COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.10.2025 N= 25681

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPETAPATA “015)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

beracepk, 24 mr, TabiieTku

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbBINA COCTAB

JleiicTByro1iee BeecTBO: OeTarnCTHHA AUTHIAPOXIOPHI.

Kaxnas Tabnetka comepkut 24 Mr OeTarucTuHA TUTHAPOXJIOPHIA, UTO COOTBETCTBYET 15,63 Mr
OerarucTuHa.

[TonHbIi epeyeHs BCIIOMOTATENbHbIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

Kpyribie qBOSIKOBBIMYKJIIbIE TA0JIETKH OEJIOr0 MIIM MOYTH OEJIOro 1BETa CO CKOLICHHBIMH KpPasiMH
C PHUCKOH Ha OJTHOW CTOpOHE TAaOJIETKH U TPaBUPOBKOM «289» ¢ 0benx CTOpoH OT puckH. JInHus
pasnoma (pucka) peiHa3Ha4ueHa JUIIb I pa31aMbIBaHUs € LENIbI0 00JIeryeH sl IPOrIaThIBaHNU,

a He JUIA pa3JieJICHUs] Ha PaBHBIC JT03HI.

4. KIMHUYECKHUE JAHHBIE
4.1. [loxka3zanusi K NPUMEHEHUIO
IIpenapar beracepk mokasaH K IPUMEHEHUIO Y B3pOCJIbIX B Bo3pacTe oT 18 jer
e 1Ipu cUHApOME MeHbepa, XapaKTepU3yIOIUMCS CIEYOIUMU OCHOBHBIMY CUMIITOMAMM:
— TOJIOBOKPY>KEHHE (COMPOBOXKIAIOIIEECs TOITHOTONH/PBOTOM);
— CHIXEHHE cliyXa (TyroyXxocTh);
— IIyM B yIIax.
® ISl CUMIITOMATHYECKOI' O JICUEHUS! BECTHOYIISIPHOTO TOJIOBOKPYKEHHUS (BEPTHUTO).
4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

MakcumanbHas CyTouHas 103a Ipenapara Ajsl B3pOCIIbIX COCTABIAET 48 MI O€TarcTuHa B ICHb.
[Ipenapar beracepk, 24 mr cienyer npuHuUMath 1o 1 Tabnerke 2 pas3a B ICHb.
st obnerdeHus: MmporjaTbIBaHUs TaOJETKy MOXKHO pa3feNuTh Ha JIBE paBHBbIE YacTH, Kak

MOKa3aHO Ha PUCYHKE.
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Tomectnte TabieTky Ha_TBEPAVIO ~TOBOPXHOCT: | PHCKOM “BBepX 1

= HaJaBUTC HA HEC 60J'IBH_II/IM ITaJIbICM.

SR
Jlo3y ciemyeT noa0upaTh HHIUBUAYATBHO B 3aBUCUMOCTH OT PEAKIMH Ha JICYCHHE. Y TydIlIeHHe
HUHOrJaa Ha6JHOI[aeTC$I TOJIBKO qepe3 HECKOJIBKO HEACIIb JICUCHUNS. HaI/IJ'Iy‘-II_HI/Ie p€3y.HbTaTbI HHOrJaa
JOCTUT'AKOTCS ITOCJIC HECKOJIBKHUX MCECSILICB JICUCHUS. I/IMGIOTC}I JaHHBIC O TOM, YTO Ha3HA4YCHHC
JICUYCHUs B HavaJie 3a00JIeBaHuUs MPEJOTBPAIIACT €ro MPOrPECCUPOBAHNE H/WITH MTOTEPIO CITyXa Ha
0oJiee MO3IHUX CTAIUAX.

Oco0ble rpyInel NALKUEHTOB

Tlayuenmul nodcunozo eospacma
HecmoTps Ha  OrpaHMYEHHOCTh JAHHBIX  KIMHUYECKHUX  HCCIENOBaHHM, OOMIMPHBIN
MOCTPETUCTPALIMOHHBIN OMBIT MPEANOIATraeT, YTO KOPPEKIHS 103l Y 3TOM IPYIIIbI MallHEHTOB HE
Tpebyercs.
THayuenmoi ¢ HapyweHuem hyHKyuu novex u/uiu nevenu
CrnieunanbHble KIMHUYECKUE UCCIIEOBAHMSI B ATON IpyIIe NAllMeHTOB HE MPOBOJMINCH, OJHAKO
MOCTPETUCTPALIMOHHBIN OMBIT JaeT OCHOBaHUS MpeArnojaraTh, YTO KOPPEKUHUs J03bl y JaHHOU
IpYIIIbI TAIUEHTOB HE TpedyeTcs.

