COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 03.06.2026 N= 11023

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEHHOTO TIPEAAPATA" "

1. HAUMEHOBAHMUE JIJEKAPCTBEHHOI'O IIPEITAPATA

BerarucTun, 8 mMr, TaOlIETKY.
Beraructun, 16 mr, TabneTKu.

Beraructun, 24 Mr, TaONETKU.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleiicTBytOIIIEeE BEIIECTBO: OCTAarMCTHH.

Berarucrud, 8 mr, Tabiaerku

Kaxxnas TabneTka conepuT 8 Mr 6eTarucTuHa (B BUAE TUTHAPOXJIOPHIA).

Berarucrud, 16 mr, TabieTku

Kaxxnas Tabnerka comepkut 16 Mr 6eraructrHa (B BUJIE JUTHAPOXIIOPHIA).

Berarucrud, 24 mr, TabJIeTKH

Kaxxnas Tabnerka compepkut 24 Mr 6etaructrHa (B BUJIE JUTHAPOXIIOPHIA).

BemecrBa, Hanuuue KOTOPBIX HANO YYUTBHIBATH B COCTaBE JICKAPCTBEHHOI'O IIperapara: HaTpui
(cm. paznmen 4.4).

[TonHbIiii MepeyeHs BCIIOMOTaTEIbHbIX BEIIECTB MPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOneTkn.

Kpyrnbie miockouuanHaprudeckue TabaeTku oT 6eoro 10 MOYTH OENIoro CO CBETJIO-KOPHUYHEBBIM
OTTEHKOM I[BETa, C PUCKOM C OHOM CTOPOHBI M (haCKOM C ABYX CTOPOH.

Tabnerka 8 Mr nmMHUS pa3noMa (pUcKa) HE MpeIHa3HAuYeHa [Tl pa3iaMbIBaHUs TaOJIETKH.
Tab6serka 16 Mr TabaeTKY MOKHO Pa3JeiUTh Ha PaBHBIC JTO3BI.

Tabnerka 24 Mr nuHUs pa3noma (prUcka) He IpeaHa3HaueHa Ui pa3iaMbIBaHUs TaOJICTKH.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxazaHusl K NPUMEHEHHUIO

[Ipenapar berarncTrH nmoka3aH K IPUMEHEHUIO Y B3POCIIBIX B Bo3pacTe oT 18 jer:

e 1pu cuHApoMe MeHbepa, XapaKTepU3YIOIIHUMCS CIEAYIOUUMH OCHOBHBIMUA CUMIITOMAMU:
- TOJIOBOKPYKEHHE (COMPOBOXKIAIOIIEECS TOITHOTOH/PBOTOM );

- CHIDKEHHE ci1yXa (TYrOyXOCTb);

- IIyM B yIIax.

® Il CAMIITOMATHYECKOTO JICUEHHUsI BECTUOYIISIPHOTO TOJIOBOKPYXKEHHUS (BEPTHUTO).

4.2. Pesxum 103MpOBaHus U cOCO0 NPHMMEHEHHUS
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PexxuM o3upoBaHus

MaxkcumanbHast CyTouHas J103a Mpernapara st B3pOCHbIX COCTaBIsAeT 48 MI OE€TarucTuHa B JICHb.
[Ipenapar beraructun, 8 Mr cienyet npuHauMaTth o 1-2 tabierke 3 pasa B JICHb.

[Ipenapat beraructun, 16 Mr cienyer npuHUMath o 2 — 1 Tabnerke 3 pa3a B I€Hb.

[Ipenapar beraructun, 24 mr cneayet npuHUMATh 1o 1 TabieTke 2 pa3a B JICHb.

Jlo3y cienyer noadupaTh HHAWBUIYAIBHO B 3aBUCUMOCTH OT PEaKIUH Ha JICYCHUE.

