COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 13.06.2025 N= 15262

OBILASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "705)

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Tonmepuzon+JInmokann, 100 mr/mn+2,5 Mr/mi, pacTBop AJisi BHYTPUMBIIIICYHOTO BBEICHHUSI.

2. KAUYECTBEHHBIA U KOJTUYECTBEHHBI COCTAB

JleficTByIOIIME BEIIECTBA: TOIMEPU30HA TUAPOXIOPUIH[THI0KanHA THAPOXIOPH/].

Kaxnas ammyna (1 mi) coaepxut 100,00 mr Tonmepusona rugpoxiopuaa u 2,50 Mr igokanHa
THAPOXJIOpHUa (B BH/C JTUIOKAWHA THIPOXJIOPHIa MOHOTHaApaTa 2,67 Mr).

BcnomorarenabHble BCIICCTBA, HAJIMUMUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npernapara: MeTHUINaparuIpokcuoen3oat (cM. pazzaen 4.4.).

[TonHbIi epedeHb BCIOMOTaTebHBIX BEIIECTB MIPUBEACH B pa3zene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA
PactBOp 111 BHyTPUMBILIIEYHOI'O BBEACHUS.

[Tpo3paynbli, C 3eI€HOBATO-)KEATHIM OTTEHKOM PAacTBOP, CO CIIEUU(DPUUECKUM 3aITaXxOM.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHusl K IPUMEHEHHUIO

[Ipenapar Tonnepuzon+JIlugokanH moka3aH K IPUMEHEHHUIO Y B3pOCIIBIX B BO3pacTe oT 18 jerT.

— CuMnTomMaThyeckoe JeUeHne CIaCTUYHOCTH Y B3POCIbIX, 00YCIIOBICHHON MHCYIBTOM.

— MuodacuuanbHbiii  00JI€BOM CHHAPOM CpPEIHEH M TSOKEIOW CTENeHH (B TOM YHCIIE

MBILLIEYHBIN CMa3M MpU AOPCOMATHUSX).

4.2. Pe:xuM J103UPOBAHHSA M CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

B3pocnvim exennesno no 1 mi (100 mr TonnepusoHa) 2 pa3a B CyTKU, BHYTPUMBIILIEYHO.

Oco0rIe I'pynIbl TanMEHTOB

Tlayuenmul ¢ noyeunol HeOOCMAMOUHOCHBIO

OneIT IpUMEHEHUs TOJNEPU30HA Yy MALKMEHTOB C MOYEYHON HEJOCTaTOUYHOCTHIO OIPAaHUYEH, Y
JTAaHHOW KaTeropuy MalMEHTOB Yallle BO3HUKAIH HeXKeNnaTeabHble peakiuu. [loaTromMy y nanueHToB
C HapylIeHUAMH (QYHKIMHM TMOYEK CpeJHEH CTEelNeHH HEeOOXOAMMO MPOBOAUTH MOAOOP 03B
TOJIIEPU30HA C TIIATEIbHBIM HAOIIOAEHUEM 3a COCTOSHHUEM 370POBbs MAallMEHTa U KOHTPOJIEM
¢yskuuu nouek. Ipu TspKeIoM nmopakeHUM MoYeK Ha3HaueHHe TOJITNEPU30HA HE PEKOMEH Ty eTCsl.

Hauuenmbl C NEeYEeHOYHOU HeDOCMAMOYHOCbIO
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I[aHHOﬁ KaTCropru nmanucHTOB Yall¢ BO3ZHUKAIN HCKCIIATCIbHBIC pCAKIIUH. HOE)TOMy Y IalfuCHTOB
C HapyuleHHsIMH (DYHKIUU TEYEHU CpelHEH CTerneHU HeoOXOIMMO MPOBOAMUTH MOA00P 03B
TOJIIEPU30HA C TIIATEIbHBIM HAOIIOACHHEM 3a COCTOSHUEM 370POBbs MallMEHTa U KOHTPOJIEM
byuknun nedeHu. [lpum  TsokenoM TOpakeHMM T[€YEHM Ha3HayeHHe TOJINMEPU30Ha He
PEKOMEH1yeTCHl.
CTU

[Ipenapar Tonnepuzon+JInaokanH He MpeaHA3HAYEH ISl MPUMEHEHHS Y I€Tel U OAPOCTKOB B
BO3pacte A0 18 ner.