CTU
be3onacHocTh U 3¢ dekTuBHOCTH nMpemnapata betacepk y nmererr B Bo3pacte oT 0 mo 18 et He
yCTaHOBJIEHBI. J|JaHHbBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

BnyTps, BO Bpems efbl.
4.3. [IpoTuBONOKA3aAHUS
e ['unepuyyBCTBUTENBHOCTh K JACWCTBYIOLIEMY BEIIECTBY WJIM K Jo0omMy U3
BCIIOMOTaTeNbHbIX BEIIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.
e  ®deoxpoMolUTOMA.
be3onacHocTh u 3¢ dexkTuBHOCT, Npenapara beracepk y aereit B Bospacte oT 0 mo 18 jer He
YCTaHOBJIEHBI. J|JaHHBIE OTCYTCTBYIOT.
4.4. OcoOble ykazaHHMsl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH
[TarmeHTH ¢ OPOHXUANTBHON aCTMOH, SI3BEHHOU 00JIE3HBIO KETy IKa U/UITH IBEHAIIATHIIEPCTHON

KHIIIKU TPEOYIOT THIATEIHHOTO HAOIIOICHHS B TIEPUO]T JICUCHUS.
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B3aUMOJAeHCTBUSA

Ecnu B Hacrosiiee BpeMsi WM B HEIaBHEM MPOLLIOM BbI MpUHUMANU Ipyrue JeKapCTBEHHbIE
cpencTtBa, B TOM uuciie 0e3 Ha3HA4YeHHWs Bpada, COOOIIMTE 00 3TOM, MOXKAIYHCTa, CBOEMY
JedanieMy Bpauy.

UccnenoBanust in  vivo, HampaBleHHbIE HAa H3yYEHHE B3aUMOJECHCTBUS C JPYTUMHU
JIEKAPCTBEHHBIMU TMpenapaTaMu, HE NPOBOAMWINCH. OCHOBBIBAsICh HAa JAHHBIX iM Vitro, MOXHO
MIPEANOIOKUTh OTCYTCTBHE WHTHOMPOBAHHUS aKTUBHOCTH HM30(epMEHTOB muToxpoma P450 in
VIvO.

JannHple in vitro ToOKa3anu WHTUOMpOBaHWE MeTabonm3Ma OeTarucThHa IMOJA JACHCTBHEM
IpernapaToB, KOTOpble MHTHOMPYIOT MOoHOoaMuHOKcuaasy (MAO), Bkmoyas MAO moatuna B
(Harmpumep, ceneruiuH). Cienyer co00aAaTh OCTOPOXKHOCT MPU OTHOBPEMEHHOM Ha3HAYEHUU
O6eraructuHa u uHrHONTOpoB MAO (BKITIOUast MAO-B).

Beraructun siBNsieTCS aHAIOTOM T'MCTaMHUHA, B3aUMOJIelicTBUe OerarrucTuHa ¢ Onokaropamu Hi-
TUCTAMHHOBBIX PEIENTOPOB TEOPETHUECKH MOXKET BIUATH Ha 3()()EKTHBHOCTH OJHOTO M3 ITHX
JIEKapCTBEHHBIX CPEJICTB.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

NmMetromuxcst JTaHHBIX O TPUMEHEHUN OETarucTHHA OepeMEHHBIMH XEHIITMHAMU HEJI0CTAaTOYHO.
UccnenoBanus Ha JKUBOTHBIX HE BBIIBWIM NPSIMOM WJIM HENPSIMOM PEnpoayKTUBHOMN
TOKCUYHOCTH. beTaructus He oM KeH UCIOIb30BaThCs BO BpeMsi 0epeMEeHHOCTH 3a UCKITIOYEHUEM
CJIy4aeB OYEBUIHON HEOOXOAMMOCTH.

