SATBEPJXEHO

Haxas Minicrepersa oxoponu
3aopos’s Ykpaiuu

03.08.2023 Ne 1399
Peccrpaniiine mocBiryenns
Ne UA/16726/01/01

IHCTPYKIIA
MJESE METHIHOTO 3ACTOCY BAHKS JIKAPCLKOro 3acolfy

Cenronere® rorau JUMOH T2 Oy3una
(Septolete® total lemon and elderflower)

Crtao:

Ottoyi pevosunu; GEH3MAaMIHY TiIPOXIIOPU I, UEeTUIIIPUAKHII XJOPH;

} s1p0asHUK MICTHTH 3 MI OeH3EIaMiEY TiAPOXIOpray Ta 1 MI UETHIPHARHIIO XIOPUIY;

OONOMIICHT peyoeuny: Ol M'ATH NEPIUERO, IEBOMEHTON, CYKpPan03a, KHCI0Ta THMOHHA, 130MabTUT
(tur M) (E 953), apomaruzarop jsumona (MicTuts Oyrwirinpokciarizon (E 320)), apoMaTH3aTop
Oy3uuu (MICTHTH HPOTLIEHTIIKONE), GapBHuk Kypxymin (Mictuts Hatpito Genzoar (E 211)), GapBHUK
MiZAHHH KOMIUIEKC XJI0podisiiny (MICTHTE MPOINEHTIHKON).

Jlikapceka gopma. Jisongmuxy.

Ocnoeni @isuro-ximiuni epacmugocmi: KPyrili NbOASHUKM 31 CKOIIEHUMH KPasMU Ta HEPIBHOKO
IOBEPXHEIO BiA ONJO-3€JI€HOr0 0 3€ICHOrO KOJBOPY 3 MOKIMBAMH GUIMMH  IUISIMAaMH,
HEePIBHOMIpHHM 3a0apBieHHsM, Gy IpOarmkaMy HOBITPS Ta 371eTKA 3a3yOeHUMHA KPasMH.

PapmaxorepanertTusna rpyna. lpenapaty ms roprna. AHTHCenTUKH. [HINE TperapaTH jyis ropia.
Kon ATX R02AX03.

Dapmaronoziuni enacmugocmi.,

Dapmaxodunamixa.

Mexanizm aif

bensuaaMiny Tifpoxsopun ~ e HEeCTepOigHuil HpOTH3anaIbHME Ta 3HEBOMOBANBHEH 3acif.
BpaxaeToca, mo mexasisM nil, nop’s3anui 3 iaribyBaHHAM CHHTE3Y HpOCTaFIIaH,HHHiB i, oTxe, 3i
3MEHUICHHAM O3HaK 3alalCHHs (TaxuX sK Oulb, ITOYEPBOHIHHS, TPHIYXJIicTh, xap). Beusumaminy
CiAPOXJIOPHA YHHHTD TAKOXK IOMIPHY MICIEBY 3HEBOMIOBANELHY IO,

