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(NMOCNEOOBATENEHOCTE 0002)

OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Tomuton, 100 mr/mut + 2,5 Mr/mit, pacTBOp /I BHYTPUMBIIIEYHOTO BBEICHHUS.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JlelicTBy1OIIIME BENIECTBA: TOJMNEPU3OH + [JIUIOKAMH .

Kaxnprit mn pactBopa coaepxut 100 Mr tonmepus3oHa (B BHUAEC THAPOXJIOpHAA) U 2,5 MT
JIUI0KanHa (B BUAE TMAPOXJIOPHUAA).

BcnomoratenbHbie BeliecTBa, HATUYUE KOTOPBIX HAJO0 YUYHTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npemnapara: Metuinaparuapokcuoensoar (E218) (cm. pasmen 4.4).

ITomubIi MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPUBCACH B Pa3aciIic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 1J11 BHYTPUMBIIIEYHOT'O BBEICHHUS.

BeCHBeTHaH, IIpo3padHasd WK CJICTKa 3CJICHOBATAsA C XapAaKTCPHBIM 3aI1aXOM KUAKOCTD.

4. KINMHUYECKUE JAHHBIE

4.1. Iloka3zaHusl K IPUMEHEHHUIO

IIpenmapar Tos3uTON INOKa3aH K NPUMEHEHHIO Yy B3pOCIBIX B Bo3pacTe crapiie 18 ser B
CIIEYIOIINX CITydasx:

— CumMnromaTHueckoe JIEYeHHE CIaCTUYHOCTH, 00YCIIOBICHHON MHCYJIBTOM.

—  Muodacumnanbubiii 607€BOM CHHIPOM CpeTHEN U TSHKEIION CTETeHH (B TOM YHCJIC MBIIIEYHBIHA

CrasM IpH JOPCONATHSX ).

4.2. Pexxum 103MpoBaHNs U €C1IOCO0 NPUMEHEHUs!

PexxuM 103upOBaHus

Bspocnvie
ExenneBno BHyTpuMbIiedHo 1mo 1 mi (100 mr Tonmepusona) 2 paza B CyTKH.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmoi ¢ Hapywenuem hyHKkyuu novex
OnbIT NpUMEHEHHs TONMNEPU30HA Y MAIMEHTOB C MOYEYHOM HEIOCTATOUYHOCTHIO OrPAaHUYEH, Y
JTAHHOM KaTeTOpHH MAIlMEHTOB Yallle BO3HUKAIN HeXKeNaTeIbHbIEC peakiuu. [103ToMy y manueHToB

C HapymieHussMH (YHKIMH TIOYEK CPEIHEW CTEeMeHH HEeOOXOAMMO MPOBOAUTH MOAOODP 03B
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TOJINIEPU30HA C THIATEIHHBIM HAOIIOJCHUEM 32 COCTOSHUEM 3/I0POBbS MAIMEHTAa M KOHTPOJIEM
¢byskun mouek. [Ipu TsoKenoM nopakeHUr oYeK Ha3HAYCHHE TOJEPU30HA HE PEKOMEHTYETCSI.
THayuenmoi ¢ HapyweHuem yHKYuU neveHu
OnbIT IPUMEHEHHS TOJIEPU30HA Y TIAIIMEHTOB C NMEYEHOYHOW HEJJOCTATOYHOCTHIO OTpaHUYEH, Y
JAaHHOW KaTerOpUH MAIMEHTOB Yallle BO3HUKAIH HeXKeNaTeIbHbIe peakiuu. [loaToMy y manueHToB
C HapyuieHusIMH (DYHKIUW MEYEHW CpeIHEH CTerneHW HeoOXOTUMO TPOBOAUTH MOIAOODP J03bI
TOJITICPU30HA C THIATEIHHBIM HAOJIIOJICHUEM 33 COCTOSHHEM 3JI0pOBBS MAIIMEHTa U KOHTPOJIEM
¢yHknun medeHu. [lpu  TSDKEIOM TMOpaKCHWW T[I€YCHUW HA3HAYCHHWE TOJINEPU30HA HE
PEKOMEHTyETCS.

eTH
[Mpenapat Toy3uToN HE NMpeaHA3HAYCH JIJISl IPUMEHEHHsS Y IETeH W MOAPOCTKOB B BO3pAacTe 0
18 ner.

