MUHUCTEPCTBO 3/IPABOOXPAHEHWS POCCUMCKON ®EJIEPALIVM

MHCTPYKLIUAS

o MEANIHMHCKOMY NPUMEHEHUIO JICKAPCTBEHHOI'O Npenapara

PO3AMET

Buumamenvno npowumaz?me omy  UHCMPYKYUIO neped mem, KAk HAadvamo

npumeHnenue 35moeo npenapama, max Kak oHa cooepicum 8adxcHylo oas Bac
urpopmayuuio.

Coxpanume smom nucmok-éxkaadviut. BozmooicHo, 61 3axomume npouumans
e2o ewe pas.

Ecnu 'y sac eo3nuxnu sonpocoel, obpamumecs k epauy.

Jlexapcmeennoe cpeocmeo, komopwvim Bel neuumecs, npeonazsnaueno nudHo
Bam, u eco ne cneoyem nepedasams Opyeum nuyam, NOCKONbKY OHO MOICEN
NPUYUHUMb UM 8pe0 0adice NPU HAIUdUU mex dHce CUMNmomos, ymo u'y Bac.
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ToproBoe HaumeHoBaHnue

Pozamer - I

Me:xayHapoaHoe HeMATEeHTOBAHHOE HJIM IPYNIIHPOBOYHOE HAHMEHOBAHHE
MeTtponunazon

JlekapcTBennas popma
KpeM 11 Hapy>KHOTO pUMEHEHUs

CocraB

| r Kpema coiepxKurT:

oericmsyrouyee geujecmso: metpounazon 10,00 mr;

gcnomozamenvhole geujecmea: TIWLEpos, napadUuH KUIKUH, SMYJIbraTop

Lanette SX [mieTocTeapuoBbI CIIMPT, HATPHUS JIaypuicyib(aT, BoJa OUYHUILIEHHAsd],
MPONUJICHIJIUKOb, METUINaparupokcuOeH30atT, MPOIUINaparuipokcuOeH3oar,
BOJIa OYMILIEHHAs.

Onucanue
OnHopoaHbli kpeM Oernoro 1Bera 0e3 3amnaxa.

dapmakoTepaneBTHYECKAsI TPyNNa
[TpoTHBOMUKPOOHOE U MPOTUBONPOTO30HHOE CPEJICTBO.

Koa ATX
D06BX01



dapmako/iornyeckue cBoiicTBa

DapmarxoouHamuka

Merponuznason  saBisieTcs  NPOM3BOAHBIM  HUTpoummuazosa. ObGnagaer
IPOTHUBOMUKPOOHOW M NPOTHBONPOTO30HHONH  aKTHBHOCTBIO B  OTHOILEHHH
rpaMOTPULIATENIbHBIX a9POOHBIX M aHA’POOHBIX MHUKPOOPTaHWU3MOB U MPOCTEHIIIHX.
MeTponuazon npu Hapy)KHOM TpPUMEHEHHH O0COOEHHO 3((PEKTHBEH B OTHOLIEHHH
MaryJo-myCTyJIE3HbIX BOCHAJIMTEIbHBIX DJEMEHTOB po3allea. MexaHu3M neicTBus,
MO-BUAMMOMY, BKJIIOYaeT B ce0s TakyKe MPOTHUBOBOCTIAIUTENBHBIN (P QeKT.

Dapmakoxkunemuxa

MakcumanbHasi KOHLEHTpallMss METPOHHJA30jla B IIa3Me KPOBH  IPH
Hapy>KHOM INpuMeHeHuHu | r kpema Po3zameT Ha KOXYy JIMIIAa COCTABIISIET B CPEJHEM
32,9 ur/Mn  (auanason 14,8 - 54,4 ur/mn) w  jgocturaercs uepe3  6-24 yaca.
MakcuManbHas KOHUEHTpalus MeTpPOHHJa30Jia B IUIa3Me KPOBH TPH HapyXKHOM
npuMeHenun He npesblaet 0,5 % cpenHel MaKCHMMalbHOW  KOHLEHTpPALUH
METpPOHMJa30jla B IUIa3Me KpPOBU TIIOCJE IepopajbHOro mnpuMmeHeHus: 250 mr
MeTpoHuJa3ona B Buje Tabsetok. [Ipu Hapy)KHOM TNpPUMEHEHMHM KOHIIEHTPALHUs
METPOHH/1a30J1a B MECTe HAHECEHUSI KpemMa 3HAYUTEJIbHO BBILIE, YEM B IJIa3Me KPOBH.
Cesa3p ¢ OenkamMu T1JIa3Mbl  He3HAuWTeNbHAs. HaWMeHbInas KOHIIEHTpALHsI
METPOHMJIa30J1a OIpeJessieTcsi B JKUPOBOW TKaHW. BbIBoguTCS moukamMu B
HEU3MEHHOM BHJIE€ U B BUJIe METaOOJIMTOB.

