COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 14.10.2025 N= 25712

OBLIASI XAPAKTEPHCTHKA JEKAPCTBEHIFGPO TIPEITAPATA 1017

1. HAUMEHOBAHUE JTEKAPCTBEHHOI'O ITIPEITAPATA
beracepk, 8 mr, TabneTkn

beracepk, 16 mr, TabieTku

2. KAYUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB
JelicTByro111€€ BEIIECTBO: OETAarCTHHA TUTHUIAPOXIIOPHI.

Beracepk, 8 mr, TabJIeTKH

Kaxxnas tabrmetka comepuT 8 Mr OeTarmcThHa TUTHAPOXJIOPHIIA, YTO COOTBETCTBYET 5,21 mr
OerarucTuHa.

Beracepk, 16 mr, TabeTku

Kaxnas Tabnetka comepkut 16 Mr OeTarucTuHa TUTHAPOXIJIOPHIA, 4TO COOTBeTCTBYeT 10,42 Mr
OerarucTuHa.

[TonHbIi epeyeHs BCIIOMOTATENbHbIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Ta0neTku.

Beracepk, 8 Mr, Tabnerku

Kpyriasle miockue tabnerku Oenoro WM MoYTH Oenoro ILBEeTa CO CKOLIEHHBIMU KpasMu C
TPaBUPOBKOH «256)» Ha OJTHON CTOPOHE TaOJIETKH.

Beracepk, 16 mr, Tabnerku

Kpyribie qBOSIKOBBIMYKJIIbIE TA0JIETKH OETIOr0 MIIM MOYTH OEJIOro 1BETA CO CKOLICHHBIMH KpPasiMH
C PHCKOM Ha OJTHOM CTOPOHE TaOJIETKU M TPABUPOBKOM «267» ¢ 00erX CTOPOH OT pucKH. TabieTky

MOXHO pa3aCJINThG Ha PaBHBIC JO35I.

4. KIMHUYECKHUE JAHHBIE
4.1. [loka3zanusi K NPUMEHEHUIO
IIpenapar beracepk mokasaH K IPUMEHEHUIO Y B3pOCIIbIX B Bo3pacTe oT 18 jer
e 1pu cUHApoME MeHbepa, XapaKTepU3yIOIUMCs CICYOIUMU OCHOBHBIMY CUMIITOMAMM:
— TOJIOBOKpYXEHHE (COMPOBOXKIAIOIIEECS TOINTHOTONW/PBOTOM );
— CHIDKEHHE CiIyXa (TyroyXocCTb);
— IIyM B yIIax.

® ISl CUMIITOMATHYECKOI'O JICUEHUS! BECTHOYIISIPHOTO TOJIOBOKPYKEHHUS (BEPTHUTO).
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4.2. Peskum 103MpPOBAHUSA U CIOCO0 MPUMeEHeHMsI

PexxuM 103upoBaHus

MakcumManbHasi CyTOYHas 103a MpemnapaTa iy B3POCIBIX COCTaBisieT 48 Mr OeTarucTuHa B JICHD.
[Ipenapar beracepk, 8 Mr cienyeT npuHUMATh 110 1-2 TabneTke 3 pasza B ICHb.
[Tpenapat beracepk, 16 Mr cienyer npuHumarh no %2 — 1 tabnerke 3 pasza B AeHb. TabieTky
npenapara beracepk, 16 Mr MO’KHO pa3/ieiuTh HA ABE PAaBHbIE YACTH, KaK IIOKa3aHO HA PUCYHKE.
IlomecTutre TabMeTKy Ha TBEPAYI0 IOBEPXHOCTh PHCKOHW BBEpPX U
,':.\_ HAJaBUTE Ha Hee OOJIBLINM MaJbLEM.

2
Jlo3y creayeT moaOupars MHAWBUIYAIbHO B 3aBUCUMOCTH OT PEAaKLIMU Ha JIeUeHue. Y IydlieHne
MHOTJa HAaOJI0JaeTCsl TOJBKO Yepe3 HECKOJIbKO HeeNb JiedueHusl. Hammydime pe3ynbTaTel HHOT 1A
JIOCTUTAIOTCS TTOCJIE HECKOJIBKUX MECALEB JieueHUs. MIMeroTcs naHHble 0 TOM, YTO Ha3HA4YE€HHE
JIe4eHHsI B Havase 3a00JIeBaHMs IPEJOTBPAIAET €ro MPOrPEeCCHPOBAHNE H/IITU TIOTEPIO ClIyXa Ha
0oJiee MO3IHUX CTaUsX.

