IHCTPYKUIA
AN MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ECMA-®OLIMH®
(ESPA-FOCIN®)

Cknag:

Aitoya peyvosuHa: fosfomycin;

1 nakeT mMicTUTb pocomiymHy TpomeTtamosny 5631,0 mr, Lo ekBiBasieHTHO 3000 Mr hocqOMILUHY;

[OMOMI>KHI PeYOBMHU: apomaTn3aTop MaHAapUHOBUIA, apoOMaT3aTop anesibCUMHOBUIA, CaxapunH HaTpito, caxaposa.

JlikapcbKa thopma. MopoLLOoK 415 0paibHOTO PO3UMNHY.
OCHOBHI (pi3nKO-XiMiYHi BnacTUBOCTI: 6innii abo Maiixe 6inniA rpaHy1bOBaHUI NOPOLLIOK, 6e3 CTOPOHHIX YaCTUHOK, apoMaT ()pyKTOBUIA, 6€3 CTOPOHHIX 3anaxiB.

dapmakoTepaneBTUYHa rpyna. MpoTUMiKpoGHi 3aco6y /151 CUCTEMHOFO 3aCTOCYBaHHSI.
Kog ATX JO1X XO01.

dapMako/oriyHi BnacTmeoCTI.

dapmakofnHamiKa.

docthomiyMHy TPOMETaMO/ — aHTUBIOTUK LLUMPOKOro CNeKTpa Ail, noXigHa pevoBnHa hocoHOBOT KMCNOTK. MexaHi3m il noB'a3aHWin 3 610KyBaHHAM NepLUOi CTaail
CUHTE3y 6GakTepiasibHOI KNITUHHOT CTiHKW. CreyudivyHnii MexaHi3m iHribyBaHHA eHoNMipyBinTpacgepasn 3anobirae PO3BUTKY MepPeXpecHOl Pe3nCTEHTHOCTI 3
IHLWNMW aHTUBIOTMKaMMU.

EheKT1BHMIA NPOTW rPaMnoO3NTUBHMX | FPaMHEraTMBHUX LUTaMiB MiKpOOPraHiamiB, BKIOYaOUM NEHILMNA30CUHTE3YHOYI, Ta OCHOBHUX LUTaMiB 36YAHMKIB IH(EKLil
ceyoBmBigHUX WnsxiB: E. coli, Proteus, Klebsiella, Enterobacter, Saphylococcus, Streptococcus Ta iHWNX CTIMKKX LWTaMiB.

PapmMaKkoKiHe TuKa

ECMA-®OLH® nobpe BCMOKTYETLCA Y LUMTYHKOBO-KULLKOBOMY TPaKTi. MakcuMaibHa KOHLUeHTpauis y nnasmi Kposi (20-30 MKr/mn) gocaraetbest vepes 2-2,5
rogvHW nicns npuiiomMy. B cedi TepaneBTUYHA KOHLEHTpaLis 36epiraeTbCca NPOTArom 48 rofuvH.

KniHIYHI XapaKTePUCTUKW.

lNoka3aHHA.

JNiKyBaHHS rocTpux HeYCKNagHEHNX IHPEKLIA HUXKHIX CEYOBUBIAHUX LUNAXIB, CIPUYMHEHNX YYTANBUMM 40 hOCHOMILMHY MiKpPOOpraHiaMamu y A0POC/INX NaLlieHTIB
Ta y fiByaT BikoM Bif 12 pokiB. MpoinakTuka iHpeKLiNnHMX 3aXBOPIOBaHb Mif vac AiarHOCTUYHUX NpoLueayp Ta XipypridyHux BTPyYaHb Yy AOPOC/NX MaLi€eHTIB.

MpoTunokasaHHs.
[inepuyTAMBICTb O KOMMOHEHTIB Npenapaty, TAXKKa HUPKOBa HeOCTATHICTb (KNipeHe KpeaTuHiHy 10 MN/XB), ANTAYMIA BiK A0 12 poKiB, MPOXOAXKEHHS reMofiasisy.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amm Ta iHLWi BUAM B3aEMOLIN.
OfHoYaCHWUIA NPUIAOM 3 METOKIONPaMifoM 3HMKYE BCMOKTYBaHHSA (hOCHOMILMHY, L0 NPU3BOAUTb A0 3HKEHHS KOHLEeHTpauiT pocqomilumHy B cMpoBaTLi KpoBi Ta B



ceui.

Mpw npuitomMi npenaparty nig yac ign piBHi hochomiumHy Y nnasmi Ta cedi 3HWKYTbCA. TOMY peKOMeHAYETLCA NpuiiMaTh NiKapCbKKiA 3acib HaTule abo vepe3 2—-3
FOAMHY NIiCNA igy Yn NPUROMY iHLUMX Npenaparis.

