COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 22.07.2025 N2 18260

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHITOPO TIPEITAPATA 7712

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O ITPEITAPATA

KaBunTOH, 5 Mr, TabIeTKH

2. KAYECTBEHHBINA 1 KOJIJMYECTBEHHBIA COCTAB

JelicTBytoliee BEIECTBO: BUHIIOLICTHH.

Kaxxnas Tabnerka cogep UT 5 MI BUHITOIICTHHA.

BcnomorarenbHrbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUYUTBIBATH B COCTABC JICKAPCTBCHHOTO
mpenapara: JJaKTo3bl MOHOTHUIpAT (CM. pa3ieisl 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTku.
benbie nam moutn Oenble, TIIOCKUE, KpyTible TabneTku ¢ ¢ackoid, 6e3 3amaxa, ¢ TPaBUPOBKOU

«CAVINTON» Ha 01HOM CTOPOHE.

4. KIMHUYECKUE JAHHBIE

4.1. [loxka3zaHusi K NPUMEHEHUIO

KaBHHTOH MoKa3aH K MPUMEHEHHIO Y B3POCIBIX MAlMEHTOB B BO3pacTe oT 18 jerT.

- HeBponorusi: cuMnroMatuyeckas Tepamnus IOCIEACTBUN HUIIEMHUYECKOTO HWHCYJIbTA,
BepTeOpOOA3MIIIPHON HEIOCTAaTOYHOCTH, COCYIUCTOH NIEMEHIIMH, aTepOCKIEepO3a COCYJOB
TOJIOBHOTO MO3ra, TIOCTTPAaBMATHYECKOM W THUIEPTOHHYECKOW »HHIehamonatuu. s
YMEHbILIEHUS BBIPAXKEHHOCTH HEBPOJIOTMYECKUX U MCUXUYECKUX HAPYIICHUH, CBA3aHHBIX C
HAPYIICHUSIMHA KPOBOCHA0KEHHSI TOJIOBHOTO MO3TA.

- OdranbMonorus: XpOHUYECKHE COCYTUCTBIC 3a00JIEBAaHUS CETUYATKU U COCYTUCTON 000T0UKH
riasa.

- Oronorusi: CHUXKEHHE CllyXa MEepLEeNnTUBHOIO TUIa, 60Je3Hb MeHbepa, OIIYIIeHHE IIymMa B
yIlax.

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

OO6wruHO cyTouHas ao3a cocrapiseT 15-30 mr (o 5—10 mr 3 pa3a B JeHB).
HavanpHas cyrounas no3a cocrtasiser 15 mr. MakcumanbHas cyrouHas 1o3a — 30 mr.

Oco0ble rpyInel NAKMEHTOB

Iayuenmul ¢ Hapywenuem OyHKyuu nouex u neueHu
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KyMYJIALUA TO3BOJISICT IPOBOAUTH JJIMTCIIBHBIC KYPChI JICUCHUA.

CTU
bezonacHocTh u 3 dexTuBHOCTS Tpenapara KaBuaToH y Aeteit ot 0 10 18 et He yCTaHOBJICHBI.
JlaHHBIE OTCYTCTBYIOT.

Cnooco0 npuMeHeHus

BnyTps, nocie ezpl.

4.3. [IpoTuBONOKA3aHUS

- I'unepuyBCTBUTENBbHOCTh K BHUHIIOLETHHY WJIM K JIOOOMY M3 BCIIOMOTaTENbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B paszaene 6.1.

- bepeMeHHOCTb, mepuoa KOPMIICHHS TPYAbI0O M MPUMEHEHUE Y KEHIIUH C COXPaHEHHOU
JETOPOAHON (PYHKITMEH, HE MCTIOJIB3YIOIINX HAJICKHBIN METOJT KOHTPAIEIIHH.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBLIO

CungpoM yanuHeHHoro wuHrepBana QT, mnpuem mnpemapaToB, BBI3BIBAIOIIUX Y/UIMHEHHE
unrepnana QT.

Koutposurs OKT

Hannune cunzpoma ymmHeHHoro wuHTepBasia QT u mpueM mnpenaparoB, BbI3BIBAIOLINX
yrHenue uarepsaia QT, TpebyeT nepuoanueckoro KoHTpodst DK

BcnoMorarenbHEIC BEMIECTBA

IIpenapar KaBuHTOH comepxut JiakTo3y. [larueHTam ¢ peako BCTpeyaromencs HacaeACTBEHHOM
HEMEPEHOCHUMOCTBIO TallaKTO3bl, ACPUIMTOM JIAKTa3bl JIOMAped WM TIIOKO30-TaTaKTO3HON
ManibabcopOIHe He ciaeyeT MPUHUMATh TOT Mperapar.