Oco0nIe I'pynIbl TanMEHTOB

Ilayuenmul nodxxcunozo eozpacma
HecmoTpss Ha  OrpaHMYCHHOCTh JaHHBIX  KIMHHUYECKUX  HWCCIICIOBaHWM, OOMIMPHBIN
MOCTPETUCTPAIIMOHHBINA OMBIT MPEIOJIATAET, YTO KOPPEKIIUS T03bl Y 3TOM IPYMIIbI MALIUEHTOB HE
Tpedyercs.
Iayuenmul ¢ Hapywenuem QyHKyuy novex u/unu neyeHu
CrenuanbHble KIMHUYECKUE UCCIIEIOBAHUS B 3TOU IPyIIe NAlMEHTOB HE MPOBOAMINCH, OJJHAKO
MOCTPETUCTPAI[MOHHBINA OMBIT JAA€T OCHOBAHUS MPEINOJaraTh, YTO KOPPEKIHS J103bl Y JTaHHOU
TpyIIBI MAUEHTOB HE TpeOyeTcs.

eTu
Bbezomacnocth u 3 dexTuBHOCTS Mpenapara beracepk y neteit B Bo3pacte oT 0 g0 18 ner He
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 ImpuMeHeHus

BuyTpsb, BO BpeMsl €/Ibl.
4.3. llpoTuBONOKA3aHUSA
e [unepuyyBCTBUTENHLHOCTh K JCWCTBYIONIEMY BEIIECTBY WIM K JoOoMy U3
BCIIOMOTaTEJIbHBIX BEIIECTB, MEPEUNCICHHBIX B pa3nene 6.1.
e  PeoxpoMOLUTOMA.
Bbezomacnocth u 3 dexTuBHOCTS Mpenapara beracepk y neteit B Bo3pacte oT 0 gm0 18 ner He

YCTaHOBJICHBI. I[aHHBIe OTCYTCTBYIOT.
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4.4. OcoOble yKa3aHUS U MepPbI PET0CTOPOKHOCTH n%‘%bﬂ%&iﬁ; EMEHOCTE 0017)

[TarmeHTH ¢ OPOHXUANBHON aCTMOMH, SI3BEHHOU 00JIE3HBIO KETy IKa U/UITH IBEHAIIATHIICPCTHON
KHIIKHA TPeOYIOT TIIATEIILHOTO HAOIIOCHHS B TIEPUO/T JICUSHUSI.

4.5. BzaumoaeiictBue ¢ JPYrUMHM JIeKAPCTBEHHBIMHM TMpenaparamMd M Jpyrue BHAbI
B3alMOJeliCTBUSA

Ecnu B Hacrosiiee BpeMst WM B HEIaBHEM MPOLLIOM BbI MpUHUMANU Ipyrue JeKapCTBEHHbIC
CpeAcTBa, B TOM 4YHclie 0e3 Ha3HaueHHs Bpaya, cooOmuUTe 00 3TOM, MOXKAIyicTa, CBOEMY
JedanieMy Bpauy.

UccnenoBanust in vivo, HampaBlieHHbIE Ha M3y4YE€HHE B3aUMOJACWUCTBUS C APYTUMHU
JIEKAPCTBEHHBIMU TMpenapaTaMu, HE NPOBOAMWINCH. OCHOBBIBAsICh HAa JAHHBIX iM Vitro, MOXHO
IPENOI0XUT OTCYTCTBUE WHTMOMpPOBaHMSA aKTMBHOCTH HM30(epMeHTOB muroxpoma P450 in
Vivo.