LleTrumipuanHiIo XIOprI — e aHTHCENTHYHM 3a¢i0 {3 rpynn 4eTBepTHHX CIONYK aMoHik. Bin mie gk
Kationuuit gereprent. YeTBepTHI CHOMYKH aMOHIIO 3B’ A3yIOTHCA 3 IOBEPXHEIO GaKTepianbHUX KINTHH,
NPOHHKAIOTE KpPi3k HEl Ta 3B’A3ylOThCS 3 UMTOINA3MATHUHOW MeMOpaHow Mikpoopramismy. ¥V
pesynbTari 3B’A3yBaHHA (UTOTNA3MATHUHA MeMOpasa MikpoGis 36idbIIyC IIPOHHKHICTE i
HU3PKOMONEKYISIPHUX {HIDENiCHTIB, FONOBHMM umHOM ioHiB Kaniio. [foriM werseprsi cmomykm
AMOHIIO NPOHHKAIOTH y KNITHHY, MOPYMIyioud QyHkiii KHTHHA i, TAKUM 9UHOM, 3HHIIYIOUH ii.
Lerannipnaunito xnopun Mac MMpoKuil CIEKTP NPOTHMIKpoOHOT Ail, & TaKOXK MpPOTHIPHGKOBY
aKTUBHiCTS (Hanpuxian, nporu Candida ta Saccharomyces) ta TpOTHBIPYCHY aKTHBHICTH IPOTH
AeskaX BipyciB 3 000m0HK010. HalGinein BpaKetow ¢ Oakrepuiti/iHa Jis Ha FpaMOO3uTHBHEI 6axTepil
(3oxpema Ha Staphylococcus). JIOCTMKEHES in vivo 3 HETHANIPUARHIIO XIOPHAOM TIPOAEMOHCTPY BAITH
MPOTHBIPYCHY AKTHBHICTh, IPOTE KIHIUHA PENCRAHTHICTD He BH3HAYeHa. | paMHeraTHBHI Gakrepii €
MOMIpHO Yy TIMBAMHE JIO TETHANPUIMHIID XJOPUAY, TOMI fK AeAKi LITAMH Pseudomonas ¢ sinnocuo
HeUy TITUBUMY. O
Dapmaroxinemuxa,
BcMOKTYBaHHS

y'”"



KINBKOCTI, BUSBEH] B CHPOBATH KPOBI, AKi HE € JOCTATHIMY JUIS OTPAMAHHS CHCTEMHOTO eheKTy.
Pozmoniz

Ilpn Micuesomy 3acTocyBaHHI GeH3MIAMIH HAKONMYYETHCH Y 3alaleHUX TKAHMHAX, JE BiH JOCATrac
eeKTHUBHUX KOHUEHTPaHiH Yepes 30aTHICTL NPOHMKATH B EITENiH.

Bupenens

BuBepenns BialyBacThcd TONOBHAM YHHOM i3 ceueio, 37e6inbioro y BHIMIAAL HEAKTHBHUX
MeTaloiTiB.

Kniniuai xapakrepucruxu.

Hoxazannus.

CumirromMaruyse JikyBamds indexuil ropma Ta poTOBOI HOpOKHMEY (apHHFiTH, NApPHHIITH,
TiHrIBITH).

Hpomunoxazannn.
Iliyisuinena 9y TIHBICTE JO Aif04ux pedoruH abo 1o 6y ab-AKOi HOMOMINKHOI PEIOBHHHU.
Jutsanii BiK 70 6 poKis.

Bzaemooin 3 inmumu nikapcoxumu 3acobamu ma inwi euou 63aemodii.

Cenronere® ToTan muMoH Ta Gy3uHa He ¢ 3aCTOCOBYBATH OXHOYACHO 3 IHIIHMH AHTHCEIITHKAME.
He cnig poscmoxTysatét JIBONSHMKE Da3oM 3 MOJOKOM 4epes HOFO 3OATHICTh 3HIDKYBATH
AHTHCEITHYHY aKTHBHICTh HETHINIPHIHHIIO XJIOPHLY.

Ocobnusocmi 3acmocysanna.
Cenrronere® Toran numon Ta Oy3uHa He Ciijl 3acTOCOByBaTd Olibite 7 axis. Y pasi BimcyTHOCTI
TOKPAIAHHS IPOTATOM 3 JHIB JIIKYBAHHA CITiJl NPOKOHCYNBTYBATUCH 3 JIIKAPEM.

3acTOCYBaHHA MiCHEBHX Hpenaparis, 0coG/IMBO IIPOTATOM TPUBAIOTO HEPioy Hacy, MOKE IPH3BECTH
Ao cexcumbimisanil, 1 B IbOMY BHIJKYy IIKYBaHHS HOBHHHO OyTM UPMIIMHEHO, Ta IPH3HAYCHA
BLATIOBINHA Teparis.

