IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Cenronere® TOTAJI IMMOH Ta MeJ

(Septolete® total lemon and honey)

Cknao:
Oitoui peuoguHu: 6eH3UTAMiHY TiTPOXJIOPH, LETHUIIIPUANHIIO XITOPU]I;
1 npopsIHUK MiCTUTH 3 MT OeH3uAaMiHy TigpoxIopuay Ta 1 Mr HeTUINipUANHII0 XITOPULY;

O0ONOMIJCHI PeY0BUHU: OJlist M'STH TIePIEBOi, TIEBOMEHTOJI, CYKpano3a, KKCIIOTa JIMMOHHA,
isomanbrut (tun M) (E 953), apomaTtu3aTop JMMOHA, apoMaTu3aTop Meny, 0apBHUK Kypkymin
(MicTuTh HaTpito 6en3oar (E 211)).

JIikapcbKa ¢popMa. JILOISTHUKH.

OCHOBHI (pi3uKko-XiMiYHI 81acmuBocmi: KPyTJli TbOASHUKY 31 CKOIIEHUMH KpasiMU Ta HEPIBHOIO
IIOBEPXHEI0 Bifl CBITI0-3KOBTOT'0 [I0 JKOBTOT'0 KOJIbOPY 3 MOXK/JIUBUMU OiNTUMU IINISIMaMH,
HepiBHOMipHUM 3abapBiieHHSIM, OyIpOalIKaMu MOBITPS Ta 371eTKa 3a3y0IeHUMU KPasiMU.

®apMakoTepaneBTHYHa rpyna. [Ipenapatu mis ropia. AHTUCENTUKY. [HIN IpenapaTy [jid ropia.
Kog ATX R0O2AXO03.

®Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

Mexani3M mil

Ben3ugaMminy TifpoX/JI0pun - Ile HeCTepOimHUM IPOTH3anaabHUi Ta 3He00 I0BaIbHUM 3acil.
BBaxkaeTbcs, 110 MexaHi3M fil ToB’si3aHuy 3 iHTi0yBaHHSIM CHHTE3Y NPOCTAarjaHAKHIB i, 0TXKe, 3i
3MEHILEeHHSIM O3HaK 3anajieHHs (Takux SK 0ifib, MOYepPBOHIHHSA, IPUIYXJIiCTh, XKap). beH3upaminy
TiOpOXJIIOpU YMHUTDL TaKOXK IIOMIPHY MiclleBy 3HE0OIIOBANIbHY Mil0.

LleTunmipuguHio XJIOPUS - e aHTUCENITUYHUH 3aci0 i3 rpyny 4eTBEPTUHHUX CIIONYK aMoHiio. BiH mie
SIK KaTIOHHUM IeTepreHT. YeTBePTUHHI CIIOJTyKX aMOHI0 3B’SI3yI0ThCS 3 IOBEPXHEI0 OaKTepialbHUX
KJIiITWH, TPOHUKAIOTh KPi3b Hel Ta 3B'S3YI0ThCS 3 IUTOIMIa3MaTUYHOI MeMOpaHo0 MiKpoopraHiamy. ¥
pe3ynbTaTi 3B’93yBaHHS IIUTOMIa3MaTUYHa MeMOpaHa MiKpo0OiB 36ibIIye TPOHUKHICTD IS
HU3bKOMOJIEKYJISPHUX IHTPENi€HTIB, TOJIOBHUM YMHOM 10HIB Kasito. [10TiM YeTBEpTUHHI CIIOIyKU
aMOHI0 IPOHUKAIOTH Y KJIITUHY, TOPYIIyI0uX QYHKIN] KITITHHY i, TAKUM YUHOM, 3HUIIYIOUH 1i.



