CocrTaB

delicmeyrwuwiee geu,ecmeo: MUKpOHU3UPOBaHHasI O4YullleHHas (pJlaBOHOUOHAS
bpaknusa (quocMuH + (HIaBOHOUOLI B BUIE IeClIepUanHa);

1 TabneTka comepkuT 500 M MUKPOHH3NPOBAaHHOU OYMIIIEHHOU (hJIJaBOHOUIOHEBIE
dpakumu, comepxkut 450 mr guocmuHa (90%) u 50 Mr p;1aBOHOUOOB B BULE
recrepunguHa (10%);

gcnomMozame ibHble seulecmaed: XXejlaThuH, MarHus cTeapar, IeJIIlojIo3a
MUKPOKPUCTAJIIMYECcKasi, HaTPus Kpaxmasa (Tum A), TaabK, BOOa OYUIIIeHHAs;

n/ieHo4Has 060104Ka: TTINLEPUH, TOMUITUNEHTINKOIb 6000, Maruus cTeapar,
TUIIPOMEJIIO3a, Kene3a okcu KpacHuiv (E172), HaTpus naypusncynbdar, TUTaHa
ouokcup (E 171), xxene3a okcup xkentwuiii (E 172).

JIekapcTBeHHas1 popMa

TabsieTKH, IMOKPHITHIE IIJIEHOYHOM 000TT0OYKOM.

OcHogHble pu3uko-xumuueckue ceolicmea: TabieTKa OBaJIbHOU (POPMBI, TTOKPHITAS
000JT0YKOM OpaHzKEBO-PO30BOTO IIBETA.

®dapMakoTepaneBTHYECKasi rpynmna

AnruonportekTopsl. Kanunnspoctabunusupymlnye cpeactBa. buodmaBoHOUOHL.
Ouocmuu, komOuHanmuu. Kog ATX C0O5C A53.

(I)apMaKOJII/IHaMI/IKa

dapMaKOoJIOrus.

IleTpanekc oKa3blBaeT BEHOTOHUYECKOE U aHTUOMIPOTEKTOPHOE AEUCTBUE, YMEHbIIaeT
PacTIXKUMOCTb BEH M BEHOCTA3, YIIydIlIaeT MUKPOIUPKYISIINIO, CHUXKAET
ITPOHULIAEMOCTD KAITUIJITPOB U IOBHIIIAET UX PE3UCTEHTHOCTD, @ TaKXKe yJIydllaeT
nuMdaTUYeCKUN IpeHaX, yBelInuuBas TuMPaTudeCKui OTTOK.

HoknuHan4YecKasi GapMaKOJIOTHS.

9KcnepuMeHTabHOE UCCIiefoBaHMe Ha JKUBOTHHIX C UCIIOJIb30BaHUEM MOMEIHN
«umeMusi/penepdysuss» nokasano, YTo IpUMeHeHe MUKPOHU3UPOBaHHON
OuMIIeHHOM (r1aBOHOUOHBIE ppakImu uMeeT 0oJiee BrIpaxKeHHYI0 9(pPeKTUBHOCTE B
YMEHBIIIEHUU TPOHUIIa€MOCTH COCYOUCTOM CTEHKHU U BHIXO[a IJIa3Mbl KPOBH I10



CPaBHEHMUIO C MPOCTHIM OTUOCMUHOM. DTOT pPe3yIbTaT 00yCIIOBJIEH HATUYUEM
3aIUTHOIO NEeNCTBUS Ha MUKPOLUUPKYJISAINIO B (PJITaBOHOUAOB, TAKUX KaK I'eCIIePUIUH,
OUOCMETHUH, TUHAPUH U U30PON(OINH, KOTOPhIE BXOIOSAT B COCTaB (paKIIuu B BULIE
recrepuanHa. YMeHbIIeHHue TPOHUIIaeMOCTH COCYOUCTOM CTEHKHU U BHIXOMA ITJTa3MbI
KPOBH, KOTOPOe HabJII01aoCch IIpU MPUMEHEHU N MUKPOHU3UPOBAHHOM OYUIIIEHHOM
dbmaBoHOUOHBIE dpaKLu, O0Jiee CyIIeCTBEHHBIM, YeM TO, YTO HaOII0Oanoch Ipu
MMPUMEHEHUU IIPOCTOr0 IMOCMHHA U KaXXI0T0 KOMIOHEeHTa (JIaBOHOUTHON (paKIIuu
OTHEbHO.

