MUHUCTEPCTBO 3/IPABOOXPAHEHHS POCCUCKOI O IEPALIAU

MHCTPYKIUA
[0 MEJIJMIIMUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

ITMPALIIETAM

i

T e
Perncrpaunonnsiii nomep: JICP-000133/08 | /M M%)/f%f = 3103121
Toprosoe Haumenosanne: [Tupaneram — LR
Me:xayHapoanoe HeMATEHTOBAHHOE HANMEHOBAHME: [HPALETAM
JlekaperBennas gopma: pacTBOp /i BHYTPUBEHHOTO BBEICHHS
CocraB: 1 M1 pactBopa couepkHT Oelicmeyiowee eewjecmso: mmpaueram — 200 Mr,
6CnoMozamenbHbie 6eujecmed: HATPHA aueTaTa TPUTHApAT — 1 Mr; yKCycHas KHCIIOTa
passenennas 30 % — no pH 5,8; Bozja 11s uabexumit — g0 1 M.

Onucanme: npospaynas GecuBeTHAS UM CIIETKa KEITOBATAS KUIKOCTD.
dapmakoTepaneBTHYECKAs IPYINA: HOOTPOIHOE CPE/ICTBO

Koa ATX: N06BX03

dapmako/IorHYecKne cBoiicTBA

DapmakoOuHamuka

[Tupaneram — HOOTPOMHBI IpenapaT, KOTOPHINA OKA3BIBAET AHCTBHE HA HEHTPATbHYIO HEPBHYIO
CHCTEMY pasIHYHbIMH IYTAMH: MOAM(HUUPYET HEHPOTPAHCMHCCHIO B TOJOBHOM MO3re,
ylyqmaeT MeTabOJM4YeCKHe YCIOBHA, CHOCOOCTBYIOMME HEHpPOHAIBHOM IUIACTHYHOCTH U
YIy4IIaeT MAKPOLUMPKYJIALMIO, BO3CHCTBYS HA PEOJIOTMYECKHE XapaKTepPUCTHKH KPOBH H He
BBI3BIBAs Ba30IUJISTALIHIO.

[lpnmenenne nupanerama y mnauMeHToB ¢ uepeGpanpHON  aMcdyHKIMeld  mMOBBIIAeT
KOHICHTPAUMIO BHMUMAHMA M  YIy4llaeT KOTHUTHBHblE (YHKUMH, YTO MpOABISLETCS
3HAYUTE/IHBIMH H3MEHEHHAMH Ha 9JIeKTposHuedatorpaMme (NOBBIICHHEM 0. U B aKTHBHOCTH,
CHH)KEHHEM O aKTHBHOCTH).

[Inpaueram crnocobGeTByeT BOCCTAHOBIEHMIO KOFHHTHBHBIX CIIOCOGHOCTEH MOCIe Pa3IHYHBIX
LepeOpalIbHBIX NOBPEXK/ICHUH BCIIE/CTBHE IHIIOKCHH, HHTOKCHKALMM WIH 3JTEKTPOCYI0POKHOMN
TEepaIuu.,

Tupaneram nokasas Juist 1eYeHHs KOPTHKAIBHOM MHOK/IOHHH KaK B KAYeCTBE MOHOTEDAIIHH, TAK
1 B COCTaBe KOMIUIEKCHOH Tepamnuu.

[Tupaneram yMeHbIIAET UTHTENHOCTD CIIPOBOLUPOBAHHOTO BECTHOYIAPHOTO HEHpPOHHUTA.

[Tupaneram HHIHOUPYET MOBBINEHHYIO ArPEralMIO0 aAKTHBMPOBAHHBIX TPOMOOLMTOB 1, B ciryqae
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NaTOJIOrHYECKOM PUIHIHOCTH 3PUTPOLHTOB, YIY4IIaeT HX AeGOpMUPYEMOCTh M CIIOCOOHOCTD K
(urbTpanuy.