Cnoco6 IIPUMCHCHUA

BryTtpumsiedHo.

4.3. [IpoTuBONOKA3aHUS

— T'unepuyyBCTBUTENBHOCTh K TOJIMEPU3OHY WIM XUMHUYECKH CXOJHOMY SIEPU30HY, WIH K
JUI0KAUHY, UM K JII0OOMY U3 BCIIOMOTAaTeNIbHBIX BEIIECTB, IEPEUNCIICHHBIX B pa3zene 6.1

—  Muactenus gravis

— bepeMeHHOCTh U epHoJI TPYAHOTO BCKAPMIIMBAHUS

—  Jlerckuii Bo3pact g0 18 ner

4.4. Oco0ble yka3aHus M Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOYKHOCTEIO

— Y JKCHIIWH,;

— Y HAIMEHTOB C MOBBIIIEHHON YyBCTBUTEIBHOCTBIO K APYTUM IIpenaparaM Wi ¢ aJJIEpTHel B
aHaMHe3e;

— Yy MalMeHTOB C TTOYEYHON U TIEYCHOYHON HEJOCTAaTOYHOCTRIO (CM. pazzen 4.2).

Oco0ble yKazaHusg

Haunbonee dacTeIMH HeEXeNIaTCILHBIMU p€aknusaMnu 1NOpu IMMPUMCHCHHUH TOJICPU30OHA B
MOCTPETUCTPALIMOHHOM TICPUOAC ObLIN p€akunu MMOBBIICHHOMN YYBCTBUTCIIBHOCTH. Hx
BBIPAXKCHHOCTb BAapbUPYCT OT JICTKUX KOXKHBIX peaKuHﬁ J0 TSOKCJIBIX CHCTCEMHBIX peaKuHﬁ,

BKJIO4asda aHa(I)I/IJIaKTI/I‘-ICCKI/II\/II mok. CuMmnToMaMu peaxunﬁ MMOBBIIIEHHOM YYBCTBUTCIIBHOCTU
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MOTYT OBITb 3pUTEMA, Chillb, KpPANMHUBHUIA, 3y/l, AHTMOHEBPOTUYECKUH OTEK, TaXWUKapaus,
apTepuabHas TUIIOTEH3US WU OJIBIIIIKA.

JKeHIMHBI ¥ MalMEeHTHl C TOBBINIEHHONW YYBCTBUTEIBHOCTBIO K JIPYTMM IIpenaparaMm Wi ¢
ajuleprueii B aHaMHE3e MOTYT OBITh TOJBEP)KEHBI 0O0Jiee BBICOKOMY PHCKY MOBBIIICHHON
YYBCTBUTEIBHOCTH K TOJITIEPU3OHY.

B cinydyae u3BeCTHOM TOBBIIIEHHOW YYBCTBUTEIBHOCTH K JIMJOKAWHY TpPU TPUMEHEHUU
TOJITIEPU30HA CIICYET COONIIOIATh MOBHIIIICHHYIO OCTOPOKHOCTD M3-32 BOBMOXKHBIX ITEPEKPECTHBIX
peaKIuid.

[TaruenTam ciieyeT ObITh BHUMATEIBHBIMH B OTHOIICHWHU JIOOBIX CHMIITOMOB TOBBIIIICHHOMN
YyBCTBUTEIBHOCTHU. [Ipy BO3ZHUKHOBEHUH CHUMIITOMOB CIIEAYET HEMEJICHHO MPEKPATUTh MPUEM
mpernapara ¥ He3aMeJIMTENbHO o0paTuThcs K Bpauy. He creayeT mNOBTOpPHO Ha3HadaTh
TOJIMEPU30H TOCJE AMU30[a IMOBBIIIEHHOW YYBCTBUTEIBHOCTU K JIEKAPCTBEHHOMY IMpernapary,
coJieprKallleMy TOJIIMEPU30H WU JIUJOKAKH.

BcriomorareiabpHbIE BENIECTBA

[Mpenapar Tomsurton conepxut Metuimnaparuapokcuoensoar (E218), KoTOpbIil MOKET BBI3bIBATH
aJIepruyeckie peakiuuu (B TOM UHUCIE OTCPOYEHHBIE) M, B HCKIIOUUTENBHBIX CIyYasx,

OpoHXOCMa3M.