Knuanuyeckas dapMaKOJIOTUs.

YkazaHHbIe BhIllle (hapMaKoJIOTHYEeCKHe CBOMCTBA OBIJIM MOATBEPKIEHB B IBOMHBIX
CIIEITBIX T171a11e00-KOHTPOIUPYEMBIX MCCIIEIOBAHUSIX C UCITOIb30BaHUEM METOIOB, C
ITOMOIITbI0 KOTOPBIX MOXKHO OITpeNesuTh BIIMSIHNUE INpelapaTa Ha BEHO3HYIO
reMOOUuHaMUKY.

CooTHoOIIIeHuEe «ao03a - 9hdexT».

CTaTUCTUYECKU ODOCTOBEPHBIM 10303aBUCHUMBIM 3((EKT TeKapCTBEHHOTO CPeICTBa
OBIJT YCTAHOBJIEH B COOTBETCTBUH CO CJIEAYIOUIMMH BEHO3HBLIMU MJIETU3MOTrPadUdeCKUX
ImapaMeTpoB: BEHO3HLIN 00beM, BeHO3Has PAaCTSIKUMOCTh U BpeMsI BEHO3HOI'O OTTOKaA.
OnTuMasibHOE COOTHOIIIEHUE «I03a - 9PPeKT» HOCTUTAJIOCh ITPU NpueMe 2 TabJIeTOK.

BeHnoToHMYeCKasi aKTUBHOCTb.

IleTpasiekC MOBHIIIIaeT BEHO3HBIU TOHYC: C IIOMOIIbI0 BEHO3HOU OKKJIIO3MOHHOU
rmaeTu3sMorpaduu ObIJI0O MPOAEMOHCTPUPOBAHO YMEHBIIIEHUE BpEMEHU BEHO3HOTO
OTTOKa.

MUKPOIIMPKYISATOPHAS aKTUBHOCTD.

B mBOMHBIX CIIEITBIX IIAaI[e00-KOHTPOJIMPYEMBIX UCCIIEIOBAHUSIX OBIIIO
ITPOOEMOHCTPUPOBAHO CTAaTUCTUYECKU NOCTOBEPHYIO PA3HUIY MEXKY IPUMEeHEeHUueM
npernapara u mjamne6o. Y manueHToB C CUMIITOMaMU JIOMKOCTH KalUIJISIPOB JIEYEeHU S
YBEJIUYUJIO UX PE3UCTEHTHOCThD, YTO OBLIIO OIIPENEsieHO C IIOMOIIIbI0
QHTHUOCTEPEOMETPHUH.

[IpenapaT TakKe yMeHbIIaeT B3aUMOAEUCTBHE JIEMKOIIUTOB U SHIOOTEIHUS, afiTe3UI0
JIEMKOIIUTOB B ITIOCTKANUJIJISPHBIX BEHYyJIaX. 9TO CHUXKAET IIOBpeXkKaaloIllee NelCTBUE
MeOouaTOPOB BOCIIaJIeHUS Ha CTEHKU BEH U CTBOPKU KJIallaHOB BEH.

B KIMHNYEeCKOM IIPaKTHUKeE.




B OBOMHEBIX CJIEIILIX I1J1a11e00-KOHTPOIUPYEMEIX UCCIIeIOBaHUSIX OBIJIO ITOKAa3aHo
TepaneBTUYECKYI0 aKTUBHOCTD ITperapaTa B (pjie6010ruu npu jIeueHuun
(pyHKIIMOHAIBbHOU M OPraHUYeCKOM XPOHUYECKOU BEHO3HOU HEJOCTAaTOYHOCTHA HUXKHUX
KOHEYHOCTEH, a TaKKe B IPOKTOJIOTUU IIPHU JIEHEHUU TeMOPPOS.

®dapMaKOKHHETHKA

BriBemeHUe OeNCTBYIOUIETO BellleCTBa IIPOUCXOAUT TJIaBHBEIM 00pa3oM C KajioM. Yepe3
MOUY BBIBOOUTCA B cpenHeM 14% NpPUHATOU OO3HL.

ITepuop monyBeiBegeHus coctasisgeT 11 yacos.

HpenapaT aAKTHUBHO MeTaGOHI/I3preTCH, YTO IIOATBEPZKHOAETCA HaJINUYNEM PA3JTMYHBIX
(l)eHOJ'IbHLIX KHCJIOT B MO4e.