Cnooco0 npuMeHeHus

BryTtpumsliedHo.

4.3. TIpoTuBOMOKAa3aHUS

—  TUNEPYYBCTBUTEIHLHOCTH K TOJMEPHU30HY WJIM XUMHYECKH CXOTHOMY SIIEPHU30HY, a TaKXKe
JUIOKAWHY W/HJIH JTF0OOMY M3 BCTIOMOTATEIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3nene 6.1.;

— MHUacTeHHs gravis;

— OepeMEeHHOCTh U TIEPUO/I TPYAHOTO BCKAPMIIMBAHHS;

— JIeTH ¥ TOAPOCTKU 10 18 serT.

4.4, QOcoOble ykazaHusl U MepPbl NPEIOCTOPOKHOCTH NMPH NMPUMEHEHUH

C 0CTOPOKHOCTBLIO

[Ipenapar cienyer NpUMEHATH C OCTOPOXKHOCTBIO Yy JKEHIIMH, MAlMEHTOB C MOBBILIEHHON
YYBCTBUTEJIBHOCTBIO K JAPYTUM IIpernapaTaM WId C ajjieprueil B aHamHe3e, Y MalUeHTOB C
MOYCYHOW U MEYCHOYHOM HEAOCTATOUHOCTRIO (cM. pasaen 4.2.).

HaH6onee YaCTbIMHU HCXKCIIATCIIbHBIMU  PCAKIIUAMHU 1HpU NPUMCHCHHUU TOJIIICPHU30OHA B
MOCTPECTUCTPAITUOHHOM  TICPHUOAC GBIJII/I pcaknuuun MHOBBIIIICHHOU YYBCTBUTCIIbHOCTH. Nx
BBIPQXXEHHOCTh BapbUPYET OT JIETKUX KOXKHBIX PEaKUUd J0 TAKENbIX CHUCTEMHBIX PEaKIIHid,
BKJIIOYas aHauiIaKTHYeCKUH MoK, CHUMOTOMAaMH PEAKIUW TOBBIIIEHHOW YYBCTBHUTEIHHOCTH
MOT'YyT 6I>ITB SpuUTCMa, CbIllb, KpallMBHUIA, 3V, aHI‘I/IOHeBpOTI/I‘-IQCKI/II\/'I OTCK, TaxuKapaus,
apTepHraJibHas rTUIIOTCH3WA UJIW OABIIIKA.

JKeHIMHBI M MalMEHTHl C TOBBIIIEHHONH UYyBCTBUTENIBHOCTBIO K APYTUM IIperaparaMm HWiH C
alyieprueii B aHaMHE3€ MOTYT OBbITh IOABEpPXKEHbI 0o0Jiee BBHICOKOMY PHCKY MOBBIIICHHON

YYBCTBUTCIIbBHOCTH K TOJHICPU3OHY.
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TOJIIIEPU30HA  CcJeIyeT COONIoNaTh TIOBBIIICHHYIO OCTOPOKHOCTH  HM3-32  BO3MOXKHBIX
NIEPEKPECTHBIX PEAKLIUM.

[TauuenTam cnenyer ObITh BHUMATEIbHBIMH B OTHOLIEHHMH JIOOBIX CHMIITOMOB IOBBIIIEHHOU
YyBCTBUTEIBHOCTH. IIpy BOBHHKHOBEHHH CUMITOMOB CIIELYET HEMENJIECHHO NPEKPATUTh MIPUEM
npenapata M HeE3aMeIUIMTENIbHO o0paTHThCs K Bpady. He ciegyer MOBTOpHO Ha3HayaTh
TOJIIIEPU30H IIOCIIE JN30/1a OBBIIIEHHON YyBCTBUTEIIBHOCTH K JIEKAPCTBEHHOMY IIpEIapary, ero
coliepKauiemy.

BcnoMorarebHEBIC BEISCTBA

[IpemapaTt comepXUT METUIIMAPATUIPOKCUOEH30aT, KOTOPBI MOKET BBI3BIBATH AJUICPTHUSCKUE

peaxiu (BO3MOXKHO, OTCPOUYCHHBIE) M, B UCKITIOUUTENBHBIX CIy4asx, OpOHXOCIIa3M.