Dapmakokunemuka

Pacnpeoenenue

Kaxymmuiics o6vem pacnipenenenus (Vq) cocrasnsger okono 0,6 w/kr. He cBsi3biBaetcs ¢ Gekamu
m1a3Mbl  KpoBH. [lupaueram mpoHHKaeT depes rematosHuealuyeckKuif M IUIALEHTAPHBIH
Oapbepsl, a Takxke reMoHaIu3Hbe MeMOpaHs!. [Ipy HCclle[oBaHUH Ha XKHBOTHBIX 0OHAPYKEHO,
4TO INHUpaneraM M30MpaTeNbHO HAKAIUIMBAGTCA B TKAHAX KOPBl TOJNOBHOTO MO3ra,
NPEUMYIIECTBEHHO B JIOOHBIX, TEMEHHBIX M 3aTBUIOYHEIX JIOJIAX, B MO3Xe4Ke M Oa3aibHBIX
Aapax.

Memabonuzm

[Tupaneram ne Metabosm3upyercs.

Buigeoenue

[lupaneram BEIBOIMTCS B HEH3MEHEHHOM BHJE I0YKaMH. DKCKPEIMA MOYKAMH MOYTH MOJIHAs
(> 95 %) B Teuenue 30 4. OOmMi KIHPEHC NUpaLETaAMa Y 30POBBIX JOGPOBOIBIEB COCTABISET
86 Mi/MHH.

[lepuon nomyBeIBeIeHNs U3 MIa3MBI KPOBH COCTABIsAeT 4 - 5 4 u 8,5 4 — U3 CIIMHHOMO3rOBOA
KUIKOCTHU. [Iepno/t moyBbIBEICHHS Y UTMHACTCS IIPH MIOYEYHOM HEOCTATOYHOCTH.

IToxazanusi K NnpUMeHeHNIO

- CumnroMaTuyeckoe JieYeHHe HHTEIIEKTYAIbHO-MHECTHYECKUX HAPYIIEHHH, IIPH OTCYTCTBHH
YCTaHOBJIEHHOT'O IMarHo3a JeMeHIHH.

- YMEHbIICHHE NPOSABIECHHH KOPTHKAIBHOM MHOKJIOHHM y YyBCTBUTENBHBIX K MHpAIleTaMy
NAlMEHTOB KaK B KAaYeCTBE MOHOTEPANMH, TaK H B COCTaBE KOMIUICKCHOH Tepamud (B LEIAX
ONpEesIeHNs YyBCTBHUTEILHOCTH K IHpalleTaMy B KOHKPETHOM CIydae MOJKeT OBITh IpoBejeH
NPOOHBIN KypC JIeYeHHs).

IIpornBonoka3anus

- I'Mnep4yBCTBUTENBHOCTD K NMpALeTaMy WK APYTUM [POM3BOAHBIM MTHPPOIHOHA, a TAKXKE
APYT'¥M KOMIIOHEHTaM IIpernapara.

- Xopes ['eHTHHITOHA.

- Octpoe HapyueHre MO3rOBOro KpoBoOOpareHus (reMopparudeckuii HHCYJIbT).

- TepmunaneHast cTagus XpPOHUYECKOM IT0YEYHON HEI0OCTATOYHOCTH.

- Jerckuii Bo3pacr 10 18 ser.

C 0CTOPOXKHOCTEIO

[lanuentaM ¢ TSDKENBIMH — reMOpparMYecKMMH —HApyIIEHHSIMH, DHCKOM —KPOBOTEYEeHHil

(mampumep, mpu  A3Be  OKeTYIKA), HAPYUIEHHSIMH IeMOCTas’a, TeMOppParHYecKHMHU
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1epeOpoBacKy/IAPHBIMH ~ HAapYIICHHAMH B aHaMHe3e, Y [AlUEHTOB C XHPYPrUYECKHMH
BMCIIATC/IbCTBAMH,  BKJIIOYAas  CTOMATOJOTMYECKHE  BMEINATEeNLCTBA, Yy  IAIMEHTOB,
NPUHUMAIOIIMX aHTHKOArYJISHTHl M AHTHATPEeraHThbl, B T. Y. HU3KHE JI03BI AlLleTHICATHIIHIOBOM
kucioTel. Cremyer coOmofaTe OCTOPOXKHOCTB IIPH HA3HAYEHHH IIalMEHTaM C I[10YEYHOM
HEJI0CTaTOYHOCTHIO.

