3aTBepaxeHo

Haxa3 MinicTepcTBa 0X0pOoHH
310poB’st Ykpaiuu

21.09.2016 Ne 989
PeecTpauniiine nocBiquenHs
Ne UA/15458/02/01

3MIHU BHECEHO
Haxka3s MinicTepcha
oxoyoun 3nopon A YKpamu

041 03 7% Ne 7.0 F

IHCTPYKIIIA
AJIS MEAUIHOI0 3ACTOCYBAHHA JIiKapCchKOro 3acoby

Cenrtojere® ToTana
(Septolete® total)

Cknao:

oioyi pevosunu: GeH3UIaMiHy TiIPOXJIOPHU, HETHWITIPHINHIIO XJIOPHL;

1 TbOIAHMK MICTHTH 3 Mr GeH3UJaMiHy TiIPOXJIOPUAY Ta 1 MI HETHIIIPHAMHIIO XJIOPHIY;
OONOMIDICHI pevoguHu: OISl €BKaNliNTy, JICBOMEHTON, CyKpauo3a, KUCJIOTa JMMOHHa Oe3BOiHa,
i3oMansT (THN M), niamanTtosuit 6nakurauit FCF (E 133).

Jikapcbka ¢popma. JIboasgHNKY.

OcHosHi Qisuko-ximiuni enacmugocmi.

KpYyTJli JIBOASHHUKH 3i CKOINEHHMHM KpasMH Ta HEPIBHOIO IOBEPXHEIO Bil GIIAKUTHOrO J0 CHHBOTO
KOJILOPY 3 MOXUIUBHMHM OiNMMH IIISIMaMH, HEPIBHOMIpHUM 3abapBiieHHsM, OyipbamkamMu NOBITps
Ta 371€rKa 3a3y0JIeHUMH KpasiMH.

®apmaxorepanesTuuHa rpyna. IIpenaparu nis ropia. Artucentuxu. Kon ATX R02A A20.

Dapmakonoziuki enacmugocmi.

Dapmarxoounamika.

MexaHizm il

bBeH3ngaMiHy TigpoxJIOpHI, — L€ HECTepOigHMi NpoTH3anajibHUi Ta 3HEOOMIOBAIBLHMI 3acil.
BBaxcaeThed, 110 MexaHi3M JIii, OB’ s3aHui 3 iHIiOyBaHHSAM CHHTE3y NpPOCTarjiaHAWHIB i, OTXKe, 3i
3MEHINEHHSIM O3HAK 3analeHHs (Takux AK Oilb, MOYEPBOHIHHS, MPUIYXIICTH, Xap). beusunaminy
TIAPOXJIOPH]] YHHUTH TAKOXK MIOMIPHY MICIIEBY 3HEOOIOBAIBHY Ii10.

LleTnnmipuauHiio XJIOpHUI — Iie aHTHCEIITHYHUM 3aci0 13 rpynH 4eTBEPTHUX CIIOJIYK aMoHiio. Bin aie
SK KaTiOHHUH AeTepreHT. UeTBepTHI CIOIYKH aMOHIIO 3B’S3YIOThCS 3 IIOBEPXHEIO OaKTepialbHHX
KJIITHH, TPOHHKAIOTh Kpi3b Hel Ta 3B’SI3yIOTBCS 3  IUTOILIa3MaTHMYHOI  MeMOpPaHOoIo
MiKpoopraHiamy. Y pesyibTaTi 3B ;13yBaHH;1 LUTOIIa3MaTH4Ha Mcmﬁpaﬂa Mlxpoﬁm 30Lnbnrye
HNPOHUKHICTh ISl HHU3bKOMOJIEKYJISPHUX 1HrpemeHTlB TOJIOBHHM HHHOM iOHiB: Ka.nuo.‘ IoTim
YETBEPTHi CIIONYKH AMOHII0 NPOHMKAIOTH y KIITHHY, NOPYIIYIOUH (§HKMiI KIITHEN §; ‘rakim
YUHOM, 3HHMINYIouH 1i. [leTmnmipuauHio XJIOpHA Mae IMMPOKHM CHEKTp TPOTHMIKpoOHOI nii, a
TAKO)X [POTUTPUOKOBY AaKTUBHICTh (Hanpukinam, npotd Candida ta Saccharomyces) ta
NPOTHBIPYCHY aKTHBHICTh TNIPOTH JeAKHX BipyciB 3 oGonoHkoro. Haiibinem Bupakenow e
OakTepHLMAHA [if Ha TPaMIIO3WTHBHI OakTepil (30kpema Ha Sraphv!ococcus) I'pamuerarusni
6a1<Tep11 € TIOMipHO YyTJIMBUMM [O HETHIIPHIMHIIO XJIOPHAY, TOMI K JesKi-mTamu Pseudomonas
€ BIZTHOCHO HEYYTJIMBUMH.