ViydineHne WHOTJa HaONIOJaeTcs 4Yepe3 HECKOJIbKO HeIeb JICUCHUS; HAWITYYIIHe Pe3yJbTaThl
HHOTrAa AOCTHUIalOTCA IIOCIAC HCCKOJBKHUX MCCALCB JICUCHHA. Nmerotcs JaHHBIC O TOM, YTO
Ha3HaYCHHE JICYCHHS B HadaJle 3a00JICBaHUS IPEIOTBPAILACT €ro MPOrPEeCCUPOBAHIE H/UITU MTOTEPIO
ciryxa Ha 0oJiee O3IHUX CTausX.

Oco0Oble T'PVYIITBI TAITUEHTOB

ﬂuua nooa#Cus0c0 so3pacma

HecmoTpss Ha  OrpaHMYCHHOCTh  JAHHBIX  KIMHUYECKUX  HCCICIOBAaHUM,  OOIIMPHBIN
HOCTpeFI/ICTpaI_II/IOHHBII\/'I OIIBIT MIpeAmnoyIaract, 4YT0 KOppCKUusa AJ03bI Yy STOU TPYIIIbI TallUCHTOB HEC
Tpedyercs.

Iayuenmvi ¢ HapyweHuem hyHKyuu novex u/uiu neuenu

CreuunanbHble KIMHUYECKHE HCCIEAOBaHUS B 3TOM TpylIe MaldeHTOB HE MPOBOJUIIUCH, OJHAKO
MOCTPETUCTPALMOHHBIM OMNBIT Ja€T OCHOBAaHUS MPENIoiaratb, YTO KOPPEKIHsS J03bl Y JaHHOU
IpyMIbl NAI[IEHTOB HE TpeOyeTcs.

CTH

be3onacHocth u 3 dexTuBHOCTS mpenapata beraructun y nererd B Bo3pacte oT 0 g0 18 mer He
YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BHyTps, Bo Bpems enpl. TabneTky MOKHO pa3ieuTh Ha paBHBIC J103BI.

4.3. IIpoTuBONOKA3aAHUSA

® THIEPYYBCTBUTEIBHOCTh K OETarMCTUHY W/WIM K JI000MY M3 BCHOMOTATEIBHBIX BEIECTB,
IIEPEYUCIICHHBIX B pazzene 6.1;

¢ (heoxpoMonUTOMA.

4.4. OcoOble yka3aHHUs U Mepbl PeI0CTOPOKHOCTH NPH MPUMEHeHUH

[TaimeHTHI ¢ OPOHXHMAIBHONW AaCTMOM, SI3BEHHOW OOJIE3HBIO JKEIyJIKa W/WIA JBEHAIATUIICPCTHON
KUIIIKN Tp€6y10T TIHATCJIIBHOT'O HaGHIOI[eHI/IH B nepno;[ JICUCHMUSI.

BcnoMorarenbpHEBIE BEIISCTBA

JlaHHBII TeKapCTBEHHBIH MTpemapaT coiepkut Mmenee 1 mmounb (23 Mr) Hatpus Ha 1 TableTKy, TO €CTh
IO CYTH «HE COACPKUT HATPUS».

4.5. BzaumogeiictTBie ¢ JPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W Jpyrue BH/ABI
B3aMMOJAEHCTBUSA

Ecin B HacTosee BpeMs MM B HENABHEM NPOLILIOM Bbl IpHHMManu Apyrue JIEKapCTBEHHBIC
CpPEICTBa, B TOM 4KcIIe 0€3 Ha3HAYEeHUs Bpayda, cooOmumTe 00 3TOM, MoXKalylicTa, CBOEMY JIeHalleMy
Bpauy.

WccenenoBanus in vivo, HalpaBIEHHBIEC HA U3YYEHHUE B3aUMOJICUCTBUSA C IPYTUMHU JIEKAPCTBEHHBIMU
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C::TBETCTEH'ET SKCNEPTHOMY OTYETY
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npenaparamMi, He TPoBOAUIUCh. OCHOBBIBAsCh Ha ,I[aHHbll{l ;n: lﬁ%ﬁ%o@'ﬁ 'ﬁpéglﬂc_ﬁl%

OTCYTCTBHE HHIMOUPOBaHUS aKTUBHOCTH U30(epMeHTOB IuToxpoma P450 in vivo.

