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oT 29.01.2024 K2 1454
0027

OBIIAS XAPAKTEPUCTHKA JEKAPCTBEHROFPO TIPFERAPATA 7002)

1. HAMUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Tonmepuzon PeneBai, 50 Mr, TabIeTKH, MOKPHITHIC TJICHOYHON 000JIO0UKOH.
Tonmepuson PeneBain, 150 Mr, TaGIETKH, TOKPHITHIE TUICHOYHON 000JIOYKOA.
2. KAYECTBEHHBII M KOJJMYECTBEHHBI COCTAB
JleficTBy101IIE€€ BEIECTBO: TOJIIEPU3OH.

Tonnepusod PereBas, 50 mMr, TabOIE€TKN, TOKPBITHIE INIEHOYHON 000JI0YKOH

Kaxxnas tabnerka comepxut S0 Mr Toanepu3oHa (B BUAE THIPOXIIOPUIA).
BcnomoratenbHbIe BellecTBa, HAMYHE KOTOPHIX HA/NO YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHUIpaT (cM. pasnen 4.4.).

Tonnepusod Pereai, 150 mr, Ta0JIE€TKN, ITOKPBITHIE INIEHOYHON 000JIOYKOH

Kaxnas tabnerka comepxut 150 mr Tonmepuszona (B BUIE THAPOXJIOPHIA).

BcnomoratenbHbie BelllecTBa, HATUYUME KOTOPBIX HAJO0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOI'O
npernapara: JakTo3bl MOHOTuApar (cM. paszaen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHAS{ ®OPMA

Ta0neTku, MOKPBITHIE TNICHOYHOH 000I0UKOH.

Kpyribie MBOSKOBBIMYKIIbIE TaOJIETKH, MOKPHITHIE TICHOYHONW 000JO0YKOW OEIoro Wi MOYTH
Oemoro 1BeTa, C XapakTepHbIM 3amaxoM. JlomyckaeTcs IIepoXoBaToCTh MoBepxHocTU. Ha
MOTIEPEYHOM pa3pese saApo OEI0ro WK MOYTH OeJIoro IBETA.

4. K/IMHUYECKHUE JAHHBIE

4.1. Tloxa3aHusi K NPUMEHEHHIO

Tonnepuzon PeneBasl mokaszaH K NPUMEHEHHUIO Y B3pOCIBIX B BO3pacTe OT 18 Jier.

e CHUMIITOMATHYECKOE JICYCHHE CIIACTUYHOCTH, O0YCIIOBICHHON UHCYIHTOM.

o MuodacuuanbHbIl OOIEBOM CHHIPOM CPEIHEH H TSHKEION CTETeHU (B TOM YHCIIE MBIIICYHBII
crasM IpH JOPCOMNATHSIX ).

4.2. Pe:kum 103MPOBAHUSA U CNIOCO0 MPUMEHEHM S

Jlo3a mpemnapara mnoaOupaercss HCXOAsS W3 HWHAUBUAYAIbHONM MNOTPEOHOCTH NAalMeHTa U
NEePEeHOCUMOCTH Tpenapara.

PexxuM 1o3upoBaHus

PexomenmoBanHas CcyTodHas 7032 B 3aBUCHUMOCTH OT HWHIUBHUIYAJIbHOW TOTPEOHOCTH U

MEPEHOCUMOCTH TIpernapara nanueHToM cocrapisieT 150—450 mr, pazneneHHas Ha 3 mpueMma.
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Oco0nIe I'pYHOIIbI TAKMEHTOB