Dapmaxoxinemuxa.

BemokTyBanus

3 IBOX aKTHBHMX DPEHOBHH nnine Gensupamin abcopOyeTbes, TOMY (hapMaKkoOKiHETHYHA B3a€MOJis
Ha CUCTEMHOMY PiBHI HEe BUHHKAE.

IIpo BCMOKTYBaHHs GeH3UIaMiHy 4€pe3 CIM30BY 0GOJIIOHKY POTOBOI IOPOXKHUHH 1 FIIOTKM CBIYaTh
KiJIbKOCTi, BUSBJIEH] B CHPOBATILi, SIKi HE € JJOCTATHIMH JJI1 OTPHMAHHs CHCTEMHOIO €QEKTY.
Posnozuin

O6’eM po3nmoaity mpenapary y ¢popMi JIb0ASHUKIB Ta CIPEIO € OHAKOBHM.

Busenenns

BuBeneHHs BinOyBaeTbCs, TONOBHMM YHHOM, 3 CE4Y€io, 37eOLNBIIOTO Yy BHUITIAAI HEAaKTMBHMX
MeTabouiTiB. [lepioa HamiBBUBEAEHHS 1 CHCTEMHUH KITipeHC € NOAIOHHMH Y BCiX JIKapChbKuX GopM
npemnapary.

Kniniuni XapaKTepHUCTHKH.

Ilokasannua.

CuMNTOMAaTHYHE JKyBaHHA iHQexuiii ropna Ta poToBOi MOpOXHMHH ((apHHIITH, JapUHTITH,
TiHTIBITH, CTAHH JIO i MiC/IA BUAAIEHHS 3y0iB TOLIO).

Ilpomunoxaszannsa.
ITigBHINEHA YYTIUBICTE A0 MIFOYMX peYOBHH a60 A0 OyAb-sKOI JONOMIXKHOI PEYOBHHH.
Jlutsrauii Bik 10 6 pokiB.

B3aemooin 3 inumumu JiKapcbKumu 3acobamu ma inuii 6uou 63aEMooii.

Cenronere® TOTan He CJIiJl 3aCTOCOBYBATH OJIHOYACHO 3 iHIMMMH aHTHCENITHKAMH.

He cnig po3cMOKTyBaT# JBOASHAKM DPa3oM 3 MOJIOKOM dYepe3 HOro 3IaTHICTh 3HHIKYBaTH
AHTHCCNITHYHY aKTHBHICTb NETHIINIPUANHIIO XJIOPHIY.

Ocob6nusocmi 3acmocyeanHA.

Cenronere® ToTai He CIif 3aCTOCOBYBaTH GijbIme 7 JHIB. 3a BiICYTHOCTI MOKPAIIEHHS IIPOTATOM
3 AHIB CIiZ MPOKOHCYIBTYBATACS 13 JIKAPEM.

Cenrrosere” ToTAl HE CIIiZi BAKODHCTOBYBATH B TIOEJHAHHI 3 AHIOHHUMM CTIOyKaMH, 5IKi IPACYTHI
B 3yOHHX macrax (3HMKYE e(EeKTHBHICTh UETWINIPHAMHIIO), TOMY HE PEKOMEHIYETHCS
PO3CMOKTYBATH JbOJIHAK Ge3M0CEPENHBO 10 a0 micIis YHIeHHS 3y6iB.

He pexkoMeHOyeThes 3aCTOCOBYBATH IIPH HASBHOCTI paH y pOTi 4depe3 YNOBIIBHEHHS 3arO€HHSA
BHACJIIJIOK JTii HETHIIIIi PUONHIIO XJIOPHIY.