JlakTanus

HeusBectHo BbiAensercs i OETarUCTMH C TPYJHBIM MOJIOKOM Yy 4elloBeKa. beraructun
BBIJIETISIETCSl C TPYAHBIM MOJIOKOM y Kpbic. MccnenoBanusi Ha >KMBOTHBIX OBUIM OTpaHUYEHBI
NpUMEHEHUEM Ipenapara B OYEHb BBICOKMX J103aX. Bompoc 0 Ha3Hauy€HUHU JIEKapCTBEHHOIO
npenapara MaTepu JOJDKEH NPUHUMAThCS TOJBKO IMOCIE COMOCTAaBICHHUS MOJb3bl TPYAHOTO
BCKapMJIMBAHUS C MOTEHIIMAIBHBIM PUCKOM JUIsl TPYJTHOTO peOeHKa.

DepTUILHOCTE

B unccrnenoBanusax Ha )KUBOTHBIX (KpbICaxX) BIUSHUS Ha (DEPTUIIHHOCTD HE BBISBICHO.

4.7. Biusinue Ha CIOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTaTh ¢
MeXaHM3MaMH

beraructuH He oKka3bIBaeT WM OKA3bIBAET HECYIIECTBEHHOE BIUSHUE HA CIOCOOHOCTh YIPABIIATh
TPAHCIIOPTHBIMU CPCACTBAMHU U paGOTaTB C MexXaHu3MaMH. B KIMHHYECKHUX HUCCIICAOBAHUAX

HCIKCJIATCIbHBIC pCAKIINN, KOTOPBIC MOTJIN OBl ITOBJIMATH Ha TaKyIo CHOCOGHOCTB, HC BBISIBJICHHI.
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4.8. HexkennaTeibHbIe peakuuu

PesroMe HexxenaTeabHbIX peaKIIui

Kenyoouno-xkuweynvle napyulenus:

Yacmo (= 1/100, < 1/10): TOUTHOTA U TACTICTICHSI.
Hapywenus co cmopoHbl HepsHOlL cucmembl.
Yacmo (> 1/100, < 1/10): ronoBHast 00Ib.

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEeaKIIUi

Kpome 31tux 3¢ pekToB, BBISIBICHHBIX IPU MPOBEICHUN KIMHMYECKUX UCCIIEOBAHHM, B ITpOIIecce
HOCTPETUCTPALIMOHHOTO IPUMEHEHNS ¥ B HAYYHOM JIUTEpaType COOOIIATIOCH O HIDKECIIETYIOITHX
HexenarenbHbIX 3 dekrax. meromuxcs JaHHbIX HeIOCTaTOYHO, YTOOBI OLIEHUTh UX YacTOTY.
Hapywenus co cmoponbl uMMYHHOU cucmemsl: PEaKIsl THIEPUyBCTBUTEIBHOCTH, B TOM YHCIIE
aHa(MITaKTHYECKAsT PEaAKIIHsL.

JKenyoouno-xkuweunvie Hapyuwienusa: yMepeHHBIE PAacCTPOMCTBA, TaKWe KaK PBOTA, JKEIyI0YHO-
KULIeYHbIe 00U, B3yTHE XKUBOTA. DTH 3PPEKTH OOBIYHO MCUE3AIOT MOCTe MpUeMa Ipernapara
OJTHOBPEMEHHO C THILEH U MTOCTIe CHUKEHUS 103

Hapywenus co cmopoubl KO#U U NOOKONMCHBIX MKAHeU: PEaKIU! TUIEPUYBCTBUTEIEHOCTH, B
0COOCHHOCTH aHTHOHEBPOTUYECKHUIT OTEK, KPAIMBHUIIA, 3yl U CHIIIb.

COOGH.IGHI/IH 0 TOA03PpEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03pEBaeMbIX HEXKEJIATENbHBIX PEAaKIHsIX TI0CIe PETUCTPAILlUH
JIEKapCTBEHHOT'0 Tpernapara ¢ 1efbio 00ecredeHns] HeMPepbIBHOIO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM pa0OTHHUKAM DPEKOMEHIYeTcCs
coolmiark O JOOBIX MOJO3PEBACMBIX HEXKENATENbHBIX PEaKIMIX JIEKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMbI COOOIIEHUS O HEeXKEJIATENbHBIX PEaKIUsIX TOCYIapCTB —UJICHOB

EBpa3zuiickoro 3KOHOMHUYECKOT0 COH03a.