JlaHHBIE in Vitro MoKa3alu UHrMOUpoBaHUe MeTaboau3Ma OeTarucTUHa Mo AEHCTBUEM IIPENapaTos.,
KOTOpbIE HMHTUOMpYIOT MoHoamuHOKcHaazy (MAO), Bimouas MAO mnoaruna B (mampumep,
cenermwivH). Cienyer co001aTh OCTOPOKHOCTh IIPU OJIHOBPEMEHHOM Ha3Hau€HUM OeTarucTHHa U
uHruouropoB MAO (Bxmouast MAO-B).

berarucTuH sBIsSeTCS aHANOroM TUCTaMMHA, B3aUMOJEHWcTBUE OeTarncTHHAa ¢ OJIOKaTOpaMu
Hi-rucTtaMuHOBBIX PELENTOPOB TEOPETUUECKH MOKET BIUATH Ha 3()(HEKTUBHOCTH OJHOTO U3 THUX
JIEKapCTBEHHBIX CPEICTB.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JAKTALMUSA

bepemeHHOCTH

I/IMGIOH_II/IXCH AAaHHBIX O MNPHUMCHCHUU 6€TaI‘I/ICTI/IHa 6epeM€HHBIMI/I JKCHIIIMHAMU HCEAOCTATOYHO.
HccnenoBanus Ha )KMBOTHBIX HE BBISIBUIN MPSMOW WM HENPSMOW PENPOIYKTUBHOW TOKCHYHOCTH.
beraructun He AOJDKCH HCIIOJIB30BAThHCS BO BpPCMHA 6€peM€HHOCTI/I 3a HUCKJIKOYCHUCM CJIYYacB
OUYEBUIHON HEOOXOIUMOCTH.

JlakTaus

HewsBecTHO BBIACTSACTCS JTH OSTarCTHUH C TPYTHBIM MOJIOKOM Y YelloBeKa. berarncTiuH BoIaeIsIeTCs
C TPYAHBIM MOJIOKOM Yy KpbIC. MccnemoBaHusi Ha XKUBOTHBIX OBUIM OTPaHHYEHBI MPUMEHEHUEM
mpernapara B O4€Hb BBICOKHX JI03aX. Bompoc 0 Ha3HaueHWH JICKAPCTBEHHOTO Iperapara MaTepu
JOJDKEH TPUHUMATHCS TOJBKO IIOCIIE COMOCTABICHUS IONB3bI TPYIHOTO BCKApMIIMBAHUS C
MOTEHIMAILHBIM PUCKOM ISl TPYIHOTO peOCHKA.

DepTHIbHOCTD

B uccnenoBaHusIx Ha KUBOTHBIX (KpbICax) BIUSHUS Ha (EPTUIBHOCTD HE BBISIBICHO.
4.7. BiusiHue Ha CHOCOOHOCTH YNPaBJATH TPAHCHOPTHBIMHM CpeACcTBAMH H padorarh c
MeXaHM3MaMH

berarucTuH He OKa3bIBaeT MJIM OKa3bIBaeT HCECYHICCTBCHHOC BJIMSAHWUC HA CIIOCOOHOCTH YIpaBJIATb
TPAHCIIOPTHBIMU CpPEACTBAMU H pa60TaTB C MexaHm3MaMH. B KIMHHYEeCKUX HUCCICOOBaHUAX
HCKCJIATCIIbHBIC pCAKIIUU, KOTOPLIC MOTJIA OBI IOBJIMATH HA TAaKYIO CHOCOGHOCTB, HC BBISIBJICHBI.

4.8. HexxenaTesibHbIe peakmum

Pe3romMe HexenaTenbHBIX PEAKIINi

YacroTa HexKenaTeIbHbIX PEaKIuii IPUBEACHA B BUE CICAYIONIEH Ipalaluu:

ouenwv yacmo (> 1/10);

yacmo (> 1/100, vHo < 1/10);

neuacmo (> 1/1000, Ho < 1/100);

peoko (= 1/10000, Ho < 1/1000);

oyendb peoxo (< 1/10000);

yacmoma neussecmua (Ha OCHOBAaHUU MMCIOIIUXCS IAHHBIX OIICHUTH HEBO3MOXKHO).
Hapywenus co cmoponul HepsHoll cucmemul

Yacmo: TonoBHas 0OJIb.