Ilpn TsOKKUX iHQEKHiSX, IO CYTMPOBOMKYIOThCS BHCOKOIO TEMIEPATYPOIO, TOJIOBHHM OoleM,
OMmoBaHHAM, HaLi€HTY HEOOXiTHO 3BEepHYTHCA JI0 NiKaps, 0cOOIMBO y THX BHIIANKAaX, KOJIM CTaH HE
MOKPAINYETHCS MTPOTATOM TPHOX JIHIB.

SIKIO MAami€HT CTPaKJa€ Ha XPOHIUHHMH Kamens abo OXPHIUNCTb, CIifi IPOKOHCYNBTYBaTHCS 3
niKapem.

Cenrronere” Ttortan MicTuTh i3oMansT (E 953). lle#t mpenapar He cnij NpHMaTH Nali€eHTaM i3
PiIKICHUMH CHaJKOBUMM MOPYLIEHHAMH HEEPEHOCHMOCT] FaJIaKTO3H YH QPYKTO3H.

®

3acmocysanns y nepioo sazimuocmi abo 200ysants epy0oio.

BariTHicTb
Yepes BiAICYTHICTH NOCTATHIX AaHHX 3aCTOCYBaHHs IIpenapary Cenronere® ToTas BariTHEM He
PEKOMEH Ty €ThCH. _ oo N\

Ilepioa rogypadHs L‘ngguo foy N TN
Hesizomo, 4n NpoHMKAE JKapChKMH 3aci0 y rpy/HE MOJIOKO, TPOTE PU3MK Jiis HOBOHapo.ruKeHm

Ta HEMOBJIST HE MOXeE 6YTH BUKIIIOYeHHH. PilleHHs MO0 NpUNHHEHHS FO,E{dellllﬂ Py U0’ abo
sacTocyBanus Cemronere® TOTan HOTpl6H0 HpHPIMaTH 3 ypaxyBaHHSIM mpncﬂ BiJ{ rpy,zmopo
BHUTOJOBYBAHHS ISl JUTHHY Ta KOPUCTI BiJl Tepamii 1uis XKiHKH. |

-



30amuicme enauéamu na wEUOKICMb peaxyil npu Kepysamni aemompancnopmom dbo inwumu
Mexanizmamu.

Centonere® ToTan we BrymBac abo Mac He3HAUHMIl BIIMB a WBHAKICTL peaxuii MpH KepyBaHHi
ABTOTPAHCIIOPTOM a00 iHIIMMH MEXaHI3MaMHU.

Cnocib 3acmocyeanna ma 0o3u.

JlopocnumM Ta JiTsM BiKOM Bia 12 pOKiB peKOMEHIOBAaHO 3aCTOCOBYBAaTH 3-4 JILOASHMKH HA JCHb
ILISIXOM HOBLIBLHOTO PO3CMOKTYBAHHS y POTOBIH MOPOXXHUHI KOXKHI 3-6 rouH.

JInig mojieit TITHROTO BiKy PEKOMEHAIOBAHOIO A03010 € K032 IS JOPOCIIUX.

HitsM BikoM Bift 6 5o 12 POKiB peKOMEHIOBAHO 3aCTOCOBYBATH 3 JILOASHUKH Ha JEHb LUIIXOM
TIOBiIBHOIO PO3CMOKTYBAHHS Y POTOBi#t HOPOXKHUHI KOXHI 3-6 TOVH.

He cnij mepeBUIyBaTH peKOMEHOBaH] JJO3H.

Cenronere® TOTAT MOXKHA 3aCTOCOBYBATH TIPOTATOM 7 IHIB.

Cnocib 3acmocyeanus

Ci1ij1 MOBiJIEHO PO3CMOKTYBATH JILOASHHK Y POTOBiH ITOPOXKHUHI.

JInst OTpHMaHHS ONTHMANBEHOTO €(EKTY HE CIIiJi PO3CMOKTYBATH JILOASHHK OE30CEPENHBO 10 abo
HiC)Is YHINEeHHS 3y0iB.

Limu.
3acTocyBaHHS JiTAM BiKOM J0 6 pOKiB IIPOTHNOKA3aHO, IO 3yMOBJIEHO JIIKapCHKOI0 GOPMOIO.
Tlitu BikoM 6-11 pokiB 3aCTOCOBYIOTH 1€t MiKapchKHil 3aci6 MK HATJISAAOM JOPOCIHX.

