IHCTPYKUIA
015 MeMYHOIr0 3aCTOCYBaHHSA NIKapCbKOro 3acoby

HOPMAIVYT

Cknap:
Aito4a pedoBuHa: niodinizoBaHi cyxi apixaxi Saccharomyces boulardii;

1 kancyna MicTuTb 250 Mr nioginizoBaHUX Cyxux opixaxxis Saccharomyces boulardii 3
MiHiIMyMoM 1010 kKNiTUH/T, Wo BKAYaE: 221,25 mr gpixxaxis i 28,75 Mr nakto3u
MOHoOrigpaTy;

HAOMOMIiXKHI pe4oBMHM: NakTo3a 6e3BoAHa, MarHito cTeapaT, XenaTuH, TUTaHy aiokcmng
(E 171), 3aniza okcnp »oeTun (E 172), migHi komnnekcu xnopodiniHie (E 141), Boaa
oyuLLEeHa.

Jlikapcbka popma. Kancynu.

OCHOBHI hi3nKO-XiMIYHI B1aCTUBOCTI: NMPOAOBracTi, 61nCKyYi, Henpo3opi, TBepai
XXKeNaTUHOBI Kancynu 3i CBIT/I0-3€1€HNM KOPNYCOM i XKOBTOK KpULLEYKOo. Kancynu
MICTATb rpaHyJ/IbOBaHMW MOPOLLOK XXOBTO-CipOro KOJIbOPY 3 XapaKTepHUM 3araxom.

dapmMaKoTepaneBTU4YHa rpyna.

AHTnaiapenHi MikpobHi npenapaTtu. Kog ATX AO7F A02.

dapMaKoIoriyHi BNacCTUBOCTI.
QapmMmakognHaMiKa.

HopMaryT crnpuse BigHOBNEHHIO HOPMaJibHOI MIKPOMI0pU KULWEYHUKY, YAHUTb
BUPa>kKeHy eTionaToreHeTU4YHy aHTugiapenHy gito. Npu Nnpoxoa)>KeHHi Yepes TpaBHUN
TpaKT Saccharomyces boulardii YiHATL BioNOriYHY 3aXNCHY Ait0 BiAHOCHO HOPMaJ1bHOI
KNLLKOBOI MiKpodiopu.

fonoBHI MexaHi3Mu pii Saccharomyces boulardii:



e MPAMUN aHTAroHi3M (aHTUMiIKpobHa Ais), NOB'A3aHUIA 3i 3A4aTHICTIO
Saccharomyces boulardii NPUrHivyBaTW PICT NATOreHHUX Ta YMOBHO-MATOreHHNX
MiKpoopraHi3mis Ta rpubis, ki nopyLwyoTb MiKpobioLEHO3 KULLEYHUKY, TaKNX AK
Clostridium difficile, Clostridium pneumoniae, Staphylococcus aureus,
Pseudomonas aeruginosa, Candida krusei, Candida pseudotropical, Candida
albicans, Salmonella typhi, Salmonella enteritidis, Escherichia coli, Shigella
dysenteriae, Shigella flexneri, Klebsiella, Proteus, Vibrio cholerae, a Takox
Enthamoeba hystolitica, Lambliae; Enterovirus, Rotavirus;

e AHTUTOKCUYHA Aia 3yMoBieHa BUPO6/IeHHAM npoTeas, WO po3LWen/itiolTb TOKCUH
Ta Ail0Tb Ha peLenTop eHTepouunTa, 3 AKUM 3B'A3YETbCSA TOKCUH (ocobnmneo
BiAHOCHO UMTOTOKCUHY A, Clostridium difficile);

e AHTUCEKPETOPHA AiA (3MEHLWYE ceKkpeLito BoAW | CONENB NMPOCBIT KULWWEYHUKA)
3abe3nevyeTbCa WAAXOM 3HUXKEHHS YTBOPEHHSA LAM® B eHTepouunTax;

e MigcMNeHHsa HecneundiyHoro iIMyHHOro 3ax1ucTy BHacNigoK NigBuULLEHHSA
NpoAayKUii IgA Ta CEKPETOPHMX KOMMOHEHTIB iHWWX iIMyHOrNo6yniHiB;

e (bepMeHTaTUBHA aKTUBHICTb 3yMOBJIeHa NiABULWEHHAM aKTUBHOCTI AMcaxapuaas
TOHKOI0O KNLWWEYHUKY (NakKTa3u, caxapasun, MasbTasn);

e TPOiYHMIN ePeKT BiAHOCHO CAN30BOI 060OHKM TOHKOIN0 KULWEYHUKY BHACJIiOOK
BUBIJIbHEHHSA CNEpPMiHY i CepMianHy.

