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IHCTPYKIIIA
JUISl METHYHOT0 3ACTOCYBAHHS JiKapChKOro 3aco0y

Cenrrosiere® T0TAJI JIIMOH TA Mé€/
(Septolete® total lemon and honey)

Cknao:

Oiroyi pevosunuy: OEH3UAAMIHY T1IPOXIIOPH, ICTHIII PUINHIIO XIOPUL,;

1 npoastHUK MICTUTH 3 Mr GeH3MaMiHy TiAPOXIOPHAY Ta 1 MI ETHNITIPHUHIIO XIOPHIY;
OONOMIICHT peyoguny.: OJlis M’ ATH TEePIEBOl, JEBOMEHTOJ, CyKpajio3a, KACJIOTa JIMMOHHA, 130MaJIbTUT

(tunt M) (E 953), apomarusaTtop JMMOHA, apoMaTU3aTop Menay, 6apBHUK KypkymiH (MicTHTH HaTpito
6enzoar (E 211)).

Jlikapcbka ¢popma. JIsonsHuKy.

Ocnosni @hizuxo-ximiyni enacmueocmi: Kpyrii IHOISHUKHA 31 CKOIIEHUMHU KpasMH Ta HEPIBHOIO
MOBEPXHEIO BiJl CBITJIO-)KOBTOI'O JO JKOBTOTO KOJHOPY 3 MOXJIMBAMHM OUIMMH INISIMamH,
HEPIBHOMIpHHM 3a0apBiIeHHAM, OyIp0anikaMu MOBITPS Ta 3JIETKa 3a3y0IEHUMHU KPasiMH.

dapmakoTepaneBTHYHA rpyna. [Ipenaparu s ropna. AETHCENTAKY. [HINI npenapaTtu Ajs ropiaa.
Kox ATX R02AX03.

Dapmaxonoziuni enacmueocmi.
Dapmaroounamixa.

Mexani3M Jii
Beusunaminy TigpoXJIOpUA — I€ HECTEpOiMHMM IpOTHU3aNaNbHUNM Ta 3HEOOMIOBATBHMK 3acil.

BBaxaeThcsl, 110 MeXaHi3M il IMoB’s3aHMi 3 IHIIOYBaHHAM CHHTE3y MPOCTArNIAHJMHIB 1, OTXKeE, 31
3MEHIICHHAM O3HAK 3arajeHHs (Takux sK Oifb, MOYEpBOHIHHSA, NPUNYXJIICTh, Xap). beHsunaminy
TiAPOXJIOPHI YHHHTD TAKOXK IMIOMIPHY MICIEBY 3HEOOIOBAIBHY JITIO.

IeTunnipuauHII0 XIOPH — 1€ aHTHCENTHYHM 3aci0 i3 TPy YeTBEPTUHHUX CIIOIYK aMoHi0. BiH mie
SIK KaTiOHHUM JeTeprent. UeTBEPTUHHI CHOIYKHA aMOHIIO 3B’S3YIOTHCS 3 IIOBEPXHEIO OaKTepiallbHUX
KJTITHH, IPOHUKAIOTEH KPi3h HEl Ta 3B’A3YIOTHCH 3 MUTOILIA3MATHYHOIO MEMOPaHOIO MiKpOOpraHi3My.
VY pesynabrari 3B’A3yBaHHA LUTOILIa3MaTHYHa MeMOpaHa MiKpoOiB 30ULIBIIyE HPOHUKHICTE I
HU3BKOMOJIEKY/SIPHHX IHTPENi€HTIB, TOJIOBHUM YHHOM iOHIB Kamito. ITOoTiM 4YeTBEpTHHHI CIOIYKH
aAMOHIIO TPOHUKAIOTH Y KIITHHY, MOPYIIYIOUH (QYHKINT KIITUHH 1, TAKUM YHHOM, 3HUIIYIOYH il.
HeTHImipuAMHII0 XJIOPHI MA€ MHAPOKHH CHEKTp NMPOTUMIKPOOHOI 1ii, a TakoXX NPOTUTPUOKOBY
akTHBHICTh (Hanpukian, npotH Candida ta Saccharomyces) i NPOTHUBIPYCHY aKTHBHICTb IPOTH
JIeIKUX BipyciB 3 060110HK00. HaitGinpm BupaXkeHOIo € GaKkTepHInAHA /i Ha TPaMIIO3UTHBHI OakTepil
(3oxpema Ha Staphylococcus). JJOCTDKEHHS in Vivo 3 HETHITPAIUHIIO XTIOPHAOM IPOAEMOHCTPYBAIX
[POTHBIPYCHY aKTHBHICTB, IPOTE KIHIYHA PEIEBAHTHICTH HE BH3HAUYCHA. | paMHeratuBHi OakTepii €
IOMIpHO YYTJIMBHAMH [0 LETHIIIPUIMHIIO XJIOPHIY, TOAI K ACsKi mtaMu Pseudomonas € BITHOCHO
HEYYTIIUBUMH.