Poccutickas ®@edepayus

109012, r. Mocksa, CinaBsiHcKas muionaib, 1. 4, ctp. 1

denepanbHas ciryx0a o Haa3o0py B chepe 3apaBooxpanenus (Poc3apaBaanzop)

Tenedon: +7 (800) 550-99-03

OnektpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIEKOMMYHHUKAITTOHHON ceTu «nTepHeT:

www.roszdravnadzor.gov.ru
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Pecnybnuxa Kaszaxcman

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

010000, r. Acrana, paiion baiikonsip, yi. A. Umanosa, 13 (BL] «Hypcayner 2»)
Pecniy6nukanckoe ['ocymapcTBeHHOE TpEANpUATHE Ha TMPaBe XO3SHCTBEHHOTO BEICHUS
«HarnumoHabHbI LEHTP 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB U MEAUIMHCKHX H3JECIHI
Komurera MeTuIIMHCKOTO U (hapMaIieBTUYECKOro KOHTPOJIsi MUHUCTEPCTBA 3/1paBOOXPAHEHUS
Pecniy6nuku Kazaxcran

Tenedon: +7 (7172) 235-135

OnektponHas noura: pdlc@dari.kz, farm@dari.kz

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKALMOHHON ceTH «IHTepHET»:

www.ndda.kz

Pecnyonuxa benapyco

220037, r. Munck, ToBapuiieckuii nep., 2a

PecnyOnukanckoe yHutapHoe mnpeanpusitue «lLleHTp oSkcmepTM3 UM HCIBITaHUN B
31paBOOXpPaHEHUN»

Tenedon: (+375 17) 242-00-29

OnektpoHHas moyra: repl@rceth.by

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKAMOHHON ceTH «IHTepHET»:

www.rceth.by

Pecnyonuxa Apmenus

0051, r. Epesan, nip. Komuraca, 49/5

«IleHTp 3KCHEepTU3bI IEKApCTB U MEAUIMHCKUX TexHoiorui» ['HKO
Tenedomn: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas moyra: info@ampra.am, vigilance@pharm.am.

Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTH «THTepHeT»:

www.pharm.am

Kuvipevizckasn Pecnybnuka

720044, r. buikek, yi. 3-g nuHus, 25

JlemapTaMeHT JI€KapCTBEHHBIX CPEICTB U MEIWLUMHCKUX W3AeNud npu MuHHCTEpCTBE
3npaBooxpanenus Keipreckoit PecryOmmku

Tenedomn: (0 800) 800-26-26, (996 312) 21-92-78

daxkc: (996) 312-21-05-08

OnektpoHHas moura: pharm@dlsmi.kg




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.10.2025 N= 25681

— — |l_|l_ -:_|I__|IJ"':I_.;'I-I_I_|I.III:F":I. 'I-_ Ii:‘:-ll::;'l
CaiiT B nH(pOpMaAIIMOHHO-TEIEKOMMYHUKAMOHHON cert \HTEpRETY: | = BT TR MU

www.dlsmi.kg

4.9. [lepeno3upoBka

CuMIOTOMBI

N3BecTHO HECKOJIBKO CIy4yaeB IEpEJO3UPOBKU Ipernapata. Y HEKOTOPHIX IMalMEHTOB
HAOIOTATMCH JIETKHE U YMEPEHHBbIE CUMITOMEI (TOIIHOTA, COHIUBOCTh, OONb B )KMBOTE) MOCIIE
npuema mpernaparta B no3ax 10 640 mr. bornee cephesHbie OCIOXHEHHUS (CyAOpPOTH, CEpIIeUHO-
JIETOYHbIE OCJIOXHEHHs) HaOMIOAANUCh TpU MpeIHAMEPEeHHOM IpHUeMe MOBBIIICHHBIX 103
OeTarucTrHa, 0COOCHHO B COYETAHHUH C TIEPETO3UPOBKON APYTUX JIGKAPCTBEHHBIX CPECTB.
Jleuenue

PGKOMGHI[yeTCH CHUMIITOMAaTHYCCKOC JICUCHUC.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHe CBOMCTBA

dapmakoTepaneBTHUYECKas TPyIIa: JAPyrHe CpeAcTBa I JiedeHUs 3a0o0JieBaHUN HEPBHOU
CUCTEMBI; IIperaparhl AJisl JICUYEHUS TOJIOBOKPYKEHUSI.