Cenronere® ToTan maMon Ta Oy3nHa He CITiJ 3aCTOCOBYBATH Y IOCAHAHHI 3 aHIOHHHMY CIIOIYKAMH,
siki IpUCYTHI y 3y6HHX nactax (3HmKye e(eKTHBHICTD HCTHINIPHMHIIO), TOMY HE PEKOMEHLYETHCH
PO3CMOKTYBaTH IhoJAdHHK Ge3nocepennbo Ao abo nicis yniieHHs 3y0iB.

3actocysanns penapartiB, Aki MICTATE GeH3upaMin He € JIOHITBPHHM HalicHTaM i3 INiABHIHEHOI
YYTIMBICTIO A0 Cayiimatip (HampHKIaj aleTHICAHIOBO] KUCIHOTH Ta CATilUNoBOi KHCIOTH) abo
JIO THIIHMX HECTEPOIAHMX NPOTH3ANATBHHX 3aC001B.

He pexomenpyerscs 34CTOCOBYBATH IIPH HASBHOCTI PaH y POTI 4epe3 YIOBLIGHEHHS 3arOCHHS
BHACJILAOK Jii HEeTHIHPHIMHII0 XI0PHIY.

Ipy tokkux  indexdisx, IO CYHPOBOMKYIOTECS BHCOKOI TEMICPATYPOIO, TONOBHHM GONEM,
OIMIOBAHHSM, HAIEHTy HEOOXIAHO 3BEpHYTHCH A0 JiKaps, ocoBNHBO y BUITAZKAX, KONH CTAH He
NOKPAIy€eThCH IIPOTATOM 3 JHIB.

bpouxocnasm Moxke BHHHKHYTH y Hauienrtie i3 OpomxianzpHow actmor B anamuesi. Crmipg 3
0BEPENHICTIO 3aCTOCOBYBATH JIiKaPChKMH 3aci0 TAKMM NaicHTaM.

Axuo vamiest cTpaxaac Ha XpoHidHMA Kamwens a0o OXPHINICTH, CHifl IPOKOHCYIETYBATHCH 3
JiKapem.

Centonere® Totan numon Ta OysuHa Mictuth isomanstur (E 953). Le#t mnpemapar He ciiz
38CTOCOBYBATH TAIlieHTaM i3 PIAKICHHMH CUAAKOBMMH NOPYIIEHHAMM HEIEPEHOCHMOCTI FaNaKTO3H
abo GPyKTO3H.

Cernronere® ToTan jauMoH Ta OysuHa MicTHTE OyTmiriapokcianizon (E 320) Ta Moxe CHPHMYHHHTH
MICLEB WKipHi peakuii (HanpuKiIag KOHTAKTHHN gepMarwT) abo MOApasHEHHI OucH T4 CIH3OBHMX
000JI0TIOK.

Cenrronete® Tortaln MTHMOH Ta Oy3uHa MiCTHTH HaTpio Gensoar (E 211) ta Moxe Homgpﬁo u@gpasnnm
IKIpY, OUi Ta CAHU30B1 0G0IOHKY.

HIKIPH.

3acmocyganna y nepiod eazimnocmi abo 200yeanns. 2pyotio.



BariTHicTs

Hepes BIACYTHICTH HOCTATHIX JAHHX 3aCTOCYBAHHS JIOYMX peuoBun npemapar CenTonere® Toran
JHMOH Ta Oy3#HA BariTHUM HE PEKOMCHIYCThHCS,

Ilepion ronysanss rpyamo

HesigoMo, 4u nponukae Genzumamin ta HOro MerTabONiTH y IPY/HE MOIOKO, IPOTE PHIMK AN
HOBOHAPODKEHNX Ta HEMOBIIAT He MOxe OyTH BHKIIOYeHHH. PilieHus 11030 NIPUINHEHHS TORYBAHHS
rpy ko abo sactocysanns Cenronere® ToTan MEMoH Ta Gy3HHa NOTPIGHO IPHAMATH 3 YpaXyBaHHSM
KOPHCTI BLI TPy THOrO BUIOMOBYBARHS JUIS NUTHHHK Ta KOPMCTI Bij Teparti aums aiHKy.