JlanHbie in vitro TOKa3aau WHTHOWpOBaHWE MeTabonu3Ma OeTarucTuHa I0f JEeHCTBHEM
IpernapaToB, KOTOpble MHTHOMPYIOT MOoHOaMuHOKcHaasy (MAOQO), Bkmoyas MAO moaruna B
(mammpumep, cenerunuH). Cienyer coON0aaTh OCTOPOKHOCTh MPU OJTHOBPEMEHHOM Ha3HAYECHUU
O6eraructuHa u uHrHOUTOpoB MAO (BKITFOUast MAO-B).

beraructuH sBasSeTCs aHAJIOrOM T'MCTaMUHa, B3auMoJielicTBUe OeTaructuHa ¢ 6iokatopamu Hi-
TUCTAMHHOBBIX PEIENTOPOB TEOPETHUECKH MOXKET BIUATH Ha A()()EKTHBHOCTH OJHOTO M3 ITHX
JIEKAPCTBEHHBIX CPEJICTB.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTb U JIAKTALMS

bepeMeHHOCTh

NmMeromuxcst TaHHBIX 0 TPUMEHEHUU OeTarucTuHa OepeMEHHBIMHU KEHIIMHAMU HEJOCTATOYHO.
HccnenoBanuss Ha JKMBOTHBIX HE BBIABWIM MPAMOM WM HENPAMOM PENnpoONyKTHBHOU
TOKCUYHOCTH. beTaructus He O KeH UCIO0Ib30BaThCs BO BpeMsi 0epeMEeHHOCTH 32 UCKITIOUEHUEM
CIIy4aeB OYEBUIHON HEOOXOAUMOCTH.

JlakTanus

HeusBectHo BbIfenseTcs M OCTarUCTHH C TPYJHBIM MOJIOKOM Yy 4YelOBeKa. beraructuH
BBIJIETISIETCSl C TPYAHBIM MOJIOKOM y Kpbic. MccnenoBanusi Ha >KMBOTHBIX OBUIM OTpaHUYEHBI
IPUMEHEHHEM IIperapaTa B OY€Hb BBICOKHMX J103ax. Bompoc o Ha3HayeHUH JIE€KapCTBEHHOIO
npenapara MaTepu JOJDKEH NPUHUMAThCS TOJBKO IMOCIE COMOCTAaBICHHUS MOJb3bl TPYIHOTO
BCKAPMITMBAHHUS C MMOTCHIIMATBLHBIM PUCKOM ISl TPYTHOTO peOEHKA.

DepTUILHOCTE

B nccrnenoBanusax Ha )KUBOTHBIX (KpbIcax) BIAUSHUS Ha (PEPTUIBHOCTH HE BBISIBJICHO.
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4.7. Bausinue Ha CHOCOOHOCTH YNPAaBJSATH pancn({ﬂl‘:.'{’iiﬂvﬁ:l@;?éﬁlﬁélka'ﬂ':& ];I_ﬁg(;:]]{;!b c

MeXaHH3MaMH
BeTaFI/ICTI/IH HC OKA3bIBACT UJIK OKA3bIBACT HeCYH_IeCTBeHHOG BJIIMAHUC HA CHOCO6HOCTB ynpaBHHTb
TPAHCIIOPTHBIMU CPEJCTBAMH H padoTaTh C MEXaHW3MaMH. B KIMHUYECKHX HCCIICIOBAHHIX
HEeKeJaTeNIbHBIC peaKIiy, KOTOPBIE MOTJIH ObI ITOBJIMATH HA TAKYIO CIIOCOOHOCTb, HE BBISIBJIICHBI.
4.8. He:xxenaTesibHbIE peaKIUU

PesroMe HexxenaTeabHbIX peaKIIui

JKenyoouno-kuuieynvle napyulenus:

Yacmo (= 1/100, < 1/10): TOIIHOTA U JUCTICTICHUSI.
Hapywenus co cmoponul HepeHOUl cucmembi:
Yacmo (> 1/100, < 1/10): ronoBHast 00Ib.

Onucanue OTASILHBIX HEXKEIATEIbHEIX PEaKIINI

Kpome 3tux 3¢ (heKToB, BBISIBICHHBIX TPU MPOBEICHUU KIMHUYECKUX HCCIIeI0BaHU, B Ipoliecce
MOCTPErHUCTPALIMOHHOTO MPUMEHEHUS 1 B HAYYHOW JIUTEpaType COOOIIAIOCh O HUKECIE Iy OIINX
HexenarenbHbIX 3 dexrax. meromuxcs JaHHbIX HeIOCTaTOYHO, YTOOBI OLIEHUTh UX YacTOTY.