4.5. B3ammopeiicTBMe ¢ JIPYrHMH JIeKAPCTBEHHBIMHM IpenapaTtaMH W [pyrue BH/bI
B3aMMO/EHCTBUA

HccnenoBanust (apMakOKMHETUYECKOTO JIEKAPCTBEHHOTO B3aMMOJEHCTBHS C MapKEepHBIM
cyoctpatom wuzopepmenta CYP2D6 pexcrpomeropdaHoM Moka3aiad, 4YTO OJHOBPEMEHHOE
INPUMEHEHHE TOJINEPU30HA MOXKET IMOBBICUTH COJEpKAaHHE B KPOBU JIEKAPCTBEHHBIX CPEJCTB,
KOTOpbIE METa0OoIM3UpPYyIOTCS NpeumyliecTBeHHO wu3odepmentom CYP2D6 (tnopuaasus,
TONTEPOJIUH, BEHJIA(paKCUH, ATOMOKCETHH, JI€3UIpPaMUH, JeKCTpoMmeTopdaH, METOINpood,
HeOuBOJI0J, epdeHasuH).

B naGopaTopHBIX SKCIIEpUMEHTax Ha MUKpOCOMax MEUEHU YesIOBEKa U IenaTolUTax 4eJoBeKa
3HAYUTEIBHOTO MHTUOMPOBaHUS WK HHAYKIUH 1pyrux uzopepmentoB CYP (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He oOHapyxeHO.

B cBs3u ¢ pasHooOpa3zueM MeTa0OJMYEeCKHX IyTed TOJMEepHU30Ha MOBBILICHHE AKCIO3UIUU
TOJIIEPU30HA TPU OJHOBPEMEHHOM NpHUMEHeHuu cybctpatoB uzopepmenta CYP2D6 w/mim
JpYTUX IPErnapaToB HE OXKUAAETCS.

HCCMOTpﬂ Ha TO, YTO TOJIICPU3OH SABJISACTCA IMPLCIIAapaTOM LECHTPAJIBHOT'O HCﬁCTBHH, CceIaTUBHBIN
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3 dexT ero oueHb HU3KUH. IIpu 01HOBpEMEHHOM NMPUMEHEHHUHU C JPYTUMH MHOpETaKCaHTaMHU
LEHTPAJIbHOTO JEHCTBUS 103y TOJIIEPU30HA CIEAYET YMEHBIINUTD.

Tonnepus3oH ycuiauBaeT JeiicTBHe HUMIYMOBOM KHCIOTHI, [MO3TOMY IpPH OJHOBPEMEHHOM
NPUMEHEHUU CJIEAYyeT PacCMOTPETh yMEHbIIEHHE 103bl HU(DIYMOBON KHUCIOTHI WM JIPYTHX

HECTEPOMIHBIX ITPOTUBOBOCIIAIUTENbHBIX NpenaparoB (HIIBII).

4.6. ®epTHIBHOCTh, 0€PEMEHHOCTDb U JIAKTALMS

bepemeHHOCTH

B skcneprMEHTanbHBIX HCCIENOBAHUSX HA JKUBOTHBIX HE BBISBICHO TEPATOTCHHOTO JICHCTBUS
tonmnepu3oHa. [To mpuvrHe OTCYTCTBUS 3HAUMMBIX KIIMHHYECKHUX JTAHHBIX TOJITIEPU30H HE CIICAYET
MPUMEHSTh IPU OEPEMEHHOCTH, 32 UCKITIOUEHUEM CITy4yaeB, KOT/Ia OKuaaeMas Mojib3a Uik MaTepu
OTIpe/IeNIEHHO OMPABIBIBAET MOTEHIIUANIBHBIN PUCK VIS IIJI0AA.

Jlakranus

[TockoNbKy NTaHHBIC O BBIIICJICHHH TOJIEPU30HA C TPYIHBIM MOJIOKOM OTCYTCTBYIOT, TO €TO

MPUMCHCHHUC B ICPUOJ KOPMJICHUSA I'PYAbIO IIPOTUBOIIOKA3aHO.