Iloka3aHusl K NPUMeEHEHHUIO
Jleuenue po3zaruea.

[IporuBonoka3zanus

[ToBbIlIEHHAs YYyBCTBUTEIBHOCTh K METPOHUAA30Jly M JPYTMM KOMIIOHEHTaM
nperapara.

Jlerckuii Bo3pact no 18 ner.

IIpumenenne npu GepeMeHHOCTH H B NEPUHO/I FPYAHOI0 BCKAPMJIHBAHHS

bepemennocmo

JlaHHBIE O KJIMHUYECKOM OIBITE HApY’KHOTO NMPUMEHEHHUs METpOHHIa3ona y
OepeMeHHBIX JKeHIIUH OTCYTCTBYIOT. [IpH nmpueme BHyTpb METPOHH1a30J1 IPOHUKAET
yepe3 IUIaLEHTapHbId Oapbep M ObICTpO mnomagaer B KpPoOBOTOK Iwioza. Ilocie
NepopaIbHOro BBEJCHMSI METPOHMJIA30JIa KpbICaM WJIM MbIIIaM He HaOII0aaloch
MPU3HAKOB TOKCUYHOCTU IUIoAa. TeM He MeHee, ITOCKOJIbKY HCCIIeIOBaHUS
PernpolyKTUBHOM TOKCUYHOCTH y KUBOTHBIX HE BCErZa MO3BOJIIOT IIPOTHO3UPOBATH
OTBETHYIO pEaKLHUI0 y YeJOBeKa, U IMOCKOJbKY MpH IMepOpalbHOM IPUMEHEHHH
METPOHUJa30a TpbI3yHaM ObUIM TMPOJAEMOHCTPUPOBAHBl €ro  KaHIEPOreHHbIE
CBOMCTBa, mpemnapar MNpH OepeMEeHHOCTH TMPUMEHSIOT TOJIBKO B Cllydae, eCju
npejnosiaraeMasl moJib3a Ui MaTepu MpeBbILIaeT NOTEHIHAIbHBIA PUCK Ul TUIO/a
nocJie KOHCYJIbTalluu ¢ BpadoM. Ecnu Bel 6epemenHbl, WK npeanoaraere, 4to B
Morid  ObITh  OepeMeHHO#, WM IUlaHUpyeTe OepeMEeHHOCTb, HeOOXOIMMO
MPOKOHCYJIbTUPOBATHCS C BPAUOM.



ITepuoo epyonoco éckapmausanus

[locne npuema BHYTph METPOHHA30JI MPOHUKAET B TPYJHOE MOJIOKO B
KOHLIEHTPALMAX, aHAJIOTHYHBIX T€M, KOTOpble ObLIM OOHApPYI)KEHBI B IJIa3Me KPOBH.
Hecmotps Ha To, 4TO mociie Hapy)KHOTO MPUMEHEHHsT METPOHH1a30J1a Y KOPMSIIIHX
TPYABIO )KEHIIMH €r0 KOHIEHTpalMsl B [JIa3Me KPOBHM 3HAUYUTENIBHO HUXKE, YeM Mociie
npuemMa BHYTPb, pElIEHHE O [peKpalleHUH TIPyAHOTO BCKAPMIIMBAHUS —WIIH
NpeKpalleHud MMPUMEHEHUs Ipernaparta JI0JKHO OBbITh MPUHITO C y4YeTOM OLEHKH
BaXHOCTH TPUMEHEHMs IIperapaTta JJisi MaTepu M pUcKa Juisi peOeHka roce
KOHCYJIbTALUU C BPAYOM.