4.5. BzaumopeiicTBHe ¢ [PYrHMH JIeKAPCTBEHHbIMHM IMpenapataMu W Jpyrue BH/bI
B3aUMOJACHCTBUSA

HccnenoBanus (HhapMaKOKMHETHYECKOTO JIEKAPCTBEHHOI'O B3aUMOJICHCTBUS C MAapKEPHBIM
cyocrpatom uszodepmenta CYP2D6 nexkcrpameropdanom IMOKa3anw, 4YTO OJHOBPEMEHHOE
IMPUMEHEHHUE TOJNEPU30HA MOXKET IMOBBICUTH COJEpP)KAaHHUE B KPOBU JIEKAPCTBEHHBIX CPENICTB,
KOTOpBbIE METaOONM3UPYIOTCS TMpeumyimiecTBeHHO u3zodepmentom CYP2D6 (tuopunmasus,
TONTEPOJIUH, BEHJA(paKCHH, AaTOMOKCETHH, JE3UIIPaMHUH, JAeKcTpoMeTopdaH, METOmposIod,
HeOuBOIIOJ, epdeHasrH).

B nabopaTopHbIX SKCIEpUMEHTaX Ha MUKPOCOMax IEUEHHU YEIOBEKa M TeraTolUTaxX YelloBeKa
3HAYUTEILHOTO HHIHOMPOBaHMs Wiiu nHAYKIK apyrux uzodepmentros CYP (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He oOHapyXEHO.

B cBs3u ¢ pasHooOpazueM MeTa0OJUMYECKMX MyTeH TOJMEepU30HA IOBBIIIEHUE SKCIIO3UIIUN
TOJIMIEPU30HA TIPH OJHOBPEMEHHOM MpUMeHEeHHH cybcTtpaToB mzodepmernta CYP2D6 wu/umm
JIPYTHX TPErapaToB HE OKUAACTCS.

HecMmotpst Ha TO, Y4TO TOJMEPHU3OH SBISAETCS MPEMapaToM IIEHTPATHHOTO ICHCTBUSA, CEJaTUBHBIMA
3¢ dexT ero oueHp HU3KMM. [Ipn OAHOBPEMEHHOM NMPUMEHEHUH C JIPYTUMH MHUOpEIaKCaHTaMU
HEHTPaJIBHOTO JEHCTBUS 103y TOIMEPU30HA CIEAYET YMEHBIIUTD.

Tonmepu3oH yCUIMBAET JeHCTBHE HUMIYMOBON KHUCIOTBI, MOATOMY IPH OJHOBPEMEHHOM
NPUMEHEHUU CJIENYyEeT PAacCMOTPETh yYMEHbBIEHUE M03bl HU(MDIYMOBON KHUCIOTHI WA JIPYTHX

HECTEPOUIHBIX MPOTHBOBOCTIAIMTENbHBIX mpenapaToB (HIIBIT).

4.6. DepTHIBHOCTH, 0EPEMEHHOCTD U JAKTALNUSA

bepemeHHOCTB
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TOJ'IH@pI/I3OHa. HO HpI/I‘-II/IHe OTCyTCTBI/I}I 3HAYNMBIX KIIMHUYCCKUX JaHHBIX TOHHepI/IBOH HEC cnez[yeT
HpI/IMeHHTI: HpI/I 6€p€MeHHOCTI/I, 3a HCKIHYCHUCEM cnyqaeB, Korga oxxypaacmasa I10J1b3a
OTIPEICTICHHO OIPAaB/IbIBAET MOTCHIIMAIBHBIA PUCK VIS TUIOJIA.

JlakTamus

HOCKOHBKy JAaHHBIC O BBIACJICHUHN Tonnepn30Ha C FPYI[HI:IM MOJIOKOM OTCYTCTByIOT, TO €ro

IIPUMEHEHHUE B IIEpUOJ KOPMIICHUS IPYbIO IPOTUBOIIOKA3aHO.

4.7. BausiHMe HA CIOCOOHOCTDH YNPABJISITh TPAHCNIOPTHLIMHU CPeICTBAMH U padoTaTh ¢
MeXaHNU3MaMu

Tonmepus3oH HE OKa3bIBACT BIUSHUS HA CIIOCOOHOCTD YIPABJATH TPAHCIIOPTHBIMU CPEICTBAMU U
MexaHn3Mmamu. [lanmeHTaMm, y KOTOpBIX €CThb T'OJIOBOKPY>KE€HHE, COHJIMBOCTb, HapylIeHHE
BHUMAaHUS, SMUJIETICHUS, HEYETKOCTh 3pEHUS WM MbIIIeyHas Cl1abocTh BO BpeMsl MPUMEHEHUs

TOJIIIEPU30HA, CIIELYET IPOKOHCYIbTUPOBATHCS C BPAYOM.