IIpumenenne npu GepeMeHHOCTH M B IIEPHOJ FPYAHOT0 BCKAPMJ/IMBAHHUS

Bepemennocme

JlocTarounble JaHHBIC O IPHMEHEHUH ITHpaneTamMa BO BpeMst 6epeMeHHOCTH OTCYTCTBYIOT.
WccnenoBanns Ha JKMBOTHBIX HE IOKa3aid MPSMOrO0 MM OIOCPENOBAHHOTO BIMSHMA Ha
OepeMeHHOCTh, pasBUTHE 3MOpPHOHA/IIIONA, POABI HIIM MOCTHATAIBHOE pasBuTHE. [lupaneram
NPOHHKAeT 4Yepe3 IUTaleHTapHbId Oapbep. I[lna3smMeHHas KOHUEHTpauus mnHUpaneraMa y
HOBOpOKIeHHBIX octuraer 70 - 90 % or takoBoii y marepu. [Tupaneram ciemyeT NpHMEHSTH
BO BpeMs OEpeMEHHOCTH JIMIIb B MCKIIOUMTENBHBIX CIIy4YasX, €CIH I0Jb3a JUIs MAarepH
TNPEBBIIACT MOTCHIMAIBHBIA PUCK JUIA IUIO/A, a KIMHHYECKOe COCTOsSHHEe OepeMeHHOi Tpeyer
JIEYEHHUs TUPALIETaAMOM.

Ilepuoo epyonozo eckapmausanus

[lupaneraM npoHHMKaeT B rpyaHoe Monoko. [lupameram He cliefyeT NPUMEHATh B IEPHOJ
KOPMJICHHSl TPYJABIO HIHM ClelyeT IpPEeKpaTUTh TIPYAHOE BCKapMIIMBaHHE IIPH JICYEHHH
nupanetaMoM. IIpH NPHHATHH peleHHs 0 HeoOOXOJUMOCTH OTMEHBI IPYAHOTO BCKApMIIMBAHHUS
UM OTKa3a OT JICYCHMs IHPAlETAMOM CIIE/lyeT COOTHECTH I10JIb3y I'PYJHOr0 BCKapPMIIMBAHHS
Julsl peOeHKa | M0JIb3y TePaIuy IS KEHIHHEL

Cnioco6 npuMeHeHHs H 10351

[lapenTepanbHOE BBEJEHHME IIperapaTa HA3HAYACTCSs [P HEBO3MOXKHOCTH IPUMEHEHHUS
nepopaibHbIX (OpM Ipenapara (HampuMep, KOT/la MAIMEHT HAXOMAMTCS B OECCO3HATEIHLHOM
COCTOSIHMM WJIM HapyILIEHO IJI0TaHue).

[IpeamoyTHTEILHBIM SIBIISETCS BHYTPUBEHHOE BBEIEHHE.

BHyTpuBeHHOE BBEJICHHE OCYINECTBIIIOT B TEYEHHE HECKOJBLKMX MHHYT; IIPM BHYTPHBEHHOM
HH(DY3HOHHOM BBEJCHHH CYTOYHYIO JJ03y BBOJSAT 4Yepe3 KareTep C MOCTOSHHOM CKOpPOCTBIO Ha
NPOTSKEHUHM 24 4YacoB B CYTKM (HampuMmep, B HAYIbHOW CTaAMH JIEYEHHs TsKesIOH
MUOKJIOHHH).

[Ipenapar pa3BoJAT B OJHOM U3 COBMECTHMBIX HH(Y3HOHHBIX PACTBOPOB:

- aexketpo3sl 5 %, 10 % umm 20 %,

- ¢pykTo3sl 5 %, 10 % mimm 20 %;

- Hatpus xyopuaa 0,9 %;

- nexcrpana 40 10 % (B pactBope Harpus xnopuaa 0,9 %);



- pactBope Punrepa;

- pactBope MaHHHTONA 20 %.

Obmmii obbeM pacTBOpa, Npe[HA3HAYCHHBIA [UIS BBENEHMS, ONpEeNdeTcsi C Y4eToM
KIIMHHYECKOH CUTYalluH.

bomocHoe BHYTpUBEHHOE BBE/ICHHE BBIIONHIECTCS B TEYEHHE HE MEHEe 2 MUHYT, CyTOYHAs 032
TpH 3TOM paClpe/Ie/AeTCs Ha HECKOJIBKO BBE/ICHHH (2 - 4) ¢ paBHOMEPHBIMH MHTEpBaIaMHu Tak,
4T00BI 1032 Ha OJJHO BBEJCHHE HE IpeBbiIana 15 mi.

