Ckian

Oitoua pevosuHa: pebamimif,
1 TabneTka mictuth pebaminigy 100 wmr;

OONOMIJICHI pedyoBUHU: 1eJII0JI03a MIKpPOKPHUCTalliuHa, TiAPOKCUIIPOITIIIesI0Io3a
HU3bKO3aMillleHa, IiAPOKCHUIIPOIIiIesIt0jI03a, MarHito cTeapar;

cymiw 015 nokpumms: TimpoMeJsio3a, TuTany miokcurn (E 171), monieTuneHrmikonb
(Mmakporom).

JIikapcbKa ¢popmMa

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHOBHI (i3uko-ximiuHi 81acmueocmi: 6ii KpyrJii, rmageHbKi 3 060X CTOPiH
OBOOTMYKIJIi TabGIeTKU, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.

®dapMaKoTepalneBTHYHA Irpymna

3acobu Oy JIiKyBaHHS KHCJIOTO3aJIeKHUX 3aXBOPIOBAHB.
Kopg ATX A02X.

dapMakogHHaMiKa

Pebawmimig migBuillye eHgoreHHuM BMicT npoctarnainuHiB E2 ta 12 (PGE2 ta PGI2),
sIKI MICTATBHCSA Y IIUIYHKOBOMY COKY, & TAaKOXK ITiIBUIIYE PiBeHb npocTarjianguay E2
(PGE2) y cnu3oBiii 000/I0HIII IITyHKA, 110 CITPUSE 11 3aXUCTY Bif YIIKOAXKYBaTbHUX
dakTopiB. Pebaminig YMHUTEL IUTONPOTEKTOPHUYM e(PeKT, HOBemeHU y MOCTiAXKEeHHIX
in vitro, mokpaiye KpoBooOir y cIM30Biil 000JIOHIII ITYHKA i CTUMYJIIOE ITpoIideparliio
KJIiTUH. 3aBOSKU MigBUIIEHHIO aKTUBHOCTI (pepMEHTIB, 1110 CTUMYJIIOI0OTh 0i0CUHTE3
BHCOKOMOJIEKYJIIPHUX TJIIKOIIPOTEIHiB, pebamirmif 30ibIiIye KiTbKiCTh IIOBEPXHEBOTO
IIJTYHKOBOTO c/Tu3y. Pebaminig He BIiuBa€e Ha 6a3anbHY i CTUMYJIBOBAHY IIIYHKOBY
CeKpelLio.

®dapMaKOKiHeTHKa

[Ticnss ogHOPa30BOTO IepopanbHOTo 3acTocyBaHHA 100 Mr pebamimniny MakcuManbHa
KOHIIeHTpallisa y nna3mi Kposi (216 £ 79 Hr/mmn) cnocTtepiranacs yepes 2,4 + 1,2
roguHu. B ekcrmepuMeHTax in vitro 3 6imkamMu naa3mMu 3B’ si3yBanocs npubnusao 90 %
Ipenapary, IpoTte y 6araTopa3oBUX AOCIIAXKEHHSAX JOBEeOEeHO, 1110 IpelapaT He



KYMYJIIOETBCSI B opraHi3mi. [Ipenapat miggaeTbcsa He3HaYHOMY MeTaboI1iaMy B
OpTraHi3Mi TIOaWHY, OJHAK 30e0iTbIIoro BUOINSETHCSA ¥ He3MiHeHoOMY Burismi. [lepion
HalliBBUBEOEHHS 3 IJTa3MU KPOBi cTaHOBUTH npubnusuo 1,9 + 0,7 rogunu. I1pu
3acTocyBaHHi pebamininy B mo3i 100 Mr y mailieHTiB 3 HUPKOBOIO HEJOCTATHICTIO
criocTepirasnocs 30iIbIlIeHHS KOHIIEHTpallil mpenaparTy y njia3Mi KpoBi Ta nepiof
HalliBBUBeOEeHHs OyB OiNbIINY ITOPIiBHSHO 3i 3IOPOBUMHU ITAIliEHTAMMU.

IToka3aHHA

Bupa3ska miiyHKa, TOCTPUU TaCTPUT, IEPIion 3arOCTPEHHS XPOHIYHOI O TaCTPUTY,
MMaToJIOTiYHI 3MiHK CIIM30BO1 000IOHKY IITyHKA (epo3il, KpoBOTeUi, Tinmepemis,
HaOPSIKH).

HpOTHHOKa3aHHﬂ

[TigBuileHa YyTIUBICTh mo pebaminigy abo mo Oyab-IKUX iHIITMX KOMIIOHEHTIB
npemnapary. 37105KiCHI 3aXBOPIOBaHHS ILIJIyHKA.

B3aeMmopisi 3 iHIIEMH JTiKapCHKHMH 3aCO00aMH Ta iHIII BHOIH B3a€EMOIIiHN

[Tpu 3acTocyBaHHi pebaMinify y CKiagi TpagUIliiHUX aHTUXEJIIKOOaKTEPHUX CXeM
edeKTUBHICTh TPAOUIIIMHOI Teparrii, BiporigHo, 3pocTae. Blaemopis 3 iHIIMU
nperapatTaMu He OOCIiOXKeHa.