Kon ATX: NO7CAO1.

Mexannsm neiicTBus

MexaHu3m ,HGfICTBPISI OeTarMCTHHA W3BECTEH TOJILKO YAaCTHYHO. CYI_HGCTByeT HECKOJIBKO
BO3MOJKHBIX THITIOTE3, MOATBCPKACHHBIX JOKIMHUYCCKUMHU U KIMHUYCCKUMU JaHHBIMU.

dapmakoauHamuyeckue 3P PeKTol

e BiusHue Ha TUCTAMUHEPIHUUECKYIO CUCTEMY
Yactuunelii aronuct HIl-rucraMuHOBBIX M aHTaroHMcT H3-rUCTaMHHOBBIX pELENTOPOB
BECTUOYJISIPHBIX sifiep meHTpaibHOi HepBHOW cuctembl (LIHC), oOmamaer He3HauMTETHHOU
aKTUBHOCTBIO B OTHOIIeHUH Ha-penientopoB. beraructun yBennyuBaeT oOMeH r'HCTaMHHA U €r0
BBICBOOOKJICHHE TIyTeM OJIOKMpOBaHMs TNpecuHanTH4eckux Hs-penenTtopoB M CHIKEHUS
KosinuectBa Hi-penentopos.

e VYcuieHue KpOBOTOKA KOXJIEAPHOI 001acTH, a TaKkKe BCEro rOJIOBHOTO MO3Ta
CornacHo JOKJIMHMUYECKUM HMCCIEJOBAHUSAM OETarucTHH YIydllaeT KpoBooOpalieHHEe B
COCYIIUCTOM IOJIOCKE BHYTPEHHETO yXa 3a CYeT pacciiabiieHHs! MPEeKanuUIIpHbIX CQUHKTEPOB
COCYZIOB BHYTpeHHero yxa. Takke moka3zaHo, YTO OETaruCTHH yCHJIMBAe€T KPOBOTOK T'OJIOBHOTO

MO3ra y 4cJIOBCKa.
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H

e (OO6ueruenue nporecca HeHTPaIbHOIN BedTuOyIapHOl KOM AT

beraructuH yckopsieT BOCCTaHOBJIEHHE BECTHOYISIpHOM (YHKIMM Yy KUBOTHBIX IIOCIIE
OJTHOCTOPOHHEH  BECTHUOYNAPHONW HEUPIKTOMHH, YCKOpsii ©  oOserdas IEHTPAJIbHYIO
BECTUOYJISIPHYIO KOMIICHCAIIMIO 32 CUET aHTaroHu3Ma ¢ H3-ructaMuHOBBIMU pelienITOpaMHu.
BpeMsi BoccTaHOBJICHHS TIOCIE€ BECTUOYJISAPHONW HEUPIKTOMHUM Y 4YEJIOBEKAa MPU JICUCHUU
0OEeTaruCTUHOM TaKKe YMEHBIIAeTCS.

e Bo30OyxIeHue HEMpPOHOB B BECTUOYIISIPHBIX SApax
J10303aBUCMMO CHMKA€T TE€HEpalMI0 TOTEHIMAIOB JCHCTBHS B HEUPOHAX JIATEPAJTbHBIX M
MeINAbHBIX BECTUOYISIPHBIX SITIEP.
dapMakoJMHAMHYECKHE CBOMCTBA, BBISIBICHHBIC HA )KUBOTHBIX, 00ECTICUNBAIOT MOJIOKHTEIHHBIN
TepaneBTUYECKHi 3P deKT OeTarucTuHa B BECTUOYIISIPHON CHCTEME.

Knuanueckas 2dbdeKkTUBHOCTE U 0€30I1aCHOCTE

O¢ddexkTuBHOCT, OeTarucTuHa ObUIA NMPOJEMOHCTPHPOBAHA Y MAIMEHTOB C BECTUOYIISPHBIM
TOJIOBOKPY)KEHUEM U CHUHAPOMOM MeHbepa, YTO MPOSBISIIOCh YMEHBIICHUEM BBIPAKEHHOCTU H
9aCTOTHI TOJIOBOKPYKECHUH.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