4.7. BunsiHue Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMM CPeACTBAMH H padoraTh ¢
MeXaHu3MaMu

Tonnepr3oH He OKa3bIBACT BIMSIHUS HAa CIIOCOOHOCTh YIPABISATH TPAHCIIOPTHBIMH CPEJICTBAMU U
MexaHu3Mmamu. [lanueHTtaM, y KOTOpBIX €CTh TOJOBOKPYXXEHUE, COHJIMBOCTb, HapyIlEHUE
BHUMAaHUs, JMUIENICUS, HEYETKOCTh 3PEHHUS WJIM MBIIIeYHas claboCTh BO BpEeMsl MPUMEHEHHS

TOJIIIEPHU30HA, CIICAYCT IIPOKOHCYJIBTHPOBATHCA C BpAa4OM.

4.8. He:kesnaTesibHbIEC peaKIUU

Pesrome mpoduiist 6e3onacHOCTH

[Mpodwmie  Ge30MacHOCTH  TONIMEPH30HA OLEHWBAJICS 1O JaHHBIM TOCTMApPKETHHTOBOTO
npuMeHeHus 6omaee yeMm y 12000 nanreHToB.

B cooTBeTcTBUM C 3TUMHU JaHHBIMHU, HanOoJIee YaCTHIMU OBUIM HAPYLIEHUS CO CTOPOHBI KOXKHU U
NOJKOKHBIX TKaHeH, oOIIuMe paccTpoHCTBa, HApyLIIEHHs CO CTOPOHBI HEPBHON CHUCTEMBI U
eIy TOYHO-KUTIIEYHOTO TPAKTA.

[Tpy MOCTMAapKETHHTOBOM NMPUMEHEHUH PEaKIMH TUTIEPUYBCTBUTENbHOCTH cocTtaBmm 5S0—60 %
BCEX HEXKEJaTeJIbHBIX peakiuil. BolbIIMHCTBO HEXeNaTeNbHbBIX peakuii He ObLUTH CepbEe3HBIMU U

mpoxoaujim CaMOCTOATCIIBHO. }I{I/I:«:Heyrpoxcalomne pCaknuu THUIICPUIYBCTBUTCIBHOCTH
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PErUCTPUPOBAINCH OUEHB PEJKO.

PesroMe HexxenaTeabHBIX PeaKIi

HexenarenbHple peakiud MPUBEICHBI HUKE B COOTBETCTBHM ¢ Kiaccudukarmein MedDRA,
4acTOTa pa3BUTHSI HEXKENATeNbHBIX peaKUui, TMEepedyrCICHHBIX HIKE, OIpeessiiach
COOTBETCTBEHHO CIIEAYIOIIEH rpamanuu: odeHb vacto (> 1/10), wacto (> 1/100, Ho < 1/10),
Heuvacto (> 1/1000, Ho < 1/100), penko (> 1/10000, Ho < 1/1000), ouens peaxo (< 1/10000),
4acTOTa HEU3BECTHA (HE MOXKET ObITh OllEHEHA Ha OCHOBE UMEIOUINXCS JaHHbIX ).

Hapywenus co cmoponvl kposu u aumgpamuueckoii cucmemol

Ouensb peako: aHemMus, JIUM(paTCHOTIATHSI.

Hapywenus co cmoponsl uMMyHHOU cucmembl

Penko: peakuiny MoBBIIIEHHOW YyBCTBUTEIBHOCTH, aHA(UIAKTUYECKas PEaKITHSI.

Ouenb penko: aHaQUIAKTUIECKUI MIOK.

YacroTa HeM3BECTHA: aHTHOHEBPOTUYECKUH OTEK, BKIFOUYasl OTEK JIHIIa, I'y0.

Hapywenus memabonuzma u numanus

Heuacro: anopexcus.

OdeHb peaKo: MONUTUTICHS.

Tcuxuyeckue napywenus

Heuacro: 6ecconnuIia, HapyIeHus CHa.

Penxo: cHIKEeHME aKTUBHOCTH, JIETIPECCHSI.

OdeHb peIKo: CIyTAaHHOCTh CO3HAHMSI.

Hapywenus co cmoponvl HepeHoti cucmembl

Heuacto: ronoBHas 6011k, TOJIOBOKPYKEHUE, COHITUBOCTb.

Penko: HapynieHre BHUMaHUS, TPEMOP, SITHJICTICHSI, TUTICCTE3HS, TaPECTe3 s, JISTapTHsl.
Hapywenus co cmoponvl opeana 3penus

Penko: HEUETKOCTH 3peHusl.