Cnocob npuMeHeHHs H 103bI

Toabpko 1151 HAPY)KHOTO PUMEHEHHS.

B3pocnbim. Kpem Pozamer HaHOCAT TOHKMM CIIOEM Ha IpeIBapHTEIbHO
OYHUIICHHBIE TIOpa)KEHHbIE YYaCTKHM KOXKH [Ba pa3a B JIeHb, YTPOM M BEYEPOM,
u3beras mnonajaHus B rylaza, Ha TyObl M CIM3UCTBIE 000J0YKH Hoca. [lepen
HaHECEHUEM Kpema IOpa)KeHHbIH y4yacTOK KOXH HEOOXOJMMO TMPOMBITH TEIJIOH
BOJIOH WJIM MATKUM MOIOLUM CPEJCTBOM, KOTOPOE HE BBI3BIBAET pa3/IpakKeHUs KOKH.
[Tocne HaneceHust kpeMa BO3MOXKHO HCIOJIb30BAaHHE KOCMETHYECKHX CPEJICTB, HE
obyafalomMx ~ KOMEJOreHHbIMH M BSOXKYIIAMH  cBoWictBamu.  CpemHsis
IIPOJOJKUTENBHOCTD JIeUeHHUs: cocTaBisieT 3-4 mecsina. OqHaKo, TPy HAJIMYUU SIBHBIX
MPU3HAKOB 3(P(HEKTUBHOCTH Teparuu, JieyalldM BpauoM MOKET OBITh pacCMOTpEH
BOIIPOC O IIPOJOJDKEHUH JIEYEHHUS! B TEUEHHUE JOMOJIHUTENIbHBIX 3-4 MecsleB, B
3aBUCUMOCTH OT CTEINEHU TSHKECTH COCTOSIHUS mainueHTa. [Ipu oTCyTCTBUM SIBHOTO
KJIMHUYECKOrO yJIy4dllIeHUs JIeYeHHe ClieyeT MPEeKPaTHTh.

[TanmenTaM MoKUII0ro Bo3pacrta KOppeKIUU J103bl He TpedyeTcs.

Po3amer He pexomeHayeTcss NpUMEHSTh Yy JeTedl 10 18 yer B CBS3M C
OTCYTCTBHEM  JIaHHbIX TI0 0e30macHoCTH U 3(P(HEKTHBHOCTH NPUMEHEHUS
METPOHHK/1a30J1a Y MALUEHTOB JaHHON BO3PAaCTHOM KaTerOpHH.

Eciu mnocrie yedeHuss ynaydlleHUss He HACTYNMaeT WM TOSBISIOTCS HOBBIE
CUMIITOMBI, HEOOXOAMMO TPOKOHCYJILTUPOBATHCS ¢ BpadyoM. [IpumeHsiite npenapat
TOJIBKO COIIACHO TOMY CHOCOOY NMPUMEHEHHUsI U B TeX J03aX, KOTOpble yKa3aHbl B
UHCTPYKLIMH.

I[To6ouHoOeE aelicTBHE

Knaccudukauus moGOYHBIX peaki|il Mo opraHaM M CHCTEMaM C yKa3aHUEM
YacTOTHI UX BOBHUKHOBEHHUSI:

Ouensb yacTo (>1/10)

Yacro (=1/100 mo <1/10)

HeuacTo (>1/1 000 mo <1/100)

Penxo (=1/10 000 o <1/1 000)

Ouensb peako (<1/10 000), Bkarouas OTAeIbHbIE COOOIIEHUS

YacTtora HeusBecTHa (YacToTa He MOXKET OBITh OIIEHEHa Ha OCHOBE
UMEIONIUXCS JaHHBIX ).



Hapywenusa co cmoponw kodcu u noOKoJICHbIX mKaHell

YacTo: cyxocTh KOXkH, spurema, 3yJ, KOXHBIA auckoMdopt (ourylieHue
KIKEHUsI KOXKH, OOJNIE3HEHHOCTh KOXKH/TIOKAJIbIBAHUE ), Pa3paKeHUe KOKH, YCUICHHE
MPOSIBJIEHUH po3allea.