Hapywenus co cmoporvl uMMYHHOU cucmembl: PeaKLUs TUIIEPUyBCTBUTEIHHOCTH, B TOM UHCIE

aHapuUIaKTHYECKas peaKIusl.

Kenyoouno-kuweunvie Hapyuwienus: yMEepeHHbIE pacCTpOMCTBa, Takue KaK pBOTA, >KEIyI0YHO-
KULIeYHbIe 00U, B3yTHE XKUBOTA. DTH 3PPEKTH OOBIYHO MCUE3AIOT MOCTe MpUeMa Ipernapara

OIHOBPEMCHHO C MMUIIEH WM TI0CJIC CHIKEHHUS JO3BI.

Hapywenus co cmopomnbl KOdcU U NOOKOJCHbIX MKAHel: PEaKIUd TMIIEPUyBCTBUTEIILHOCTH, B
0COOEHHOCTH aHTMOHEBPOTUYECKHM OTEK, KPalMBHULIA, 3y U CHIIb.

COOGH.IGHI/IH 0 TOA03pEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmiath 0 MOJO03pEeBAEMBbIX HEXKENATENbHBIX PEaKIUsAX TIOCJIe PEerucTpaluu
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecrnedeHnsl HeMPepbIBHOIO MOHUTOPUHTA COOTHOIICHUS
«MOJbh3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs
co00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUSAX JEKApCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHbIE CUCTEMbI COOOIIEHUS O HEeKENaTeIbHBIX PEaKUsiX rOCyIapCTB — YJICHOB

EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.
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Poccuiickas ®@edepayus

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

®denepanpHas cayx0a o Haa30py B chepe 3apaBooxpanenus (PoczmpaBaanzop)

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

OnexrponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIEKOMMYHHUKAITTOHHON ceTu «nTepHeT:

www.roszdravnadzor.gov.ru

Pecnybnruxa Kaszaxcman

010000, r. Acrana, paiion baiikonsip, yin. A. Umanosa, 13 (BL] «Hypcayner 2»)
Pecniy6nukanckoe ['ocymapcTBeHHOE TpEANpUATHE Ha TMPaBe XO3SHCTBEHHOTO BEICHUS
«HauuoHanbHbI HEHTP SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB M MEAMIMHCKUX W3AETUi»
KomuteTra MenuuuHckoro u (apmMaieBTHUeCKOro KOHTpoJIsi MUHHCTEpPCTBA 3ApaBOOXPAHEHUS
Pecniy6nuku Kazaxcran

Tenedon: +7 (7172) 235-135

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

Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTH «THTepHeT»:

www.ndda.kz

Pecnyonuxa benapyco

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

PecniyOnukaHnckoe yHUTapHOE NPEANpHUSITHE «lleHTp OKCnEpTU3 U HUCHBITAHUU B
3/IpaBOOXPAaHEHU

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

DnekTpoHHas nmo4ra: repl@rceth.by

CaiiT B nH(pOpMaIIMOHHO-TEIEKOMMYHUKAMOHHOM ceTn «HTepHeT»: www.rceth.by

Pecnyonuxa Apmenus

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

«leHTp 3KCHEepTU3bI IEKapCTB U MEAULMHCKUX TexHoiorui» ['HKO
Tenedomn: (+374 10) 20-05-05, (+374 96) 22-05-05

OnekTpoHHas mo4ra: info@ampra.am, vigilance@pharm.am

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MIHTepHeT»: www.pharm.am
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Kuvipevisckas Pecnyonuka

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

JlemapTaMeHT JE€KapCTBEHHBIX CPEICTB U MEIUWLUMHCKUX W3AeNud npu MHHHCTEpCTBE
3npaBooxpanenus Keipreckoit PecryOmmku

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

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

OnektpoHHas moura: pharm@dlsmi.kg

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHHKAIMOHHOM ceTn « HTepHeT: www.dlsmi.kg