Ilepedo3sysanna.

Yepes HM3BKI KOHIIEHTpalii 060X aKTHBHMX PedoBHH y ckiazi npemapary Centonere® totan
Hepeo3yBaHHs HEMOJUIMBE IPH 3aCTOCYBAaHHI y PEKOMEHIOBAHMX J103aX.

Cumnromu

TOKCHYHHMH NpOSBaMH IIE€peA03yBaHHs OeH3UIaMiHy € 30yIDKCHHS, CYAOMH, OiTIMBICTh, aTakKcis,
TpeMop Ta 6JIIOBaHHS.

O3HAaKH Ta CHMIITOMH IHTOKCHKANii HicJs NpHHOMY 3HAYHMX 03 LETHINIPHAUHIIO XJIOPHIAY —
Hy/[0Ta, OMIOBaHH#A, 3aJMINKa, IiaHO3, achikcis BHACHIZOK Mapalidy IUXaIbHHX M'A3iB,
npuraivenns I[HC, aprepianbHa rimorensis i koma. JleTanbHa no3a Uil JIIOAWHH CTAHOBHTH
npubmusno 1-3 r (0 HepeBHIIye MaKCHMaILHY N0GoBy 103y yboasaukis Cenronere® Totan y
250-750 pa3iB).

JlikyBanus

OcCKibKM HeMae CHEeMialbHOTO  AHTHIOTY, JIKYBaHHA TOCTPOTO  IIEPEeNO3yBaHHA €
CHMITTOMaTHYHHM.

Ilobiuni peakuyii.

Hyxe wacro > 1/10;

yacto > 1/100 - < 1/10;

Heuacto = 1/1000 - < 1/100;

pinxo > 1/10000 - < 1/1000;

nyxe pigko < 1/10000.

HEBiZOMO (HE MOXHA OIIHUTH 33 HAsIBHAMH TAaHUMH)

CucreMa oprais Pinko Iyxe pinxo /Hesinomo . \

3 60Ky IMyHHOL PEaKIlii TinepuyTauBOCTi 3k :

CHCTEMH foz\ a4 Jui

3 60Ky opraHiB OpoHxocnam JIapUHTOCIIa3M S

NMXaHHS N 2

3 60Ky IIUIYHKOBO- | BIAYYTTA NEYiHHA Y NoJpa3sHEHHA Y BTpala Sy FANBOCTI

KHIIIKOBOT'O TPAaKTy | POTOBi# HOPOXHWHI, POTOBI# IOPOXKHHUHI | CIH30BOI 00OTOHKH
CYXICTh Y POTI POTOBOI MOPOXXHUHH




| 3 60Ky mIKipH Ta KpOTUB’ SHKa,

T IIKIPHAX (GOTOYYTIMBICTE
| TKaHYUH .
Y pasi nossu Oyab-9Kkux HeGaKaHUX Peakiill clij NPHIMHETU JIKYBaHHA Ta NPOKOHCYJILTYBAaTHCS

3 JIiKapeM.

Tepmin npuoamnocmi.
3 poxu.

VYmoBH 30epiranns.

Jlns nixapcekoro 3acoby He MOTPiOHI cnemiansHi ymoBH 36epiranHs. 36epiratu B OpUTIHANBHIA
YIaKOBLI IS 3aXMCTy Bij i cBiTna. 36epiratu y HEAOCTYITHOMY [UIs JiTeH Micui.

YnakoBka.

ITo 8 moasHuKiIB y GricTepi, o 1 abo mo 2, a6o mo 3, a6o 1o 4, a6o mo 5 OIICTEPiB y KAPTOHHIK
KopoOi.

Kareropis Binmycky. be3 penenra.

Bupo6Huk.
KPKA, 1.x., HoBo Mecto, CnoBenist/KRKA, d.d., Novo mesto, Slovenia.

MicuesHaxoQkeHHs BAPOOHHKA Ta aJpeca Micus NPOBaKeHHs foro JiAJILHOCTI.
Imap’emka recta 6, 8501 Hoso Mecto, CioBenis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

JlaTa 0oCTaHHBOTO MeperJisiay.