CneuudpiyHi npobnemm npu KonmBaHHAX MHB (Mi>KHapogHOro HOPMOBAHOT 0 BigHoLWweHHs, INR). IMoBigoMAANN NPO YMCeNbHI BUNALKW MigBULLEHOT aHTaroHiCTUYHOT
aKTUBHOCTI aHTMBITaMiHy K y nauieHTiB, AKi NpuiAMatoTb aHTMOIOTUKK. [10 (haKTOpIiB PU3MKY Hanexatb: CEPrO3Hi iH(eKLiT abo 3ananeHHs, MiTHIN BIK i noraHui
3ara/lbHUI CTaH 340pOB'A. Y LMX BUMALKaX BAXKO BU3HAYMTU, NOB'A3aHa 3MiHa MHB 3 iH(eKUiiHMM 3aXBOPHOBaHHAM UM BOHA CMIPUYMHEHA NPUIOMOM Mpenapary.
MpoTe iCHYtOTb MEeBHI Knacu aHTMOIOTUKIB, 3aCTOCYBaHHA AKWX 4acTille MOB'A3yHTb 3 KonmBaHHAMM MHB, 30Kkpema: (hTOPXiHONOHM, Makponign, UMKNiHW,
KOTPMMOKCa30/ i Aeski LedanocnopuHu.

JocnifpkeHHs B3aEMOAIT MPOBOAWAN TiNIbKM 3 YHaCTHO AOPOC/INX.

Oco6MBOCTI 3aCTOCYBaHHS.

Hemae focTaTHIX A0Ka3iB ePEKTMBHOCTI 3aCTOCYBaHHA (hOCHOMILMHY AiTAM, OCKINbKW A03yBaHHA 3 T He MpuU3HaYeHe AN Aitei BikoM 4o 12 pokis, npenapat He chif
3aCTOCOBYBATM LiiiA BIKOBIM rpyni.

3acTocyBaHHSA aHTMOGIOTKKIB LUMPOKOrO CnekTpa AiT, y TOMY Yncni pocdoMilmHy TpOMeTamosy, MoXe NPU3BECTU A0 BUHUKHEHHS aHTMOI0OTMKOACOLLii0BaHOO KOMITY
(BKNHOYaAKOUM NCEBAOMEMOPAHO3HUIA KONIT). TOMY HEOOXiAHO BPaxoByBaTW iIMOBIPHICTb LibOro AiarHo3y y NawieHTiB NPY BUHNKHEHHI CUNbHOT diapei nig vac abo nicns
npuinomy gocgomiumHy Tpometamony. CTyniHb TSXKKOCTI MOXXE BapitoBaTWUCS Bif, Nerkoi giapei 4o KOMITy 3 NeTanbHUM HacniaKoM. BUHUKHEHHS TSXKKOI, CTIKOT Ta
/abo KpoB’AHOI Aiapei?? nig yac abo nicnd (y TOMY YMCli Yepes KisibKa TUXHIB) 3aKiHYeHHS JIiIKyBaHHS aHTMOIOTMKaMU MOXe ABNATY COO0K0 CUMMMTOM fiaperi,
cnpuumHeHoi Clostridium difficile (CDAD). ¥ pasi niaTBepipKeHHs AiarHo3y HeobXigHO HeraimHoO po3noyatu BiAnNoBiAHE NiKyBaHHA. B faHOMY BUNafKy npenapaTu,
L0 IHri6YHOTb NEPUCTANLTUKY, MPOTUMOKa3aHI.

XBOpPUM Ha LlyKpOBWiA fiabeT Ta TUM, KOMY NOTPIGHO AOTPUMYBATUCh AiETK, CNif BpaxoBysaTtu, Wwo B 1 nakeTi ECMA-POLMNH® micTutbes 2,213 r caxaposn. Takox
npenapar He Cnif, 3aCTOCOBYBATM NaLiieHTaM 3 HeNepeHOCUMICTIO (PPYKTO3W, FIHOKO30-raslakTO3HOK Ma/ibabCcopOLiErd Ta caxap0o30-i30MasibTa3HO HEJOCTATHICTHO.
Mo>knvBe TpaH3UTOPHE MifBULLEHHS aKTUBHOCTI MEYIHKOBMX TpaHCaMiHa3.

KniHiYHi NposiBM B OCHOBHOMY 3HMKalOTb Ha 2-ii ab0 3-/ [AeHb NiKyBaHHA. IHOAI MOXYTb MPOSBAATMCA MEBHI CMMMATOMM, SIKi HE CBigyaTb MPO BiACYTHICTb
TepaneBTUYHOr0 eqPeKTY, a € HaC/iAKOM 3anaibHUX NPOLECIB.