4.9. Ilepeno3npoBka

CuMITOMBI

M3BecTHO HECKOJBKO CIlydaeB IMEpPelO3UPOBKH Mpernapara. Y HEKOTOPBIX MaIeHTOB
HaOIIOJAIMCH JIETKUE U YMEPEHHBIC CUMIITOMBI (TOITHOTA, COHJIMBOCTD, 0OJIb B )KUBOTE) TIOCIIC
npuema npemnapata B no3ax 10 640 mr. bornee cephe3Hbie OCIOXHEHUS! (CYAOpPOTH, CEplIEUHO-
JICTOYHBIC OCJIO)KHGHI/I}I) HaG.HIO,Z[a.HI/ICB npu MnpcaAHaAaMCPCHHOM NPUCEMC TMOBBIICHHBIX 103
OeTarucTuHa, 0COOEHHO B COYETAHUH C IEPETO3UPOBKON APYTUX JIEKAPCTBEHHBIX CPECTB.
Jleuenue

PGKOMGHI[yeTCH CHUMIITOMAaTHYCCKOC JICUCHUC.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUECKasi TpyMIa: JIpyrue CpeiacTBa Ajis JiedeHHs 3a00JieBaHUI HEepBHOU
CUCTEMBI; IIPeTaparhl s JICYECHUS TOJTOBOKPYKEHHUS.

Kog ATX: NO7CAOI.

MexaHu3M IeHCTBUS

MexaHu3m HeﬁCTBHH OeTarMCTHHA W3BECTEH TOJIBKO YAaCTHYHO. CYI_HCCTByeT HECKOJIBKO
BO3MOJXHBIX T'HIIOTC3, MOATBCPIKACHHBIX JOKIIMHUYCCKUMHU U KIIMHUYCCKUMHU JaHHBIMU.

dapmakoauHamuyeckue d3PHeKTol

e BiusHue HAa THCTAMHUHEPTUYECKYIO CUCTEMY
Yactuunpli aroHuct Hi-rucTaMMHOBBIX W aHTAaroHUCT H3-rUCTaMUHOBBIX pPELENTOPOB
BECTUOYJSIPHBIX sifiep meHTpanbHOM HepBHOU cucteMbl (IIHC), obGmamaer He3HAYMTEIBHOU
AKTUBHOCTBHIO B OTHOIIICHHUN Hz-peHeHTOpOB. BeTaI‘I/ICTI/IH yBGJ’II/I‘-II/IBaeT 06MGH TucraMmHa 1 €ro
BBICBOOOXKJICHHE ITyTeM OJIOKMPOBAHUS MpPECHHANTUYECKHX H3-perentopoB M CHUKEHHUS

KoJinuecTBa Hi-penentopos.
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e VYcuneHue KpOBOTOKA KOXJIEAPHOM 00JIaCTH, a TAK)KE BCETO TOJIOBHOT'O MO3Tra
CornacHo JOKJIMHUYECKUM HCCIEJOBAHUSAM OETarucTHH YIydllaeT KpoBooOpalieHHEe B
COCYIIUCTOM TOJIOCKE BHYTPEHHETO yXa 3a CYeT pacciiabiieHus! MPeKanuUIIpHbIX CQUHKTEPOB
COCYZIOB BHYTpeHHero yxa. Takke moka3zaHo, YTO OETaruCTHH yCHJIMBAE€T KPOBOTOK I'OJIOBHOTO
MO3ra y uejoBeKa.

e (OOneruyenue nporuecca HEHTPAIbHON BeCTHOYIISIPHOI KOMIIEHCALIUU
beraructuH yckopsieT BOCCTaHOBJIEHHE BECTHOYISIPHOM (YHKIMM Yy KUBOTHBIX IIOCIIE
OJTHOCTOPOHHEH  BECTHOYNAPHONW HEUPIKTOMHH, YCKOpsii M oOierdas IEHTPAJIbHYIO
BECTUOYJISIPHYIO KOMIICHCAIIMIO 32 CUET aHTaroHu3Ma ¢ H3-ructaMuHOBBIMU pelielITOpaMHu.
BpeMsi BoccTaHOBJIEHHS TIOCIE€ BECTUOYJISAPHONW HEUPIKTOMUM Y 4YEJIOBEKAa TPU JICUCHUU
0OEeTaruCTUHOM TaKKe YMEHBIIAeTCs.