Iayuenmoi ¢ HapyweHuem hyHKyuu novex
OnbIT NPUMEHEHUS TOJINEPU30HA Yy MALMEHTOB C MOYEUYHOM HEAOCTATOYHOCTHIO OTPAHHUYEH, Y
JAaHHOW KaTeropu MAaIlMeHTOB 4Yallle BO3HHMKAIM HeXenaTelnbHble peakiuu. [lostomy y
MAIMEHTOB C HAPYIIECHUSAMHU (QYHKIIMHU MTOYEK CPEHEH CTerneHn HeoOX0IMMO POBOAUTH 1MOAOOD
03Bl TOJMEPU30HA C TIHIATENLHBIM HAOMIOJIEHUEM 3a COCTOSIHHEM 3[I0pOBBSl IMAlMCHTa U
KOHTpoJieM (QYHKIMH To4ek. [Ipu TsokemoMm MopakeHMH MOYeK Ha3HAueHUE TOJMEPHU30HA HE
pEeKOMEeHayeTCsl.
Ilayuenmul ¢ Hapywenuem QynKyuu neveHu
OnbIT NPUMEHEHHUSI TOJINEPU30HA Y MAIIUEHTOB C IEYCHOYHON HEOCTAaTOYHOCTBIO OTPaHUYEH, Y
JAHHOM KaTeropMyd NAIMEHTOB 4Yallle BO3HHMKAIM HEXenaTelabHble peakuuu. [losTomy y
MNAlMEHTOB C HapylIeHUsMH (QYHKIUU TEUYEHU CpeaHEll CTEeNeHH HEeOOXOAWMO MPOBOIUTH
1no100p 1036l TOJNEPU30HA C TIIATEIbHBIM HAOIIOACHUEM 32 COCTOSIHUEM 3/I0pOBbS MAallMEeHTa U
KoHTposieM pyHKiuu nedeHu. [Ipu TspkeaoM MmopaKeHUH TMEeUeHU Ha3HAYCHHE TOJEPH30HA He
pEeKOMEHAYETCS.

eTu
be3onacHocth u 3ddexkTrnBHOCTS Tpemapara Tonmnepuzon PeneBan y aereit B Bozpacte ot 0 10
18 net He yctaHOBIEeHBI. [laHHBIE OTCYTCTBYIOT.

Cnooco0 rpuMeHeHus

BHyTpB, mocie espl, 3anuBas CTAKaHOM BOJBI.

BronocTymHOCTh TONMEPH30HA CHIDKACTCS TIPH ITPUEME HATOIIAK.

4.3. TlporuBomoxkasaHus

e [Umep4YyBCTBUTENBHOCTh K TOJNIEPU3OHY WIM XHMHUYECKH CXOJHOMY OSIIEPH30HY WM K
J1r000My M3 BCIIOMOTaTEIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3jaeie 6.1.;

® MHACTCHHs gravis;

® IIepUO] JAKTAIIH.

4.4. OcoOble ykazaHHSl M Mepbl IPEJOCTOPOKHOCTH IPH NPUMEHEHHH

Hambosee 4dYacTbIMH HEXEIATEIbLHBIMU peakudaMu 1Mpu IMPUMCHCHUU TOJIICpHU30HA B
HOCTPETUCTPALMOHHOM TI€pHOoie OBIITM PEaKIUH THIEPYYBCTBUTEIHFHOCTH. VX BBIpaKEHHOCTD
BapbUPYETCST OT JIETKMX KOXXHBIX PEAaKIUil 10 TSOKEIBIX CHCTEMHBIX PEaKLUil, BKIIOYas
aHadunakTHdeckuii mok. CHMITOMaMH peakIUil THIIEPUYyBCTBUTEIBHOCTH MOTYT OBITh
OpPUTEMA, CBbINlb, KPANMBHULIA, 3YJ, AHTHMOHEBPOTHUYECKUN OTEK, TaXUKapAus, apTepuaibHas
THITOTEH3HSI WIIN OZIBIIIKA.

}KGHH_II/IHI)I N NMaluCHTBI C MMOBBIIICHHOM YYBCTBUTCIIBHOCTBIO K JAPYruM IIperiapataM HIHU C
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annmeprieii B amamHese  MoryT  ObiTh | mompdphkbrni= L 66ies = ERibokdniy L Upticky

I‘I/IHep‘IYBCTBI/ITe.HBHOCTI/I K TOHHepI/BOHy.