dapmakokinemuxa.

BcMmoKTYyBaHHS

3 IBOX aKTUBHUX PEHOBUH JIe OeH3uaamin abcopOyeThes, ToMy dapMakoKiHEeTHYHA B3a€EMOIIS HA
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CUCTEMHOMY PiBHI HE BUHMKAE.

[Ipo BcMOKTYBaHHs O€H3UIAMIHy 9Yepes CIU30BY 0GOJIOHKY POTOBOT MOPOXKHMHH i TTIOTKH CBilYaTh
KiTBKOCTI, BUSIBJIEH] B CHPOBATIli KPOBI, SIKi HE € JOCTATHIMM 171 OTPUMAHHS CHCTEMHOTO eQexTy.
Posnojin

Ipu micueBoMy 3aCTOCYBaHHI GeH3MIAMIH HAKOMUYYETbCS Y 3aMAICHUX TKaHHHaX, [e BiH JocArae
e(eKTHBHIX KOHLEHTpANi} Yepes 3aTHICTb IPOHUKATH B emiteniil.

BuseneHns

BupesenHs BigOyBacTbes TOJOBHAM 4YMHOM I3 CCYeIo, 30e6iNBIIOro Yy BUIIBIAI HEAKTHBHUX
MeTaboiTIB.

KutiniyHi XapakTepUCTHKH.

IHoka3anna.

CuMIITOMaTHYHe JKyBaHHS iHGeKuili ropna Ta poTOBOI NOPOXHMHH (bapuHriTH, JAPYHIITH,
ridarisiTu).

Ipomunoxasanna.
[TigBuUIEHA Ty TIUBICTD IO MIIOYUX PEUOBUH a60 110 Oy ab-AKOI JOTIOMIXKHOI PEYOBHHHU.
JuTsaynit Bik 70 6 POKIB.

B3aemodin 3 inwumu AikapcoKumu 3acobamu ma inui 6uou 63acmooiil.

CentoneTe® TOTAI TMMOH Ta Me/l HE CIIi 3aCTOCOBYBATH OJHOYACHO 3 IHIIMME aHTUCCITHKAMH.

He cnifi po3cMOKTYBaTH JILOASHHKM PasoM 3 MOJOKOM vepes Horo 3JIaTHICT 3HHXKYBATH
AHTUCENTUYHY aKTUBHICTb LETUJIIIPAINHIIO XTOPHALY.

Oco6ausocmi 3aCMoOCy8aHHA.

Cenronere® TOTaNl JIMMOH Ta MEI HE CJiJ 3aCTOCOBYBAaTH OLiblie 7 nmmis. Y pasi BigcyTHOCTI
IIOKPAIIAHHSA IPOTArOM 3 AHIB JTiKyBaHHs CJIi IPOKOHCYJILTYBATHCH 3 JIiKapeM. '
3acTocyBaHHs MICLEBHX IIPENAparTiB, 0COOIMBO POTANOM TPHBAJIOrO nepiozy 4acy, MoXKe IIPU3BECTH
10 ceHcuOinmizanii, i B 1OMY BHNaAKy JIKYBaHHA IOBMHHO OYTH NpPHUIMHEHO, Ta NPU3HAYCHA
BiZOBiAHA Teparrisl.

