
Hapywenus co Heitrponenus
CTOPOHBI KPOBH H o (nefikoneHus)
nuM@paTuueckoi TpombGouuToneHus
CHCTEMBI
Hapywenus co AHapunakTHYECKU
CTOPOHBI € peakuuu
HMMYHHOI
CHCTEMBI
Hapymenus CumxeHue
MHTAHUS H anneTuTa
oO6MeHa BeLLecTB
IMenxuueckue Cocrosinue
HapYLUeHHs CIYTaHHOCTH
CO3HANNUs
Hapyumerus co ["onosHas Iepudepudeckas
CTOPOHBI 0oL HelponaTys
HepBHOIi (runecTesns)
CHCTEMBI ["010BOKPYIKEHHE
Cynoporu
Hapyuienus
KOOPAHHALIMH
COHNUBOCTh




Hucressusa

(MeTanauyeckui

BKYC BO PTY)
Hapyuienus co Tomnora | bonu B PeoTa
CTOPOHBI KUBOTE 006107 EHHOCTD
NMUILEBAPUTENABHO Kuieunoie S3BIKA
it cHeTeMBbl Komuky "

Huapes

Hapyluenus co Xonecras
CTOPOHBI entyxa
renaToOMIHAPHO
i CHCTEMBI
Hapywenus co AHTHOHEBPOTHYE MynbstrhopmHasi
CTOPOHBI KOYKH H CKHI OTEK spuTeMa
NOAKOMKHOI Koxublil 3y1
KJIeTYaTKH Cholrib

KpanusHuua
Cucremusbie PaznpaxeHue B
HApYLLUEeHHS H MECTe BBEACHHUA
0CJI0KHEHHS B [MoBbllLIEHHE
MecTe BBEIeHUs! TEMIepaTyphl

Tena
JlaGopaTopHble HM3menenue [TosbleHKe
MoKa3aTe/ 1BeTa Mouu* aKTHBHOCTH

«TEUYEHOYHBIXY
(epmMeHTOB

* [ToreMHEHHE MOYH 06yCHOBHCHO MeTaboIHTOM METPOHKHAA30/1a U HE UMECT KIHHHUYCCKOTO
3HAYUCHHS.

¢) Tlepudepuueckas Helpomatus (OHEMEHHE KOHEUHOCTEH), roJioBHas ©00Jb, Cyaopory,
COHJIMBOCTE, TOJIOBOKPYKEHHE, HapylIeHWe KOOPAMHALMM M COCTOSHHE CIYTAHHOCTH
CO3HaHHuA Ha6.]'[IO,£lﬂJ'[HCI) B PEAKHUX ClIydasaX MHpPH NITUTEIbHOM IIPHMMEHCHHH BBICOKHX J03
npernapara.

Tlocne YMEHBIICHHS 03B UK IPEKPALICHUSA TCPAlMKd BCC HICPEIUCIICHHBIC B TabuLe BBILIS
CHUMIITOMDBI CAMOIIPOHU3BOJIBHO PaspeIlaltch.

Iepenosuposka 4

[Ipenapar mpeqHa3sHa4yeH TONBKO JUIs MHTpPAaBarMHAIBHOIO IpuMeHenus. B cayuae
HEeIpeIHAMEPEHHOr0 MpUeMa BHYTPh OOJBIIOrO KONMYECTBA Mperapara Heo0X0oauMo
IPOMBITH JKeNymdoK. [Ipu IOSBIEHWM CHMIITOMOB HHTOKCHKAIMHM IPH IEPEeTO3MPOBKE
(TOIIHOTLI, PBOTHI M ATAKCHH) HEOOXOAUMO IPOBOJUTH CUMITOMATHYECKYIO TePAIIHIO, TAKYIO
KaK [POMBIBAHME JKEJIYJIKA, AKTHBHPOBAHHBIA yromb, remoauanus. Crenuuyeckui aHTuaoT
OTCYTCTBYET. MeTPOHHIa30] U €70 META0OIUTHI XOPOIIO BEIBOJSTCS MIPH JHAIIM3E.