B cnydae u3BECTHOM TMIIEPUYBCTBUTEIBHOCTH K JIMJAOKAMHY IIPU NPUMEHEHHMM TOJIIEPU30HA
cienyeT CoOMI0aTh MOBBIMIEHHYIO OCTOPOKHOCTh M3-32 BO3MOJMKHBIX IEPEKPECTHBIX PEaKIIHA.
Heobxomumo pexoMeH0BaTh MallMEHTaM UMETh HACTOPOKEHHOCTh B OTHOIICHHHM BO3MOHBIX
CUMIITOMOB anneprnn. HaI_II/IeHTBI JOJIP)KHBI GBITB OCBCIOMIJICHBI O TOM, 4YTO HpI/I IIOABJICHUN
CHUMIITOMOB QJIJICPIUU CIIEAyeT MPEKPATUTh MPUEM TOJINEPU30HA U HEMEIJICHHO OOpaTHThCS 3a
MEIUIIMHCKON TOMOIIBIO.

[Tocne smr30/1a THIEPYYBCTBUTEIBHOCTH K TOJTEPU30HY TOBTOPHO HAa3HAYATH Mpenapar Hellb3sl.

BcnomorarenbpHbIE BellecTBa

IIpenapar Tomnmepuson PeneBan conepxur nakTo3sl MoHoOruapar. IlanmeHram ¢ penko
BCTpEYaIoLIeiicd HACIEACTBEHHOH HEMEepEeHOCUMOCThIO TIallaKTo3bl, Ae()UIUTOM JIaKTa3bl
JIoTIapel WiTK TIIIOK030-TaJTaKTO3HOW MallbabCcopOIiel He CeayeT MPUHUMATh ATOT Mpernapar.
4.5. B3amMmopeiicTBHe ¢ JAPYIrHMH JIeKAPCTBEHHbIMHM IpenapataMu W JApyrue BH/bI
B3aMMOJEHCTBHUSA

B (apmakoknHETHUECKUX HCCIIEN0BAaHMSIX JIEKAPCTBEHHBIX B3aUMOJECHCTBUN yCTAaHOBJIEHO, YTO
COBMECTHBIN MpHeM Tomepu3oHa ¢ cyoctpatom mzodepmernta CYP2D6 nekctpameropdhanom
CIOCOOCTBYET YBEIMYEHHUIO KOHIEHTpPAlUM B KPOBU CPEICTB, KOTOPbIE META0OIM3HPYIOTCS
npeumyniectBeHHO u3opepmenTom CYP2D6, wHampumep, THOpHUIa3HHA, TOJNTEPOIUHA,
BeHJa(hakCcuHa, aTOMOKCETHHA, JAe3UIpaMuHa, JeKcTpomMeTopdana, MeTONposioyia, HeOUBOJIOJA U
nepdeHaznHa.

B wuccnenoBanusix in vitro Ha MHMKPOCOMax II€UYEHM 4YEJIOBEKA M TENaTOLMTax YeIOBeKa
BBIpR)KEHHOE WHTUOMpOBaHME WM WHAYKIUS Apyrux uzodpepmentoB (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He noATBEPKICHBI.

[ToBbIIeHNE HKCHO3MLMU TOJNIEPU30HA HE OXMJIAETCA II0CIEe OJHOBPEMEHHOTO BBEICHHUS
cyoctpatroB u3zodpepmenta CYP2D6 w/mnum apyrux mpemaparoB HU3-3a  pa3HOOOpasus
METa0OIMUECKUX MyTeH TONMEpU30Ha.

bruonocTynHoCTh TONIEpU30HA CHUXKAETCS NPU IPUEME HATOLAK, MO03TOMY HpPHUMEHEHHE
npernapara peKOMEHIYeTCsl [Tocie pHUeMa UK.