Yacrora Heu3BecTHas: KOHTAKTHBIM JepMaTUT, IIeJyIleHHe  KOXH,
IPUITYXJIOCTh JIULA.

Hapyzuesz CO CMOPOHbL H@pBHOZ? cucmemol
Heuacro: ATIECTE3 U, MapeCTE3Uusd, JUCTCB3UA (((MeTaIIHH‘{eCKHﬁ)) I[TPUBKYC BO

pTy).

Hapywenus co cmopomwi dcenydouno-kuueuno2o mpakma

Heuacro: TomHora.

Eciu  smobble W3 yka3aHHBIX B HHCTPYKIMH MOOOYHBIX  3(hdekToB
yCyryOnstoTes, WK OTMEUaroTest JIoOble Apyrue modounsie 3h(HeKThl, He yKazaHHbIE
B MHCTPYKIIMH, CJIEyeT HEMEeUIEHHO COOOIIMTH 00 3TOM Bpayy.

IlepenosupoBka

Jlo HacTosIero BpeMeH!U CBeJIeHUH 0 cllydyasX MepeJo3UpOBKH IMPH HAPYIKHOM
NpUMEHEHUH IIpernapara He noctynago. IIpy mnpumeHeHnuu mpenapara B
COOTBETCTBHH C HHCTPYKILMUEH 110 IPUMEHEHHIO NTepeJ0O3UPOBKA MaJIOBEPOSTHA.

B3aumoneiicTBue ¢ ApYrUMH JIeKAPCTBEHHBIMHU CpPeICTBAMH

Ilpu npumenennn xpema Poszamer He OBUIO 3aperuCTPUPOBAHO Clly4yaeB
B3aUMOJIEMCTBUS C JPYTMMH JIEKAPCTBEHHBIMU CpeJAcTBaMU. B3aumopeiicteue c
CHCTEMHBIMH ITperapaTaMi MajlloBepOSTHO M3-3a HU3KOW abcopOLuu MeTpoHKIa301a
IPU Hapy»KHOM MTPUMEHEHUH.

Tem He MeHee, qucynbpupamnonodbHas peakiusi HabMoAaeTcst y HeOOIbILIOro
KOJIMYECTBA MALMEHTOB ITPU OJHOBPEMEHHOM IPUMEHEHUH BHYTPb METPOHH/1a30J1a U
3TaHOJIA.

[Ipenynpexnaenue  coOmonarb  OCTOPOXKHOCTH  MPH  OJHOBPEMEHHOM
NMPUMEHEHUH  METpPOHHJa3oia ¢  BapapuHOM WIM  JAPYTUMH  HENpPSMBIMH
AQHTUKOAryJSHTAMH H3-32 BO3MOJKHOTO YBEIUYEHMs] MPOTPOMOMHOBOIO BpPEMEHH
OTHOCHUTCSI TOJIBKO JUJIsl METPOHM/1a30J1a TPH NTPHEMe BHYTPb.

Ecnu Bbl nmpumeHsieTe BblllleNepedyuCcIeHHble WIH ApPYTHe JIeKapCTBEHHbIE
npernapatbl (B TOM 4Hcle Oe3pelenTypHble) Tepes IMpUMEHeHHeM Ipenapara
MPOKOHCYJIBTUPYHTECH C BPAYOM.

Oco0Oble yka3aHusi

[Ipy mnosiBlIeHUMM NPU3HAKOB pa3/Ipa)K€HUsi KOXKHU BCIIEICTBUE IPUMEHEHUSs
Kpema Pozamer, creayer yMeHBIIUTb YacTOTy €ro HaHECeHUs, BPEMEHHO
NIPUOCTAHOBUTH WJIM MPEKPATUTh MPUMEHEHUE Tpernapara U MpOKOHCYJIbTHPOBATHCS
C Bpayom.

Crnenyet n3berath normnajgaHusi Kpema B IJ1a3a U Ha cliu3ucTeie obonouku. [Ipu
CJIy4yailHOM MOMNaJaHuU ClIe/lyeT TIIATEeIbHO MPOMBITh UX TEIION BOLOM.