Hapywenus co cmoponvl opeana ciyxa u nabupunma

Penko: nrym B ymiax, BepTHTO.

Hapywenus co cmoponwl cepoya

Penko: cteHOKapaus, TaXUKapIusi, OUTYIIEHHE cepAlleOneHUsI.

Ouensb penko: Opagukapaus.

Hapywenus co cmoponwsl cocyoos

Heuwacro: aprepuanbHas TUIIOTEH3USI.

Penko: «IIPUTTUBBD).
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Hapywenus co cmoponul OvixamenvHotl cucmemsl, 0peanos 2pyOHOU KIemKU U Cpe0oCmeHUs
Penxo: onplmika, HOCOBOE KPOBOTEUEHHE, YUalllEHHOE JIbIXaHHE.
Kenyoouno-kuuieunvie HapyueHus

Heuacro: nuckoMdopt B ’uBOTE, Auapes, CyX0CTb BO PTY, JUCIHENCHS, TOLITHOTA.
Penxo: 6071b B smHUracTpaibHOM 001aCTH, 3a110p, METEOPH3M, PBOTA.

Hapywenus co cmoponvl neuenu u scenuesvi800auux nymei

Penko: meueHouHast HEIOCTATOYHOCTH JIETKOM CTENEHHU.

Hapywenus co cmoponsl Kodtcu 1 noOOKOINCHbIX MKAHell

Penko: annepruveckuii IepMaTUT, MOBHIICHHAS TOTIUBOCTD, 3y, KPAlTUBHUIIA, CHITTh
Hapywenus co cmoponul muiuieunotl, ckeiemHou u cOeOUHUMENbHOU MKAHU
Heuacro: mbleunas cinaboctb, MUaNrus, 60J1b B KOHEYHOCTSIX.

Penxo: nuckoMdopT B KOHEUHOCTSIX.

OdeHb peKo: OCTEONEHUSI.

Hapywenus co cmoponsl nouek u Mouesbig00awux nymeti

Penxo: sHype3, npoTenHypus.

Obwue paccmpoticmea u peakyuu 8 mecme 66e0eHUs

Heuacro: acrenus, auckoMdopt, ycTaaocTs.

Penko: 4yBCTBO ONBSIHEHUS, TYBCTBO JKapa, Pa3apakUTeIIbHOCTb, KaX/Ia.

Ouensb penko: TMcKoMpOopT B TPYIHOM KIIETKE.

Jlabopamophvie u uncmpymenmanvHovle OaHHble

Penko: cHIkeHUE apTepUaIbHOTO JABJICHHUS, THIIEPOUINPYOUHEMH S, U3MEHEHHE aKTUBHOCTH
«TIEYEHOYHBIX» (PEPMEHTOB, TPOMOOIIUTOTICHHS, JICHKOIIUTO3.

OueHn PEAKO: YBCIMYCHNUEC KOHICHTPAIU KPCATHUHWHA B IIJIa3ME€ KPOBHU.

COO6H.ICHI/IC 0 TOAO03PECBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxHOo coo0mare 0 MOJ03PEBAEMBIX HEKENATENIBHBIX PEAKIMAX IOCIE PErucTpanuu
JIEKapCTBEHHOI'0 Tpernapara ¢ 1eJbio 00ecredeHNs] HeMPEephIBHOIO MOHUTOPHUHTA COOTHOIIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipemnapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coolmate O JOOBIX MOJO3PEBAEMbBIX HEXKENATENbHBIX PEeaKIMsIX JICKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHbIE CHUCTEMbI COOOIIEHHSI O HEXENaTeNIbHbIX PeaKIUsiX roCyAapCcTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOr0 COK3a:

Poccniickas @enepanvs

®denepanbHas city:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEHHUs
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Anpec: 109012, r. Mocksa, CiiaBsiHCKas IiIomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITAOHHON CeTH «HTEepHET:

www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CumMnOTOMBI

COHIIMBOCTB, JKEIY/J0YHO-KHUIIEUHbIE HApyUIeHHs (TOIIHOTA, PBOTA, OOJNb B SIUTACTPUN),
TaxMKapJus, NOBBIIIEHUE apTEPUAIBHOIO JABJICHUs, OpaJuKuWHE3Us U BEPTUro. B TsmKenmbix
CIIy4asiX CyJJOpOTH, YTHETCHHE JbIXaHUs, allHOd U KOMa.