XOTsl TONNEPU30H BIMSIET HA ILEHTPAIbHYIO HEPBHYIO CHUCTEMY, €ro IOTEHLIMAIbHBIN
celaTUBHBIN >PQeKkT HU3Kuii. B ciaydyae coBmMecTHOro mpueMa ¢ JAPYrMMHU MHUOpEIaKCaHTaMU
LIEHTPAJILHOTO ACHCTBUS CIE1yeT OLIEHUTh HEOOXOAMMOCTb CHIXKEHUS J103bl TOINEPU30HA.
TonnepusoH ycunuBaer neHCTBHE HU(DIYMOBOM KHCIOTHI, TO3TOMY CJIEAYET YMEHBUIMTH J103Y
HUQIIYMOBOM KHUCIOTHl MM JAPYroro HECTEPOMAHOTO MPOTHBOBOCHAIUTEIBLHOTO Ipernapara

(HIIBII) B cmyyae 0{HOBPEMEHHOTO IPUMEHEHUS C TOJITIEPUZOHOM.
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4.6. @epTHIBHOCTb, 0EPEMEHHOCTDb U JAKTALMS

bepeMeHHOCTD

B skcnepuMeHTanbHBIX MCCIEIOBAHUIX Ha KUBOTHBIX HE BBISBICHO TEPATOI€HHOTO JEWCTBHUS
tonnepu3oHa. [lo mpuumHE OTCYTCTBHS 3HAYMMBIX KIMHUYECKHX [AHHBIX TOJIEPU30H HE
CJICOYCT MPUMCHATH IIpU 6epeMeHHOCTI/I, 3a UCKIIIOYCHUECM CJIY4acB, KOrJJa OXxXuJaacmasd I10JIb3a
OMMpCACIICHHO OIPaBAbIBACT HOTGHHH&HBHBIﬁ PUCK IJId IJ1044.

Jlakranus

[TockonbKy NaHHBIE O BBIIEICHUM TOJINEPU30HA C TPYIHBIM MOJIOKOM OTCYTCTBYIOT, TO €r0
HNPUMEHEHNE B IIEPUO] KOPMIIEHUS I'PYAbIO IIPOTUBOIIOKA3aHO.

4.7. Bausinme Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeICcTBaMH M pPadoTaTh ¢
MeXaHHu3MaMH

Tonnmepu3oH He OKa3bIBAeT BIMSHHUS Ha CIOCOOHOCTh K YIPAaBICHUIO TPAaHCIOPTHBIMU
cpeacTBaMu U MCXAaHU3MAMMU. HaI_II/IeHTaM, Y KOTOPBIX €CTh T'OJIOBOKPYXCHHC, COHJIMBOCTD,
HApYIICHHUC BHUMAHUWA, STHIICTICHA, HCUYCTKOCTH 3PCHUS WJIIWM MbIIICUHASA c1a00CTh BO BpeMA
preMa TOJIEPU30HA, CIIEyeT IPOKOHCYIbTUPOBATHCS C BPAUOM.

4.8. HexenaTeabHble peakuuu

Pesrome npoduiis 6esonacHocT

[Ipopunp Oe3zomacHOCTH TOJIEPU30HA OIECHUBAICA 10 JAHHBIM IOCTMapKETHHI'OBOTO
npuMeHeHus 6osee yem y 12000 mamueHToB.

B cooTBeTcTBUU C 3TUMU aHHBIMH HanOoJee YaCThIMU ObUIM HapYIIEHHsI CO CTOPOHBI KOXKH U
NOJKOKHBIX TKaHEH, oOIIMe paccTpoWCTBa, HApPYIIEHHS CO CTOPOHBI HEPBHOW CHUCTEMBI U
HKEITYJ0YHO-KHUILIEYHOT O TPAKTA.

[Ipn mocTMapKETUHIOBOM NMPUMEHEHUH PEAKLUU TMIEPYyBCTBUTEIBLHOCTH cocTaBuin S0—60 %
BCEX HEXeNaTeIbHBIX peakluuil. BoNbIIMHCTBO HeXeNaTeNnbHbIX peakuuidl He ObUIN Cepbe3HBIMU
U OPOXOJWIM caMOCTOATENbHO. JKu3Heyrpoxarouiye peakluud TUIepYyBCTBUTEILHOCTU
PETUCTPUPOBAINCH OYEHD PENIKO.