30amuicmy 6HAUGAMYU HA WEUOKICHL peakyil npu KepyeauHi asmompancnopmom abo  inutumu
Mexanismamu.

Cenronere® Toran muMoH Ta 6y3una He BIUIMBAc a60 Mac He3HAYHMN BIUIHB HA WIBHAKICTD peakii
P KEPYBaHHI aBTOTPAHCIOPTOM alo IHITHMHE MEXaHi3MaMH.

Chrocib 3acmocysannna ma 0o3u.

Hopocaum Ta JiTaM BikoM Bij 12 poKiB pekOMEHZOBAHO 32CTOCOBYBATH 3-4 nponsHMKE Ha OBy
IIIEXOM MOBLIBEHOTO PO3CMOKTYBAHHS y POTOBIH MOPOKHUEI KOWKHI 3-6 FONUH.

Jitst jmonelt AiTHEOTO BIKY PEKOMEHIOBAHOIO € 1033 JNIS AOPOCIHX.

Hitsm BikoM Bifl 6 0 12 poxiB peKOMEHAOBAHO 33CTOCOBYBATH 3 JLOISHWKH HA A00Y uuIgxoM
TIOBLIBHOTO PO3CMOKTYBAHHS Y POTOBIH MOPOMHMHI KOKHI 3-6 FOMUH.

He cnij nepesninyBara peKOMEHI0BaH] 1031,

Cenrrojiere® ToTan TMMOH Ta y3MHA MOXKHE 3aCTOCOBYBATH POTATOM 7 IHIB.

Crocib 3acmocysanns

Cnin moBiABHO PO3CMOKTYBATH JIBOAHUK Y POTOBIH OPOXKHHUHI.

s oTpumManBs onTUMANLHOrO eeKTy He CHHiJ| PO3CMOKTYBATH IBOATHHK GE3MOCepeNHbO HO abo
nicis unnienss 3y0is.

Himu.
3acrocysanua AiTAM BIKOM A0 6 POKiB NPOTHIIOKA3aHo, M0 3yMOBJIEHO JiKapehkow GopMoro. Jitam
BixoM 6-11 pokiB 3aCTOCOBYBATH JIKAPCHKHIA 3aci6 1Tl HATNSA0M HOPOCIHX.

Hepeoosysanna.

Yepes Hu3bki KOHIEHTpanil 000X aKTHBHEX PEYOBHH Y ciiani npenapary Cenronere® toTan auMoH
ta Oy3HMHA IEPEIO3Y BaHHA HEMOXINBE TIPU 3aCTOCYBAHHI Y PEKOMEHIOBAHHUK JI03aX.

CuamnroMu

Toxcmunumy nposBaMH TEpefo3yBanss GeH3MNaMiHy € 30YIDKEHHS, CyJIOMH, IMTIHMBICTB, aTaxcis,
TpemMop Ta OmoBanHs, OCKiNBKA HEMAE CHeliansHOro aHTHAOTY, JIKYBaHHSA TOCTPOTO Hepe/03yBaHHs
€ CHMIITOMAaTHIHIM.

Os3HaKi Ta CHMITOMH IHTOKCHKAII! TiCHs TpuioMy 3HAYHMX 103 LETHIINIPHAKHIIO XIOPUEY — HYXOTA,
OmoBanHsA, 3aMMIUKa, HiaHo3, acixcig BHACHINOK mapamidy IHXANBHHUX M'3iB, MPUTHIYEHHS
LCHTPATEHOT HepBOBOI CHCTEMH, apTepianpHa rimotensis i xoma. JleTanpHa Io3a Ui JIFOJMHA
CTEHOBUTE NpHONM3HO 1-3 r (Mo nepesunrye MakcHMaibHy noGoBy 703y msoisunkiz Cenronere®
ToTal nuMOH Ta Oysuna y 250-750 pasis).