HapymeHuﬂ CO CMOpPOHbL D/C‘eﬂy()OllHO-KuU/tellHOZO mpaxkma
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Yacmo: TOIIHOTA, JUCIICIICHSI.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Onucanue OTACIBHBIX HEXKEIATCIbHBIX PEAKIIMH

Kpome 31ux 3¢(ekToB, BHISIBICHHBIX IPHU MPOBEACHUM KIMHUYECKUX HCCIEAOBAHUMN, B Mpolecce
MOCTPETUCTPALIMOHHOTO MPUMEHEHHSI M B HAYYHOH JHUTEpaType COOOIIANOCh O HMXKECIETYIOUIHX
HEeXKeNaTeNbHBIX peakiusax. Meromuxcst JaHHBIX HETOCTaTOUYHO, YTOOBI OIIEHUTh UX YacCTOTY.

Hapywenus co cmoponvl uMMYHHOU cucmemvl: PEAKIUs TUIIEPUYBCTBUTEIBHOCTH, B TOM 4YHCIE
aHa(pUIaKTHYECKas peaKIusl.

Hapywenusa co cmoponbsl d#ceny0ouHo-KuueyHo2o0 mpakma: yMEpEeHHbIE pacCTPONCTBA, TaKUe Kak
pPBOTA, XKEITYJOYHO-KUIIIEYHBbIC OOJH, B3AyTHE KUBOTA. DTH 3(P(EKTh OOBIYHO HMCUE3AIOT IMOCTE
IpyueMa Ipernapara OJHOBPEMEHHO C IUIIEH UM I10CIIe CHUKEHUS JO3bI.

Hapywenus co cmopoubl Kodcu U NOOKOJICHbIX MKAHel: PEaKUUU THIEePYyBCTBUTEIBHOCTH, B
0COOEHHOCTH aHTMOHEBPOTUYECKHI OTEK, KPAMBHUIIA, 3Y/1 U ChIIIb.

COO6I.H€HI/IG 0 IMOA03PEBAEMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno COO6H_IaTb (6] MoA03pCBACMBIX HEXKCIAaTCIbHbBIX pCaKknuusax II0CJIC perucTpanun
JIEKapCTBEHHOI'O Tperapara C Lebl0 O0ecreueHus: HEeNMpPepbhIBHOIO MOHUTOPHHIA COOTHOIICHUS
«oJib3a — PHCK» JIGKAPCTBEHHOTO Tpernapara. METUIIMHCKUM pa0OTHUKAM pPEKOMEHIYEeTCs
COO00IIaTh O JIOOBIX MOI03PEBAEMbBIX HEXKENATEIbHBIX PEaKIHIX JIEKAPCTBEHHOTO Mpernapara uepes
HaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIIATCIIbHBIX PCAKOUAX TOCydapCTB — YJIICHOB
EBpa3uniickoro 3kOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B cdhepe 3paBoOOXpaHEHUS
109012, r. Mocksa, CinaBsiHcKasi ruionaib, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru uimu npr@roszdravnadzor.gov.ru

Caitt B MH(pOPMAITHOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTEpHET:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMITOMBI

M3BeCTHO HECKOJBKO CITydaeB MEPeJO3NPOBKY Npernapara. Y HEKOTOPBIX MAIleHTOB HaOII0aIiCh
JIETKHUE ¥ YMEPEHHBIE CUMIITOMBI (TOIIHOTA, COHIIMBOCTb, OOJIb B KHBOTE) MOCTIE MIPHEMa IpenapaTa
B no3ax a0 640 mr. bonee cepresHbie OCIOXKHEHHUS (CYIOPOTH, CEPICUYHO-IETOYHBIC OCIOKHECHHMS)
HAOIIOAAMNCh TPH TpEeIHAMEPEHHOM IpUEME IOBBIIICHHBIX /03 OeTarucTuHa, OCOOEHHO B
COYETAHUH C TIEPEIO3UPOBKOM APYTHUX JIEKAPCTBEHHBIX CPE/ICTB.