4.5. B3aummopaeiictTBue ¢ JPYrHMH JIEKAPCTBEHHbIMH MNpenaparaMM W JApyrue BHAbI
B3aNMOJAEHCTBUSA

B3aumopeiictBue  He  HaOmojgaeTcs TpU  OAHOBPEMEHHOM  TNpUMEHEHWH ¢ Oera-
aapeHoOIoKaTopamMu (XJIOPAHOJON, MUHIOJON), KIOMAMHUIOM, TITMOCHKIAMUIOM, JUTOKCHHOM,
aIl€eHOKYMapOoJIOM, THIPOXJIOPOTHAZUIOM U UMUIIPAMUHOM.

OpnHoBpeMeHHOE MPUMEHEHNE BUHIOIETHHA U allb(a-METHIIIONBI HHOT/A BBI3BIBAJIO HEKOTOPOE
YCHJIEHUE TUIOTEH3UBHOTO 3(dekTa, Mo3TOMy MPU TAKOM JICUEHUU TpeOyeTcs peryspHBINA
KOHTPOJIb apTEPUAIBHOTO JABJICHUS.

HecmoTpss Ha OTCyTCTBHE [aHHBIX, MOATBEPXKIAIOUIMX BO3MOXKHOCTh B3aWMOJEUCTBUS,
PEKOMEHAYETCSl MPOSIBISITH OCTOPOKHOCTH MPH OAHOBPEMEHHOM Ha3HAYEHHH C IpernapaTami,
JEUCTBYIOIIMMHU Ha LIEHTPAIbHYIO HEPBHYIO CUCTEMY U C IIpenaparamMu MPOTUBOAPUTMUUYECKOTO

" aHTUKOAr'yJIIHTHOT'O ,Z[GI\/'ICTBI/IH .
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4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

Bo Bpemsi OepeMEHHOCTH M B IMEPUOJ TPYIHOTO BCKAPMIMBAHUS, a TAaKXKE Y JKEHIIMH C
COXPAHEHHON NeTopoaHON (yHKIMEH, HE UCHOIB3YIOMIMX HAJEKHBIM METOJ| KOHTPAICTIIHH,
IIPUMEHEHNE BUHIOLIETUHA MPOTUBOMOKA3AHO.

bepeMeHHOCTh

BunnoneTnH npoHWKaeT 4epe3 IUIAlCHTapHBIA Oapbep, HO B IJIAIICHTE U B KPOBU IUIOJA €rO
KOHIIEHTpAIlMsl HWXXe, 4eM B KpoBU OepeMeHHOW. MccnemoBaHuWs Ha JKUBOTHBIX ITOKa3alld
PENpPONYKTUBHYI0 TOKCHUYHOCTB, BKJIKOYAs MOPOKM Pa3BUTHS y KpbIC. B mccnenoBaHusx Ha
YKUBOTHBIX MTPU BBEJIEHUU OOJIBIIUX 7103 BOZHUKAIIH IJIAllEeHTapHbIEe KPOBOTEUEHHUSI U CTIOHTAHHBIE
abopTHI, BEPOSITHO, B PE3yJIbTaTe YCUJICHHUS TUTAIICHTAPHOTO KPOBOTOKA. Bo BpeMst bepeMeHHOCTH
MPUMEHEHHE BUHIIOLIETUHA MPOTUBOMOKA3AHO.

Jlakranus

BuHnNoueTnH npoHUKAaeT B IPyJHOE MOJIOKO. B umccienoBaHMsIX C NPUMEHEHUEM MEUYEHOIO
BUHITIOIIETHHA PATUOAKTHBHOCTH TPYJHOTO MOJIOKAa ObUTa B JECATh pa3 BHINIC, YeM B KPOBU
Matepu. B Tteuenue 1 vaca B rpyaHoe moisioko nponukaer 0,25% npuHsTOM 03B Npenapara.
[TockonbKy BUHIIOLETUH MPOHUKAET B IPYJHOE MOJIOKO, & JAHHBIE O BJIWSHUU BUHIOLIETUHA HA
JleTed TPYAHOr0 BO3pacTa OTCYTCTBYIOT, IPUMEHEHHE €r0 BO BPEMsI TPYIHOIO0 BCKAPMIIMBAHUS
MPOTUBOIIOKA3aHO.

JKeHIMHEI ¢ ACTOPOAHBIM ITOTCHIHMAJIOM

JKeHmuHbl ¢ COXpaHEHHON ACTOPOAHOW (DYHKIIMEH MOKHBI MCIOJIB30BaTh HAACKHBIA METOJ
KOHTpAIIEIIIUX BO BpeMsi TPUMEHEHHsI BUHIIONIETUHA. B TPOTUBHOM cilydyae, MpueM BUHIIOIIETUHA
MPOTUBOIIOKA3aH.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padorarh ¢
MeXaHH3MaMH

JlaHHbBIC O BIWSHUM BUHIIOIETHHA HA CIIOCOOHOCTH YMPABIATh TPAHCHIOPTHBIMHU CPEJACTBAMHU H
paboTarh C MEXaHU3MaMHU OTCYTCTBYIOT.