Pe3roMe HexxenaTeabHbIX PEAKIINN

HexenarenbHple peakiuu MPUBEIEHBI HUKE B COOTBETCTBHH ¢ Kiaccudukamueii MedDRA u
4acTOTOW BO3HUKHOBEHHS: oOdeHb yacto (>1/10); wacro (>1/100, wO <I1/10); HeuacTo
(>1/1000, O <1/100); penxo (=1/10000, O <1/1000); ouenp penko (<1/10000); uactora
HEU3BeCTHA (Ha OCHOBAHWH UMEIONTUXCS JAHHBIX OI[CHUTh HEBO3MOXHO).

Hapywenus co cmoponvt kposu u aumgpamuueckoi cucmemvl: OYCHb PEIAKO — aHEMHS,
auMpaneHonaTus.

Hapywenus co cmoponbl uMMYHHOU cucmeMvl. PEOKO — peakuus TI'MIIEp4YyBCTBUTEIBHOCTH,
4
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aHadUNAKTHYCCKAs — peaKius, oueHb peako  — || AHadimaktadeckine | Hoks U therora

HEHM3BECTHA — AaHTHOHEBPOTUYECKUI OTEK, BKJIIOYAs OTEK JIUIa, I'y0.

Hapywenusa memabonuzma u numarnus: He4aCTO — aHOPEKCHS; OUEHb PEIKO — MOJTUIUTICHSL.
Ilcuxuueckue HapywieHusi: HEYACTO — OECCOHHMIA, HAPYIIEHHWS CHA; PEOKO — CHIDKCHHE
aKTHBHOCTH, JACTIPECCHS; OYCHb PEIKO — CITyTAaHHOCTh CO3HAHMSI.

Hapywenusa co cmopoHvl HepeHOU cucmembvl. HEYACTO — TOJOBHAs 00JIb, TOJOBOKPYXEHHUE,
COHJIMBOCTB; PEIKO — HapyIIeHWE BHUMAaHUS, TPEMOp, SHWJICHCHs, TUIIECTE3Ms, NapecTe3us,
JeTaprus.

Hapywenus co cmopoHul opeana 3penus. PeIKo — HEYETKOCTh 3PEHUSL.

Hapywenus co cmoponwl opeana ciyxa u 1adupunma: peaKo — UIyM B YIIax, BEPTHUTO.
Hapywenusa co cmoponsl cepoya: peako — CTEHOKAapAMs, TaXWKapaus, OLIYIIEHUE
cepALeOneHNs; OUeHb PEIKO — OpaJiuKapaAus.

Hapywenus co cmopoHbl cocy008: HEHaCTO — apTepHaIbHas TUIIOTEH3US; PEIIKO — «IIPHIIHBBDY.
Hapywenus co cmopomnbl OblxamenvbHou cucmembl, OpeaHo8 2pYOHOU KIemKU U CPe0OCmeHUs:
PEIKO — OJIBIIIKA, HOCOBOE KPOBOTEUCHHE, YUAIICHHOE JIbIXaHHE.

JKenyoouno-xkuweunvle Hapyuienus: He9aCTo — TUCKOMQOPT B )KUBOTE, TUAPEs], CYXOCTh BO PTY,
JIMCIIETICHUS], TOLTHOTA; PEIKO — 0O0JIb B AMUTACTPAILHON 00IaCTH, 3aII0P, METEOPU3M, PBOTA.
Hapywenua co cmopoubi neuenu u dcenuesvbl8OOAWUX NYymeu: PEAKo — TeYeHOYHAs
HEI0OCTaTOYHOCTh JIETKOH CTEICHH.

Hapywenus co cmopoubl KOXCU U NOOKONMCHbIX MKAHeU: PEAKO — AIIEPTUYECKH JepMaTuT,
HOBBIIICHHAS TOTJIMBOCTb, 3y/l, KPAIIMBHUIIA, CHIIb.