Y DalMeHTOB, NOJNYYAIOUMX IPOJOHIHPOBAHHYIO TEPANMIO M HMEIOUIMX TPYAHOCTH MPH
BHYTPHBCHHOM BBE/ICHHH, IIPU MOSABJICHMH BO3MOXKHOCTH PEKOMEHJYETCS IepedTH Ha
NEepOpaIbHBIA [pUEM Mpernapara (CM. HMHCTPYKUHH II0 MEIMIMHCKOMY PHMEHEHHIO
cooTBeTCTBYOIMX (opm npenapara). IIpooIDKUTEIBHOCTD JIeYeHHs ONpeeseTcss BpadoM B
3aBHCUMOCTH OT 3a00JIEBAHUS U C YYETOM JHHAMHUKH CHMIITOMOB.

lpu unmennexmyanono-mHecmuyeckux HapyueHusX:

12 - 24 mn/cytkn (2,4 - 4,8 r/cyTkn) B 2 - 4 mpuHeMa, KaK HA3HAYEHO BPAdOM HHMBHIYyaTHHO
TMaIUeHTy.

Jlevenue KopmuxkanbHOU MUOKIOHUU:

Jleverne HaqMHAIOT ¢ 10381 36 Mi/cyTkH (7,2 T/CyTKH), Kaxble 3 - 4 THS 03y YBENIHYHBAIOT HA
24 mu/cytku (4,8 r/cyTku) (IpH HCIOMB30BaHUM (GOPMBI 1 I/5 M) 10 MAKCHMANBHOH 103BI
120 ma/cyTku (24 r/cyTkn) B 2 - 3 npuema.

[Ipumenenue Apyrux mpenapaToB jUis JI€YEHHS MHOKIOHMH CIIEIYeT HMPOJOKHUTE B TOH e
fo3upoBke. B 3aBucumocTu oT momydyenHoro sddexra ciemyeT mo BO3MOKHOCTH YMEHBLIATH
103y 5TUX MPENapaToB.

Ilocne navana nedyenns nupaneTaMoM Tepammio MPOJOIDKAIOT, MOKA COXPAHSIOTCS CHMIITOMBI
3a60/1eBaHuA. Y MAlMEHTOB C OCTPBIM 3MH30[I0M Te4eHHe 3a60JIEBAHHS CO BPEMEHEM MOXET
M3MEHHUTBCS, MO3TOMY KaXiIble 6 MECAIEB CIEQyeT NMpeNIpPUHUMATh MONBITKH [0 CHHKEHHUIO
ZI03b1 MM OTMEHe Ipenapara. Bo m3bexaHHe BHE3amHOro pelyMBa 03y CHHXKAIOT Ha 6 MII
(1,2 r) kaxzple 2 aus (B LEJSX IIPeIOTBPAINEHHS BO3BMOXKHOCTH BHE3AMHOTO peLyIuBa CyIopor
npu cuaapome Jlanca-Anamca kaxusie 3 - 4 JiHs).

Hosuposeanue nayuenmam c napywenuem Gynkyuu novex:

[Iupaneram BBIBOAMTCS MOYTH MCKIIOYHTENBHO [OYKAMH, IIPH JICYCHHUH IAIHEHTOB C [I0YEYHOM
HE/IOCTaTOYHOCTBIO MM TPeOYIOHMX KOHTpONsA (YHKUMH II0YeK CleayeT CcoOmoaarTh
OCTOPOXKHOCTB. 11epro/ M0yBEIBEICHNS YBETHYHBACTCS IPSIMO NIPONOPLUHUOHATBHO YXYAIICHHIO
(yHKUMM 1OYEK M KIHMpEHCa KPeaTHHHHA; 3TO TAaKKe CHNPABEUTHBO B OTHOIICHHH MOKHIBIX
TNAlMEHTOB, Y KOTOPBIX 9KCKPEIUs KpeaTHHHHA 3aBUCHT OT BO3pacTa.

Jlosy crietyeT KOppeKTHPOBATh B 3aBUCHMOCTH OT BETMYMHBI KIIMPEHCA KPeaTHHHHA (KK).