4.8. HexenaTelbHble peakuuu

Pesrome mpoduiist 6e300acHOCTH

[Ipopuns Oe3zomacHOCTH TOJIEPU30HA OLEHUBAICSA IO JAHHBIM ITOCTMAapKETHHIOBOTO
npuMeHeHus 6onee ueM y 12000 marueHToB.

B cooTBeTcTBUU C 3TUMHU TaHHBIMHM HamOoJee YacThIMU ObUIM HapyIICHUS CO CTOPOHBI KOXH U
MOJKOXXHBIX TKaHEW, oOIIue pacCTpOCTBA, HAPYUIEHHUS CO CTOPOHBI HEPBHON CHUCTEMBI U
KEITyJOYHO-KUIIIEYHOTO TPAKTA.

[Ipn mocTMapKETHHIOBOM MPUMEHEHHH PEAKIIUU TOBBIIICHHON YyBCTBUTEIBHOCTH COCTaBUIIH
50-60% Bcex mMOOOYHBIX peakiuil. BoIbIIMHCTBO MOOOUHBIX peakiuil He ObUTM CEPbE3HBIMU U
IPOXOJIMIA CaMOCTOATENbHO. JKU3HEYrpoXKarollue peaklUy MOBBIIIEHHON YYyBCTBUTEIHLHOCTHU
PETUCTPUPOBAINCH OYEHD PEIKO.

PesroMe HexxenaTeabHbIX peaKIIui

[To6ouHbIe peakny MPUBEACHBI HUKE B COOTBETCTBUU ¢ Kiaccupukanueir MedDRA u yacToToil:
Hevyacto (ot >1/1000 mo <1/100); peaxo (ot >1/10000 mo <1/1000); ouennp penko (<1/10000);
4acTOTa HeM3BECTHA (HEBO3MOXKHO OIICHUTh HA OCHOBAHMHM MMCIOIITUXCS IAHHBIX ).

Hapyuienus co cTopoHbl KpOBU M JIMM(DATUUECKOU CUCTEMBI

Ouenw peoxo: anemus, TuMdaaeHOIaTHS.

HapyiieHus co CTOpOHEI UMMYHHOU CUCTEMBI

Peoxo: peakiysi MOBBIIICHHON YyBCTBUTENILHOCTH, aHA(PUIAKTHYECKAsT PEAKIIUS.

Ouenb pedxo: aHa(pUITAKTUYECKUH HIOK.
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Hapyienus MeTa00IM3Ma ¥ TUTAHUS

Heuacmo: anopekcus.
Ouenb pedxo: TOTUAUIICHS.

IIcuxuyeckye HapyIIeHUs

Heuacmo: GecconHmIla, HAPYIICHUS CHA.
Peoko: cHUXeHNE aKTUBHOCTH, JICTIPECCHS.
Ouenb pedko: CIyTaHHOCTb CO3HAHUSI.

HapyiieHus co CTOpOHEI HEPBHOM CHCTEMBI

Heyacmo: ronoBHas 00J1b, TOJTOBOKPYKEHUE, COHITHBOCTb.
Peoko: HapylieHre BHUIMAHUS, TPEMOD, YTHIICTICHS, TUIIECTE3MsI, TApeCTe3Hs, JIeTapTUsl.

Hapymienusi co CTOpOHBI OpraHa 3peHus

Peoko: neueTkocTh 3peHusl.

Hapylienus co CTOpOHBI OpraHa ciyxa U JIaGI/IDI/IHTa

Peoxo: mym B ymax, BEpTHIO.

Hapymienusi co CTOpoHEI cepiia

Peoko: creHOKapauisl, TAXUKAP/US, OILYIICHUE CePALICONCHHSI.
Ouendb pedxo: GpaaukapIus.

HapyiieHus co CTOpoHEI COCYI0B

Heuacmo: apTepuanbHasi THIIOTEH3HSL.
Peoxo: «nipunuBbI».