e Bo30OyxIeHue HEMpPOHOB B BECTUOYIISIPHBIX Spax
J10303aBUCMMO CHMKA€T TE€HEpalMI0 TOTEHIMAIOB JACHCTBHS B HEUPOHAX JIATEPATbHBIX M
MeINAbHBIX BECTUOYIISIPHBIX STEP.
dapMakoJMHAMHYECKHE CBOMCTBA, BBISIBICHHBIC HA )KUBOTHBIX, 00ECIICUNBAIOT MOJIOKHTEIHHBIN
TepaneBTUYECKHi 3P deKT OeTarucTuHa B BECTUOYIISIPHON CHCTEME.

Knuanueckas 2dbdekTUBHOCTE U 0€30I1aCHOCTE

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

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

Abcopbrus

[Ipu nepopanbHOM TpueMe OETarucTUH OBICTPO M MPAKTUYECKH MOJHOCTHIO BCACHIBAETCS B
KeTyaodHo-KuieyHoM TpakTe. Ilocie BcackiBaHms mpemapar OBICTPO M MOYTH MOJIHOCTBIO
MeTabonu3upyercsi ¢ 00pa3oBaHNEM METa0O0INTa 2-TIMPHIMIYKCYCHON KUCIOThL. KoHIIeHTparust
OerarucTuHa B IJ1a3Me€ KPOBH OYCHb HU3KasA. TakuM oOpa3zoM, papMaKOKMHETUYECKHE aHATU3bI
OCHOBAHbI Ha U3MEPEHUU KOHIICHTPALUU METa00INTa 2-MMPUIHITYKCYCHONU KUCIIOTHI B IJIa3Me U
MoYe.

[Tpu mpueme mpenapara ¢ nuiie MakcumanbHast KoHIeHTpaus (Cmax) Ipenapara B KpOBU HIKE,
4yeM npu npueMe Hatomlak. OpHako cymmapHas abcopOuus OeTarucTuHa OJMHAKOBa B 00OMX
Cllydasix, 4TO yKa3bIBaeT Ha TO, YTO MPHEM IHUILH JIMIIb 3aMEJIIeT BcachbiBaHUE OETarucTuHa.

Pacnopenenenue

Cas3piBaHme OeTaructuHa ¢ OenKamu I1a3Mbl KPOBU COCTaBIIseT MeHee S5 %o.
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Buorpancdopmarus

[Tocne BcackiBaHust O€TarMCTUH OBICTPO M TTOYUTH MOJIHOCTHIO META0OTU3UPYETCS ¢ 00pa3oBaHUEM
MeTabonuTa 2-MUPUAMIYKCYCHOM KHCIOTHI (KOTOpBIM He obnagaeT (apMaKoJIOTHYECKOn
aKTUBHOCTHIO). MakcuManbHasi KOHUEHTpalus 2-MUPUIMITYKCYCHOW KUCIOTHI B IJIa3Me KPOBU
(MM Moue) JocTUraeTcs depe3 dYac mocie mnpuema. Ilepuon mMmosyBBIBEACHUS COCTaBIISET
npubim3uTensHo 3,5 yaca.

OJIMMUHALNSA

2-MMUPUTAITYKCYCHAsT KHCIIOTa OBICTPO BRIBOAUTCS ¢ Mouoil. [Ipu mpueme npemapara B no3e 8—48
Mr oKoJio 85 % HauanbHOM /1036l OOHApYKMBaeTcs B Moue. BriBenieHne OetarncTuHa movykamu
WJIM Yepe3 KUIICYHUK HE3HAUUTEIBHO.

JIngelHOoCTh (HEINMHEHHOCTE)

CKOpOCTh BBIBEJEHHUSI OCTAETCA MOCTOSIHHOW MpH NEpOopaibHOM Tpueme 8—48 Mr mpemnapara,
yKa3blBas Ha JIMHEWHOCTh (PAPMAKOKHMHETUKH OETaruCTHUHA, W IMO3BOJSET MPEANOIOKUTH, YTO
3a/1eiCTBOBAaHHBIN METAaOOIMUECKUN TyTh OCTACTCS HEHACHIIIICHHBIM.