4.8. HexxenaTesibHbIE peaKIUU

TabnuyHOE pe3roMe HEXKENATENbHBIX PEAKIINH

B xone xnuHMYeCKHX HccieloBaHUN Hanboyiee 4acTO HeXelaTelbHble PEeaKIMH BO3HHUKAIH B
CIIEYIOIUX CHUCTEMHO-OPTaHHBIX Kiaccax (Mo Kiaccupukanuu MeIuIIMHCKOTO CIIOBaps s
PEryIsTOPHOU IESITEIbHOCTH ), KOTOPBIE PUBEICHBI B COOTBETCTBUU C YACTOTON BOSHUKHOBEHHUS:

HevacTo (ot >1/1000 go <1/100), penko (ot >1/10000 mo <1/1000); ouers penko (<1/10000).

CucreMHo-oprannblii kjaacc | Yacrora He:kenarenbHble peakuuu

Penko JleiikomneHust, TPOMOOIMTOTICHUS
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Hapymenust co  croponsl | OueHb peako AHGR}EHZIE;FE%ﬁaHJ;@lB%BEﬁHE 12]
KpPOBU U  JTUM(ATUIECKON

CUCTEMBbI

Hapymenust co  cropons! | OueHb peako Peakunu runep4yBCTBUTENBHOCTH

MMMYHHOH CUCTEMBI

Hapymenust merabonusma u | Heuacto I'mnepxonecrepuHemMus
MUTaHUSA Penxo CHuxeHue armeTuTa, aHOPEKCHsl, CaXapHbIN
nuader
[Icuxnueckue HapylIeHUs Penko becconnuna, HapylICHUE CHa,
0€eCIOKONCTBO
Ouens penko | Ditdopust, nenpeccust
Hapymwenuss co  cropons! | HewacTo I'onoBHast 601b
HEPBHOM CUCTEMBI Penxo ['onoBOKpyXeHME, PaAcCTPOMCTBO  BKYcCa,
CTYTIOP, OTHOCTOPOHHHUI Mape3, COHJINBOCTb,
amMHe3us
Ouenb penko | Tpemop, criazmsl
Hapymenuss co cropons! | Penko OTtek cocka 3puTeIbHOrO HEPBA
opraHa 3peHus Ouens penko | ['unepemMusi KOHbIOHKTUBBI
Hapymenuss co  croponsl | Hewacto Bepturo
oprasa ciyxa u JabupuHTa Penko ['unepaxy3us, runoaxkys3us, IyM B yIax
Hapymenust co croponsl | Penko Nmemus / UHpapPKT MHUOKapa,
cepana CTEHOKAapAus, Opagukapius, TaxUKapausd,
HKCTPACHUCTOIINS, OLLYIIIEHUE cepAlieOneHus
Ouens penko | Aputmus, GUOPHILIALINS PEICEP UM
Hapymenuss co  croponsl | Hewacto Cumxenne AJl
COCYIOB Penko IloBbIIcHHE AJl, CIIPUIIABBDY,
TpomMbodIeOuT
Ouenb penko | JlabunbsHOCTH AJ]

KenynouHo-KuIeyHbIe

HapyIICHUS

Heuwacro JluckoMpopT B KHUBOTE, CyXOCTb BO PTY,
TOIIIHOTA
Penxo bone B osnuractpuu, 3amnop, auapes,

AUCTICIICUA, PBOTA

OueHb penko

Hucdarus, croMaTuT
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Hapymenuss co  cropons! | Penko Dpurema, - THHePrHAPO3. | KROKHBIN 3y,
KOKU U ITOJIKOKHBIX TKaHE! KpaluBHULIA, CBIIIb

OueHb penko Hepmatur

O6mme HapyUIEHUS u | Penko AcTeHus, HeIOMOTaHHe, YyBCTBO Kapa

peaKIu B MECTE BBEJICHUS Ouenb penko | UyBcTBO muckomdopTa B TpyIHOU KIETKE,
TUIIOTEPMHUS

Jlabopartopubie u | Hewacto Cauxenne Al

HHCTPYMEHTAJIbHLIE JaHHBIE | Penko [ToBeiienne AJl, runeprpurinnepuaeMus,

nenpeccust  cermenra ST  nHa  OKIT,
yMeHbIlIeHHe /  yBEeIWYeHHe  4YHcla
503UHO(DUIIOB, TMOBBIIEHHE AKTUBHOCTH