HeTunmnipuauHio XJI0pUI Ma€ MIMPOKUYN CIIEKTP MPOTUMIKPOOHOI [Iii, @ TAK0XK MPOTUTPUOKOBY
aKTUBHICTH (Hampukiap, npotu Candida tTa Saccharomyces) i IpOTUBIPYCHY aKTUBHICTH IPOTH
nestkux BipyciB 3 060510HKO0. Haibinbi BupaxkeHoo € 6aKTepulugHa [is Ha TPAaMIIO3UTUBHI
6akTepil (30kpeMa Ha Staphylococcus). [JoCTimXKeHHS in Vivo 3 HeTUNIIPUAUHIIO0 XJIOPHUIOM
IIPOAEMOHCTPYBAJIA IIPOTUBIPYCHY aKTUBHICTH, IIPOTE KIIiHIYHA PEeJIeBaHTHICTh He BU3HAYEeHa.
'paMHeraTuBHi 0aKTepil € MOMipHO YYTIMBUMHU [0 LETUIMIPUANHIIO XJIOPUAY, TOHI K OesKi mTaMu
Pseudomonas € BimTHOCHO HEUYTIUBUMU.

dapmakoKiHemuxka.

BcMoKTYBaHHA

3 OBOX aKTMBHUX Pe4YOBUH Nuile GeH3umaMiH abcopOyeThcs, ToMy (papMaKOKiHETUYHA B3a€EMOZIS Ha
CACTEMHOMY DiBHI He BUHUKAE.

[Tpo BcMOKTyBaHHS 6eH3uAaMiHy Yepes CIM30BY 000JI0HKY POTOBOI IIOPOKHUHM i TJIOTKU CBiiYaTh
KIJIbKOCTI, BUSBJIEHI B CUPOBATIIi KPOBI, IKi HE € JOCTATHIMU [Jig OTPUMaHHS CUCTEMHOTO e(EKTY.

Po3mnopin

[Tpu miciieBoMy 3acTOCyBaHHI 6eH3uIaMiH HAKOIMUYYETHCS V 3allajeHUX TKaHUHAX, [ie BiH JocsATae
e(eKTUBHUX KOHIIEHTPAIlill Yepe3 3MaTHICTh MPOHUKATH B EIiTeNil.

BuBenenus

BuBeneHHS BigOyBa€eThCsI TOJIOBHUM YMHOM i3 cedeto, 30e0iIbIUIoro Y BUTTISAMI HeaKTUBHUX
MeTaboJIiTiB.

KniniuHi XxapakKTepHCTHKH.
Iloka3zanus.

CuMnToMaTH4He JIiIKyBaHHS iH(QEKIIiY ropyia Ta POTOBOI IOPOXKHUHMU ((DapUHTITH, TaPUHTITH,
TiHriBiTH).

IIpomunoka3aHHs.
[TigBuIeHa YyTNIUBICTD [0 OiI0UMX PEYOBHH a00 OO0 OYOb-SIKOI MOMOMIXKHOI PeYOBUHH.

[uTsuuy BiK [0 6 POKiB.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

Centonetre® TOTas MTMMOH Ta Mef He CITif 3aCTOCOBYBATH OOHOYACHO 3 IHIIMMU
AHTHCEIITUKaMHU.

He cnipg PO3CMOKTYBATHU JIbLOOAHUKHU PA30M 3 MOJIOKOM 4Y€pe3 MOT0 3[aTHICTh 3HUZKYBATH



AHTHUCEIITUYHY aKTUBHICTb I.IeTI/IJ'[HipI/IJII/IHiIO XJIopuny.

Oco6.1ueocmi 3acmocyeaHHsi.

Centonetre® TOTan NMUMOH Ta MeJ He CJIiff 3aCTOCOByBaTH OinbIlie 7 [HIB. Y pa3i BiACyTHOCTI
IOKPAIIaHHSA IPOTATOM 3 OHIB JIIKyBaHHS CJIifi IPOKOHCYIBTYBATUCS 3 JIIKApeM.

3acTocyBaHHS MiCIIeBUX IIpenapaTiB, 0COOIMBO IPOTSATOM TPUBAJIOTO IIEePiofy Yacy, MOXKe IPU3BECTH
mo ceHcubimizariii, i B I[bOMY BHITIQ[KY JTiKyBaHHS IIOBUHHO OyTH MPUIIMHEHO, Ta MPHU3HAYeHa
BI[ITIOBiiHa TepaIlis.