CenroneTe® TOTAN IUMOH Ta MeJ{ HE CIi/l 3aCTOCOBYBATH Y IIOEIHAHHI 3 aHIOHHHMH CIIOTyKaMH, Kl
IpHCYTHI y 3yOHHX Iactax (3HIKYe eQEeKTHBHICTH HETWINIPUANHIIO), TOMY HE PEKOMEHAYEThCA
PO3CMOKTYBATH JIBO/SHIK Ge3n0cepe/iHbBo 10 abo Mics YHIIEHHS 3y0iB.

3acTocyBaHHsA NpenapaTis, sKi MicTATH GeH3uuaMiH He € JOITLHAM IalieHTaM i3 IifABHILECHOIO
Yy TIMBICTIO 10 catinmaTis (HapUKIIa/L aleTIICATIUIIOBOT KUCIOTA Ta CaminmIoBOT KUCIOTH) abo
JI0 iHIIVIX HECTEPOIMHAX NPOTHU3ANAIBHUX 3aCO0IB.

He pexoMeHAyeThCSl 3aCTOCOBYBATH NPU HAABHOCTI paH y poTi uepe3 YIOBiNbHEHHsS 3arO€HHA
BHACIAOK AIT LETHUIIPHJIMHIIO XJIOPU/LY.

Ipn ToKkEX iHGEKLiAX, IO CYNPOBOJUKYIOTBCS BHCOKOK TEMIIEPATYpOlo, TOJOBHUM Goem,
GMOBAHHAM, NANIEHTYy HEOOXiAHO 3BEpHYTHCH N0 JNikaps, OCOGIMBO y BMIIANKaX, KOIM CTaH HE
TOKPAILY€ETHCS TIPOTAroM 3 JIHIB.

BpoHxocrmasM MOXKe BMHHKHYTH Yy Tali€HTiB 13 6ponxianbHOIO acTMolo B anamuesi. Cuix 3
06epeKHICTIO 3aCTOCOBYBATH JIIKAPCHKUH 3aCi0 TaKMM Mali€HTaM.

SIKIIO TALIEHT CTpaXaae Ha XPOHIYHMM Kamedb aGo OXPHILICTh, CIiJ IPOKOHCYNBTYBATHCS 3
JKapeM.

Cenrtonere® ToTasn JUMOH Ta Mea MicTuTh i3omanbTat (E 953). Le# npenapar He CJlijl 3aCTOCOBYBATH
NaLieHTaM i3 piAKiCHUMHY CIaJIKOBUMHU MOPYIIEHHAMHU HEIIePEHOCUMOCTI rajlakTo3u abo GppyKTO3M.
Cenronere® TOTan JIUMOH Ta Me MicTUTh HaTpilo 6enzoar (E 211) Ta Moxe HMOMIPHO NOAPA3HUTH
1IKipy, 04i Ta cIM30B1 0OOJIOHKH.

3acmocysanus y nepiod eazimnocmi abo 200y6ans 2pyooI0.
BariTHicTh
Uepes BiICYTHICTD DOCTATHIX NaHWX 3aCTO
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JTUMOH Ta MeJ BariTHUM HE PEKOMEHAYETHCS.

[lepion roayBaHHs IpyaIto

HesigoMo, uu mpoHukae OeH3W@aMiH Ta HOTO METabONITH y CpyAHE MOJIOKO, IIPOTE PU3MK IS
HOBOHAPOJDKEHIX Ta HEMOBJIST He MOXe OyTH BUKIIOYCHHUH. PileHHs 111010 TpHUIIMHEHHS TOlyBaHHS
rpyutio abo 3actocyBanHs Cenrtonere® TOTall JIMMOH Ta M€ MOTPIOHO NMpHHMATH 3 ypaxyBaHHSIM
KOPHCTI BiJf TpyJJHOTO I'OAYBaHHS JJIA JUTHHH Ta KOPHUCTI BiI Teparii s XKiHKH.