Jleuenue

PCKOMCHI[yeTCH CUMIITOMAaTHYECCKOC JICUCHUC.

5. PAPMAKOJIOTHYECKHUE CBOHCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapmakoTepaneBTHUECKas TPYIIa: APYyrue CpeCcTBa Ui JIeUeHUs 3a00IeBaHNi HEPBHOM CHCTEMBI;
IIpenapaTsl AJIs JICUYEHUS TOJIOBOKPYKEHHUS.

Kox ATX: NO7CAO01
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MexaHu3M IeUCTBUS

Mexanu3m I[eﬁCTBHH OeTaruCTUHA U3BECTEH TOJIbKO YACTHYHO. CyH_IeCTByeT HCCKOJBKO BO3MOXHBIX
TUIOTE3, MOATBCPKACHHBIX JOKIIMHUYCCKUMHU U KIIMHUYCCKUMU JaHHBIMH.

dapmakonmHamuyeckue 3O HEKThI

e BiusiHue HAa TUCTAMUHEPTUYECKYIO CUCTEMY

YacTtuunbli  aroHucT Hi-rucraMuHOBBIX W aHTaroHUCT H3-THCTaMUMHOBBIX — pELIENTOPOB
BECTHOYISIpHBIX sifiep 1HeHTpanbHOM HepBHOM cuctembl (IITHC), oOnamaeTr He3HAUMTETHHOMN
aKTUBHOCTBIO B OTHOIIeHWU Hr-perentopoB. berarnctuH yBenmnymBaeT OOMEH TMCTAMHHA U €0
BBICBOOOK/ICHUE ITyTEM OJIOKMPOBaHUS NMpecHHANTHYeCKuX H3-perenTopoB v CHIKEHHS KOJTMYEeCTBA
H3-peuenropos.

e YcuieHue KpPOBOTOKa KoxneapHoﬁ O6HaCTI/I, a TaK)K€ BCCT'O I'OJIOBHOI'O MO3ra

CornacHo JOKJIMHUYECKUM HCCIIEAOBAHUAM OETarucTUH yiay4lllaeT KpoBOOOpAIeHUE B COCYIUCTON
MIOJIOCKE BHYTPEHHEro yxa 3a CcYeT paccialbieHus MNpeKanwUIIPHBIX COHUHKTEPOB COCYAOB
BHyTpeHHero yxa. Takke moka3aHo, yTO OETaruCTHH YCHUJIMBAeT KPOBOTOK TOJIOBHOTO MO3Ta Y
4eJI0BEKa.

e (OOneryeHue mpouecca HEHTPATbHON BECTHOYISIPHON KOMITEHCALIUN

beraructun yckopsieT BOCCTaHOBJEHHE BEeCTHOYNISpHOW (YHKUMHM y JKUBOTHBIX IIOCIE
OJTHOCTOPOHHEH BECTHOYISPHOI HEHPIKTOMHUH, YCKOPSIS U 00JIeryast IEHTPAJIbHYIO0 BECTHOYISPHYIO
KOMIIEHCAIIUIO 3a CYET aHTaroHn3Ma ¢ Hi3-rucraMrMHOBBIMU pelienTOPaMH.

Bpemss BoccraHOBIEHHMS TOci€ BECTHOYJISPHOM HEHPIKTOMUM Yy 4YelloBeKa IMpH JICYCHUU
0ETaruCTUHOM TAK)KE YMEHBILACTCH.

e Bo30yxaeHrne HEHPOHOB B BECTUOYISAPHBIX sIpax

J10303aBHCHUMO CHI)KA€T TEHEpaluio IOTEHIMAJIOB JCUCTBUS B HEMpOHAX JiaTepalbHBIX U
MeIHaIbHBIX BECTUOYIISIPHBIX sJIEP.

cI)a.pMEIKOI[I/IHEIMI/I‘-IGCI(I/Ie CBOﬁCTBa, BbISIBJICHHBIC Ha KHMBOTHBIX, O6€CH€‘-II/IBaIOT MOJIOKUTEIbHBIN
TepaneBTHUUECKHil 2P (eKT OeTarucTuHa B BECTHOYISIPHON CHCTEME.