CenTonere® ToTal IUMOH Ta Me[ He CJIifi 3aCTOCOBYBATH y IOEIHAHHI 3 aHIOHHUMU CIIOJIyKaMH, SKi
IPUCYTHI y 3yOHUX MacTax (3HUXKYE e(PeKTUBHICTD LETUIIIPUAUHIIO), TOMY HEe PEKOMEHAYETHCS
PO3CMOKTYBaTH JILOASHUK Ge3mocepenHbo g0 abo micis uniieHHs 3y0iB.

3acToCcyBaHHS IIPeIaparis, SKi MiCTSITh OeH3UJAMIH He € OOLIIbHUM IallieHTaM i3 MigBUIIEeHOI0
YYTJIUBICTIO IO CaJIil[UIaTiB (HalIpUKiIa alleTUICAIIHAIIOBOI KUCIOTH Ta CaJlillAIOBOI KUCTIOTH) abo
IO iHIIKMX HECTEPOIMHUX MMPOTHU3aMaIbHUX 3aco0iB.

He pexoMeHnyeThCS 3aCTOCOBYBATH IIPU HasABHOCTI paH y POTi Yepe3 YIOBIIbHEHHS 3aTrO€HHSA
BHACJIIMIOK [il IeTUNITiPUONHII0 XTIOPULY.

[Tpu TaXKKUX iHDEKIigX, 10 CYIPOBOMXKYIOThCS BEUCOKOIO TEMIIEPATYPOI0, TOJIOBHUM 00JIEM,
O7110BaHHSAM, TalliEHTY He0OXiMHO 3BEPHYTHUCS [0 JTiKaps, 0COOIMBO y BUIIaAKax, KOJIU CTaH He
TIOKPAIIYETHCS MPOTITOM 3 [HIB.

Bponxocna3M MoxKe BUHUKHYTH Y MallieHTiB i3 OpoHXiambHOI0 aCTMOI0 B aHaMHe3i. Criif 3
00epeKHICTI0O 3aCTOCOBYBATH JIiKapChKUM 3acib TaKUM IallieHTaM.

ZAKII0 malieHT cTpaXkaae Ha XpPOHIYHUM Kalllellb a00 OXPHUIITICTD, CJIil TIPOKOHCYIbTYBATUCS 3
JliKapeM.

Centonete® TOTas MUMOH Ta Med MiCTUTh i3oManbTuT (E 953). Lle# mpemapat He CITif
3aCTOCOBYBATH ITalliEHTaM i3 PifKiCHUMU CafKOBUMH MOPYILIEHHSIMYU HEIIEPEHOCUMOCTI rajlakKTo3u
abo ppykTO3MH.

Cenrtonete® TOTan MMMOH Ta Me[ MiCTUATH HaTpito Oer3oat (E 211) Ta MoXKe IOMipHO IIOOPA3HUTH
IKipy, 04i Ta clI130Bi 060IOHKH.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTb

Yepes BiICYTHICTH JOCTATHIX JaHUX 3aCTOCYBaHHA AiI0UYUX Pe4YOBUH IpenapaT Centonete® ToTan
JIUMOH Ta MeJ BariTHUM He PEKOMEHAYEThCS.

[Iepion rogyBaHHA TPYOOI0

Hesigomo, uu mpoHMKae OeH3uOaMiH Ta #oro MeTaboliTH y TpyAHe MOJIOKO, TPOTe PU3UK [T
HOBOHAPOIKEHUX Ta HEMOBJIAT He MoxKe OyTH BUKJTIOYEHUH. PillleHHS 11010 TPUIIMHEHHS TOyBaHHS



rpynnio abo 3actocyBaHHS CenToseTe® TOTas IMMOH Ta Me[ MOTPIOHO MPUMMATH 3 ypaxyBaHHSIM
KOPWUCTI Biff TPYOHOTO TOAYBAHHS O/ IUTUHU Ta KOPUCTI Bif Teparii A XiHKH.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KepysaHHi aamompaHcnopmom abo
[HWUMU MeXaHi3Mamu.