30amuicme eénausamu Ha weUOKICMb peakyii Npu KepyeanHi AemMOmMpAaHCnopmom abo iHuuMu
Mexanizmamu.

Cenrronere® TOTAT IMMOH Ta MeJI He BIIMBAE a60 Ma€ HE3HAYHWIU BIUIHB HA IIBHJIKICTh PEAKIil IIpu
KepyBaHHI aBTOTpaHCIIOPTOM ab0 iHIIUMH MeXaHi3MaMH.

Cnocio 3acmocysanna ma 003u.

Hopocium Ta jitaM BikoM Bij 12 pokiB peKOMEHIOBaHO 3aCTOCOBYBaTH 3-4 NBOASHUKH Ha JOOY
IIISIXOM ITOBUIBHOT'O PO3CMOKTYBAHHS Y POTOBi# IIOPOXKHUHI KOXHi 3-6 rOAKH.

JList rozield MTHHOTO BIiKy PEKOMEHIOBAHOIO € 03a JUIS JOPOCTHX.

Jitsam BikoM Bif 6 1o 12 pokiB peKOMEHIOBaHO 3aCTOCOBYBATH 3 JBOASHHMKH Ha 00y IIIIXOM
MTOBITBHOT'O PO3CMOKTYBAHHSA Y POTOBiM NOPOXHHMHI KOXHI 3-6 TOOMH.

He cnin nepeBuinyBaTiH peKOMEHIOBaHI JTO3H.

CenTonere® TOTAT JIMIMOH Ta MEJ] MOYKHA 3aCTOCOBYBATH IIPOTATOM 7 JIHIB.

Cnocib 3acmocyeanns

Crig MOBLTBHO PO3CMOKTYBATH JILOJASSHAK y POTOBIM IOPOXKHHUHI.

Jlis OTpUMaHHS ONTHMAIBHOTO eeKTy He CJiJi PO3CMOKTYBAaTH JHOMSHUK Oe3nocepeHso 10 abo
MiCJIA YUIIeHHs 3y0iB.

Jimu.
3acTocyBaHHS AIiTAM BiKOM J0 6 pOKiB IPOTHIIOKA3aHO, INO 3yMOBJIEHO JIKapchkoro dopmoro. JiTsam
BiKOM 6-11 poKiB 3aCTOCOBYBaTH JKapChKHi 3acib IIiJ HAIJISA0M JOPOCIHUX.

Ilepeodosysanna.

Yepes HU3bKI KOHIIEHTpallii 000X aKTHBHHX PEYOBHH y ckiai npenapaty Centonete® ToTall IMMOH
Ta MeJ] IePeA03yBaHHs HEMOXKITHBE IIPH 3aCTOCYBaHHI Y pEKOMEHIOBAHUX J03aX.

CumnromMu

ToKCHYHMMH IPOSBAMH IIEPEO3YBaHHA OeH3MIaMiHy € 30y DKEHHS, CyIOMH, NITJIUBICTh, aTaKcisi,
Tpemop Ta OnoBaHHs. OCKiIBKA HEMAE CIIEiaTbHOTO aHTHAOTY, JIIKYBaHHS TOCTPOT0 IEPEN03yBaHHs
€ CUMIITOMaTHYHUM.

O3Haky Ta CHMITOMH IHTOKCHKAITT ITiC/Is MPUAOMY 3HAYHUX J03 IETHIITIPAANHIIO XJIOPHITY — HyAOTa,
OJIOBaHHS, 3aJUINKa, IiaHO3, acikcis BHACHITOK Mapalidyy MUXalIbHUX M'S31B, IIPUTHI9EHHS
IEHTPAIbHOI HEPBOBOI CHCTEMH, aprepianbHa rimoTeHsis i koma. JleranpHa n03a IS JMIOJMHHA
CTaHOBUTH IpuOIu3Ho 1-3 r (110 MepeBHINye MaKCHMaIbHy H0OOBY 103y IMhoAsiHHKIB Cenronere®
TOTa IUMOH Ta Mex y 250-750 pasiB).

JlikyBaHHS

OCKinBKH HeMaE CIEIaNsHOT0 aHTHIOTY, TIIKYBaHHS TOCTPOTO NEpel03yBaHHS € CHMIITOMATHYHHM.