Hapyi1ienns co cTOpOHEBI JBIXaTEIbHOM CUCTEMBI, OPTaHOB I'PYAHOM KJIICTKU M CPEIOCTCHUS

Peoxo: OAbIIIKAa, HOCOBOC KPOBOTCYCHHUC, YUAIIICHHOC JbIXaHHUC.

KenynouHo-KUIeYHbIe HAPYIICHUS

Heuacmo: nuckoMdOpT B )KUBOTE, UApEsi, CYXOCTh BO PTY, AUCIEIICHS, TOIIHOTA.
Peoxo: 6onp B aniuracTpaibHOM 00J1aCcTH, 3a110p, METEOPU3M, PBOTA.

Hapy1ienns co CTOpOHEBI IIEUCHU U JKETUCBLIBOASIINX ITyTEH

Peoxo: tedeHOYHAS HEOOCTATOYHOCTD JIETKOM CTEIIEHH.

HapyiieHus co CTOPOHEI KOKH U MOJIKOKHBIX TKaHEH

Peoko: annepruyeckuit 1epMaTHT, MTOBBIIICHHAS MOTIIMBOCTD, 31, KPAITMBHUIIA, CHIITb.

HapyieHus co CTOpOHBI MBIIIIEYHOM, CKEJIETHON U COEMMHUTENHHON TKAHU

Heuacmo: Mpimednas ciadocTh, MUAITHS, 00JIb B KOHEYHOCTSIX.
Peoko: nuckompopT B KOHEYHOCTSX.
Ouendb pedxo: OCTEOTICHUS.

Hapy1ienns co cCTOpOHBI MOYEK M MOYEBBIBOISIIMX NYTEH
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Peoxo: snype3, IpoTeHHYpHSL.

O6H_II/I€ HapyImcHUA U pCakiinyd B MCCTC BBCACHUA

Heyacmo: acrenusi, nuckoMdopt, ycTaaocTs.
Peoxo: 4yBCTBO ONBSIHEHNUS, UyBCTBO JKapa, Pa3IpaXKHUTeIbHOCTD, XKaKIA.
Ouenb pedxo: TUCKOM(OPT B TPYAHOU KIIETKE.

.Ha6ODaTODHBI€ U MHCTPYMCHTAJIBbHBIC JaAHHBIC

Peoxo: cHWXeHNE apTepUANbHOTO JABICHUS, THIEPOUIMPYOUHEMHUs], U3MEHEHHE aKTHBHOCTU
MEYEHOYHBIX (PEpPMEHTOB, TPOMOOLUTONIEHHUS, JIEUKOLIUTO3.
Ouendb pedxo: yBenUUeHNE KOHIEHTPALlMU KPEaTUHHUHA B TIa3Me KPOBHU.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03pEBAaEMBbIX HEXKENATeNbHBIX PEAKIHAX IOCIE PETUCTpaIiH
JIEKapCTBEHHOI'0 Tperapara ¢ 1elbio 00ecredeHns] HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOI'O Mpernapara. MeaunuHCKUM paOOTHUKAM DPEKOMEHIYeTCs
coolmiate O JOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIHsIX JIEKapCTBEHHOIO Iperapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHUSI O HEXEIAaTeIbHbIX PEAKLHUAX rOCyIapCTB — YWICHOB

EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccniickas @enepanvs

®denepanbHas ciryk0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS

Anpec: 109012, Mocksa, CinaBsiHCKas miIomaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHHUKALIMOHHOM ceT «HTepHET»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3umpoBka

CHMIITOMBI

CuMnTOMBI TIEPENO3UPOBKH HYallle BCErO BKJIIOYAIOT: COHJIIMBOCTD, KEIIYIAOYHO-KUIICYHBIC
HapymeHus (TOIIHOTA, pBOTA, OOJb B SIUTACTPHH), TaXUKAPIUs, TOBBIIICHUE apTEePHATBHOTO
JABJICHUSI, OpaJUKUHE3Us U BEPTUTO. B TSHKEIBIX CydasX CyIOpOTH, yTHETCHHE JbIXaHUs, allHOd
1 KOMa.

JleueHue

CHCHI/IQ)I/ILICCKOFO AHTHA0TAa HET, pCKOMCH0OBaAHA CUMIITOMATHUYCCKas TCpaIrus.