Centonetre® TOTan NMMMOH Ta Me[ He BIJINBa€ ab0 Ma€ He3HAUYHUM BIUIMB Ha IIBUAKICTH peakilil Ipu
KepyBaHHi aBTOTPAHCIIOPTOM abo0 iHIIMMYU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

JopocnyuM Ta OiTsiM BikKoM Bif 12 poKiB peKOMEeH0BaHO 3aCTOCOBYBaTH 3-4 NbOASHUKY Ha [00y
IIJIIXOM IIOBUIBHOTO PO3CMOKTYBaHHS Y POTOBIiM IIOPOXHUHI KOXKHI 3-6 TOouH.

Ins1 mromey MiTHBOTO BiKy PEKOMEHIOBAHOIO € 103a IJISI JOPOCIIUX.

Hitssm BikoM Bim 6 mo 12 pokiB peKOMEHI0BAHO 3aCTOCOBYBATH 3 THOOSHUKY Ha HOOY IIISIXOM
IIOBIJIBHOTO PO3CMOKTYBaHHS Y POTOBIY IIOPOKHMUHI KOXHI 3-6 TOguH.

He cnip nepeBulyBaTu peKOMEHI0BaHI JO3U.

CentonieTe® TOTas IMMOH Ta Mefj MOXKHAa 3aCTOCOBYBATH IIPOTATOM / [OHIB.
Cnocib 3acmocyeaHH s

Crmif OBiIBHO PO3CMOKTYBATH JIbOASHUK Yy POTOBIM ITOPOKHUHI.

II71s1 OTPUMaHHS ONTHMAIbHOTO e(heKTY He CJIifl pO3CMOKTYBATH JIbOOSHUK 0e3110CcepeqHbo 10
abo micns yuieHHs 3y0iB.

Himu.

3acToCyBaHHS OiTSIM BiKOM [0 6 POKiB MPOTHUIIOKA3aHO, 1110 3yMOBJIEHO TiKapChKOI0 (GOPMOIO.
IiTsim BikoM 6-11 poKiB 3aCTOCOBYBaTH JIiKapChKUM 3acib Iif HaTrIs0M OOPOCIIUX.

Ilepedo3yeanHs.

Yepe3 HU3BKI KOHIIEHTpAIll 000X aKTUBHUX PEYOBHUH Yy CKyafi mpemnapaty Cemnronere® ToTal TMMOH
Ta Me[] lepefo3yBaHHS HEMOXKIINBE IIPU 3aCTOCYBaHHI Y PEKOMEHIOBaHUX 03aX.

CuMIToMu

TokCHYHMMY POSIBAMY TIepefio3yBaHHs OeH3ugaMiny € 30yIKeHHs, CYIOMH, MIiTIUBICTh, aTaKCis,
TpeMop Ta OmoBaHHSA. OCKiTbKY HEMAE CIiellialbHOT0 aHTULOTY, JIIKyBaHHS TOCTPOT0 epefo3yBaHHs
€ CUMIITOMaTUYHUM.



O3HaKu Ta CHMIITOMM iHTOKCHKALIil MMiC/Is MPUIXOMY 3HaYHUX 03 LEeTUIIipUANHIIO0 XJIOPUTY -
HynoTa, OJII0BaHHS, 3a[IMIIIKa, IiaH03, acGiKcisd BHACTINOK mapajivy AuXaJlbHUX M's3iB,
IPUTHIYEHHS LIeHTPaIbHOl HEPBOBO1 CUCTEMHU, apTepiajbHa rinoTeH3sid i koMma. JletanbHa
[03a [ TIOOUHYU CTAaHOBUTE MprUOIM3HO 1-3 T (1[0 mepeBUIye MaKCUMallbHy HO00BY 003y
nboasHUKiB CenTonete® ToTan nuMoH Ta Mef y 250-750 pasis).