Abcopbrus

[Ipu nepopanbHOM TpueMe OETarucTUH OBICTPO M MPAKTUYECKH MOJHOCTHIO BCACHIBAETCS B
KeTyaodHOo-KuIeyHoM TpakTe. Ilocie BcackiBaHms mpemapar OBICTPO M MOYTH MOJIHOCTBHIO
MeTabonu3upyercsi ¢ 00pa3oBaHNEM METa0O0INTa 2-TIMPHIMIYKCYCHON KUCIOThL. KOoHIIeHTparust
OerarucTuHa B IJ1a3Me€ KPOBH OYeHb HU3KasA. TakuM o0pa3zoM, papMaKOKMHETUYECKHE aHATH3bI
OCHOBAHbI Ha U3MEPEHUU KOHIICHTPALUU METa00INTa 2-MMPUIHITYKCYCHONW KUCIIOTHI B IJIa3Me U
MoYe.

[Tpu mpueme npenapara ¢ nuiie MakcumanbHast KoHIeHTparus (Cmax) TIpenapara B KpOBU HIKE,
4yeM npu npueMe Hatomiak. OpHako cymmapHas abcopOuus OeTarucTuHa OJMHAKOBa B 00OMX
ClIydasix, 4TO yKa3bIBaeT Ha TO, YTO NMPHEM MHUILH JIUIIb 3aMEJIIeT BcachblBaHNUE OETarucTuHa.

Pacrnpenenenue

Cas3piBaHme OeTaructTuHa ¢ OenKamu I1a3Mbl KPOBU COCTaBIIsAeT MeHee S5 %o.

Buorpancdhopmarims

[Tocne BcackiBaHust O€TarMCTUH OBICTPO M TTOYTH MOJIHOCTHIO META0OTU3UPYETCS ¢ 00pa3oBaHUEM
MeTa0oaNTa 2-MUPUIHIYKCYCHOM KHUCIOTHI (KOTOpBIH He o0nanaer (apmMakoIornueckon
AKTUBHOCTBIO). MaKcUMallbHasi KOHIICHTpANUs 2-TIUPUAMITYKCYCHOM KUCIIOTHI B TUIa3Me KPOBHU
(MM Mode) JOCTHTaeTcs dYepe3 dYac mmocie mpuema. [leprom mMoyBBIBEACHUS COCTAaBIISET

npubim3uTensHo 3,5 yaca.
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OIMMUHALNS

2-nUpUIUITYKCYCHAst KUCIIOTa OBICTPO BBIBOAUTCA ¢ Mouol. IIpu npueme npenapara B 1o3e 8—48
MTI 0KoJI0 85 % HauanbHOM 1036l OOHApYKMBaeTcs B Moue. BriBenjeHne OetarncTuHa movykamu
WIH 4epe3 KUIIEYHUK HE3HAYUTEIIBHO.

JIngelHOoCTh (HEIUMHEHHOCTE)

CKopoCTh BBIBEICHHSI OCTAETCSI MOCTOSHHOW TMpHU MEepopaibHOM IpueMe 8—48 Mr mpemnapara,
yKa3blBas Ha JIMHEWHOCTh (PAPMAKOKHMHETUKH OETaruCTHUHA, W MO3BOJSET MPEANOIOKUTH, YTO
3a/IeCTBOBAHHBIM META0OIMYECKUI MTyTh OCTACTCS HEHACHITIICHHBIM.