[eHeTn4YHOo 3yMOoBJIEHa CTiNKICTb Saccharomyces boulardii po git aHTNBIOTUKIB
[03BOJISE€ 3aCTOCOBYBATM IX OQHOYACHO 3 aHTMBIOTUKaMN 4N 3aXUCTY HOPMaJibHOro
MikpobioueHO3y TpaBHOIro TPaKTY.

dapMaKoKIiHETUKA.

Micna npurnomy npenapaTy HopMaryT WBNOKO AOCAraETbCA BUCOKA KOHLUEHTpaLis
Saccharomyces boulardii y TOBCTOMY KULUEYHUKY, AKa NiATPUMYETbCSA NPOTArom aobu.
Saccharomyces boulardii He NPOHUKAaTb Y CUCTEMHUIN KPOBOTIK | Me@3eHTepianbHi
niMmgpaTunyHi By3nu. lMicna 3akiH4eHHS NikyBaHHA Saccharomyces boulardii NOBHICTIO
BMBOAATLCS 3 KaJioM NpoTArom 3-5 OHiB.

KniHiYHi XapaKTepucTuKm.

Moka3aHHA.

MpodinakTmKa i NikyBaHHSA KONITIB Ta Aiapei, NOB'A3aHNX i3 MPUAOMOM aHTUBIOTUKIB.
Oncbios KNWeYHnKy.

FocTpa Ta XpoHiYHa bakTepianbHa diapes.



FocTpa BipycHa fiapes.

Hiapesa MmaHApiBHUKA.

CHAOPOM NMOAPA3HEHOI0 KNLLIEYHUKY.

NceBaomMeMbpaHO3HMI KONIT Ta 3axXBOPIOBaHHSA, 3yMoBaeHi Clostridium difficile.

Liapesi, NoB’si3aHa 3 4OBrOCTPOKOBUM €HTEepPasibHUM XapyyBaHHSM.

NMpoTunokKa3saHHA.

NigsnuwieHa YyTANBICTb 00 APIXKAXIB abo A0 6yOb-IKOro 3 KOMMNOHEHTIB NIKapCbKOro
3acoby.

MpoTUNoKa3aHO 3aCTOCOBYBATW MaLiEHTAM 3i BCTAHOBJIEHMM LIEHTPasIbHUM BEHO3HUM
KaTeTepom.

B3aemogpgia 3 iHLUMMMK nikapcbKuUMM 3acobamum Ta iHWI BUAK B3aEMOAiN.

He npuinMaTn 04HOYACHO 3 aHTUTPUOBKOBMMUK 3acobamu nNpu X nepopasibHoMy abo
KOMMJIEKCHOMY 3aCTOCYBaHHI.

Mpn ogHOYaCHOMY 3aCTOCYBaHHI 3 iHribiTopamMn MOHOoaMiHOKCcKMAaa3n(MAQO) moxxninee
NigBULLLEHHSA apTepiaslbHOro TUCKY.

Ocob6auBoOCTI 3acTOCYBaHHA.

AKLLO Aiapesa TpmBa€ goBue 2 AHIB abo y BUNOPOXXHEHHAX HasiBHI AOMILLKN KpOBi, abo
Bil3HAYAETLCA MiABULLEHHSA TeMnepaTypw Tina, c/ij NPOKOHCYNbTYBaTUCS 3 NiKapeM.

Mpn WIYHKOBO-KNLLKOBUX 3aXBOPIOBAHHSAX, 0COBNBO y AiTen, HeobXiaHO
3aCTOCOBYBATU LOCTATHIO KiJIbKICTb PIAVUHN | eNIeKTPOoNITIB AK HanbinbLl Ba>K/IUBI
TepaneBTU4YHI 3ax04u.