B3auMmopeiicTBue ¢ JPYrUMH JIEKADCTBEHHBIMH IIpeniapaTtamMu H Apyrue ¢(opmsi
B3aHMO/IeHicTBUSA

JlaHHBIE OTHOCUTEIRHO B3aMMOJCHCTBHS METPOHMJA30J]a W MUKOHA30Jla HUTpaTa MpU
BarMHAILHOM IIPUMEHEHHH 1O HACTOSILETO BPEMEHU HE H3BECTHBL

IIpy mpuMEHEHHU BarMHaIbHBIX Tadnerok Kiwmon-JI 100 B xoMOMHAUMM ¢ TaOJEeTKaMH
METPOHMIA30J1a ISl IIpUeMa BHYTPb MOTYT BO3HHKAThL CJEAYIOINHAE THUIIbI JIEKAPCTBEHHBIX
B3aUMOIEHCTBHUIH:




2 MeTpoHK/1a30]T MOKET MOTCHIHPOBATH AHTHKOArYJSIHOHHBIH 3(Q(EKT NepopanbHBIX
AHTUKOAI'YJSIHTOB, YTO MOJXKET TPUBECTH K YIUIMHEHHIO NMPOTPOMOMHOBOIO BPEMCHH,
I03TOMY HEOOXOJUMO CKOPPEKTUPOBATH UX J103Y.

- Unnykropsl  (QepmentoB  (Hampumep,  ¢enurouH,  (eHobapOMTam)  MOryT
CIOCOOCTBOBATh YCKOPEHMIO MeTabo0aM3Ma METPOHHJA30j1a, YTO MOJXKET IPHBECTH K
CHWYKEHMIO IIJIa3MEHHBIX YPOBHEH U YBEIMYCHHUIO TUIA3MEHHOTO KIIMpeHca (peHuTOHNHA.

- WUuruburopsl  GepMeHTOB (HampuMep, LMMETHIMH) MOLYT YIUIMHATH TIEPHOJ
HOJIyBBIBEICHUS ¥ YMEHBINATH TJIA3MEHHBIH KIMPEHC METPOHKIa301a.

—  VnorpeblieHne alKOTOJBHBIX HAMHUTKOB BO BpPEMsl IpPHUEMa METPOHHUA3071a MOJKET
BBI3LIBATH  JUCYJIbOUpaMononobnsle 1mo0ounble  3(QQEKThl (KHUIIEYHBIC KOJMKH,
TOLIHOTY, PBOTY, TOJIOBHBIE O0JIH U TIOKPACHEHHUE JIULIA).

- Metponumason u gucyibpupaM HE JIODKHBI TNPUHUMATECS COBMECTHO (MOTYT
BO3HHUKATh: aJJUTHBHBIN YPPEKT, ICUXOTUYECKUE PEAKI[HH, CIIyTAHHOCTh CO3HAHUS)

—  IlpueM MeTpOHMAA30j7a MOXKET CIOCOOCTBOBATH NOBBILIEHHIO COAEPIKAHUS JHUTHS B
ma3sMe KpOBH, B CBs3H C 4YEM HCOGXOHHMO YMCHBIIUTE JO3Y MJIH OTMCHHTB npenapar
JUTUS J0 Havala TCpallii METPOHHUIa30JI0M.

- B caydasx OJHOBPEMEHHOrO IIPHMEHEHMs IMKIOCIOPHHA M METPOHUZA30]a MOIYT
BO3pacTaTh KOHIIEHTPAIMH IUKJIOCIOPHHA B IlJJasMe KpoBH. Ecium xoMOMHMpOBaHHAs
TepanMs OTUMM TIpernaparaMd HeoOXOoAHMMa, PpEKOMEHIYETCs KOHTPOJIHMPOBATh
KOHICHTpauK{ MUKJIOCIIOPUHA B IIasMe KpoBH.