5.3. JlaHHbIe JOKJIUHHYECKOH 0€30MacHOCTH

XpoHHYECKAsI TOKCUYHOCTD

HexxenarenbHble peaklMu cO CTOPOHBI HEPBHOW CHCTEMBI HAOMIOJAUCH y co0ak M 6a0ynHOB
MOCJIe BHYTPUBEHHOTO BBEAICHUS coO0akam 1 6a0ynHaM B 103ax oT 120 MI/KT U BBIIIIE.
HccnenoBanusi XpOHMYECKOM TOKCHYHOCTH OCTarMCTHHA TUTHAPOXJIOPUIA MPOAOIKAIUCH 18
MeCSIIEB Y KpbIC U 6 MecsIeB y co0ak. BBenenue mpemapata kpbicam B o3¢ 500 Mr/kr u codakam
B J03¢ 25 MI/KI HE NPUBOIWIO K OTKIOHCHUSM OMOXMMHYECKMX M TI'eMaTOJIOTHYEeCKHX
nokazaresieil 1 He COIPOBOXK/IATIOCh TUCTOJIOTUICCKIMU M3MEHEHUIMU. [1ociie OBBITIEHUS T03BI
o 300 wmr/kr y cobak HaOmogamach pBoTa. CoriacHO JUTEPAaTypHBIM JaHHBIM B
AKCIIEPUMEHTATHLHOM UCCIICIOBAHUH BBEJICHUE OETaruCTHHA KPhICaM B J103aX OT 39 MI/KT U BBIIIIE
B TeUeHHWE 6 MECSIeB MPUBOAMIO K IOSBICHUIO THUIIEPEMHH B HEKOTOPBIX TKaHsX. JlaHHas
MyOJIMKALUs COJEPKUT OTPAHUICHHBI 00BEM NaHHBIX. B CBS3M ¢ 3TUM 3HaYCHHE OMMMCAHHOTO B
UCCIICIOBAaHUH HAOIIOACHUS HESICHO.

MyTareHHBII 1 KaHIIEPOTeHHBIN ITOTEHIINAII

Beraructun He 00sagaeT MyTareHHbIM MTOTEHIIUAIOM.

Crienuduueckue McClIeJOBaHUS KAaHIEPOTCHHOIO JIEHCTBHs OeTarkcTUHA TUTHIPOXJIOpHIA He
npoBoawiuch. OIHAKO B HCCICNOBAHUAX XPOHMYECKOM TOKCHYHOCTH IIpernapara y KpbIC
IPOIOJDKUTEIBHOCThIO 18 MecsAlleB NpU TUCTOMATOJIOTUYECKOM HCCIIEJIOBAHUM HE OBLIO
BBISBJICHO TNPU3HAKOB KAKHX-ITMOO OMyXOJel, HOBOOOpa30BaHWMN WM TUIEpIIasuu. Takum
00pazoM, B JaHHOM HCCIEIOBAaHWUU C OTPAHUYCHHOW MPOJOJDKUTEIHHOCTHIO (18 MecsieB) He
ObUIO NOJYYEHO J0KA3aTeNIbCTB TOrO, YTO OETAarMCTHHA TUTHAPOXJIOpUI B 103ax A0 500 Mr/kr
o01ajaeT KaHIEPOTeHHBIM ITOTEHIIUAIOM.

PenpoaykTuBHAS TOKCUIHOCTD

beraructuH He BIMsI Ha (PEPTHIBLHOCTH CAMIIOB M CAMOK KPBIC M HE MPOSBIISLT TePaTOT€HHBIN
3 deKT y KppIC B KPOJUKOB B J03aXx 10 1000 Mr/Kr mist KpbIc U 0 75 MI/KT 1Jis KpOJlIuKOB. B
WCCJICIOBAaHNH TOKCHYECKOTO BO3JICHCTBUS HA Mpe- M MOCTHATAIBHOE Pa3BUTHE Y KPBIC TpHU

BBEJICHUU Tperapara B TOKCUYHOM JJIs1 MaTeprHCKOTro opranusma jgose 1000 mr Habiromanuch
8



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.10.2025 N= 25681

Takue 3 PeKThl, Kak YMEHbIIIEHUE MacChl Tela eTeHLHﬁg%:,I éﬂ&é&%&”&%%ﬁgﬁﬁln ':1:\;4.'eTa,

CHUKCHUC BBI’KMBA€MOCTHU KHUBOTHBIX IIOKOJICHUA F 1, a TaKXeE IIOBBIIIICHUEC
MOCTUMINIAHTAIUOHHBIX TIOTCPL Yy KMBOTHBIX IMOKOJICHUSA Fl. VY KUBOTHBIX ITOKOJICHHUSA F] nu3
rpymnm BBeneHus npenapara B 103ax 300 u 1000 Mr/kr oTMe4anoch YMEHBIIICHUE CPEAHEH CHITBI
peakuu B Xxoje MpoOBI ¢ OLeHKOW peduiekca B3aparuBanus. [Ipemapar B go3ze 100 mr/kr He
OKa3bIBaJl BJIUSAHUA HAa IPC- U MTOCTHATAJIBHOC PA3BUTHUC. 3HAYUMOCTD HBMGHGHHﬁ, HaGHIOI[aeMBIX

IMIpU BBCACHHUU IIpCIiapaTa B BBICOKUX N03aX, [0 OTHOMICHUIO K YCJIOBCKY HCsICHA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