Hapywenua co cmopoHvl MblueuHou, CKelemHoOu U COeOUHUMENbHOU MKAHU: HEYacTo —
MBIIIIEYHAS CTA00CTh, MUAITHS, O0Jb B KOHEUHOCTSAX; PEIKO — JAUCKOM(MDOPT B KOHEUHOCTSX;
OYEHB PEIKO — OCTEOTICHHUSL.

Hapywenus co cmopoHuvl nouex u Mo4egblo0auux nymeti. peKo — 3Hype3, IPOTCHHYPHS.
Obwue napywieHus u peakyuu 8 mecme 68edeHus. HEYacTo — aCTeHUs, TUCKOM(POPT, YCTaJIOCTh;
pPEIKO — YYBCTBO ONBSHEHMS, UYBCTBO apa, pa3pakKUTENbHOCTb, KaX/Ja; OUCHb PEAKO —
TUCKOM(OPT B TPYIHOM KIIETKE.

Jlabopamophule u uncmpymenmanbHbie OaHHble. PEAKO — CHIDKEHHE apTepHAIbHOTO JTABICHHS,
TUNEepONIMpYyOMHEMUs, U3MEHEHHE AKTUBHOCTU MEUYEHOYHBIX (PEPMEHTOB, TPOMOOLUTOIEHUS,

HGfIKOI.[HTO3; OYCHb PCAKO — YBCIIMUCHUC KOHIICHTPAIIUKU KPpCaTUHWHA B IJIa3MC KPOBHU.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo01maTh 0 mo03peBacMbIX HEKENATEIbHBIX PEaKIHMIX MOCIe PETUCTPAIMH TpenapaTa

C ICIbIO obecrneucHUs HCIIPCPBIBHOTO MOHUTOPUHIA COOTHOLICHUSA «II0JIb3a — PHUCK»
5



COOTBETCTBYET KCNEPTHOMY OTYETY
or 29.01.2024 N= 1424

NTeKapCTBEHHOTO mpenapata. MeMMHCKIM p36oTHIKAM -PekbMANeTeH COOBITATE O HF00EX

MO/I03PEBAEMbBIX HEXKENATENbHBIX PEaKIUAX JIEKApCTBEHHOTO Ipernapara 4yepe3 HalMOHaJIbHbIC
CUCTEMBbl COOOIEHUSI O HEXeNaTeIbHBbIX pEeaKUMsIX TrocynapcTB — ujeHoB EBpasuiickoro

9KOHOMHUYCCKOIo COro3a.

Poccuiickas @enepanus

®denepanbHas Ciryx0a 1Mo Ha30py B cepe 31paBOOXPAHCHUS.

Anpec: 109012, r. Mocksa, CraBstHCKast miiomaip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI

COHIHMBOCTD, JKETyJOYHO-KHUIIIEYHbIE HApyIICHUS (TOLIHOTA, PBOTA, OOJIb B JIUTACTPHUH),
TaXWKap[us, TOBBIIICHHE  apTepUaIbHOrO  JABJICHHS, OpaJWKWHE3US W  BEPTHIO.
B TskenbIx ciydasix CylopoTd, yTHETEeHHE JbIXaHUs, allHOd U KOMa.

Jleuenue

Criennuueckoro aHTHIOTA HET, PEKOMEHI0BaHA CHMITTOMATHYECKAasl TeParTHsl.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. d®apmakoanHamMHYecKHe CBOCTBA

®dapMakoTepaneBTUYeCcKas rpymnmna: MuopenakcaHTbl; MUOPEIAKCAHThI IEHTPAIbHOTO JIEHCTBUS;
JIpYyTrie MUOPEIaKCaHThl IEHTPATBLHOTO JEHCTBUSI.