Kimmanueckas 3dhdhekTHBHOCTE ¥ 0€30I1aCHOCTD

OddexkTuBHOCTH OeTarucTrHa ObLIa MPOACMOHCTPUPOBAHA Y TMAIMEHTOB C BECTHOYISIPHBIM
TOJIOBOKPYKCHUCM H CHHIAPOMOM MeHLepa, 4TO HOPOABIIATIOCH YMCHBIICHHCM BBIPAXKCHHOCTU U
YaCTOTHI TOJIOBOKPYKECHUH.

5.2. apmakoKknHeTHYECKHE CBOCTBA

AOGcopOrus

[Ipu mepopanbHOM NpueMe OETarucTUH OBICTPO M TMPAKTHYECKH MOJHOCTHIO BCACHIBACTCS B
KeIyJOuHO-KuIIeyHoM TpakTe. Ilocne BcacbiBaHMs Ipemapar OBICTPO M IOYTH IOJIHOCTBIO
MeTaboIu3upyercs ¢ 00pa3oBaHWEM META0OJUTa 2-MUPHIMIYKCYCHOW KHUCIOThl. KoHneHTpamums
OeTarucTHHa B IJIa3Me€ KPOBU OYEeHb HU3Kas. Takum oOpa3zoM, (hapMaKOKMHETHYECKHE aHaJIU3bl
OCHOBAHbI Ha M3MEPEHUU KOHIEHTpAIMM META00NNTa 2-MUPHUIMIYKCYCHOW KHUCIIOTHI B IUIa3Me U
Moue.

[Tpu mpueme npenapata ¢ nuiIe MakcuMmanbHasi KOHIEHTpaus (Cmax) MpenapaTa B KPOBU HUKE,
yeM npHu mnpueme Haromak. OgHako cymMMapHas aOcopOrus OeTarrucTMHa OJIMHAKOoBa B 000MX
ClIydasx, 4TO YKa3bIBaCT HAa TO, YTO MPHUEM MHUIIU JIAIIb 3aMCIJISACT BCACBIBAHUC 6€TaI‘I/ICTI/IHa.

Pacopenenenune
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Julain B HO 0o01]
Cas3piBaHMe OeTarucTuHa ¢ OeKamMu I1a3Mbl KPOBH ( ocTapset Mel;le%:g“")%': TEMBHOCTE 0001)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Buorpaunchopmariust

[Tocne BcackiBaHUsI OETAarCTHH OBICTPO M MOYTH MOJTHOCTHIO META0OIU3UPYETCS ¢ 00pa30BaHHEM
MeTa0ONIUTa 2-MUPUIMIYKCYCHOW KHCIOTHI (KOTOpbIi He oOmamaer (apmakonoruyeckon
aKTUBHOCTHIO). MakcuMainbHasi KOHIIEHTpAIUs 2-MUPUIMITYKCYCHONH KHCIOTHI B IUIa3Me KpOBHU (WK
MOY€) IOCTUTAETCS Yepe3 yac mociue npuema. Ilepruos moyBbIBEICHUS COCTABIISET IPUOTU3UTENHEHO
3,5 gaca.

ONMMUHALMSA

2-MUPUIAITYKCYCHAsT KHUCIOTa OBICTPO BBIBOAUTCA ¢ Modvou. I[lpm mpueme mnpemapara B 03¢
8—48 mr okoio 85 % HayanbHON 10361 0OHAPYKUBAETCS B MOue. BriBesieHne OeTarncTiHa MoyKaMu
WM Yyepe3 KUIIEYHUK HE3HAYUTENbHO.

JInHerHOoCTh (HEIUHEHHOCTD)

CKOpoCTh BBIBEIIEHHSI OCTA€TCA ITOCTOSHHOW MpU mepopaibHOM mpueme 8—48 Mr mpenapara,
YKa3biBasl Ha JIMHEUHOCTD Q)apMaKOKI/IHeTI/IKI/I 6€TaI‘I/ICTI/IHa, U MO3BOJIACT MPCANOJIOXUTH, YTO
3a/ICCTBOBAaHHBIN METAaOOIMYECKUI MTyTh OCTACTCS HEHACHIIIIEHHBIM.