Bo Bpemsi siedenus cienyer usberatb Bo3aeHCTBHS yibTpaduonetoBoro (YD)
U3JTydeHHst (MPSMBIX COJTHEUHBIX JIy4eH, COJspus, JaMIl cojiHeyHoro csera). Ilox

4



nevicrueM Y@ u3ydyeHUs: METPOHUIA30J MEepeXOAUT B HEAKTHBHBIH MeTaboJIuT,
II03TOMY €r0 aKTUBHOCTh 3HAYUTEJILHO CHUYKAETCS.

M3beraTh u3nuIIHErO ¥ JUTHTENIBHOTO IPUMEHEHHUS TIperapara.

Metponujazon sIBASETCS NMPOU3BOJHBIM HHUTPOMMM/IA30J1a W €ro Ccleayer
MPUMEHSATL C OCTOPOKHOCTHIO Y MAIlUEHTOB C HAapYLIEHUSIMU CO CTOPOHBI KPOBH, B
TOM YHCJIe B aHaMHe3e.

[Ipemapat  coaepkUT  NPOMHUIEHIJIMKONb, KOTOPBIH  MOXET  BBI3BATh
pazzipaxxeHue KOXH.

YuuThIBas, 4YTO B COCTaB Mpernapara BXOAAT METHJIapardJIpoKCHOeH30aT M
NPONHUIINIaparuApOKCUOEH30aT, CYIIIECTBYET PUCK PA3BUTHS aJlJIEPrUYECKHX PeaKIIHid.

Biusinue Ha cnocoGHOCTL yNpaBJsiTb TPAHCMOPTHBIMH CpeJICTBAMH,
MeXaHH3MaMHu

IIpenapar He oka3bIBaeT BIMSHUS HA CIIOCOOHOCTD YIIPABIISATh TPAHCTIOPTHBIMU
CpeJCTBaMH M MeXaHMU3MaMM (Ha OCHOBaHMM (papMaKOJAMHAMUYECKOTO MPOQUIs H
KJIMHUYECKOT O OTIbITAa IPUMEHEHHS ).

®opma BbINycKa

Kpewm s HapyxHoro npumenenus, 1 %.

ITo 25 r npenapata B anmtoMUHHEBOH TyOe, MOKPHITON 3alUTHBIM JIAKOM C
BHYTPEHHEH M BHEILHEH CTOPOHBI, C 3alassHHBIM 3alUTHON MeMOpaHOW OTBEpCTHEM
¥ IUIACTHKOBBIM KOJIITAYKOM, CHAO0XKEHHBIM KOHYCOOOpa3HbIM YCTPOWCTBOM IUIsl
MPOKaJbIBaHUs 3alUTHON MeMOpaHbl. TyOy BMecTe ¢ MHCTPYKLMEH 110 NPUMEHEHHUIO
MOMEILAIOT B KAPTOHHYIO MayKy.

Cpok roaHocTu
2 roza. He ncrionb3oBaTh M0 UCTEYEHUH CPOKA MOJTHOCTH.

YcaoBusi xpaneHus
[Ipu remneparype He Bbitte 25 °C, B HEIOCTYITHOM /IS JIeTeil MecTe.

YcaoBusi ormycka
Ornyckator 6e3 peuenTa.

JepikaTesib perucTpanHoOHHOIO yI0CTOBEPEHH s
AAPAH-T'AJIEHCKHU JIABOPATOPUU a.o.,
Cunno 20, 51000 Pueka, XopBaTusi.

IIpousBoauTesb (Bce cTaguM, BKJIKYAs BbINYCKAMWHUH KOHTPOJb

KavyecTBa) _
SIJIPAH-I"AJIEHCKHU JIABOPATOPHMU a.o.,
Cunno 20, 51000 Pueka, Xopsartus.



Ilperen3sun Kk KayecTBY mnpenapara cjelyeT HANpaBiIsaTh B ajapec
MpencraButeancrsa SIJIPAH-TAJIEHCKU JIABOPATOPHH a.o. B Poccun:

119330, r. Mocksa, JlomoHocoBckwuit mp-t, 1. 38, od. 30.

Ten.: (495) 626-50-22.

JIMpeKTOp MO PeryasTOpHBIM BOMpocam A/ O.B. I'eons