Kon ATX: M03BX04

Mexanusm neiictBus, dapMakoauHaMuueckue 3 dheKThl

Tonnepu3oH ABISIETCS MUOPEIAKCAHTOM LEHTPATIBHOTO NeUCTBUS. TOUYHBIM MEXaHU3M JEHCTBUS
MOJIHOCTBIO HE BBISICHEH. Toimepu3oH oOjamaeT BbICOKONH ad@UHHOCTHIO K HEPBHOW TKaHM,
JOCTUrasi HauOOJBIIMX KOHLEHTPALMl B CTBOJIE TOJIOBHOI'O MO3ra, CIHHHOM MO3Te H
nepudepruyeckoii  HepBHOM cucrteme. OcHOBHOH 3¢(deKkT Toamepu3oHa OMOCpelOBaH
TOPMOXKEHHUEM CIMHAIBHBIX pPeQICKTOPHBIX 1ayr. BepositHOo, 3TOT 3(hdeKT coBMecTHO ¢
yCTpaHEHHEeM OOJierdyeHusi MPOBEACHUS BO30YXKACHHUSI MO HUCXOISAIIUM MYyTAM OOeCreurBaeT
TEPaNeBTUYECKOE BO3/IEHCTBUE TOIIEPU30HA.

XuMHUECKasi CTPYKTypa TOJIMEPU30HA CX0XKa CO CTPYKTypoi nuaokanHa. [loqoGHO nuaokauny,

OH oOnagaeT MeMOPaHOCTAOWUIU3HPYIONIUM JIEUCTBHEM U  CHIDKACT  AJIEKTPUUYECKYIO

6
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JI0303aBUCUMO  TOPMO3HUT  aKTUBHOCTh  NOTEHIIMAI3aBUCUMBIX  HATPUEBBIX  KaHAJOB.
CoOOTBETCTBEHHO, CHUKAETCS aMIUIMTYAa U 4acTOTa MOTEHIMala AEUCTBHUS.

bl nokazan  yrHetatoumii  3¢d¢dekT Ha NOTEHUUAT3aBUCHUMBIE KajlbIMEBbIE KaHAJbI.
[Ipenmonaraercda, 4YTo B JOINOJHEHHE K €ro MeMOpaHOCTaOWIM3UPYIOIIEMY JEHCTBUIO
TOJIIEPU30H MOKET TaKXKe TOPMO3UTH BHIOpOC MenuaTopa. Tonmepus3oH 061a1aeT HEKOTOPBIMU
Ca0bIMM  CBOMCTBaMHM  anb(a-apeHEPTruYeCKUX aHTArOHUCTOB W  aHTHUMYCKapUHOBBIM
JNICEUCTBUEM.

5.2. ®dapmakoKuHeTHYEeCKHE CBOMCTBA

AOGcopbuus

[locne mnpuema BHYTpb TOJIIEPU30H XOPOILIO BCACHIBAETCSI B TOHKOM KHIIEYHHKE.
MakcumanibHas 1a3MeHHasi KOHIeHTpanus otMedaercs yepes3 0,5—1,0 4 mociie npuema.

[To mpuyuHEe BBIPAKEHHOTO MPECUCTEMHOrO0 MeTadoJu3Ma OMOJOCTYITHOCTh COCTABIISET OKOJIO
20 %. boraras >xupamu THIIA YBEIMYUBAET OMOJOCTYMHOCTh MPUHSATOTO BHYTPHh TOJIEPU30HA
npumepHo Ha 100 % u yBenuuMBaeT MaKCUMAJIbHYIO IUIA3MEHHYIO KOHILIEHTPALMIO IIPUMEPHO Ha
45 % 1o CpaBHEHMIO C IPUEMOM IIpernapara HATOLIAK, 3aJEpKUBas BPEMsS JOCTUKEHHUS
MaKCHMaJIbHON KOHIIEHTpaluu npumMepHo Ha 30 MuH.

Buorpancdopmarnus

Tonmepu3oH WHTEHCHMBHO MeTaboNM3UpyeTcss B MedeHHM u moukax. dapmakonoruueckas
AKTUBHOCTH METa0OJUTOB HEN3BECTHA.