ITloxka3aHus

CuMnToMaTH4YeCKoe JiedeHre BeHONMuM@aTUud4eCKOoN HeJOCTaTOYHOCTH (TSXKEeCTh B
Horax, 00/1b, HOYHBIE CyJOPOTH, OTEKH, TPopHUUeCKUe HapylleHus, BKTIoYas
BapUKO3HLIE SI3BHI).

CuMnToMaTU4eCcKoe JIeYeHue reMopposi.
IIporuBOMOKa3aHUNA

[ToBrIIIeHHAsA YyBCTBUTEJILHOCTD K AEUCTBYIOIIEMY UJIU JII000OMY BCIIOMOTaTeJIbHOMY
BEIIECTBY.

B3auMoaeHCTBHE C IPYrHMH JIeKapCTBEHHBLIMH CPeICTBAMH H IPyrue BHIbI
B3aMMOIEHUCTBUHA

HccrnemoBaHus IO B3aUMOIEHCTBUIO He IPOBOAUINCE. B TeueHune
IIOCIePEeTuCTPAIIMOHHOT0 IPUMEeHEeHUs mpelapara o0 CUX IIOP He CO00IIarIoCh Ipo
Kakue MO0 KINHUYECKH 3HaYNMble B3aUMOOEWCTBUS C JIeKapPCTBEeHHBIMU
CpenCcTBaMHU.

OCco0eHHOCTH NMPUMEHEeHHSsT

[IpruMeHeHue 3TOT0 JIEKaPpCTBEHHOT'O CPECTBA IIPU OCTPOM I'eMOPpPOe He 3aMeHsIeT
cuenuUIEeCKON Tepanuy U He MPEensiTCTBYET JIEYEeHUIO IPYTUX ITPOKTOIOTHUYECKUX
3abosieBaHuM. B cnydae eciiu B Te4eHME KOPOTKOI'O Kypca JIedYeHUsI CUMIITOMEL He
KMCYe3aloT OBICTPO, CIIeAyeT IIPOBECTH IIPOKTOIOTHYecKoe o0CcieloBaHue U
IIepecMoTPeTh Tepaluio.



[Tpu HapylIeHUsIX BEHO3HOI 0 KpoBooOpalieHus 6oee 3hHEKTUBHBIM SIBJISETCS
coyeTaHUe Tepaluu C COOII0AeHNeM CIeNVIOIINX peKOMeHOaui mo oopa3y XKU3HU:

e n30eraTh CIIHUIIKOM [I0JITOTO HaX0XKOEHUS Ha COJIHIIE, IJIUTEIbHOTO ITpeObIBaHUSI
Ha HOTaX, M30BITOYHOM MacCCHI TeJa;

e XOUTh MEMIKOM U B HEKOTOPHIX CIIy4YasiX HOCUTH CIelUalibHbIe UyJIKA OIS
YIIy4IlleHusI KpoBOOOpaIleHus.

BcnomozamenbHble seuecmad.

YpoBeHb HATPU4.

IleTpanekc comepXkuT MeHee 1 MmMonb HaTpus (23 Mr) B TaOIETKY, TO €CTh IIOYTH
CBOOOOHBIN OT HATPHUSL.

CnocoOHOCTH BIMSITHh Ha CKOPOCTH PEaKIIHH [IPH yIIPaBIeHUH
ABTOTPAHCIIOPTOM HJ/IM PadoTe C MeXxaHHu3MaMH

HccnemoBanue BIUSHUSA (IIaBOHOUOHON (ppaKIIud Ha CIOCOOHOCTh YIIPaBIIATH
aBTOTPAHCIIOPTOM HJTH OPYTMMH MEeXaHHu3MaMU He IMPOoBOauIuch. OQHAKO, COTJIAaCHO
o6miemy npoduiio 6e3onacHOCTU (praBoHOUTHOM dpakiuu, [leTparekc He BIUSIEeT UIU
OKa3hIBaeT HEe3HAYHUTEJIbHOE BIIUSHHUE Ha 3Ty CIIOCOOHOCTL. B cilyuae BEISIBIEHUS
moOoYHOTro AeucTBUs npenapaTa (cM. Pasgen «[TobouyHbIe peaKIni») He0OXOOuMO
Cco0JII0IaTh OCTOPOXKHOCTh.

IIppuMeHeHHe B mepHO]] 0EPEMEHHOCTH H/IIH KOPMJIEHHUS I'PYIbIO

bepemeHHOCM®.