5.3 lanHble TOKJIUHUYECKOH 0€30MaCHOCTH

XpoHnueckass TOKCUYHOCTD

HesxenarenbHble peakiiMy CO CTOPOHBI HEPBHOM CUCTEMbI HAOIIOJANINCH Y cO0aKk 1 6abyrHOB mocie
BHYTPUBEHHOT'O BBEICHUS co0akaMm 1 6a0yrHaMm B 103ax oT 120 MI/KT U BIIIIE.

HccnenoBanust XpOHUYECKOM TOKCHMYHOCTH O€TarucTHHA TUTHAPOXJIOpUIA TMPOJOTDKAIHCH
18 mecseB y KpbIc U 6 MecsiIieB y cobak. BBenenue npenapara kpeicaM B 03¢ 500 Mr/kr u cobakam
B J103€ 25 MI/KT HE MPUBOJAUIIO K OTKIIOHCHUSIM OMOXUMUYECKUX U T€MATOJIOTHIECKHX MTOKa3aTese
1 HE COIPOBOXK/IAJIOCH THCTOJOTUUECKUMH U3MeHeHusIMU. [Toce moBwimenust 10361 10 300 Mr/Kr y
cobak Habmomanmack pBoTa. COrjacHO JHUTEPATypHBIM JaHHBIM B SKCIEPUMEHTAIbHOM
HCCIIEIOBAaHUM BBEJICHNE O€TarncTiHa KphicaM B J103ax OT 39 MI/KT M BBIIIEC B TeUCHUE 6 MECSIICB
NPUBOAMIIO K TOSBICHUIO TUIEPEMUH B HEKOTOPBIX TKaHAX. JlaHHas myOnMKauus COHEPKUT
OTpaHUYCHHBIN 00BEM JTaHHBIX. B CBSI3H C ’TUM 3HAaUYCHHE ONMMCAHHOTO B HCCIICIOBAHUY HAOIIOICHUS
HESICHO.

MyTareHHbBIM ¥ KaHIIEPOTreHHEBIN MOTEHITHAI

beraructun He 06)1az[aeT MYyTar¢HHbIM ITOTCHINAJIOM.

Crenuduueckue HCCICIOBaHUS KAaHIEPOTEHHOTO ACWCTBUS OETaruCTHHA TUTHUAPOXJIOpUIA HE
npoBoAwinch. OIHAKO B HCCIEAOBAHUSAX XPOHUYECKOW TOKCHYHOCTH IMIpemapara y KpbIC
MIPOJIOJDKUTEIHFHOCTHIO 18 MecsIeB Mpu rUCTONATOIOTHYECKOM HCCIIEJOBAaHUU HE OBLIO BBISIBIICHO
MIPU3HAKOB KaKUX-THOO OIMyX0Jei, HOBOOOpa30BaHUN MU HIIepIuia3uu. Takum o0pa3om, B JaHHOM
WCCIEOBAHUM C OTPaHUYCHHOW MPOAOKUTENBHOCTRIO (18 MecseB) He OBUIO TONYYEHO
JI0Ka3aTeNbCTB TOTO, YTO OETarucTUHA IUTUAPOXJIOpuI B pgo3ax no 500 mr/kr obOmagaer
KaHI[EPOTEHHBIM TTOTCHIIUAIOM.