«TIEYEHOYHBIX» (PEPMEHTOB

Ouenb peako | YMeHbllleHMe /  yBEJIMYEHHE  YHMCIIA
JIEUKOLIUTOB, JSPUTPOIICHMS, YMEHBIICHUE
TPOMOMHOBOT'O BPEMEHH, OBBILICHHE MacChl

TCl1a

COO6H_IGHI/IG 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATEeNbHBIX pEeaKUusiX I[0Clie PETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Helbl0 00eCIeYeHNs HePEPhIBHOIO MOHUTOPUHTA COOTHOIICHHS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOTrO Mpemnapara. MeAUIMHCKUM pPaOOTHUKAM PEKOMEHIYeTCs
coo01maTe 0 JIIOOBIX MOJ03PEBAEMbIX HEXeNaTeIbHBIX PEeaKIUAX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOUIECHHS O HEXENaTEebHBIX peaklusiXx rocydapcTB — YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccniickas @enepanvs

®denepanbHas Ciryx0a 1Mo Haa30py B cepe 3ApaBoOXpaHEHUS

Anpec: 109012 r. Mocksa, CnaBsiHcKas iomamis, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

WuTepner-caiit: https://www.roszdravnadzor.gov.ru

PecniyOiinka Apmenust

«lleHTp sKCHIEPTU3HI JIEKAPCTB U MEAUIIMHCKUX TexHosorui» ['HKO

Anpec: 0051 r. Epesan, np. Komuraca 49/5

Otnen MoHUTOpPUHTA 0€30MACHOCTH JIEKAPCTB

Tenedon: +374 10 20-05-05, +374 96 22-05-05

DnekTpoHHas rmoyrta: vigilance@pharm.am


file://192.168.100.77/compose?To=vigilance@pharm.am
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WNuTtepuer-caitT: http://www.pharm.am

Pecriybnuka benapych

PecnyOnukanckoe yHuTapHoe mpennpusitue «lleHTp dKcmepTH3 M UCHBITAaHUH B
3IpaBOOXPAaHEHUN»

Anpec: 220037 r. Munck, niep. ToBapunieckuit 2a

Otnen dpapmakoHagzopa

Tenedon: +375 17 242-00-29

DnekTpoHHas nmoyra: repl@rceth.by

WNutepuer-caiiT: https://www.rceth.by

Pecrybnuka Kazaxcran

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUAX
uznenuit» Komutera MemuIMHCKOTO M (apMaleBTUYECKOro KOHTposii MuHucTepcTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000 r. Acrana, yin. A. manosa, 13

Tenedon: +7 (7172) 235 135

OnektponHas noura: pdlc@dari.kz

WNurtepuer-caitt: https://www.ndda.kz

Keiprezckas Pecniy6nnka

JlemapraMeHT JIEKapCTBEHHBIX CpPEICTB M MEIMIMHCKUX W3Jenuid npu MuHucrtepcTse
3npaBooxpanenus Keipreizckoit Pecryomuku

Anpec: 720044 r. bumikek, yi. 3-g Jluaus, 25

Tenedon: +996 312 21-92-88

OnexTpoHHas noyra: vigilance@pharm.kg

WNurtepuer-caitt: http://www.pharm.kg

4.9. [lepeno3upoBka

JlanHbIe 0 Iepe103UPOBKE BUHIIOLETUHOM OTCYTCTBYIOT.

CuMITOMBI

OnHokpaTHbIN TpueM 360 MI BUHIIOLIETHHA HE BbI3bIBAJ KIIMHUYECKH 3HAYUMBIX PEaKIUi, B TOM
YHUCJIE CO CTOPOHBI CEPAECYHO-COCYITUCTON CUCTEMBI.

Jleuenue

Pexomen0BaHO TPOMBIBAHME >KEIIyAKa, MPUEM aKTUBUPOBAHHOTO YIS, CHUMIITOMATHYECKas

Tepanus.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA



COOTBETC TEI ¥ ET
oT £2 _|

dapMakoTeparieBTHYeCKass TPYIIA:  [CHXOZ Hanenmﬂr M’xﬁ% J@gh%pml cpekoTBa

IOpUMEHSIeMble TPH CUHApPOME Je(pUIUTa BHUMAHUSA C TUICPAKTUBHOCTHIO, U HOOTPOIIHBIC
CPENCTBA; APYTHUE ICUXOCTUMYJIATOPBI U HOOTPOIIHBIE CPEACTBA.
Koxg ATX: N0O6BX18

MexaHusM aeiictsusl, papmakognaamMuyeckue P PerTel

MexaHu3M JeHCTBUS BHHIIOIETHHA CKJIAIbIBACTCS U3 HECKOJIBKUX AJIEMEHTOB: OH YJIy4IlIaeT
MO3TOBOM KPOBOTOK M METa0O0JIM3M I'OJIOBHOTO MO3T'a, OKa3bIBaeT OJI1aronpHusTHOE BO3/ICHCTBHE Ha
peosIoTnYecKue CBOWCTBA KPOBH.