Jleuenue

CHGHI/IQ)I/I‘ICCKOFO AHTUJ0Ta HET, pCKOMCHIOBAHA CUMIITOMATHYCCKAaA TCpalius.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. @apmakoauHaAMHYeCcKHe CBOiiCTBa

dapmakoTepaneBTHUECKas IPyIa: MUOPEIAKCAHThl, MUOPEJIAKCAHTBI IICHTPAIBHOTO JICHCTBHS,
JIpyrue MUOPEIAKCAHTBI IEHTPAJIBHOTO IEHCTBHS.

Kon ATX: M03BX04

MexaHu3M AeUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

TonnepusoHa TUAPOXJIOPUA — MHOPENAKCAHT LEHTpaJbHOro  JedcTBus. (OKasbIBaeT
MeMOpaHOCTaOMIIM3UPYIOLIEe, MECTHOAHECTEe3Upylollee JeHCTBUE, TOPMO3UT TPOBEACHUE
HEPBHBIX MMITYJIbCOB B NMEPBUYHBIX a((HEepEHTHHIX BOJIOKHAX U JABUTATENbHBIX HEHPOHAX, UTO
OPUBOAUT K OJIOKUPOBAHMIO CIHMHHOMO3TOBBIX MOHO- U TIOJIMCHUHANTHYECKUX pPedIIeKcoB.
BeposiTHO, ToNmepr3oH onocpeayeT OJI0KUPOBAaHUE BbIJICIIEHUS! MEUATOPOB ITyTEM TOPMOKEHHUS
NOCTYIUIEHHST HWOHOB KajlbIMsl B CHHANChl. TOpPMO3UT TpOBeJEHHE BO30OYXICHHUS IO
PETHKYJIOCIMHAILHOMY IIyTH B CTBOJIE TOJIOBHOT'O MO3Ta.

HezaBucumo oT BaMsHUS Ha LeHTpainbHyro HepBHyto cucremy (IIHC), ycunusaer
nepugepuyeckoe KpoBooOparieHne. ITo JeiicTBUE HE CBA3aHO C BO3/AEHCTBHEM Ipernapara Ha
[MTHC u moxer ObITh OOYCIOBIEHO CJIa0bIM CIAa3MOJUTHYECKMM M aHTHUAJPEHEPTUYECKUM
JIEUCTBUEM TOJIIIEPU3OHA.

JluokanHa TUAPOXJIOPH 00J1a1aeT MECTHOAHECTE3UPYIOIUM JSHCTBUEM U NPH JT03UPOBAHUU

COTJIaCHO UHCTPYKIHUHU CUCTEMHOI'O JIEHUCTBUS HE OKa3bIBaET.
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5.2. PapmMaKkoKHHeTHYeCKHUe CBOHCTBA

AOGcopouus

Jluookaun

AOGcopOuust — mosiHast (CKOpOCTh abCOpOLMK 3aBHCHT OT MecTa BBeACHHS U 1103b1). TCmax TipH
BHYTPHUMBIIIEYHOM BBeJeHIH — 30—45 muH. CBs3b ¢ 6enkamu miazmel — 50-80 %.

Pacopenenenue

Jluookaun

BricTpo pacnpenensiercs B TkaHsx U opranax. [Iponukaer yepe3 remarodHIepaindeckuii 6apbep
(I'Db) u mnnaneHTapHbii Oapbep, CEKpeTUpyeTcss C MarepuHckuM MosiokoM (40 % ot
KOHIICHTPAIIUH B IJIa3ME MaTepH ).

BI/IOTDaHCd)ODMaHI/IH

Tonnepuzon

[TonBepraercss ”YHTCHCHBHOMY METa0O0JM3MY B TICUCHHU U TIOYKAX.

Jluooxaun

Metabonusupyetcs B neuenu (Ha 90-95 %) ¢ yuacTueM MUKPOCOMAIIbHBIX (PEPMEHTOB MyTEM
NE3aTKUINPOBAHUS aMHHOTPYIIBI W Pa3pblBa aMHUJIHON CBSI3M C OOpa30BaHUEM AaKTHUBHBIX
MeTabOIHUTOB.