Kiupenc xpeatnnmna (KK) a1 MyX4uH MOXKHO pacCYMTaTh, HCXOLS W3 KOHUEHTpaLuu

CBIBOPOTOYHOTO KpeaTHHHHA (Kcumopor), IO criemyromeit gopmyie:

KK(mn/ mun) = [140— sospacm (200w )|x macca mena (xz)
72 x Kcwieopon( M2 / On)

KHHPEHC KpCaTHHHHA I KEHIIUH MOXHO pacCyHTaTk, YMHOXHB IMOJIY4€HHOE 3Ha4Y€HHE Ha

ko3¢ punuent 0,85.

Tabnuna 1
[Toyeunas Knupenc xpearnnnna PexxuM no3upoBanus
HEJ0CTAaTOYHOCTh (MI/MuH)
Hopwma > 80 O6brynas no3a B 2 - 4 nnpuema
Jlerkas 50-79 2/3 o6br4HO# 10351 B 2 - 3 nprema
. Cpennss 30-49 1/3 oObr4HO# 10351 B 2 preMa
Tsxenas <30 1/6 06BIYHO# 10351 OTHOKPATHO
Tepmunansuas - [IpoTuBomoxaszano
cragus

Ho3suposanue noscunvim nayuenmam

[loxnnsmv manmenTaM 103y KOPPeKTHPYIOT IPH HAIMYMHM MOYEYHOH HEIOCTATOYHOCTH, npu
AJMTEIPHON Teparnuy He0OX0MHUM KOHTPOJIb GYHKIIMOHAIIBHOIO COCTOSHUSA MOYEK.

Hozuposanue nayuenmam ¢ Hapywenuem pynkyuu nevenu

[Tauuents! ¢ HapymenneM QYHKIMH [E€YeHH B KOPPEKIMHU J03BI He HyxkuawoTcs. [larumentam ¢
HapylIeHHeM QYHKIMM | [0YeK, M IIeYeHH J03HPOBAHKE OCYIIECTBIETCS MO CXeMe (CM. pasjen
«Jlo3upoBaHye NanUeHTaM ¢ HapylieHHeM (yHKIHHU TIOYeK»).

IToGounoe aeiicTBHe

[lepeunciennble HIKe HeKelaTeNbHbIE PEAKIMH BBIABJICHB! B KIMHHYECKHX HCCIIEI0OBAHUAX U
[0 pe3yjbTaTaM IOCTPErHCTPALMOHHOrO0 HaOMIOAEHHA M CrPYNIHPOBAHBI 110 CHCTEMHO-
OpraHHbIM Kiaccam. Yactora ompepesnsercs cieayiommm obpasoMm: odeHp dacto: > 1/10;
qacto: 2 1/100, < 1/10; mewacro: > 1/1000, < 1/100; peaxo: > 1/10 000, < 1/1000; ouens peaKo:
< 1710 000; yacToTa Heu3BecTHA (HEBO3MOKHO OLEHHTh HA OCHOBAHMH MMEIOIIMXCS HAHHDIX
KTHHHYECKUX HCCIIEJOBAHUMN ).

JlaHHBIE TOCTPErHCTPAMOHHBIX HAOIOJEHMH HEIOCTATOYHbI /Ul ONpENENeHHS YacTOTHI
HEXeJlaTeJIbHbIX peaKIuid,

Co cmoponut kpoeu u numgpamuyeckoii cucmemol

YacTroTa HeH3BeCTHA: KpPOBOTOYHUBOCTE.



Co cmopoHbl UMMYHHOU cucmeMbl

Yacrora HeusBecTHa: aHA()HIAKTOH/IHBIE PEAKIUH, THIIEPIYBCTBHTEIEHOCTD.

Co cmoponbvl ncuxuxu

YacTo: HEPBO3HOCTH

Hewacro: nenpeccus

YacToTa HeH3BECTHA: AKUTALMSA, TPEBOra, FAUTIOLMHALMH, CITyTAHHOCTD CO3HAHMSL.

Co cmoponvl HepeHol cucmembl

YacTo: runepakTHBHOCTE.

Heuacto: COHIHUBOCTS.

Hacrora Heu3BecTHA: aTaKCHs, HapyLICHHsS paBHOBECHs, O0OCTpEHHE TEYEHHs SIHIIENCHH,
royioBHas 6016, 6eCCOHHHLIA, TPEMOD.