HeliponipoTekTBHOE  JEUCTBHE pealn3yeTcs 3a CUeT CHIDKEHHsS HEOJaromnpusTHOTO
IIUTOTOKCUYECKOTO BIHMSHUSA BO30YXIAIOUIMX aMUHOKUCIOT. BIOKUpyeT moTeHnnan3aBuCcCUMBble
Na" u Ca®" kananst 1 NMDA- u AMPA-penentops!. I10BbIITaeT HeHPONPOTEKTUBHOE JEHCTBIE
aJIcHO3MHA. BUHIIOLIETHH CTUMYIHUPYET METa0O0IM3M rOJIOBHOTO MO3Ta: OH YBEJIMUYMBAET 3aXBaT U
notpebyieHue TII0KO3bl U Kuciaopoja. [loBbIIaeT TONEPAaHTHOCTh K THUIOKCUU; YBEIMYHBAET
TPAHCHOPT TIIOKO3bI, €AMHCTBEHHOI'O UCTOYHMKA SHEPIHH JUIsl TKAHU TOJIOBHOTO MO3ra, uepes
remMaTosHIeanTnueckuii 0apbep; cMemaeT MeTadoJM3M TJIOKO3bl B CTOPOHY SHEPreTHYECKH
Oonee BBHIFOJHOTO a3poOHoro mytH. CenekTMBHO MHTHOMpyeT Ca’’-KaJibMOLYIMH3aBHCHMYIO
nl M®-dochonuscrepasy; MOBBHIIIAET COASPKAHUE MHMKIMYECKOTO aneHo3uHMOHOpochara
(TAM®) u nuximyeckoro ryaHosuaMonodocdara (ul M®) rooBHOTO M03ra, KOHIICHTPAIUIO
AT® u coorHomenne ATO/AM® B TKaHSAX TOJIOBHOT'O MO3Ta; YCUIMBAeT OOMEH CEpOTOHUHA U
HOpaJpeHaINHa B TOJIOBHOM MO3T€, CTUMYJIHPYET HOPaIPEHEPTUYECKYIO0 HEHpOMEANaTOPHYIO
CUCTEMY, a TaK)K€ OKa3blBaeT aHTHOKCHJAHTHOE JACWCTBUE; B pe3yabTaTe BceX 3TUX 3(h(deKToB
BUHIIOLETHH OKa3bIBAaET 1IepeOpPONPOTEKTUBHOE JICHCTBHUE.

VYiydmiaer MHKPOLMPKYJSIUIO B TOJOBHOM MO3T€ 32 CUYET WHTHOMPOBAHMS arperaruu
TPOMOOLIUTOB, CHMKEHHUSI TATOJOTMYECKH TMOBBIIICHHOW BA3KOCTH KpPOBH, IOBBIIICHUS
CITOCOOHOCTH IPUTPOIMTOB K AePOpMaIIMF K UHTUOMPOBAHUS 3aXBaTa aJcHO3WHA; CITIOCOOCTBYET
nepexoay KUCIopoaa B KJIIETKH 3a CUET CHIXKEHUS K HEMY CPOJICTBA SPUTPOLIUTOB.
W30upartenbHO yBEIMYMBAET MO3TOBOM KPOBOTOK 3a CYET YBEIMYCHHS MO3TOBOH (hpaxiuu
CEepPICYHOTO BBIOpPOCA, CHIDKEHHS IepeOpaIbHOTO  COCYIMCTOTO  COMPOTHBICHHS  0Oe€3
CYILIIECTBEHHOTO BIUSHUS Ha CUCTEMHBIE TIOKa3aTelll KpoBooOpallleHus (apTepuaibHOE JaBlIeHNE
(Al), cepnedHblii BBIOpOC, YACTOTy CEPICYHBIX COKpAIeHWH, ofmiee mepudepruueckoe
COCYIIUCTOE CONPOTUBIICHHE); HE BBI3BIBACT IPeKT «oOKpansiBaHus». Ha ¢one mpumeHeHus
BUHITOIIETHHA YJIy4IIaeTcs KPOBOCHAOKEHNE MOBPEXKIEHHBIX (HO €llle He HEKPOTU3UPOBAHHBIX )
YYaCTKOB UIIEMHUU C HU3KOM nepdy3ueit («oOpaTHbIi 3G heKT 0OKpaIbIBaHUN»).

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOGcopbuus
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KOHIIEHTpauuH B KpoBHU (Cmax). BcackiBaHWE MPOUCXOAUT IIIaBHBIM 00Pa3oM B MPOKCHMATIbHBIX
oThenax kumeyHuka. He moxaBepraercs Merabonu3Mmy NpU MPOXOXKICHUHM 4Yepe3 CTEHKY
KUIICYHUKA.