[laHHBIE 10 IPUMEHEHHUIO MUKPOHU3UPOBaHHON OYMIIIEeHHOU (hIITaBOHOUIOHBIE PpaKIIUNU
OepeMeHHBIMHU XKEeHIIMHAMU OTCYTCTBYIOT UJIU UX KOJINYECTBO OTPAaHUYEHO.

HccnenoBaHusd Ha XKUBOTHBIX HE ITOKa3allu perOHYKTHBHOﬁ TOKCHUYHOCTH.

B KauecTBe MepHl TpecedeHus KejlaTeJIbHO n3beraTh IPUMEHEeHHUs IIperapaTa B
nepuon 6epeMeHHOCTH.

KopmaeHue 2pyovio.

HewussecTHO, IIPOHUKAET JIh HefICTBYIOHlee BeIlleCTBO UJIN €T0 MeTabOJIUTEI B IrpynoHoe
MOJIOKO.

Puck gnsa HOBOpO}KJIeHHBIX/MHa)IeHLIeB HCKIIIOYATh HEJIb3s1.



PemieHue o nmpekpallleHuM KOPMJIEHUS TPYObI0 WU MPEeKpalleHus1/yaepxKaHue OT
Tepaluy JaHHBIM JIEKapCTBEHHBIM CPEACTBOM CIeNyeT MPUHUMATh, YYUTHIBAS I10JIb3Y
OT KOPMJIEHUS T'PYIBIO OJig peOeHKa U IOoIb3y OT JIeYeHUs AJi MaTepH.

depmusibHOCMBG.

HUccnemoBanus perOHYKTHBHOfI TOKCUYHOCTH Ha KHUBOTHEBIX ITOKA3adJIl OTCYTCTBHUE
BIIMAHUS Ha (l)epTI/IJ'IbHOCTB.

Crmoco0 mpuMeHEeHHUsI U T03bI

Il mepopanbHOTO IPUMEHEHUS.
HasHayaeTcs B3pPOCIIBIM.
BeHoaum@pamuueckas HedocmamoyHOCMb.

PekomeHpgyemasi jo3a cocTaBisieT 2 TabseTKu B cyTKu 1 TabneTka - oHeM # 1
TabIeTKa - Be4epoM BO BpeMs efbl. [locie HeJenu NpUMeHeHU I MOXKHO IIPUHUMATD 2
TabJIeTKU B CYTKY OQHOKPATHO BO BPEMS €[HI.

I'emoppoudanvHas 601e3Hb.

JledyeHUe 3MM3000B OCTPOTO reMoppos: 110 6 Tab/IeTOK B CyTKU B TedeHUe 4 JHeW,
3aTeM 110 4 TabGeTKN B CYTKU B TeYEHUE MOoceayionux 3 gHei. [IpyHuMaTh BO BpeMs
enbl. CyTOuHOE KOTUYeCTBO TabIETOK pa3denuTh Ha 2-3 npuema. [logmepkuBaloas
Tepanus - 2 TabIeTKU B CYTKH.

HHHTGHLHOCTB Teépalluu OoIIpenesideT Bpad B 3aBHCHUMOCTH OT MMOKa3aHUM K
IIPUMEHEHHUIO 1 TeYEHUA 3a00JIeBaHUsI.

HeTn
[laHHBIE IO IPUMEHEHHUIO IpenaparTa [leTpalekc OeTssM OTCYyTCTBYIOT.
Ilepeno3upoBKa

Cumnmomul

Cy1iecTByeT OrpaHMYeHHOE KOJIMYEeCTBO JAaHHLIX O CIy4dasiX IIepego3upPoOBKU MIPHU
IMPUMEHEHUU 3TOT0 JIEKapCTBEHHOT 0 cpefcTBa. Hanbonee 4acThIMU TOOOUYHBLIMU
peakIusiMi, 0 KOTOPBIX COOOIIanoCh IIPpU IePeIo3uPOBKe, ObIIIM PEaKIIMU CO CTOPOHEI
KEenyooYHO-KUIIIeYHOT0 TPpaKTa (HampuMep, guapesi, TOIIHOTa, 00Ib B aOQOMUHATBHON
006J1acTH) ¥ PeakKIuU CO CTOPOHHI KOXKHU (TaKWe Kak 3y, CHIMb).