JIiKkyBaHHA

OCKIiTbKM HEMAE CIIELiaJIbHOTO dHTHUOTY, J'IiKy'BaHHﬂ TOCTPOro Inmepego3yBaHHA €
CHMIITOMATU4YHUM.

ITo6iuni peakuii.

Iyxe gacro 3 1/10;

yacTo * 1/100 - < 1/10;
HedacTo 3 1/1000 - < 1/100;
pigko 3 1/10000 - < 1/1000;
nyxe pigko < 1/10000.

HeBimoMo (He MOXKHA OIIHUTH 3a HasABHUMH JTaHUMH)

Cucrema opraHiB Pinko [lyxe pigko HeBizoMmo

3 00Ky iMyHHOI CUCTEMHU aHa(iTaKTUYHUN IIOK,
peaxilil rinep4yTIuBOCTI

3 60Ky HEPBOBOI CHCTEMU BiIUyTTS IEeYiHHSA
CITU30BOI 000JIOHKHU

3 00Ky OpraHiB OpoHX0CIasM TTapUHTOCIIa3M

mUXaHHS

3 00Ky LIIYHKOBO-KHUIIIKOBOTO [BiIUyTTSA MEUiHHA y  |MOOpa3HeHHA Yy  [BTpaTa YyTJIMBOCTI

TPaKTy POTOBIiM ITOPOXKHUHI, [poTOBiit CIT30BO1 000JIOHKH

CYXICTB y pOTi [MOPOXKHUHI POTOBOI TOPOKHUHU
3 00Ky WIKipH Ta MiAMKIpHUX [KpONUB'SHKA,
TKaHUH (bOTOUYTNHUBICTH

Y pasi nosiBu Oynb-sikux HebaXKaHWX PeakIlidl CIIifg TPUIUHUTY JTiIKyBaHHS Ta MTPOKOHCYIbTYBAaTUCS 3
JliKapeM.

3BiT po ouikyBaHi m0o6iuHi peakiril

[ToBimomneHHs mpo mMo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle mae 3MOry IPOBOAUTHA MOHITOPUHT CIiBBiIHOIIEHHS KOPUCThH/PU3UK IIPU 3aCTOCYBAHHI LIbOT'O
niKapchKoro 3aco0y. Megu4yHuM Ta ¢papMalleBTUYHUM ITpalliBHUKAM, a TAKOX IallieHTaM a0o ixHiM
3aKOHHUM ITPECTaBHUKAM CJIiT] IOBiTOMJISITH TIPO YCi BUITAAKY MiI03PI0OBaHUX MOOIYHUX Peakilii Ta
BifCcyTHOCTI e(peKTUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMAaTH30BaHy CUCTeMY (hapMaKOHATISAAY 3a
nocusiaHHAM: https://aisf.dec.gov.ua.



https://aisf.dec.gov.ua

Tepmin npudamHocmi.

4 poxKu.

YMoBu 30epiranHsi.

Ins nikapchkoro 3aco0y He MOTPiOHI cnelianbHi TeMIepaTypHi ymMoBu 30epiranus. 36epiratu B
OpuUTiHaIbHiM YIaKOBII 719 3aXUCTY Bif Aii cBiTia. 30epiratu y HEOOCTYIHOMY OJIS HiTe MicIi.

VnaxoBka.

[To 8 nvopgsauuKiB y 6micTepi, mo 1 abo 1o 2, abo no 3, abo 1o 4, abo mo 5 6/1icTePiB y KAPTOHHIN
KOpPOoOL1Ii.

Kareropis Bignmycky. bes penenra.

BupoOHHUK.

KPKA, n.m., HoBo Mmecto, CnoBenist/KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MpoBaIXKeHHsI HOro Tis/IbHOCTI.

[MTmap’emka necta 6, 8501 Hoso mecto, Crnosenisi/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