Pacnopenenenue

B AOKJIMHUYCCKUX UCCICAOBAHUAX BBCACHUS PAJUOAKTUBHO MCUYCHOI'O BUHIIOLICTUHA BHYTPb OH
ONpCACIAJICSLT B HAUBBICIIHNX KOHHOCHTpALUAX B IICYHCHU W KCIYOAOUYHO-KHUIICYHOM TPAKTEC.
MakcumalibHasi KOHUEHTpALMS B TKAHSAX OTMEYaeTca depe3 2—4 yaca mocie npueMa BHYTPb.
KonnuecTBo painoakTUBHOTO M30TOMNa B TOJOBHOM MO3T€ HE MPEBBILIANIO TaKOBOTO B KPOBHU.
Cs3b ¢ Oenkamu B opraHusMe uenoBeka — 66%. O0bem pacnpenenenus cocrapiusieT 246,7 + 88,5
JI, YTO CBUACTCIILCTBYCT O 3HAYUTCIIbHOM CBA3bIBAHUH C TKAHAMMU. BI/IOI[OCTYHHOCTB IIpu IpuemMe
BHYTpB — 7%. Knupenc cocrasmusier 66,7%, 4To mpeBbIIIaeT IIa3MeHHbINH 00beM neuenu (50 1/4),
MeTaboIM3M MPEUMYILECTBEHHO BHETIEYEHOYHBIH.

Buorpancdopmarus

OCHOBHBIM METa0OJUTOM BHHIIOLETHHA SIBISETCS anoBwHKamMuHOBas kuciora (ABK), mons
KOTOpOH y yenoBeka coctaBisieT 25-30%. [locne mprema BUHINOLETHHA BHYTPh ILIOMIAIb MOJ
KpUBOM «koHIIeHTpalus-BpeMs» ABK B 2 pa3a Gosbiiie TakoBO# 11OCIIe BHYyTPUBEHHOTO BBEICHHUSI.
Orto cBumeTenbeTByeT 0 ToM, uTo ABK o0Opasyercss B mpoliecce Mera0oiu3Ma TEpBOTO
MPOXOXKACHHUS] ~ BHUHIIOLIETUHA. JlpyruMu  W3BECTHBIMH ~ METabONHMTaMU  SIBIISIOTCS
TUJPOKCUBUHIIONETHH, TUApoKkcH-ABK, nuruapokcu-ABK-rnumnuHar, a Takyke ux KOHBIOTAThI C
[IIOKYPOHUJIaMU W/WiK cyibdaTamMu. B JOKIMHUYECKUX HCCIEIOBAaHUSAX BBISBICHO, YTO B
HEU3MEHEHHOM BHJI€ BUHTIOIIETUH BBIICISETCS] B HEOOIBIIIOM KOJTHYECTBE.

[Ipu 3a0oneBaHUSAX TEUYECHU U MOYEK KOPPEKIUHU J03bI HE TPeOyeTcs B CBS3U C OCOOCHHOCTHIO
MeTabonM3Ma BUHIIOLIETUHA — OTCYTCTBHEM KYMYJISIIUH.

DJIMMUHALMS

[Ipn MHOrOKpaTHOM IIprieMe B A03€ 5 U 10 MI KNHETHMKA BUHIIOLETHHA JIMHENHAs1. PaBHOBeCHBIE
KOHIeHTpanuu coctaBisud 1,2 £ 0,27 ur/mn u 2,1 = 0,33 Hr/mna cootBeTcTBeHHO. [lepuon
noiyBbIBeeHUS y yenoBeka — 4,83 £ 1,29 4. B uccrienoBaHusax ¢ pajlMOaKTUBHON METKOM
npenapar BBIBOJWIICS MOYKaAMU M 4epe3 KumeyHuk B mponopuuu 60:40. B moknmHuueckux
MCCJIEIOBAHMAX 3HAYUTENIbHAS 4YacTh PaJMOAKTUBHOCTU BBISBISIACH B KEJIUM, HO 3HAYUMas
KHUIIEYHO-TICUCHOYHAs] IUPKYJALMS HE HaijieHa. ANOBMHKAMUHOBAsi KUCIOTa BBIBOJUTCS
MOYKAMHU MyTEM MPOCTOM KIYOOUKOBOM (DUIBTpAllMu, MEPHOJ IMOJYBBIBEICHUS 3aBUCUT OT
MIPUHATOM 1036l U IyTH BBEJECHUS BUHIIOLIETUHA.