Saccharomyces boulardii - XNBNN MIKPOOPraHi3M, SKUN Yy HECNPUATIMBUX YMOBAX,
HanpukKnag y nauieHTiB 3 iMyHOOedILNTOM, MOXXe BUKJIMKATN CUCTEMHI FrpnbKoBI
iHbeKLUil, NOB’'A3aHi 3 MEeXaHIYHNUM NepeHeCceHHAM OPiXXAXKOBUX FPUBKIB 3i LWYHKOBO-
KULLKOBOIrO TPaKTy B KPoB abo Yyepes ueHTpasibHUN BEHO3HUIN KaTeTep. OKpeMi
BUMAaOKN TaKuUX rpUOKOBUX IHPEKLIN MOXKYTb BiA3Ha4YaTUCb Y NaUIEHTIB, SKi Mann



LeHTpaJibHU BEHO3HU KaTeTep i B TOW Xe 4YaC BOHWN NPOXOANN JTIKYBAaHHSA 3
npUBOOY 3aXBOPIOBAHHSA LUNYHKOBO-KMULLKOBOrO TPaKTY.

Y 3B’AA3KYy 3 HAsAABHICTIO PU3NKY CUCTEMHOI KOJNIOHI3auil Saccharomyces boulardii
nauieHTam 3 ocsiabneHoto iMyHHOK cuctemoto (Hanpuknag BUl-iHdekuii, npn
TpaHCNAaHTaLUil opraHiB, enkeMii, 37109KiICHUX NyXJnUHaXx, NPOMeHeBIN Tepanii,
xiMmioTepanii, Npu TpMBaaoMy NMPUNOMIi BUCOKUX [03 KOPTUKOCTepoIiaiB) HopMaryT chig
3aCTOCOBYBATU TiNIbKW NICNS KOHCY/IbTaLl 3 NlikapeM.

AKLLo MikpobionoriyHi gocnig>XeHHs BUNOPO>XKHEHb NPOBOAATLCA Nig Yac abo HeBAOB3I
nicnsa nikyBaHHA HopmaryToMm, y nabopaTopii NoBUHHI 6yTu npoiHdopMoBaHi Npo Te,
WO NauieHT Nnpunmae HopMaryT i MOXXNMBI XMOHONO3NTUBHI pe3ynbTaTu.

MpenapaT MICTUTb JIaKTO3Yy, TOMY Naui€EHTaM 3 pigKiCHUMM cnagKoBuUMK hopMamMm
HernepeHOCUMOCTI raflakTo3un, HeLOCTATHOCTI NakTasun, abo CMHOPOMOM T 1IOKO30-
rajlakTo3HOI Masibabcopbuii He peKoOMeHAYETbLCS 3aCTOCYBaHHSA nNpenaparTy.

3acTocyBaHHSA y nepioa BariTHOCTi abo rogyBaHHS rpyAaro.

Ha paHuin 4ac KNiHiYHO 3HaYyWmMX Manb@PopMaTUBHUX Ta PITOTOKCUYHUX ePEKTIB He
BUABJSIEHO. MOHITOPUHI BariTHOCTI Y XIHOK, AKi NpunManu Len nikapcbkun 3acid, He €
OOCTaTHIM, Wob BUKNOYUTN By Ob-9KNUN pU3MK. TaKUM YNHOM, K 3anobiXKHUI 3axig
6a>KaHO YHMKATW 3aCTOCyBaHHA nMpenapaTy NpoTArom nepioay BariTHOCTI.

MpoTarom nepiogy roayBaHHA rpyaalo npernapaTt MOXKHa 3aCTOCOBYBaTWU Nif
MeONYHUM HarNsaoMm.

34aTHICTb BMINBATW Ha LUBUAKICTb peakuil npu kepyBaHHIi aBTOTPaHCrnopToM abo
IHLUMMW MeXxaHi3MaMmu.

He BnnumBae.

Cnocib 3acTocyBaHHA Ta A03M.
3aCcTOCOBYOTb BHYTPIWHbLO, 3aM1MBaloYy LOCTATHbLOI KiJIbKICTIO BOAW.
Hdopocnum Ta aiTam BikoM Big 12 pokiB 3acTocoByBaTu 1-2 kancynm 1-2 pasnm Ha po0y.

HiTam BikoMm Big 2 0o 12 pokis: no 1 kancyni 1-2 pa3u Ha poby.



AiTam BikOM 00 6 pOKIiB - CNif BIiAKPUTU Kancyny i sBucunaTu 1i BMicT y 50 mn Boaun
KiMHaTHOI TemnepaTypu (20-25 °C). BigkpuBaTn Kancysy Ta 3MiwyBaTW Il BMICT i3
BOOOl0 HeobXiaHO be3nocepedHbO Nepen BXMBAHHSAM.