Oco00/1MBOCTi 3aCTOCYBaHHSA

IHOmi Mo2Ke crocTepiraTucs 3MEeHIIEeHHS KiJIbKOCTi JIEMKOIIUTIB Ta TPOMOOIUTIB. Y pasi
BUSIBJIEHHS BiIXWJIE€HHS Bill HOPMM HEOOXiTHO MPUIIMHUTHU IIPUNOM IIpenaparTy Ta
IIPOBECTH BiAIOBIOHI 3aX0OU [JIA ITOKpPAIeHHS CTaHy HallieHTa.

Inopi moxke criocTtepiratucs 3poctardsa piBHSI ACAT, AnAT, y-I'TTII, JI® (nyxkHOo1
docdarasu) Ta iHmIi mOpymIeHHS PyHKITiI TIEeUYiHKY, 2KOBTSAHUIIA. Y pa3i BUHUKHEHHS
TaKWX pPeakiliii HeoOXiTHO IIPOBECTHU BiAMOBimHe 00CTeXKEHHS, Y pa3i BUSBIEHHS
BiIXMJIeHb Bifl HOPMU IMPUIIMHUTU IIPUKNOM MIperapaTy Ta BXKUTU HeoOXigHi 3axonu mis
IIOKpallleHHs CTaHy ITallieHTa.

3maTHiCTh BIUIMBATH HA IIBHIKICTH peakilili mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

[Tpu npuiiomi pebaminify MOXKJIMBEe BUHUKHEHHS 3allaMOPOYEHHS, COHJIUBOCTI. Y
TaKUX BUITaAKax CJIif BiAMOBUTHUCS Bii KEpyBaHHS aBTOTPaHCIIOPTOM, poOOTH 3
MeXaHi3MaMH¥, a TAaKOXK Bifl 3aHSITh iHITUMU BUOAMHU OisIIBHOCTI, II10 TOTPEOYIOTh



MigBHUINIEHO]l yBaru i IIBUOKOI pPeakilil.
3acTocyBaHHs y nepioa BaritTHocTi a00 rogmyBaHHsI IPyaaio

Ockinbku Oe3meKa 3aCTOCyBaHHS pebaMiltify y mepiof BariTHOCTi abo romyBaHHSI
rpynnio He OoBedeHa, npenapaT IPOTUIIOKa3aHUU [JI1 3aCTOCYBaHHS.

Ockinbku pebaMiltiyi TpOHUKAE V TPYOHE MOJIOKO, ITill Yac 3aCTOCYBaHHS IIpemnapary
rogyBaHHS TPYAOIO CIIif IPUIMHUTH.

Cmocid 3acTocyBaHHs Ta I03H

st IIepopPayIbHOTO 3aCTOCYBAHHIA.

Bupaska wayHka
IMopocii - 3 pa3u Ha 0o6y o 100 mr (1 TabrmeTKa) BpaHIli, BIeHb Ta BBeYepi.

Ilna noKpaw,eHHA cmMaHy npu 20cmpomy 2acmpumi, y nepiod 3a20CmMpeHH A
XPOHIYHO20 2acmpumy, Npu NAMO/A02iYHUX 3MIHAX CAU3080i 060/10HKU WAYHKA
(epo3ii, Kposomedui, 2inepemis, HaAbpsKu)

Iopocni - 3 pa3u Ha go0y o 100 mr (1 TabneTka).

ITauieHmu A1iMHBLO20 BIK).

Cning 3 o0epexXkHiCcTIO ITpU3HAYaTH IIpelaparT mallieHTaM JIiTHbOT'O BiKY [OJId 3MEeHIIIeHHS
PU3UKY PO3BUTKY IIOPYIIIEHb 3 00Ky TPAaBHOTO TPAKTY, OCKiJIbKM JaHa KaTeropis
MalieHTiB OiNbII YyT/IMBaA OO Ail JIikapChbKOTo 3acoly.

itk

[IpenmapaTt He mpu3HadYaTU OiTSIM, OCKIJIBKY OOCIIAXKEHHS IIOO0 3aCTOCYBaHHA V Lil
BiKOBill KaTeropil He IPOBOOUJIN.

Ilepeno3yBaHHSA

Bunagku mepeno3yBaHHS He onucaHi. MoxmuBi HygoTa, 6/1t0BaHHS, Oilb y KUBOTI,
niapes abo 3amop, TOJIOBHUM 0iNlb, TOCUJIEHHS IIPOSIBiB MOOIYHUX peakliiid.

Y pa3si nepeno3yBaHHS CIif IPOMUTH IUIYHOK i IPU3HAYUTU CUMIITOMATUYHY
Teparito. CoenudivyHoro aHTUAOTY He iCHYE.