PenpoyKTHBHASI TOKCHYHOCTD

beraructun He Biusi Ha GEPTUILHOCTD CAMIIOB U CAMOK KPbIC U HE TIPOSIBIISUT TEpaTOreHHbIN A ekt
Y KPBIC B KPOJIUKOB B f103aXx 70 1000 MI/Kr Juist KpbIC U A0 75 MI/KT 1Ji KpOJIMKOB. B uccienoBanuu
TOKCHYECKOTO BO3/IEHCTBUS Ha Mpe- U IMOCTHATAIIbHOE Pa3BUTHE Y KPbIC IIPU BBEICHUU IIpenapara B
TOKCHYHOW JUIs MaTepuHCKOro opranuszma jgosze 1000 mr naGmromanuch Takue 3(QEeKThl, Kak
YMEHBIIIEHHE MacChl Teja JETEeHbIINICH, YMEHbLICHHE YHCIEHHOCTH ITIOMETa, CHHXCHHE
BBDKMBAEMOCTH KMBOTHBIX MOKoJieHUs Fi, a Takke MOBBIIIEHUE MOCTUMIUIAHTALIMOHHBIX MTOTEPH Y
YKUBOTHBIX MOKOJIeHHS Fi. Y )KMBOTHBIX MOKoJieHus Fi u3 rpynn BBeneHus npemnapara B 1o03ax 300 u
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B3nparuBanus. llpenapat B no3e 100 MI/Kr He oOKa3bpiBajl BIUSHHS Ha IMpe- U IMOCTHATAJIbHOE
pa3BuTHE. 3HAUUMOCTh U3MEHEHNUH, HAOII01aeMbIX NPU BBEACHUU IIperapara B BHICOKUX 032X, 10
OTHOIIEHHUIO K UEJIOBEKY HESICHA.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeyenb BcnOMOraTe/IbHBIX BelIECTB
[ennrono3a MUKpOKpUCTAILITHYECKAs
Kpaxman kykypy3Hblit

Komosunon

KapOokcumernikpaxmai HaTpus TUIT A
Marnus creapat

KpeMuust aokcu 1 KOJITOU IHbII

6.2. HecoBMecTHUMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 roxa.

6.4. OcoObie Mepbl MPEIOCTOPOKHOCTH NMPHU XPaHEHUU

XpaHUTh B KOHTYpHOU SYEMKOBON yMakoBKE Ipu Temueparype He Bbiuie 25 °C B OpUIMHAIBHOU
ynakoBKe (TIauKe) JJIsl 3alIUThl OT CBETA.

6.5. Xapakrep u cofep:kaHue YIIaKOBKHU

ITo 10, 15, 20 wm 30 TabneTok B KOHTYPHYIO SYCHKOBYIO VIIAKOBKY U3 IUICHKH
MOJTMBUHHWIXJIOPUIHON U (POJIBIY aTFOMHUHHMEBOM I€4aTHON JIAKMPOBAHHOM.

1,2,3,4,5, 6,8 i 10 KOHTYpPHBIX SYEUKOBBIX YIIAKOBOK BMECTE C MHCTPYKIIUEH IO METUIITHCKOMY
IIPUMEHEHHIO (JIMCTOK-BKJIAJIBIIT) TOMEIIAIOT B KAPTOHHYIO YIIaKOBKY (IIAUKYy).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YTUIM3ANMU MCIOJIb30BAHHOIO JEKAPCTBEHHOI0
npenapara WM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHHUs] JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MaHMIYJSIIMHU ¢ IpenapaToM

Oco06ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Poccus

000 «PUD»

445351, Camapckast obnactp, r.0. JKurynesck, r. XKurynesck, yi. ['uapoctpouteneii, a. 6, moMer.
272.

7.1. IlpencraBurtennb aepkaresisi pericTPAlMOHHOI0 YA0CTOBEPEeHHU s

[IpeTen3un moTpeOuTENNEH HAMIPABIATH 1O APECy:
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Poccus

00O «O30H Papm»
445043, Camapckas 00:1., 1.0. Tombsita, Tep. O3 [T, maructpans 3-4, 31. 11, cTp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA

JlekapcTBeHHBIN MpenapaT OTHOCUTCS K KATETOPUH OTITYCKA [0 PELenTy.

OOmrast XxapaKTEepUCTHKA JICKAPCTBEHHOTO Ipernapara beTarucTuH AOCTyNHA B €IMHOM pPeecTpe
3apErHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3miickoro SKOHOMHYECKOTO COK03a M Ha
ouIMaILHOM caire YIOJTHOMOYEHHOTO opraHa (aKCcmiepTHOM OpraHU3AIIHH )
https://lk.regmed.ru/Register/EAEU_SmPC.