5.3. JlaHHbIe JOKJIUHHYECKOH 0€30MacHOCTH

XpoHHYecKass TOKCUYHOCTE

HexxenarenbHble peaklMu cO CTOPOHBI HEPBHOW CHCTEMBI HAOMIOJAUCH y co0ak M 6a0ynHOB
nociie BHyTPUBEHHOTO BBeIeHUs cobakaM u 6abyuHam B 103ax oT 120 MI/KT u BBIIIIE.
HccnenoBanusi XpOHMYECKOM TOKCHYHOCTH OCTarMCTHHA TUTHAPOXJIOPUIA MPOAOIKAIUCH 18
MECSIIEB Y KphIC U 6 MecsIeB y cobak. Beenenue npemnapara kpeicam B 03¢ S00 MI/Kr u cobakam
B J03¢ 25 MI/KI HE NPUBOIWIO K OTKIOHCHUSM OMOXMMHYECKMX M TI'eMaTOJIOTHYEeCKHX
MOKa3aTesei U He COMPOBOKIAIOCH TUCTOIOTHISCKUMU H3MeHEeHHsIMU. [1ociie MOBBIIeHUS 03B
o 300 wmr/kr y cobak HaOmogamach pBoTa. CoriacHO JUTEPAaTypHBIM JaHHBIM B
9KCIIEPUMEHTAIILHOM HCCIIEJOBaHUH BBe/IeHHEe OeTarucTHHa KpbIcaM B J103aX OT 39 MI/KT U BbIIIE
B TeUEHHUE 6 MECSIeB MPUBOAMIO K IMOSBICHUIO TUIIEPEMHH B HEKOTOPBIX TKaHsX. JlaHHas
myOIUKaIUsl CONEPIKUT OTPAaHNYCHHBIN 00heM TaHHBIX. B CBSI3U ¢ 3THM 3HaUY€HUE OMKMCAHHOTO B
UCCJIETOBAaHUH HAOIIOACHUS HESACHO.

MyTareHHbBIM U KaHIIEPOTSHHEIN MOTEHITNAI

Beraructun He 00sagaeT MyTareHHbIM MOTEHIIUAIOM.

Criermuduueckue MCCIeOBaHUS KAaHIIEPOTCHHOTO JNEHCTBHs OeTarucThHA TUTHAPOXJIOpHUIA HE
npoBoawiuCh. OIHAaKO B HCCICNOBAHUAX XPOHUYECKOM TOKCHYHOCTH IIpermapara y KpbIC
IPOJOJDKUTEIBHOCTBIO 18 MecAlleB NpU TUCTONATOJIOTMYECKOM HCCIIEJOBAHUM HE OBLIO
BBISBJICHO TNPU3HAKOB KAKHX-TMOO OMyXOJel, HOBOOOpa30BaHMN MM THUIEPIIIa3uu. Takum

o0pa3oMm, B JaHHOM HCCIEIOBAaHUU C OTPAHUYCHHON MPOJOKHTENhHOCTHIO (18 MecsiieB) He
8
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OBUIO MOJIYYEHO MOKA3aTEIBLCTB TOT'O, UYTO 6eTerHCTI/IHa':I}ﬁ%&ﬂg&%@b’%ﬂ@h@% o ’5'(36 T1\'4.'r/1<r
y )

O6HaZ[aGT KaHICPOTCHHBIM IMOTCHIIUAJIOM.