3actocyBaHHs (HOCHOMILMHY MOXKE MPU3BECTU [0 PO3BUTKY peakLiil rinepyyT/iMBOCTI, BKIHOYAOUM aHaiNakcito Ta aHaginakTUMYHUA LIOK, fKi MOXYTb OyTK
Hebe3neYHUMU ANa XUTTA (AMB. po3ain «ob6iuHI peakLii»).

Mpn po3BUTKY LUMX peakuii 3aCTOCYBaHHA (POCHOMILMHY CAif NPUNUHUTK, BIAHOB/IEHHS 3aCTOCYBaHHA LMM nauieHTam (ocomiunHy Henpunyctumo. MNoTtpibHo
MPOBECTU afleKBaTHI NiKyBa/lbHI 3aX0aM.

HupkoBa HejOCTaTHICTb: KOHLEeHTpauis (ochoMiumHy B Cedi 3a/IMLLIAETLCA TepaneBTUYHO ePeKTUBHOK NPOTAroM 48 rofuH, AKLLO KNipeHC KpeaTuHiHy Buule 10 mn
/XB.

3acTocyBaHHA y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

Y nepiog BariTHOCTI 3aCTOCYyBaHHS NiKapCbKOro 3acoby MOX/IMBe y pasi HeoOXigHOCTI, KoM O4iKyBaHWi edheKT Tepanii Ana MaTepi NepeBuLLY€e NOTEHLIAHNIA PU3NK
4S9 nnoja.

3a HafgBHMMU faHUMK, POCHOMILMHY TPOMETAMO/ HE YNHWUTL Hi TePaTOreHHOT, Hi (DeTOTOKCUYHOI Aii. [ig Yyac NpoBefeHHs AOCMIIKEHb HA TBApMHAX TaKOX He B6yno
BUSABNEHO PeNpPOLYKTMBHOI TOKCUYHOCTI.

Y nepiog rofyBaHHs rpyA4to npenapar He 3aCTocoBYBaTu. JoCnigpKeHb OO0 3aCTOCYBaHHSA Y Nepiof rofyBaHHA rpyaato He MPoBOAUIIN.



30aTHICTb BNMBATU Ha LWBMAKICTb pPeakuii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MmaMmu.
®ochhomiLMH MOXE CNPUUNHATY 3aNaMOPOYEHHS, LLIO MOXe BIN/IMHYTY Ha 34aTHICTb KepyBaTy TPaHCMOPTHUMM 3acobamu abo npawtoBaTi 3 MexaHi3mamu.

Cnocib 3acTocyBaHHA Ta [03Mu.

3acTocoByBaTy BHYTPILLHbLO HaTLecepLe. BMICT nakeTa po3unHnT y 125 mn

(1/2 cknAHKK) X0M04HOT BOAW, PO3MILLIATY 0 MOBHOMO PO3YMHEHHSA Ta BUNUTK. [1031 BCTAHOB/IOE NiKap iHAMBIAYa/IbHO.

3a3Buyali pasoBa Ao3a Ans gopocamx (y TOMY YMCAi NauieHTiB MiTHbOrO BiKy) Ta [AiBYaT BiKOM Bif 12 pokiB y roctpiii (asi 3axXBOpPHOBaHHS CTaHOBUTb 3 T
tocomiumHy (1 nakeT) 04HOPa30BO.

3 MeTol NpoiNakTUKM iH(IKYBaHHS CEYOBUBILHWX LWINAXIB MPU XiPYpPriyHOMY BTPYYaHHi, TpaHCypeTpasbHUX AiarHOCTUYHMX LOCNiMKEHHAX npuimatn 3 1
(hocthomiumHy (1 naker) 3a

3 roguHu fo BTpy4YaHHs i 3 T ocdomiymnHy (1 nakert) — yepes 24 rognHu Micna BTpyYaHHS.

aiTn.

MoXk/iMBe 3aCTOCYBaHHS /151 NiKyBaHHS FOCTPUX HeYCKNafHeHNX iHPEKLIA HUXKHIX CeYOBUBIAHMX LUNAXIB Y AiBYaT BIKOM Bij, 12 poKiB.

Hemae focTaTHIX AaHMX LWOAO 3aCTOCYBaHHSA Npenaparty 3 TeparneBTUYHOK METOR X/IOMUAM BIKOM Bif 12 poKiB, fIK i JOCTaTHIX faHMX LLOO0 3aCTOCYBaHHSA rnpenapaTy
3 MPOMINAKTUYHOK METOH AK X/IONYMKaM, TaK | giByaram.