Jlixypanns
Ockinbku HeMae clenianbHOro aHTHAOTY, KYBAHHA FOCTPOTO epe/I03yBAHHS € CHMIITOMATHIHUM.

Hobiuni peakuii.

Hyxe gacro = 1/10;

gacro > 1/100 - < 1/10;

Hevacto = 1/1000 - < 1/100;

pigxo = 1/10000 - < 1/1000;

nyxe piako < 1/10000.

HEBIZOMO (HE MOXKHA OLIHUTH 38 HASBHUMH JAHHMY)

Cucrema oprauip Pijko Hyxe pigxo

3 Goxy iMyHHOT




CHCTEMH peakiii rinepuYyTIHBOCT

3 Goxy HepeoBoOl BLAMYTTS HEYIHHA CAM30BOT

CHCTEMH 00OJIOHKH

3 6oxy opradis BponxocaM JApHHTOCIIA3M

JHXAHHA

3 OOKY IIIYHKOBO- | BiTUyTTs HediHHS y HOAPasHEHHS Y BTpAaTa Yy TINHUBOCTI CIHI30BO]

KHIIKOBOTO TPAKTy | POTOBIH NOPOXHMHI pOTOBIH NOPOXKHEH] | OGOIOHKH POTOROY
HOPOXKHHHH

3 GOKy 1Kipu Ta KPOITHR SHKA,

DiIIKIPHEX TKAHUH | GOTOYYTIMBICTE

Y pasi nossu Oy/ib-axux Hebaxanux peakuill Ciiji IPUIMHUTE JKYBAHHS T4 NPOKOHCYILTYBATHCS 3
miKapem,

3sim npo oyikyeani nodiuni pearxyii

Hosigomnenus npo nobiuni peaxmii micis peectpanil ixapeskoro 3acoby Mae Bancmee 3HaueHHs. Lo
Aa€ 3MOrY NpPOBOJMTA MOHITODMHT CHIBBIIHONIEHHS KODHCTH/PH3HK UpPH 3aCTOCYBAHHI I(OrO
nikapcekoro 3acofy. MeapunuM Ta GpapMaieBTHURAM HPAIliBREKAM, 4 TaKOX HaitieHram abo IxHiM
3AKOHHMM IPEACTABHUKAM CIIiJl TIOBIAOMIIATH PO yci BHINAAKA Ni03PIOBARMX NOOIYHMX peakiii Ta
BIICYTHOCTI eeKTUBHOCT JIKAPCHKOTO 3aco0y depes ABTOMATH3OBaHY cucremy QapMaKOHATILLY 32
nocunasnaM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi,
4 poxu.

Ymorn 36epiranns,
Hus mixapeeroro sacofy He moTpi6ui criemiansHi TemueparypHi yMosH 30epiramms. 36epiratu B
OPUIiHANBHIH yIaKOBII IS 3axucTy Bijt i critna. 30epirat y HesloCTYHHOMY I3 Aitelt Micii.

Ynaxoska.
o 8 nponsnukis y Gaicrepi, mo 1 abo no 2, abo 1o 3, abo no 4, abo mo 5 GuicrepiB y kapTOHHIA
Kopobi,

Kareropis Bixnyeky. bes penenra.

BupolHuk.
KPKA, a.n., Hoso MecTo/KRKA, d.d., Novo mesto.

Micnesmaxokenss BHPOOHHKA Ta AAPeca MiCHA POBAIKEHHA HOro AiLALHOCTL.
[IImap’enika ecra 6, 8501 Horo mecto, Crosenis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.
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