PenpoaykTuBHASI TOKCUYHOCTD

beraructun He BnusI Ha (EPTUIHLHOCTh CaMIIOB M CAMOK KPBIC M HE MPOSBISI TepaTOTeHHBIN
3 deKT y KppIC B KPOJIUKOB B a03ax 10 1000 Mr/Kr st KpbIc U 0 75 MI/KT 1Jis KpOJlIWKOB. B
UCCIICIOBAaHUM TOKCHUYECKOTO BO3JEHCTBHS HA Ipe- W MOCTHATAJbHOE Pa3BUTHE Y KPBIC MpHU
BBEJICHUU Tperapara B TOKCUYHOM JJIs1 MaTepuHCKOro opranusMma jgose 1000 mr Habiromanuch
Takue 3(PeKThl, Kak YMEHbIIIEHHE MacChl Tella JeTeHbIIIeH, YMEHbIIEHNE YUCIEHHOCTH TTOMETa,
CHI)KEHME  BBDKMBAaGMOCTHM  JKMBOTHBIX  MoOKosieHus Fi, a  Takke  TOBBIIICHUE
NOCTUMIUIAHTALMOHHBIX TOTEPh y XUBOTHBIX MOKoJieHus Fi. Y >xuBoTHBIX mokoneHus Fi u3
rpynn BBeaeHus npemnapara B 1o3ax 300 u 1000 Mr/kr oTMe4anoch yMEHbIICHHE CPEIHEH CHIIbI
peakiuu B XxojAe MpoObI ¢ OLeHKOW peduiekca B3aparuBanus. [Ipemapar B go3ze 100 mr/kr He
OKa3bIBaJI BIUSHUSA Ha Mpe- U MOCTHATAIbHOE Pa3BUTHE. 3HAUMMOCTh U3MEHEHUI, HaOII01aeMbIX

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

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Lemntono3a MUKpOKpUCTaIIINYECKast

Mannurton

JIMMOHHOM KHCIIOTHI MOHOTHIPAT

Kpemuust 1MOKCH KOJITIOUAHBII

Tanpk

6.2. HecoBMecTUMOCTB

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

3 roga.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh Npu TemnepaTrype He Boiie 25 °C.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

ITo 15 tabnerok B [IBX/IIB/IX/An 6muctep, no 2 6mucrepa BMECTE C JUCTKOM-BKJIABIIIEM B
[a4Ky KapTOHHYIO.

ITo 20 tabnerok B [IBX/IIBAX/An 6mmctep, mo 3 Oauctepa BMECTe ¢ JUCTKOM-BKJIQIBIIIEM B
Ma4yKy KapTOHHYIO.

ITo 30 Tabnerox B [IBX/TIB/IX/An 6muctep, o 1 wium 2 6ucTepa BMECTE € TUCTKOM-BKJIIa IbIIIEM

B [1aYKy KapTOHHYIO.
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He Bce pa3mepsl ymakoBOK MOTYT OBITh JOCTYTIHBL IS p%ﬁ:&ﬁ/f;ﬂ': BATEMNEHOCT

6.6. OcoOble  Mepbl  NMPEAOCTOPOKHOCTH  TNPU  YHHYTOKEHHUM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOCJde NPHUMEHEHUs!
JIEKAPCTBEHHOI0 Mpenapara, i Ipyrue MaHUMYJIsIHH C PenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHUSA
Hunepnanbt

26601t Xenckea [Ipogakrc b.B.

Abbott Healthcare Products B.V.

C.[J. Ban Xoyrennaan 36, 1381 CII Beecn.

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

7.1. lIpencraBuTeib AepKaTessi periCTPAIMOHHOIO Y10CTOBEPEHUs

IIperen3uun norpeduTeel HANPABIATE 10 AJIPECY:

Ha meppumopuu Poccuiickou @edepayuu

000 «2660tT JIZ6opaTopus»

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

OnexTpoHHas noyra: abbott-russia@abbott.com

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

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

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

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

Ha meppumopuu Pecnyboauxu Benapyco

[IpencraBurensctBo OOO «Abbott Laboratories GmbH» (ILBeiinapckast koHdenepaiusi) B
Pecniy6nuke benapych

220073, r. Munck, 1-b1it 3aropoansiii nep., 1. 20, odpuc 1503

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

DneKTpoHHas rmoyTa: pv.cis@abbott.com, QA.CIS@abbott.com

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA

JITI-Ne(000144)-(PT-RU)
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9. TIATA TEPBUYHOIl PETMCTPAIMU (MOATBEPHAEHUS PEFHCTPALLIIM,

HNEPEPET'UCTPAILIUN)
Hara nepsoii peructpauuu: 25.02.2021

10. JATA IEPECMOTPA TEKCTA
OO0mrast xapakTepuCcTHKa JEKapCTBEHHOTO Ipernapara beracepk noctynHa Ha HHGOPMAITMOHHOM
noptane EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH(OPMAIIMOHHO-KOMMYHHKAIIMOHHON CETH

«uaTeprer» http://eec.eacunion.org/.
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