Co cmoponvl nuujesapumensHoii cucmembl

Yacrora HemsBecTHa: abaoMHMHaIBHAas 00Jp (B T.4. B BEPXHHX OT/ENaX), TOLUIHOTA, PBOTA,
auapest.

Co cmoponvr opearnos ciyxa

Yacrora Heu3BecTHA: BEPTHTO.

Co cmoponwl cocyoos

Penxo: TpomGodnebuT, aprepralibHas rUIIOTeH3Hs (TOJIBKO MPH apEHTEPAILHOM BBEICHHH).
Co cmoponbl Kodtcu U ROOKOIICHBIX MKAHET

YacToTa HEM3BECTHA: IEPMATHUT, 3y, KPAllMBHHIA, AHTHOHEBPOTHYECKHH OTEK.

Co cmoponel penpoOykmueHoU cucmemoi

HacToTa HEM3BECTHA: YCHIICHUE CEKCYAIbHOIO BIICYCHHUA.

Obwjue napywienus u paccmpoiicmea 6 Mmecme 66€0eHuUs.

Hewacro: acTenus.

Pesxo: 60/p B MeCTE MHBEKIHH, JIUXOPAZKa (TOMBKO IPH IIAPEHTEPATLHOM BBECHHH).
Jlabopamopno-uncmpymenmanvHvle OaHHbIE

Yacro: yBennueHne Maccrl Tea.

Ilepenosnposka

Cumnmomut

3aperucTpUpOBaH €JIMHUYHBIN ClIydail pasBUTHS JUCIENTHYECKUX SBJICHHN B BUJE AMAPEH C
KpOBBIO M abJOMHMHAIBbHOH O0JbIO IpH IpueMe mpemnapara BHYTPb B CyTO4HOM jgo3e 75 T,
MPEAIOJIOKUTENILHO U3-3a OONBINOIH CyMMapHO# 03Bl COPOMTONA, KOTOPBIA paHee BXOIMI B
COCTaB pacTBOpa /Ui IpuemMa BHYTpb. B HacTosmeM npenapare copOUTON OTCYTCTBYET, OJHAKO
clIelyeT coOJIF0aTh OCTOPOKHOCTb.

[Ipoure cHMIITOMBI NEPEIO3UPOBKH HE 3aPErHCTPHPOBAHEL.



Jevenue

B cnydae 3HauMTENBHOM MEPENO3HUPOBKH CJIEAYET IPOMBITh JKETYAOK MIH BI3BATh DPBOTY.
PexomeHayercs IpoBeJieHHE CHMITOMATHYECKOM Tepalud, KOTOopas MOKET BKIIOYaTh
remoauanu3. Crnenududeckoro aHTHAOTa HeT. DPHEKTHBHOCTh reMOAMaIn3a s Iupanerama
cocrasiser 50 - 60 %.

BsaumopeiicTBHe ¢ APYrHMH JIEKAPCTBEHHBLIMH NPeNapaTAMH

I'opmonbvl wumoeuoHot Jcenesul

Ilpy onHOBpeMEHHOM NpPUMEHEHHH [HpaleTaMa M JKCTPaKTa IMHTOBHIHON JKENIE3bI
(TpHHOATHPOHMH + THUPOKCHH) OTMEYeHBl COOOLIEHHA O CIYTAHHOCTH CO3HAHMSA,
pa3apa’KUTeNbHOCTH U HApYIIEHHH CHA.

Ayenoxymapon

CornacHo ony6/IMKOBAaHHOMY KIIHHHYECKOMY MCCIIEIOBAHHUIO Y MAIMEHTOB C PELUIMBUPYIOLIUM
BEHO3HBIM TpoMOO30M mHpauneraMm B o3¢ 9,6 I/CYyTKH He BIMSET Ha 03y aleHOKyMapoa,
HEOOXOMMYIO JUIS JJOCTHXKEHHMS MEX/YHapOJHOr0 HOPMAIM30BAHHOIO OTHOIIEHHS, PAaBHOTO
2,5 - 3,5, HO 1o cpaBHEHHIO ¢ 3(Q¢deKTaMH OIHOrO JHMIIb aleHOKyMapoja, jao0aBieHue
nupaneramMma B o3¢ 9,6 Tr/CcyTKM 3HAUMTENBHO CHHDKAeT arperamuio TPOMOOIMTOB,
BBICBOOOXMIEHHE Oera-TpombornobuHna, KoHIeHTpauuo Gpubpunorena u ¢akropa BuieGpana
(VIIL: C; VII: vW: Ag; VIII: vW: RCo), a Takxe BA3KOCTh KPOBH H ILIa3MBEI.
Dapmakoxurnemudeckue 63aumoo0etcmeus