Oco0ble rpyInel NAKMEHTOB

Hauuenmbl NOJHCUNI020 803pacma, nayueHnvl ¢ Hapyuenuem qbyHKL;uu nevyerHu u novexk
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OT TAaKOBOW y MOJIOJIBIX MAlIMEHTOB, KyMYJISLIUS Mpenapara orcyTcTByeT. [103ToMy BUHIIOLETHH
MOKHO Ha3HAYaTh MalMEHTaM C HapymIeHUSMU (YHKIUU TICYEHW U TIOYEK UIUTEIHHO U B
OOBIYHBIX JO3aX.

5.3 JlokauHHYecKHe JaHHbIE M0 0€30IACHOCTH

JIoKJIIMHWYEeCKUe JTaHHbIE HE MOKa3ald 0COO0O0W OMACHOCTH IS JIFOJIeH HAa OCHOBE CTaHIIAPTHBIX
WCCJICIOBAHHI 10 OIeHKE (apMaKOJIOTHYECKOW OE30MaCHOCTH, TOKCUYHOCTH MOBTOPHBIX /03,
T€HOTOKCUYHOCTH, KaHIIEPOT€HHOT0 MOTEHIIHAJIA, PENTPOAYKTUBHON TOKCUYHOCTH.
TOKCHKOJIOTUs

Ocmpas moxkcuuHocmo

HccnenoBanust 1Mo M3y4eHHIO OCTPOM TOKCHYHOCTH OBUIM TPOBEACHBI HA MEIIIAX, KPBICAX U
cobakax. Y cobak He yaanock onpeaeauTb LDso MOCKOIbKY y )KUBOTHBIX OTMEUAIach PBOTA MOCIIE
BBeJICHM Tpernapara B 103¢ 400 Mr/Kr Macchl Tena.

Ilooocmpas mokcuunocmo

Y KpbIC mpU BHYTPHUBEHHOM BBEICHUM B TeueHue 14 nqHeill He HAONIOAAaNOCh CHMIITOMOB
TOKCHMYHOCTH Ha (hOHE MPUMEHEHHUs MperapaTa A0 103kl 8 MI/KT Macchl Tela, a y co0aKk — Ha
(¢ oHE BHYTPUBEHHOTO BBEJICHUSI B TCUCHHE 28 THEH 110 10361 5 MI/KT Macchl Tena. [Ipu BBeaeHUN
npermapata B 0Oojiee BBICOKHX [103aX OTMEYAJIOCh CIIOHOOTICIIEHUE, MOBBIIICHUE YacTOTHI
CEp/ICUHBIX COKpAIICHUN M JbIXaHUs. Y KPBIC OTMEUYajach XOpollas MEePeHOCUMOCTh JaXe Ha
¢dboHe mprema mpernapaTta BHYTPb B J103€ 25 MI/KT MacChl Tea.

Xponuueckas mokcuuHocms

Bo Bpemst nccienoBaHuit XpOHUYECKOM TOKCUYHOCTH MTPOIOIIKUTEILHOCTBIO 00JIee OJTHOTO TO1a,
HU KJIMHUYECKWE, HU JTA0OpATOpPHBIC M MATOJIOTMYECKUE JaHHBIE HE BBIIBHIN KaKUX-JIMOO
MaTOJIOTHYECKUX OTKIIOHCHUM.

HccnenoBanne BIMSHASL Ha PEIPOAYKTUBHYIO d)VHKI_[I/IIO

[lo pe3ynbraram HcCIeOBaHWUN BHHIIOIETHH HE BIMSATI Ha (EPTHIBHOCTH CAMILOB U CaMOK
XKHUBOTHBIX. [lepopanbHoe BBeeHHE BUHIIOLETHHA KPBhICaM BO BpeMsi OEpEeMEHHOCTH BBI3BIBAJIO
SMOpHO- M (ETOTOKCHUYHOCTb, BKJIIOYAs IOPOKH PpA3BUTUS, NPU KIMHUYECKH 3HAYMMOM
BO3/ICHCTBMM B 3aBHCUMOCTH OT IUIOIIAJM TIOBEPXHOCTH Teda B Mr/M>. Y KpOJIHMKOB,
MeTa0oIMuecKu Oosiee ONM3KOrO K 4YeNOBEKY BHIA, SMOpPHOHAIbHO-(eTanbHas JIETaIbHOCTD
HacTynajga npu 15-kpaTHOM mpeBbllleHHH 10361 Y Kpbic (300 mr/kr/cyt B cpaBHeHuu c¢ 20
MT/KT/CYT).

B HekoTOpbIX cioy4asX TIpuM TNPUMEHEHUH BBICOKMX 103 BHHIOLETHMHAa Ha0JII0Janoch
IUTAlIEHTApHOE KPOBOTEUYEHUE U BBIKUABIINIHN, IPEINOJIOKHUTEIPHO B pPE3yNbTaTe YCUJICHUS

IUTAIIEHTAPHOTO KPOBOTOKA. Y OEpPEeMEHHBIX J>KMBOTHBIX TOKCHYECKHU 3(QeKT BUHIOIETHHA
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TOKCHYHOCTH TOKCHYHBIX 3()(hEeKTOB Ha OCIETYIONINE TOKOJICHUS OTMEYEHO HE ObLIO.