DJIMMUHALMS

[Ipaktudeckn momHocThiO (Oosiee 99 %) BrIBOoAMTCS MOYkaMu B dopme MeradbonuToB. [lepuon
MOJTYBBIBEJICHHS TTOCJIE PHUEMa BHYTPb — OKOJIO 2,5 4.

6. ®APMAIIEBTUUYECKHE CBOVMCTBA

6.1. [lepeyeHb BCIOMOraTe/IbHbIX BellleCTB

— Lenmrono3a Mukpokpuctamuimdeckas «tum 101»;

— JIaKTO3bl MOHOTU/IPAT;

— KpOCKapMeIio3a HaTpus;

— TUMIPOMEIUT032a (TUIPOKCUTIPOTTHIMETHIILIEIUIION03a);

— JINMOHHOW KHUCJIOTHI MOHOTUPAT;

— MarHus creapar.

CocraB 000J104YKH

— I'unipoMeruiosa (rugpokcuIiponuiaMeTuiaLeono3a) (E464);
— tutana auokcun (E171);

—makporoia 4000 (mommatunenrimkonb 4000) (E1521).
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(NOCNEOCBATENEHOCTE 0002)

6.2. HecoBMecTHMOCTL

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

3 roxa.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPU XPAHEHUH

Xpanutsb npu remneparype Huxe 30 °C.

6.5. Xapaxkrep u conep:kaHHe NEPBUYHON YIIAKOBKH

[To 10 TabneTok B KOHTYPHYIO SYCHKOBYIO YHAKOBKY W3 IUICHKH TOJMBUHUIXJIOPUIHON W
(G oJIbTH aTIOMHUHUEBOM MEYaTHOMN JIAKUPOBAHHOM.

1, 2, 3, 4, 5 KOHTYpHBIX SYECHKOBBIX YMakoBOK MO 10 TabIeTOK C JTUCTKOM-BKJIAJbIIIEM
MOMEIIAIOT B TAYKy U3 KAPTOHA [Tl TOTPEOUTEILCKON Taphl.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TMPH  YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIeKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHbIX [Ocjde MpPUMEHEeHUs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUILYJISIIUHU ¢ PenapaToM

Bech ocraBimiics iekapCTBEHHBIN Mpenapar U OTXO/Ibl CIeAyeT YHUUTOXKUTh B YCTAHOBICHHOM

MOPSIZIKE.

7. JAEPXKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUS

Poccniickas @enepanvs

Axk1uonepHoe obmiectBo «IIpousBoacTBenHas dpapmaneBTuueckas komnanuss OOHOBIEHHE
Opunnuecknii  anpec: 633621, Hoocubupckas o001., Cy3yHckuii paiioH, pm. Cy3yH,
yi1. Komuccapa 341bkoBa, 1.18.

Temn./akc: 8 (800) 200-09-95.

7.1. IlpencraBuTeib AepaKaTe]sl PErHCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un noTpeOUTENIEN HAIPABIIITH 110 aPECY:

Poccniickas @enepanys

Axuunonepnoe o6mectBo «IIponsBoacTBeHHas apmareBTHUecKas komrnanus OOHOBICHHE»
630096, r. HoBocubupck, yn. CrannmonHas, a. 80.

Ten./daxc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP PEI'HCTPAHIMOHHOI'O YIOCTOBEPEHMUSA
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9. JIATA MEPBAUYHOI PETMCTPAIIMU (MO TBEEKRAEHIE PEFUCTPAHNN,

HHEPEPETUCTPALIUN)

JlaTa nepBUYHON pEruCTpaLMU:

10. JATA IIEPECMOTPA TEKCTA

OOmast XxapakTepHCTUKa JIeKapCTBEHHOTO npenapata Tosmepu3on PeneBanm poctynmHa Ha

UHPOPMALIMOHHOM TIOpTane EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMAIHUOHHO-

KOMMYHUKaIMoHHOU cetn «HTEepHET» https://eec.eaeunion.org/.