DJIMMUHALNS

Tonnepuzon

BriBomuTcs moOukamMu, TpaKTUYECKH TOJHOCThIO (Oonee 99 %) B Bume MeTadOJHTOB,
dapmakonoruyeckas akTUBHOCTh KOTOPBIX Hens3BecTHA. [Ipu BHYTPUBEHHOM BBEACHUU MEPHO]
nosyBbIBeIeHus ~ 1,5 .

Jluookaun

BriBoauTes ¢ xenubto (4acTh 40361 oasepraercs peadbcopOuuu B XKKT) u moukamu (10 10 % B

HCU3MCHCHHOM BI/IIIC).

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BelIeCTB
Mertunmaparuapokcuoensoat (E218)
JIM3TUIIEHTTUKOIISE MOHOSTHIIOBBIH 3¢hup

Bonga n1s nHneximi
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6.2. HecoBMeCcTUMOCTDH
B cBsA3M ¢ OTCYTCTBHEM MCCIIEIOBAHUNA COBMECTMMOCTH, JaHHBIN JICKAPCTBEHHBIN IIpenapar He

CJIICAYyCT CMEIIMBATh C APYTUMH JICKAPCTBEHHBIMU ITPEIiapaTaMu.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUH

Xpanuts 1pu remrneparype ot 8 10 15 °C. XpaHuTb B OpUrMHAJILHOM YIIAKOBKE (IIAUKe).

6.5. XapakTep u coiep:kaHie NePBUYHON YIAKOBKHU

[To 1 mMin B ammynbl CBETO3aIMTHOrO HeWrpampHoro crekiaa mapku CHC-1. Ammyiisl
UCIIOJIb3YIOTCS C HACEUKOM/HAAPEe30M U TOUKOM MIIH KOJIBLIOM U3JI0Ma.

Ha xaxayro amIyity HaKJIEUBAIOT 3TUKETKY U3 OyMaru CaMOKJIESIIeHCS.

ITo 5 amITyn moMemarT B KOHTYPHYIO STYEMKOBYIO YIIAKOBKY M3 IUICHKH ITOJIMBUHUIXJIOPUIHOM.
| wnnm 2 KOHTypHBIE SYEHKOBBIE YIAKOBKM BMECTE C MHCTPYKLUHMEH MO MEOULMHCKOMY

MMPUMCHCHUIO TOMCHIAIOT B ITAYKYy U3 KapTOHA.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH TNPH  YHUUYTOKEHHHM HMCHOJH30BAHHOIO
JICKAPCTBEHHOI0 Mpenapara WJIH OTX0A0B, TMOJYYECHHBIX IOCJA¢ NPHMEHEHHUs!
JIEKAPCTBEHHOI0 Npenapara, u Ipyrue MaHUNyJIsiUM ¢ NpenapaToM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YIOCTOBEPEHUSA

000 «ITPOMOMEJ PYC»

Anpec: Poccuiickas ®@enepanus, 129090, r. Mocksa, npocriekt Mupa, nom 13, crpoenue 1,
oduc 13

Tenedon: +7 (495) 640-25-28

DJekTpoHHas modrta: reception@promomed.pro

7.1. IlpeacraBure/ib AepKaTe/sl perucTPALMOHHOIO YA0CTOBEPECHUS
[Iperen3un norpeduTesnell HaPaBIATh 110 AAPECY:

000 «IIPOMOME/ PYC»
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Anpec: Poccuiickas ®enepauus, 129090, r. MockBa, npocriekt Mupa, nom 13, crpoenue 1,
oduc 13

Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyrIO0CyTOUYHO)

OnekTpoHHas rmovra: hot line@promomed.pro

8. HOMEP PETUCTPAIIUOHHOI'O YIOCTOBEPEHUSA

9. JTATA NEPBUYHOM PEIMCTPAIIMM (IIOJATBEPXJIEHHSI PETMCTPAIIAMH,
MNEPEPETUCTPALINN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OO01mast xapakTepruCTUKA JIEKAPCTBEHHOTO Tpernapara Toia3uTol JocTynHa Ha WH()OPMAIMOHHOM

nopTajic EBpaSHﬁCKOFO 9KOHOMHNYCCKOI'O COI03a B I/IH(i)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CCTU

«Hurepuer» http://eec.eaeunion.org/.
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