Bo3moxHOCTE  M3MeHEHHs  (papMakOKMHETHKH [HpalneraMa I0J BIHSAHHEM  JPYTHX
JIEKapCTBEHHBIX IIperapaToB HU3Kas, ockoisKy 90 % nupauerama BEIBOAUTCS B HEH3MEHEHHOM
BUJIE C MOYOH.

B xonumentpammax 142, 426 wm 1422 Mkr/mn nmpaneraM He HHrHOMpyeT H30(epMEHTHI
uuroxpoma P450 (CYP 1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 u 4A9/11) in vitro.

Jns xonnentpauuu 1422 Mxr/mn HabmoJanock MUHMMalbHOe MHrubMpoBaHue u3odepMmeHTa
CYP 2A6 (21 %) n 3A4/5 (11 %). OnHako, HOpMaIbHBIE 3HAYEHHS KOHCTAHTBI HHTHOHMPOBAHMS
(Ki), BeposATHO, BBIXOAAT JaeKO 3a mpejensl KoHUeHTpauuu 1422 mxr/mu. Takum oGpaszom,
MeTaboIuYecKne BO3AeHCTBHS UpaleTama ¢ JIpyriMH IperapaTaMu, MaJIOBEPOSITHBL.
IIpomusocyoopooicHble cpedcmea

[Ipuem nupanerama B moze 20 r/cyT Ha NPOTSOKEHUH 4 HEledb y MAIMEHTOB C SIHJICIICHEI,
MOJyYaBIIMX CTaOMJIbHBIE [03bl IPOTHBOSMIMJIENITHYECKHX IIpernapaToB (kapOaMasenuH,
(enntonn, denobapburan W BalbpoeBas KHUCIOTA), HE H3MEHSI HX MAaKCHMAIBHYI0 H
MHHUMAJIbHYIO KOHIIEHTPAIIHIO.

Ankozonw

OﬂHOBpeMBHHblﬁ IIpHEM C aJIKOI'0JIEM HE BJIHAJ Ha KOHICHTPAIHIO ITHpaneTaMa B IIasMe; TIpH
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npueMme 1,6 r nupaieraMa KOHIEHTpalXsA 3TaHO/a B IJ1a3Me He H3MEHIach.
Dapmayesmuyeckan HeCO8MecmuMocnp

[lupaneram coBmecTuM ((QH3MKO-XMMHYECKAs COBMECTHMMOCTb) ¢ Hepdy3HsIMH pacTBOpPOB:
rmoko3sl 5 %, 10 %, 20 %, dpyxrozsr 5 %, 10 %, 20 %, narpus xuopuza 0,9 %, Jdexcrpan 40
(10 % B 0,9 % pacrBope Harpus xiopuaa), Punrepa, Mannutona 20 %, HES
(ruppoxcuatuikpaxMan) 6 % u 10 %. brula mpoaemoHcTpupoBaHa CTabMIBHOCTR JaHHBIX
pacTBOPOB B TE€YEHUE MUHHMAJILHOTO Nepuoja B 24 vaca.

Ocolble ykazaHus

Brusanue na azpezayuro mpomboyumos

Benencereue antmarperantHoro s¢gdexra (cMm. pasgen «PapMmakogMHAMHKa») IIHpaleTam
CllelyeT Ha3HayaThb C OCTOPOXKHOCTBIO MAalMEHTaM C TSKEJBIMH TIeMOpPparu4ecKUMHM
HapylICHUSAMH, PHCKOM KpOBOTEYeHMH (HampuMmep, IIpH $3B€ HKEIyJKa), HapyIICHHAMH
reMocrasa, TIeMOpPparu4ecKUMH I1epeOpoBacKyISpHBIMM HAapyLIEHHWSIMM B aHaMHe3e, Y
MaMeHTOB €  XHPYPrHYeCKMMH  BMEIIATENbCTBAMH,  BKJIKOYas  CTOMATOJOIMYECKHE
BMELIATEeNIbCTBA, Y IIAIMEHTOB, IPUHHUMAIOIMX AHTHKOATyNAHTHl M AaHTHArperaHThl, B T.4.
HHU3KHE J03bI ALETHIICATUIMIOBOH KHUCIIOTHI.