MyTareHHOCTE

ﬂOKaBaHO HECKOJIBbKMMHU METOJaMH, YTO BUHIIOLCTHH HE OKA3bIBACT MYTAar€cHHOI'O BOSHCﬁCTBHH.

KaHiieporeHHOCTE

ITo pe3yjibTaTaM JABYXJICTHUX I/ICCJIG,Z[OBaHI/Iﬁ MOXHO cCAacjlaTb BbIBOJ, YTO BHHIIOLICTHH HC

MPEACTABJIACT KAHICPOTCHHOI'O pUCKa AJId YCJIOBCKA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

KpeMHust AMOKCH]T KOJUTOUTHBIN 0€3BOTHBIN

Maruus creapat

Tanbk

Kpaxmain kykypy3HbIii

JlakTO3BI MOHOTHAPAT

6.2. HecoBmecTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs)

5 ner.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

Xpanutb nipu Temneparype He Boime 30 °C B OpUTrHHAIBLHON yIakoBKe (OJIMCTEp B TAYKe) IS
3alllUThI OT CBE€TA

6.5. XapakTep u coaep:kaHue NEPBUYHONH YIIAKOBKH

ITo 25 Tabnerok B 6uuctep u3 [IBX u amromuHmeBoit Gonbru. 1o 2 6mucrepa B KapTOHHYIO MAYKy
BMECTE C JIUCTKOM-BKJIA IbIILIEM.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOCJAe NPHMEHEHUs:
JIEKApPCTBEHHOI0 Mpenapara, ¥ pyrue MaHuIMyJsiiHU ¢ NpenapaToM

Het oco0bIx TpeOOBaHMI K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA
Benrpus

OAO «I'eneon Puxtep»

1103 bynanemr, yiu. JIémpén, 19-21

Tenedon: +36-1-431-4000
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OnektponHas noyra: drugsafety@richter.hu

7.1. llpeacraBuTe/Ib 1€epKATENA PETHCTPALIMOHHOIO Y10CTOBEpEeHH
[Iperen3uu notpedbuTeneil HaNPaBIATH 10 aJPECy:

Poccuiickas @enepanus

[IpencraButensctBo OAO «I'eneon Puxtep» (Benrpust) r. Mocksa
Anpec: 119049 r. Mocksa, 4-it JloOpbIHHHCKUI TIEep., oM 8

Tenedon: +7 495 987-15-55

OnekTponHas noyta: drugsafety(@g-richter.ru

PecniyOinka Apmenust

IIpencraBurensctBo OAO «I'eneon Puxrtep» B Pecniybnuke ApmeHus
Anpec: 0010 r. Epesan, yiu. 3aksHa, 1. 2

Tenedon: +374 10 53-00-71

OnektponHas noyura: drugsafety(@gedeonrichter.am

Pecriybnuka benapych

[IpencraBurensctBo OAO «['eneon Puxtep» B Pecriybnmke benapych
Anpec: 220004 r. Munck, np. [To6enureneit, nom 5, opuc 505
Tenedon, daxc: +375 17 272-64-87

Tenedon, paxc: +375 17 215-25-21

OnekrponHas nouta: drugsafety.by@gedeonrichter.eu

Pecnyommka Kazaxcran

[IpencraButensctBO OAO «I'eneon Puxtep» B Pecniyonmke Kazaxcran
Anpec: 050008 r. Anmartsl, yi. Tone bu 187

Tenedon: +7 7272 58-26-22

OnektponHas noyra: info@richter.kz; pv@richtergedeon.kz
Ksiprezckas PecyOmnrka

[IpencraBurensctBo OAO «I'eneon Puxrtep» B Koipreizckoit PecriyOnmke
720005 r. bumkek, yin. UremGepauesa, 1 "A",

OusHec-1IeHTp «ABpopay, opuc 703

Tenedon: +996 312 98-81-16

OnekrponHas nouta: drugsafety.ky@gedeonrichter.eu
8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
9. IATA NEPBUYHOM PETUCTPAIIUA (IMOATBEPXKJIEHUSA PETUCTPALIUUA,

INEPEPETUCTPALINN)
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10. IATA IEPECMOTPA TEKCTA

OO01mas xapakTepucTHKa JeKapCTBEHHOTo npenapata KaBUHTOH 1ocTynmHa HAa HHGOPMAIMOHHOM
noptaie EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH(OPMAITMOHHO-KOMMYHHKAIIHOHHON CETH

«UuTepuer» https://eec.eacunion.org.
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