[emmtono3a MUKPOKpUCTAILTHYECKAs

ManHuTON

JIMMOHHOM KHUCIIOTHI MOHOTHIPAT

KpeMHuust quoKkcH 1 KOJUTOU THBIHA

Tanpk

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

3 roga.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHUHU

XpaHuTh Npu TemnepaTtype He Boiie 25 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHONH YIIAKOBKH

ITo 10 Tabnerok B [IBX/TIBJIX/An Gaucrep, mo 5 6G1UCTepOB BMECTE C JINCTKOM-BKIIAIBIIIEM B
MavyKy KapTOHHYIO.

ITo 15 tabnetrok B [IBX/IIBAX/An 6mucrep, mo 2 Oauctepa BMECTE ¢ JTUCTKOM-BKJIQIBIIIEM B
MavyKy KapTOHHYIO.

ITo 20 Tabnerox B IIBX/TIB/IX/An 6muctep, mo 1, 2, 3 unu 5 6IUCTEpOB BMECTE C JTUCTKOM-
BKJIAJIBILIIEM B ITaYKy KapTOHHYIO.

ITo 25 Ttabnerox B [IBX/IIBAX/An Gmuctep, mo 1, 2 wim 4 OGnucrepa BMECTE C JIMCTKOM-
BKJIAJIBIIIIEM B ITAYKy KaPTOHHYIO.

He Bce pa3meps! yriakoBOK MOTYT OBITh JOCTYIHBI JUIsl peaTu3aIii.
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6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH | TIPH 'n;ﬁm&'ﬁ?ﬂhﬂﬁ&ﬁﬂoﬁa '::;.'oro

JICKapCTBEHHOI0 MNpenapara WJIH OTX0A0B, TMOJYYEHHBIX IOCjde TNPHMEHEHHus!
JIEKAapCTBEHHOI0 Npenapara, i Ipyrue MaHUIMyJISIHH C MIPenapaTomM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMUOHHOI'O YIOCTOBEPEHUSA
Hunepnanast

26601t Xenckea [Ipogakrc b.B.

Abbott Healthcare Products B.V.

C./. Ban Xoyrtennaan 36, 1381 CII Beecn.

C.J. van Houtenlaan 36, 1381 CP Weesp.

7.1. [IpencraBuTeib AepKaTessi PeriCTPAIMOHHOIO Y10CTOBEPEHUs

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Ha meppumopuu Poccuiickou @edepayuu

000 «32660tT JI360paTopus»

125171, r. Mocksa, JIenunrpazackoe mocce, 1om 16A, crp. 1
Tenedon: +7 (495) 258-42-80

OnexTpoHHas noyra: abbott-russia@abbott.com

Ha meppumopuu Pecnyoauxku Kazaxcman, Kvipevizcroii Pecnyonauku u Pecnybnuxku Apmenus
TOO «A660TT Kazaxcran»

050060, r. Anmartsl, yi. Exin Eproxun, nom 1, oduc 90

Tenedon: +7 (727) 244-75-44

OnektponHas roura: pv.kazakhstan@abbott.com, QA.CIS@abbott.com

Ha meppumopuu Pecnybonuku benapyce

[IpencraBurensctBo OOO «Abbott Laboratories GmbH» (ILBeiinapckast koHdenepaiusi) B
Pecniy6onuke benapych

220073, r. MuHnck, 1-w1it 3aropoansiii niep., 1. 20, odpuc 1503

Tenedon: (+375 17) 259-12-95

DnexTpoHHas noyra: pv.cis@abbott.com, QA.CIS@abbott.com

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSI
JITT-Ne(000092)~(PT-RU)
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9. TIATA TEPBUYHOIl PETMCTPAIMU (MOATBEPHAEHUS PEFHCTPATIMM,

HNEPEPET'UCTPAILIUN)
Hara nepsoii peructpauun: 18.11.2020

10. JATA IIEPECMOTPA TEKCTA

OO0mrast xapakTepuCTHKa JEKapCTBEHHOTO Ipernapara beracepk noctynHa Ha HHGOPMAITMOHHOM

noprtasie EBpasuiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIMOHHO-KOMMYHHKAIIMOHHON CETH

«uaTeprer» http://eec.eacunion.org/.
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