5.  ®APMAKOJIOITMYECKHUE CBOMCTBA
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5.1. d®apmakoauHamMH4ecKHe CBOiiCcTBa

dapmakoTepaneBTudecKas rpynmna; MuopenakcaHnTbl; MUOPEIaKCaHThI IEHTPAIILHOTO ACUCTBUS;
JIpyrue MUOPEIIAKCAHTBI LIEHTPAJIbHOI'O IEUCTBUS.
Kog ATX: M03BX04

MexaHu3M IeHCTBUS

TonmepuzoHa THAPOXJIOPUI — MHUOpPENAKCAHT LEHTpadbHOTrO JeicTBus. (Oka3bIBaeT
MeMOpaHOCTaOMIN3UPYIOIIee, MECTHOAHEeCTe3Upylollee JEHCTBHE, TOPMO3HUT IPOBEICHHE
HEPBHBIX HMMITYJIbCOB B MEPBUYHBIX aPepeHTHBIX BOJIOKHAX M JBUTATEIbHBIX HEMPOHAX, YTO
OPUBOIUT K OJOKMPOBAHUIO CHMHHOMO3IOBBIX MOHO- M TOJHCHHANTUYECKUX PEQIIEKCOB.
[IpennonoxuTensHO, TONMEPU30H OMOCPEAYET ONOKMPOBAHUE BBIACICHUS MEAHATOPOB MyTEM
TOPMO>KEHHUS TMOCTYTIJICHHSI HOHOB KaJbIM B CHHANCHL. TOPMO3HUT MpoBeAeHNE BO30YKISHUS TI0
PETUKYJIOCIMHAIBHOMY ITyTH B CTBOJIE TOJIOBHOI'O MO3Ta.

dapmakognaamMuyeckue P PeKTnl

HesaBucumo OT BIMSIHMS Ha ICHTPAIBHYIO HEPBHYIO CHCTEMY YyCHIMBaeT mnepudepudeckoe
KpoBooOpaleHue. DTo JEHCTBHE HE CBS3aHO C BO3JEHCTBHEM IpemnapaTa Ha IEHTPAIbHYIO
HEPBHYIO CHCTEMY M MOXET ObITb OOYyCIIOBJIEHO Cla0bIM  CHa3MOJIUTHYECKUM U
AHTHAJIPEHEPTHYECKUM JICHCTBUEM TOJIIEPHU30HA.

JIngokanHa TUAPOXIIOPUA O0IAJAaeT MECTHOAHECTE3UPYIOMIUM JEHCTBUEM U TP JAO3UPOBAHHUH

COTJIaCHO MHCTPYKIHUHU CUCTECMHOI'O ,Z[GI>'ICTBI/I$I HC OKa3bIBACT.

5.2. dapmakoknHeTHYeCKHE CBOHCTBA

Tonmepu3oH moABepraercsi WHTEHCHBHOMY MeTaboJiM3My B TE€UYEHH W IOYKax. BuIBoIUTCA
MOYKAMH, MPAKTUYECKU MOIHOCTHIO (Oomee 99%) B Buae MeTabonHMTOB, (hapmMakoIorHyecKas
AKTUBHOCTh KOTOPBIX HeW3BecTHA. [Ipy BHYTPUBEHHOM BBEIEHUU IMEPUOJ MOJYBBIBEICHUS
~154y.

JlunokaunH: abcopOuus - monHas (CKOpOCTbh aOCOPOLMHU 3aBHCUT OT MeCTa BBEJIEHHS U JI03BI).
TCmax ipu B/M BBenenuu — 30—45 mun. CBs3b ¢ 6enkamu miazmel — 50-80%.

breicTpo pacnpenensiercss B TkaHax u opraHax. [Iporukaer yepe3 ['Db u mmanenrapueiii 6apnep,
CEKpEeTHpYyeTCs ¢ MaTePUHCKUM MOJIOKOM (40% OT KOHIIEHTpAIMH B IJIa3Me MaTepu).
Mertabonuzupyercs B nedeHu (Ha 90-95%) ¢ yyacTneM MUKPOCOMAJIbHBIX (PEPMEHTOB IIyTeM
NEe3aTKUINPOBAHUS aMHUHOTPYIIBI U pa3pblBa aMUJAHOW CBS3M C OOpa3oBaHWEM aKTHUBHBIX
MeTabonuToB. BeiBomuTcs ¢ xemubio (4acTh 103b1 mozaBepraercs peadcopoumu B JXKKT) n

noukamu (10 10% B HEU3MEHEHHOM BHJIE).