—  MeTpoHu1a30J1 CrOocOOCTBYET YMEHBIICHHUIO KIHPeHca S-Gropypaluia U yBeIHUeHHUTO
€ro TOKCHYHOCTH.

—  MeTpoHHIa30]1 MOKET OKa3blBaTh BIMSHUE Ha pPE3yJbTaTbl OLUEHKH OIPEIEICHHBIX
OMOXUMHUECKHX ToKazareneit CBHIBOPOTKH KpOBH, TaKHX KaK
acriapraTaMuHOTpaHchepasza (ACT), anaHuHaMuHOTpaHchepasa (AJIT),
naxraraeraaporenasa (JIJI), Tpurinmepuipl U rIIOK030TeKCOKUHA3A.

MepsI npeaocTOPOKHOCTH NPH NPUMEHEHHH

Bo Bpems kypca nedenust npenaparom Kmuon-J[ 100, a Taxxke, 110 MeHbIIEH Mepe, B TEYEHHE
OJIHOTO JIHS TIOCIIE €0 3aBEPIICHHUS, 3alpellaeTcs yIoTpeOIeHHe aJKOT0JILHBIX HAlTUTKOB.

Bo Bpems sedenus mnpenapatrom Kmmon-J[ 100, BaruHanbnbie TabJIeTKH, HEOOXOIMMO
u30erarhb MOIOBBEIX KOHTAKTOB.

B ciayuae HedpHeKTHBHOCTH JIEUEHHMs] PEKOMEHJyeTCs 3aMeHa Ha APYrod CHCTEMHBIA
TPUXOMOHATOIMIHBIH H/WIH IIPOTHBOIPUOKOBEIN Iperapar.

B ciiy4yae MosiBJICHUS OBBIIIEHHOW UyBCTBUTEILHOCTH, Pa3ApaKeHHs CIM3HCTHIX 000I0YEK,
JICYCHUE JIAHHBIM IIPENapaToM ClieAyeT IPEKPaTHTh.

Biusinue Ha cnoco0HOCTH K YNPABJCHHIO TPAHCIOPTHBIMH CpeAcTBaMH H padory ¢
MeXaHH3MAMH

[Ipenapar Kiwon-J[ 100 TabieTkn BarMHAIBHBIE HE OKA3BIBACT BIHSHUSA HA CIIOCOOHOCTH K
YIPABJIEHHIO TPAHCIIOPTHBEIMY CPEJICTBAMU M pabOTy ¢ MEXaHM3MAMH.

Ynakoska

10 TabeToK BaruHAILHBEIX B OIHCTEpE U3 MSIKOH aIOMHHHEBOH (DOIIBTH, TTOKPHITOH CI0EM
[MOJIUDTHIICHA.

1 6aucTep B KapTOHHONH KOPOOKE ¢ IPUIIOKEHHON HHCTPYKIMEN 110 IPHMEHECHHIO.

YcnoBusi XpaneHus

Xpanute npu temneparype He Bpiue 30 °C, B OpurvHaIbHOM YNAkOBKE IS 3aIUTBLI OT
BO3/ICHCTBUSA CBETA U BJIary.

XpaHUTB B HEJOCTYITHOM JIJISL IETEH MECTE,



Cpox rogHocTH
5 €T
He npuMeHSTh 110 HCTEYSHHH CPOKA FOJHOCTH, YKa3aHHOIO Ha YIIaKOBKE.

VeaoBue OTIyCKa H3 aNTeK
[lo peuenty Bpaya.

IIpoussoaureib
OAO «I'eneon Puxrep»
H-1103 Bynaner, yiu. Jémpén, 19-21, Benrpus

Kommnanusi, MpeIcTABIMIONIAs HHTEPeChl NPOU3BOAUTEIS 1 3aABHTEIs:
OAO «I'eneon Puxrtep» '
H-1103 Bynamnemnr, yi. Jémpéun, 19-21, Benrpus

TenedoH ropsyeii THHAK (3BOHOK OeCIUIATHBIH): 7-800-555-00777
DnextpouHblit anpec: drugsafety@g-richter.ru
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