JleueHue

JleueHne IIpu Iepego3uPOBKE MOJIXKEH BKIIYATh TEePANHI0 KIMHUYECKUX CUMIITOMOB.
ITo6GouHBbIE peaKIuu

Bo BpeMs KIMHUYECKUX UCCIIeOOBaHUM IIPU IIPUMEHEHUU MUKPOHU3UPOBAaHHOM
OUYMIIeHHOM (IaBOHOUAHON Dpakiuu Habmoganuch no004YHbIe 3(pPeKTh yMEepeHHOMU
WHTEHCUBHOCTH, TJIaBHBIM 00pa30M, CO CTOPOHHI KeTyI0YHO-KUIIIeYHOT' 0 TPaKTa
(mmapesi, QUCIIETICUS, TOUIHOTA, PBOTA).

Coo0111a710Cch 0 HUXKENpUBeIeHHbIe TOO0OYHBIE PeaKIi, KOTOPhIe 110 YaCTOTe
pacipeneneHsl caeayoinuM o0pa3oM: oueHb YyacTo (= 1/10); gacto (= 1/100, <1/10);
HedacTo (= 1/1000, <1/100) pegko (= 1/10000, <1/1000); ouens peako (<1/10000);
4aCTOTa HEeU3BeCTHa (HEBO3MOXKHO OIIPEHEIUuTh 110 UMeIIencsa nHGOopMaIiuu).

Co cmopoHbl HePBHOI cucmeMbl: PEIKO: TOJIOBOKPYXKEeHKe, ToJIoBHast 60JIb,
HeJOMOraHue.

Co CMOPOHDbL ofce/lydquo-Kuwequeo mpaxkmadad: 9aCTO guapes, JUCIIEIICHUs, TOIITHOTA,
PBOTa HEYACTO KOJIUT YaCTOTa HEN3BECTHA *: 0osib B aOoMUHaAILHOM 00TacTH.

Co cmopoHbl KOdHCU U NOOKOMCHOU KAemuyamkKu: pegKo 3y[, Chillb, KpalTuBHUIIA
YaCTOTa HeM3BEeCTHA *: M30JIMPOBAaHHLBIM OTEK JINIIA, T'Y0, BEK, B UCKITIOYUTEJIbHBIX
cily4dasix - oTeK KBUHKe.

* [locTMapKeTUHTOBBLIE HAOJIIOOEeHUS.

Coo0i11ieHne npo mmogo3peBaeMble T0O0YHBIE peaklui. CooOIleHre Ipo
Imoo3peBaeMble ITOO0OYHBIE PEeaKIUU B ITOCJIEPETruCTPAIMOHHBIN ITePHOL
JIEKapPCTBEHHOT'O CPEICTBA SIBJISIETCS BasKHBIM. JTO IIO3BOJISET BECTHU HEITPEPhIBHBIN
MOHUTOPUHT COOTHOIIIEHUS T0/Ib3a/PUCK MPUMeHeHus npenaparta. CoenuaaucThl B
o6siacTu 3mpaBoOOXpaHeHus 00s3aHbl COO0IIaTh Yepe3 HallMOHAJIbHYI0 CUCTEMY
COOOIIeHUM O MIO0BIX CIydasiX IIOO03peBaeMbIX TOOOYHBIX pPeaKIIni.

CpoOK rogHOCTH

4 ropa.

YcnoBusi XxpaneHus

He TpebyeT 0cOOBIX yCIIOBUM XpaHEeHUs. XpaHUTh B HEOOCTYIIHOM [JIsI IeTel MecCTe.

YnaxkoBKa



ITo 15 TabneTok B 6inucTepe U3 aaoMuHUEeBOM ¢onbru u [I1BX-niyenku, mo 4 61ucrepa
B KOPOOKe 13 KapTOHa.

Kareropus ornycka

Be3s perernta.

ITpou3sBoourtenn

Jla6opaTopuu CepBbe MHOacTpu.

MecTOHaxX0XIeHHEe IIPONU3BOTUTEJISI U €r0 aJpec MecTa OCylIeCTBIeHUS
OesaATeJILHOCTH

50, pro Kaphno, 92284 Cropen Cenekc, OpaHIius.
N CTOYHUK MHCTPYKIIUHA

NHCTPYKIIUS TeKapCTBEHHOTO CPeACTBa B3siTa U3 0QUIIMaIbHOT0 UCTOYHUKA —
['ocymapCTBEHHOTO peecTpa JIEKAPCTBEHHLIX CPEACTB YKPAUHHI.



http://www.drlz.com.ua/