Nepeno3yBaHHA.

[JaHi npo nepefo3yBaHHSA hochoMiLMHY NPy nepopasibHOMY Croco6i 3aCTOCyBaHHS OOMEXEHI.

CuMNTOMK: BECTUOYNAPHI NOPYLLEHHS, NOTIPLUEHHS CNYXY, METa/IEBMIA NPUCMaK Y POTI i 3araibHe 3HUKEHHS CMaKOBOI0 CPUAHATTA.

Bunagkun rinoTeHsil, TAXXKOT COHNMBICTb, €NEKTPONITHI NMOPYLLEHHS, TPOMOOLMTOMNEHISA, a TaKoX rinonpoTpoM6iHeMis 6ynn 3apeecTpoBaHi NpU NapeHTepasbHOMY
BBeZeHHI pocomiLnHy.

JlikyBaHHSA: cumnToOMaTMYHa | NIATPUMYBa/IbHA Tepanis. PEKOMeHAYETbCA BXXMBaTK 6arato pigvHu NS 30iNbLLIEHHSA 4iypesy.

Mo6iyHI peakuii.

[0 HanyacTilwmx nobivyHMX peakuid npyv oAHOPa3oBOMY NPUIAOMi (hOCHOMILMHY TPOMETaMOsy HanexaTb MOPYLUEHHA PO60TU LLTYHKOBO-KMLLIKOBOrO TPaKTy, B
OCHOBHOMY fiapes. Lli sBuLya HainvacTille HeTpyBani i NPOXOAATL CAMOCTIHO.

YacToTa no6ivyHNX eqreKTiB BU3HAYAETLCA TAKUM YMHOM:

ay>e vacto (> 1/10);

yacTo (> /100 - <1/10);

HeyvacTo (> 1/1000 - <1/100);

pigko (> /10000 - <1/1000);

Ayxe pigko (<1/100000);

HEBIJOMO (He MOXKHa BU3HAUYNTU 38 HAABHUMU JaHUMK).

Y KOXHiiA rpyni 3a 4aCTOTOK NOGIYHI peakuil npeacTaBeHi y NOpPsAKY 3MEHLLEHHS TX NPOSBIB.

| Knacu cuctem opraHis | Mo6iyHi peakuii Ta YacToTa IX PO3BUTKY




YacTto Heuvacto Pigko Hesigomo

IHdekyiT Ta iHBasii BynbBoBariHit

3 60Ky IMyHHOT cMcTeMM AHahiNakTnyHi
peakuir,
BK/IHOYaK0un
aHaiNnakTUYHWA
LLIOK,
rinepyyTIMBICTb

3 60Ky HepBOBOT cucTeMn | F0NOBHWMIA Binb, MapecTesis

3anamopoyeHHs

3 60Ky cepLeBO-CYANHHOT Taxikapgist ApTepiasibHa

cucTemu rinoTeHsis

3 60Ky AnxaNnbHOT CUCTEMM, AcTmMa

OpraHiB rpyAHol KNiTKN i

CepefoCTIiHHA

3 60Ky TpaBHoOi cucTemn | [iapest, HyaoTa, Binb y XnBOTI, MceBaoMembpa-HO3

po3nagu TpaBfieHHs | 6/10BaHHSA KOMT
3 GOKy LUKIpW i NiALIKIPHAX Bucun, AHTIOHEBPOTNY-HW/
TKaHWH KpPOMMB'AHKa, HabpsK
cBepbiX
3aranbHi posnagu BToma

3 60Ky CYyMHHOT CMCTEMM

inoTeH3in

TepMiH NpUAATHOCTI. 2 POKKN. TOTOBUIA PO34MH 36epiraHHIO He NiANArae.

YMmoBu 36epiraHHsA. 36epiratv B OpUriHanbHil ynakosLi npy Temnepatypi He Buie 25 °C.

Ynakoska.llo 8 r nopoLuky (3000 Mr Lito4oi pe4oBUHK) y NakeTi (Nanip-atoMiHili-nonietuneH), No 1 nakeTy B KAPTOHHIN YNaKoBL.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.
Ninpgoapm MvbX.

Micue3HaxomMkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafKeHHS MOro 4isiNIbHOCTI.
HoviwTpacce 82, 40721 inbaeH, HimeuunHa.

3asiBHUK.



Ecnapma M'm6X, HimeuunHa/
esparma GmbH, Germany.

MicLe3HaxomLkKeHHSA 3asBHMKa.
binedenbgep LWtpacce 1, 39171 3tonbueTanb, HimeyymHa/
Bielefelder Strasse 1, 39171 Sulzetal, Germany.