IToOiuni peakii

[To6iuni peaxiil Oynu KinacugikoBaHi 3a opraHaMM i CUCTeMaMH Ta 3a 4aCTOTOIO
BUHUKHEHHS. 3a Y4aCTOTOIO BUHUKHEHHS PO3[iJieHi Ha HaCTYIHi KaTeropil: gy>ke 4acTo
(> 1/10), gacTto (> 1/100 1 <1/10), HeyacTo (> 1/1000 i <1/100), pigko (> 1/10000 i



<1/1000), omyxe pigko (<1/10000), yactoTa HeBimoMa (HEMOKIMBO OILIIHUTHU Ha OCHOBI
HasIBHUX JAHUX).

3 60Ky cucmemu Kposi ma aAimgpamuyHoi cucmemu: He4acTo - JIEUKOIIeHis,
TPaHyJIOLIUTOIIEHisd; YaCTOTa HeBimoMa - TPOMOOIIMTOIIEHi.

3 60Ky eenamobisiapHoi cucmemu: HeYaCTO - ITiABUIIEHHS PiBHS Me4YiHKOBUX
depmenTiB AcAT, AnAT, rammarnyTaMminTpancdepasa, JI® Ta iHIII HOPYIIEeHHS
¢yHKIIil TeviHKy; YacToTa HeBiloMa - JKOBTSIHUIIS.

3 60Ky iMyHHOI cucmemu: HeYacTO - BUCUITAHHS Ha IIKipi, cBepOixkK, eK3eMa
MeOUKaMeHTO3HOI'0 TUILY, iHIIIi aJlepriyHi CHMIOTOMHY; YaCcTOoTa HeBigoMa -
KPOIIUB'sTHKA.

3 60Ky ueHmpasavHoi i nepugepudHoi HepP8os8oi cucmem: 4acToTa HeBigoMma -
OHIMIHHS, 3allaMOPOYEHHS, COHJIUBICTb.

3 60Ky WAYHKOBO-KUWKOB020 MpPAKmMy: He4acTO - 3all0pH, BifUyTTs PO3NUPAHHS Ta
HaIlOBHEHHS Y JKUBOTI, Oiapes, HynoTa, O/Il0BaHHs, Iedisd, 6i5b y XKUBOTI, BifpuxkKKa
IIOBITPAM, IIOPYIIEHHsSI CMaKOBUX BiIYYyTTIiB; YacTOTa HEBifoMa - cIipara.

3 60Ky OuxasnvHOi cucmemu: 4aCcTOoTa HeBifjoMa - KallleJlb, BaXKKiCTh TUXaHHS.

3 60Ky ceyocmamesoi cucmemu: He4acTO - IIOPYIIIEeHHSI MEHCTPYaJIbHOTO IIUKITY Y
XKIiHOK; YacTOTa HeBimoMa - HaOPSKIIiCTh Ta 6ifib Y MOJIOUHHUX 3aJ103aX, PO3BUTOK
«XKIHOYMX I'PyAeu» y 4OJIOBIKiB (riHeKOMAacCTisA), IHAYKIIig BUOIIEHHSA MOJIOKA.

JlabopamopHi 0ocaiddHCeHHs1: 4acToTa HeBimoMa - 30iJIbIlIeHHS PiBHSI CEYOBUHH.



3azanvHi peakuii: He9acTOo - peakllil rinep4yyTAnuBOCTi, HaOPSAKH, Big4yTTs
CTOPOHHBOI'O IIPeaMeTa B HOCOTJIOTIIi; YaCTOTa HeBilOMa - rapsiyka, TPUBOXKHICTD,
MIPUIIIUBY (PaIrToBe ITOYEPBOHIHHSA 00IMYYsi), OHIMIHHS S3WKa, BiIUyTTS cepleOUuTTs.

Y pa3i BUHUKHEHHS CUMIITOMIB ajieprii HeoOXigHO MPUNINHUTY IIPUNOM IIpemnapary.
Y pa3si 3HayHOTrO IMigBUILIEHHS PiBHS TpaHCcaMiHa3 abo y pa3i omHOYacHOTO
IMiIBUIIIEHHS TeMIIepaTypPu, BUHUKHEHHS BUCUNAHb Ta iHIIIUX CUMIITOMIB HEOOXimHO
IPUIIMHUTY IPUUOM IIpelapaTy Ta BXKUTU 3aXOMiB I MOJIINIIEeHHS CTaHy.

TepMiH NpUIATHOCTI
2,5 pPoKy.
YMmoBHu 30epiranHs

B opuriHanbHi ynakoBlLi IIpu TeMIiiepaTypi He Buile 25 °C.
30epiraTty y HeIOCTYIIHOMY OJIS OiTeM MicCIIi.

YnakoBka

ITo 10 TabneTok y 6micTepi, mo 3 GicTepu y nayiii.
KaTeropis Bignycky

3a penemnTomM.

BupooHuk

[TAT «KuiBmenmnpemnapat».

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaJAXKeHHSI
IisTIHLHOCTI

Yxkpaina, 01032, m. Kuis, Bysn. Cakcaraacskoro, 139.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIiio TiKapChKOro 3aco0y B3sTO 3 oQillifiHOTo mkepesa — [lepKaBHOTO PEECTPY

JIiIKapCchKUX 3aco0iB YKpaiHu.
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