[ o3y Ta TepMiH NikyBaHHSA BU3HAYa€E Nikap 3asie)XXHO Bif XxapakTepy Ta nepebiry
3aXBOPIOBAHHA.

PekomMeHLOBaHi TEPMiHU NiIKyBaHHSA:

e [OCTpa piapes: 3-5 gib.

e JlikyBaHHA ancbiosy, XPOHIYHOro fgiapenHoro CMHAPOMY, CUHAPOMY
noApasHeHoro Kuwe4yHunky: 10-14 nib.

e [MpohinakTnka Ta NikyBaHHS aHTMBIOTMKOACOLiNOBaHOI Aiapel Ta
rncesgoMeMbpaHO3HOro KoniTy: HopMmaryT npMnMaTh y CXemMax pa3oMm 3
aHTNOIOTMKOM 3 NepLUOro AHSA 3aCTOCYBaHHSA A0 KiHUS JiKkyBaHHA aHTUGIoTUKOM.

e [liapea MaHApiBHUKaA: NO 1 Kancyni Ha foby. 3acToCyBaHHSA CNifg po3novaT 3a 5
OHiB 0O NpmnbyTTA B KpalHy NMOAOPOXXi Ta 3aCTOCOBYBATM NPOTArOM YCi€l
MoAOPOXKi a)K A0 AHS NpubyTTsa 3 KpaiHM 34iNCHEeHHA noaopoxi. NMpenapaT cnig
3aCTOCOBYBaTWU LWOPaHKYy HaTwecepue. MakCcMManbHNIA TEePMiH 3aCTOCYyBaHHS -
30 gHiB.

AiTn.

HopmaryT 3aCTOCOBYOTb AITSAM BiKOM Bif, 2 POKIB.

Mepepno3yBaHHA.

Mpn HE3HAYHOMY MepPEBULLLIEHHI TEPANEBTMUYHOI 403U HE CMPUYNHSE HEraTUBHOI
peakuii. Npu 3Ha4YHOMY nepeno3yBaHHI MOXYTb BUHUKHYTU MeTeopu3M, HyaoTa,
6ntoBaHHA abo nocnmneHHs NposBiB NO6IYHUX peaKLuin.

JlikyBaHHS: NPOMUBAHHS LWWJTYHKA, 3aCTOCYBAaHHA aKTUBOBAHOIro Byrinas Ta/abo
CMMNTOMaTUYHaA Tepanis.

MobivHi peakuii.

3 60Ky TpaBHOIro TPaKTy: KOPOTKOYACHU ANCKOMAGOPT B eniracTpil, wo He noTpebye
NPUMMUHEHHS 3aCTOCYBaHHA MnpenapaTy, 34YTTA XUBOTA.



MNpwv iHOMBIQYyaNbHIN HENEPEHOCUMOCTI NpenapaTy MOXNBI peakuil rinepyyTanBOCTI,
BKJIIOYAIO4M LWKipHi BUCcKnu, ceepbixk, MicLueBy Ta reHepanizoBaHy eK3aHTeMy, Habpsk
KBiHKe, 3a4ULWKYy, aHagiNaKTUYHUN WOK, KPONMB'AHKY, aHadinlakKTUYHI peakuil. Mpwn
HAsABHOCTI afieprivyHnX peakuin npunmHNTY NpUnom rnpenapary.

TepMiH NpUAATHOCTI.

2 poKMW.

YMoBM 30epiraHHs.

36epiraTn B opuriHasbHin ynakoBLi npu TemnepaTypi He Buule 25 °C B He4OCTYNHOMY
ONs fiTen Micui.

YnakoBKa.

Mo 10 kancyny 6nictepi; no 1 abo no 3 6nicTepn y KAPTOHHIN yNaKoBL,.

KaTeropis Bignycky.

bes peuenTa.

BuUpoOHuUK.
Apgoendapm rmeX/

Ardeypharm GmbH.

Micue3Haxopm>keHHA BUPOOHMKA Ta agpeca Micusa NpoBaa>keHHA Uoro
DiANIbHOCTI.

NloepenacTtpawwe 20, 58313 Xepaek, MNiBHiYHUK PenH-BecTdania, Hime44ynHa/

Loerfeldstrasse 20, 58313 Herdecke, North Rhine-Westphalia, Germany.