6. ®APMAIEBTUYECKHUE CBOVCTBA



COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 13.06.2025 N= 152

(NOCNEOQOBATENBHOCT :uh 0006)

6.1. IlepeyeHb BcmoMoraTejabHbIX BellleCTB

MetunnaparuipokcudeH3oar,
JIM3TUIIGHTIIMKOIISE MOHOSTHIIOBBIH 3¢Hp,
0,1 M pacTBOp XJIOPUCTOBOAOPOAHON KHUCIIOTHI,

Bona nig uHBEKINN.

6.2. HecoBMeCTHMOCTDH

He npumenumo.

6.3. Cpok rognoctu (CpoK XpaHeHH)

2 roja.

6.4. Oco0Obie Mepbl PETOCTOPOKHOCTH NMPHU XPAHEHUH
Xpauuth npu Temmeparype ot 8 no 15°C, B OpUrHHANBHON yHakoBKe (aMIyJibl B MaYKe) JUIS

3allUThI OT CBCTA.

6.5. Xapaxkrep u coJep:KaHue NEPBUYHOI YNIAKOBKH

ITo 1 mMn pactBOopa B aMIryjibl CBETO3AIIUTHOIO KOPUYHEBOI'O CTEKJIAa C TOUYKOM MIIM KOJBIIOM
u3JioMa.

Ha xaxnyio ammyny HakJIEUBalOT STUKETKY.

ITo 5 ammys1 ynmakoBbIBalOT B KOHTYPHYIO STY€MKOBYIO YIIAKOBKY U3 TJICHKH MOJTMBUHWIXJIOPUIHON
U (oI AIIOMUHUEBOM WM B KOHTYPHYIO SYCHKOBYIO YHNAKOBKY M3 IIJICHKH
HOHHBHHHHXHOpHHHOﬁ.

ITo 1 KOHTYpHOI SYEHKOBOM yMaKOBKE BMECTE C JUCTKOM-BKJIQJBIIIEM MOMEMIAIOT B MA4YKy U3

KapToHa.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH  YHUYTOKEHHH  HCIOJIH30BAHHOTO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs:
JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuMyJsiiiU ¢ NpenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXKXATEJIb PETUCTPAIUOHHOI'O YAOCTOBEPEHUS
Poccuiickas @enepanus
AxuuonepHoe  obmecTBo  «XuMHKO-papMmaneBTuueckuii  komOmHat  «AKPUXMH»

(AO «<AKPUXHWH»)



COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 13.06.2025 N= 15262
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142450, MockoBckas 00u1., T.0. boropoickuii, CTapaﬂ':ﬂ%;M;kﬁg&EﬂfE '2‘:5 b 0006

Tenedon/dakc: +7 (495) 702-95-03

Anpec snekrponHoi nmoutsl: info@akrikhin.ru

7.1. IlpencraBuTe b AepKaTessl pETHCTPAIMOHHOTO YA0CTOBEPEHUs!

IIperen3uun norpeduTeiell HANPABIIATS 10 AJIPECY:

Poccniickas @enepanvs

Ax1unoHepHoe 0011ecTBO « XUMHKO-(apmareBTHueckuii komonHat « AKPUXHWH»
(AO «AKPUXHH»)

142450, MockoBckas 00i1., T.0. boroponckwuii, r. Crapas Kynasna, yi. Kuposa, 1. 29
Tenedon/dakc: +7 (495) 702-95-03

Anpec snekrponHo# nmoutsl: info@akrikhin.ru

8.  HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA

9. JATA MEPBUYHOII PETUCTPAIIUU (MOATBEPKIEHMSI PETUCTPALINAMN,
MEPEPETMCTPALIMN)

JlaTa nmepBoii peructpanuu:

10. JATA NIEPECMOTPA TEKCTA

OO0mas XapakTepHCTHKa JIEKApCTBEHHOro Tpemapara Tonmepu3oH+JIugokanH DoCTynmHa Ha
uH(pOpMallMOHHOM mopTaie EBpa3uiickoro SKOHOMHYECKOTO cOK3a B HH(POPMAIMOHHO-

KOMMYHUKaIIMOHHO# cetn «HTepHeT» https://eec.eaeunion.org/



mailto:info@akrikhin.ru

	6.6. Особые меры предосторожности при уничтожении использованного лекарственного препарата или отходов, полученных после применения лекарственного препарата, и другие манипуляции с препаратом