[lovyeunas nedocmamoyrnocmo

[Tockonbky mnHpaneraM BBIBOAMTCA IIOYKAaMH, CIeQyeT COOJIIOJaTh OCTOPOXHOCTL IIPH
HA3HAUEHWH Mperapara ITallMeHTaM C I0YeYHOW HeJocTaTOYHOCThIO (cM. paszen «Cmocob
IPHMEHEHUS U JI03BD»).

[losicunvie nayuernmol

[Ipu UIMTETEHOM JIEYEHUH ITOXKHIIBIX MALHEHTOB HEOOXOAUM DETyIISIPHBIA KOHTPOJIb KIMpEHCa
KpeaTHHHUHA, IOCKOJIBKY MOXET HOTpeOoBaThCs KOPPEKIHUS A03bI.

Ommena mepanuu

ITpu jleYeHrH MAIMEHTOB ¢ KOPTUKAIBHONW MHOKJIOHHEH clielyeT u30eraTb pe3Koro npepbiBaHus
JIEYEHHUS, YTO MOJKET BBI3BaTh BO30OHOBIICHUE IIPHCTYTIOB.

Hampuu

[Ipu neyeHHH MALMEHTOB, HAXOMAAIIMXCS HA THIIOHATPHEBOH JHETE, PEKOMEH/TYETCS YYHThIBATD,
yro pactBop ITupamerama coaepkut MeHee 1 Mmonb (WM NpUOIM3HTENEHO 23 MI) HATPHS B
24 r nupauerama.

[Tuparieram npoHUKaeT Yepe3 GUIbTPYIoLIMe MeMOpaHbI annapaToB JUld FeMOANAIIN3a.
Biausinue Ha crioco0HOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH, MeXaHH3MAMH

B mepuox neveHus ciegyer cobmoAaTh OCTOPOKHOCTH NPH BOXKACHHH ABTOTPAHCIIOPTA H
3aHATHM JPYTHMHM [OTEHIHAIbHO ONACHBIMH BHAAMH  JIEATENBHOCTH, TpeOyrOLUMU

IOBBIIEHHOM KOHIEHTPALMH BHUMAHHUSI M OBICTPOTHI IICHXOMOTOPHBIX PEAKIIHM.



@opma BbINycKa

PactBop s BHyTpHBeHHOTO BBeAeHUs 200 MI/MIL.

[To 5 mn B ammysier HelitpabHOro crexia Mapku HC-3, 1-ro rHAPOIHTHYECKOro Kiacca MM
YCII-1.

ITo 5 ammyn B KOHTYpHO# S4eHKOBOH ymakoBKe M3 IUIEHKH MOJHBHHHIXJIOPHAHON. | wim 2
KOHTYPHBIE YEHKOBBIC YIIAKOBKM BMECTE C HHCTPYKIMEH [0 MPUMEHEHHIO IIOMEMIAIOT B MUKy
U3 KapTOHa.

Yenosusi xpanenus

XpaHHTb B 3aLMIICHHOM OT CBETAa MECTE IIpH TeMIlepaType He Bbime 25 ° C.

XpaHHUTH B HEJIOCTYITHOM JUIs JIETEH MecTe.

Cpoxk roguocrn

5 net. He uCroN1308aTh 10 MCTEUEHHH CPOKA FOHOCTH, YKA3aHHOTO HA YIIAKOBKE.

YeaoBus ornycka

Ormyckalor 1o penenry.

HanmenoBanme, ajpec npom3sBoaMTe/Nsi JIEKADCTBEHHOr0 NpeNapaTa M ajapec MecTa
npoussoacrsa/HanvenoBanue  opraHmzauum, NpHHAMAaO et npeTeH3nu oT
norpeduTeseii:

Axuuoneproe odmectso «Opranuka» (AO «Opranukay), Poccus, 654034, Kemeposckas 0611,
r. Hosokysmenk, mocce Ky3nenxoe, a3, Ttem (3843) 994-222, dake:  994-200,

www.organica-nk.ru.

JupeKTop 1o pa3BUTHIO
AO «Opranuka»