Ilobiyni peaxuyii.

Hyxe gacto > 1/10;

gacto > 1/100 - < 1/10;
Hegacto > 1/1000 - < 1/100;
piaxo > 1/10000 - < 1/1000;
myxe piagko < 1/10000.

YaromKeHo 3 MaTepianami
peecTpaLiiiHoro A0CkE




HEBIIOMO (He MOXXHA OILIHUTH 33 HASBHUMH JTAHAMH )

Cuctema opramiB | Piako Jyxe piaxo Hesimomo
3 6oxy IMyYHHOT aHa¢iTaKTUIHUH MIOK,
CHUCTEMH peakiii rinepIyTarBOCTI
3 60Ky HEpBOBOI BITIYTTS IIEYiHHS CIH30BOT
CHCTEMH 000JIOHKH
3 Ooky oprasis Oponxocnasm JapUHTocma3M
JIUXaHHS
3 Goky BIIUYTTS MIE€UiHHS y MIOApa3HEHHS Y BTpaTa 9yTIUBOCTI
IILTYHKOBO- POTOBi HOPOXHHHI, pOTOBIH CJIN30BOi 0OO0TIOHKH
KHMIIKOBOTO CYXiCTh y pOTi TTOPOXKHUHI1 POTOBOI HOPOKHUHHU
TPaKTy
3 OOKy IIKIpH Ta | KPOIIUB’SIHKA,
I JIIIKIpHAX ($hOTOUYTIUBICTD
TKaHWH
VY pasi nosiBu OyAb-KUX HeOaXaHWX PEeaKIfiii CIIiji MPUIMHUTH JIIKYBaHHS Ta IPOKOHCYIHTYBaTHUCH 3
JiKapeM.

3BiT 1po oyikyBaHi 106iYHi peakiti

[ToBimoMiieHHs Mo MOOGIYHI peaxIii micis peecTpartii IikapchbKOro 3aco0y Mae BaxIvBe 3HaueHHS. Lle
Jla€ 3MOTY TPOBOJUTH MOHITOPHHI CITiBBiZHOLICHHS KOPHCTBH/PH3MK IIPH 3aCTOCYBaHHI IHOTO
JiKapceKoro 3aco0y. MenuusHuM Ta papManeBTHYHAM MpaliBHAKAM, a TAKOX HamieHTaMm abo ixHiM
3aKOHHHMM IPEJACTABHMKAM CJIiJI MTOBIZOMJISTH PO yCi BUIAAKH IIiZO3PIOBAHNX MOOIYHUX peakIliii Ta
BIJICYTHOCTi €()eKTHBHOCTI JTiKapChKOro 3aco0y gepe3 ABTOMaTH30BaHy cUCTeMY dapMaKoHAITAy 32
mocunanasaM: https://aisf.dec.gov.ua.

Tepmin npuoammnocmi.
4 poku.

YmoBu 36epiranns.

Jlnst mikapcekoro 3aco0y He TOTPiOHI creriansHi TeMmeparypHi yMoOBH 30epiranHs. 30epiraté B
OpHTIHAIBHIM yITaKoBIIi I 3aXUCTY Bif Aii cBiTna. 30epiraté y HeIOCTyIIHOMY JUIS AiTEH MicI.
YnakoBka.

o 8 neoasuukis y Giicrepi, mo 1 a6o mo 2, abo 1o 3, abo mo 4, abo mo 5 OmicTepiB y KapTOHHIN
KOpoOTIi.

Kareropin Binmycky. be3 peuenra.

Bupoonuk.
KPKA, n.1., HoBo mecto, CrioBeHist/KRKA, d.d., Novo mesto, Slovenia.

Micue3Haxo/3keHHsI BUPOOHYKA Ta ajgpeca Micsl IPOBA/ZKEHHSA HOro JifllIbHOCTI.
ITImap’emika necra 6, 8501 HoBo Mecto, Cnosenis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

HaTa OCTAHHLOT'O NMMEPETIIATY.
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