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IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

NNAKCEPC

(LAXERYS)
Cknag:
Aitoui pevosuHu: cefoperazone, sulbactam;
1 dpiakoH MiCTUTb LiedhonepasoHy HaTpPito ekBiBa/leHTHO Ledonepa3oHy 1000 mr, cynbbakTamy HaTpito eKBiBasIeHTHO cynbbaktamy 1000 mr.
[OMOMI>KHI PeYOBWHW: BIACYTHI.

NikapcbKa thopma. MopoLwoK Ans po3ynHy Ans iH’ eKLii.
OCHOBHI (pi3nMKO-XiMiYHi BNaCTMBOCTI: MOPOLLOK 6if10ro abo marixe 6i10ro KonbLopy.

dapmakoTeparneBTMYHa rpyna. AHTM6aKTepiaibHi 3aC06U NS CUCTEMHOrO 3aCTOCYBaHHA. IHLLUI
GeTa-naktamHi aHTMGioTUKM. Liechanocnopunu 111 NOKoNiHHS.
Kog ATXJ01DD62.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamika.

Nakcepc € Komb6iHaLlieto cynbbakTaMy HaTpito Ta LedonepasoHy HaTpito.

Llechonepa3oH HaTpito ABASE COOG0OK HaniBCUHTETUYHWUIA Le(haioCnOpMHOBMIA aHTUGIOTUK |1l NOKOMIHHA LUMPOKOro criekTpa Ail, WO 3aCTOCOBYETHLCA TilbKU
napeHTepasibHO.

CynbbakTaMm HaTpito — Lie noxifHa 6a30B0ro neHiumniHOBOro siapa. BiH € HEO60OPOTHMM iHFiIGITOPOM GeTa-nakTamasy Ta 3aCTOCOBYETLCA TiNIbKM NapeHTepasibHO.
MexaHi3m aii

AHTUGaKTepiaibHUM KOMMOHEHTOM npenapaty Jlakcepc € uedgornepasoH — uedanocrnopuH Il NOKOMiHHA, Wo Aie NpoTU YyTAIMBUX MIKPOOpraHiaMiB y cTagii
aKTMBHOT MY/IbTUMAIKALLIT LLNAXOM MPUTHIYeHHS 6ioCMHTE3y MyKonenTuay 6akTepianbHOT KNITUHHOT CTIHKW. CynbbakTaM He Mae BUpaXKeHOT aHTMOaKTepiaibHOl
aKTUBHOCTI, 3a BMHATKOM aKTMBHOCTI MpoTu Neisseriaceae Ta Acinetobacter. OfgHak 6GioXiMIYHI AOCNIIKEHHA Ha 6e3KNITUHHUX OGaKTepiabHUX cucTemMax
nokasaiu, LWo cynbbaktam € HeoGOPOTHWMM IHFiGITOPOM HaMBaXX/IMBILWMX 6eTa-nakTamas, L0 MNPOAYKYHTLCS MIKPOOpraHiamMamu, pe3vCTeHTHUMU [0
6eTa-nakTamHUX aHTUBIOTHUKIB.

MoTeHuian cynbbakTamy LWOAO 3amnobiraHHA AecTPyKLUiT NeHiumniHiB Ta LedanocnopuHiB Pe3uCTEHTHUMKU MiKpoopraHiaMamu OyB MigTBEpAKEHNA Y Xofi


mailto:

[OCNIMDKEHb LiNMICHNX MIKPOOpraHiaMiB 3 BUKOPUCTAHHSAM PE3UCTEHTHMX LUTaMiB, Mif 4ac fKMX Cy/bbakTam MNPOAEMOHCTPYBaB BUPAXEHWI CUHEPriM 3
neHiymniHamn Ta uedganocnopmHamn. OCKiNbKM CynbbakTaM TakoX 3B’ A3YETbCA 3 AEAKUMWU MEHILUUIIH3B’ A3yHUMMK 6iNlkamMu, 4acTo YyT/MBI LWITaMy CTakoTb
Bpas3MBILLIMMK [0 AiT npenapaty Jlakcepc HIXK 40 AiT O4HOro LedonepasoHy.

Komb6iHauis cynbbaktamy Ta LedornepasoHy € akTMBHOK MPOTU BCiX MIKPOOPraHi3miB, YyTMBKX A0 LedonepasoHy. KpiM TOro, cnocTepiracTbCa CUHEPTi3M Al
(3HVKEHHS MiHIMaNbHUX KOHUEHTpauii KoMOiHaLii, WO NPUrHivyoTb MIKpoopraHiaMu, npuénnMsHo B 4 pasv NOPIBHAHO 3 TaKUMW KOHLEHTPaUisMM KOXHOMO
KOMIMOHEHTA OKPEMO) 3 HaWbinbll BMPaXKEeHOK [ie0 MNpoTW Takux MikpoopraHismis: Haemophilus influenzae, sugn Bacteroides sugm Staphylococcus,
Acinetobacter calcoaceticus, Enterobacter aerogenes, Escherichia coli, Proteus mirabilis, Klebsiella pneumoniae, Morganella morganii, Citrobacter freundii,
Enterobacter cloacae, Citrobacter diversus.

JNakcepc nNposBise akTUBHICTB iN Vitro o0 LWWPOKOro CNeKTpa KAIHIYHO 3HaYyLLIMX MiKpOOpraHi3MiB.

"paMno3nTMBHI MIKPOOPraHi3mMu:

- Saphylococcus aureus (LUTamu, L0 NPOAYKYHOTL a60 He NPOAYKYHTb NeHILUAiHA3Y);
- Saphylococcus epidermidis;

- Streptococcus pneumoniae (nonepeHs Hasga Diplococcus pneumoniae);
- Streptococcus pyogenes (6eTa-reMoniTMUHI CTPENTOKOKM rpynu A);
- Sreptococcus agalactiae (6eTa-reMoniTUYHI CTPENTOKOKM rpynu B);
- BINbWICTb IHWKX WTaMiB 6eTa-reMosliTM4HNX CTPENTOKOKIB,;

- barato wramis Streptococcus faecalis (EHTEPOKOK).

["paMHeraTuBHiI MiKpOOpPraHi3mu:

- Escherichia coli;

- Buan Klebsiella;

- Buau Enterobacter;

- sugu Citrobacter;

- Haemophilusinfluenzae;

- Proteusmirabilis;

- Proteuswvulgaris;

- Morganellamorganii (nonepefHs Ha3sa Proteus morganii);

- Providenciarettgeri (nonepeaHs Ha3Ba Proteusrettgeri);

- Buan Providencia;

- Buau Serratia (BK1oYaroun S. marcescens);

- Bugun Salmonella ta Shigella;

- Pseudomonas aeruginosa Ta fgeski iHwi snam Pseudomonas;

- Acinetobacter calcoaceticus;

- Neisseria gonorrhoeae;

- Neisseria meningitidis;

- Bordetella pertussis;

- Yersiniaenterocolitica.

AHaepobHi MiKpOOpraHi3mu:




- rpamHeraTtusHi 6aumnn (Bknovaroum Bacteroidesfragilis, iHwi Buay Bacteroides ta Buau Fusobacterium);
- rpaMno3nTMBHI Ta rpaMHeraTuBHI KOk (BKoYatoumn Buam Peptococcus, PeptostreptococcusTa Veillonella);
- rpamno3untusHi 6aumnu (Bknovaroum suam Clostridium, Eubacterium ta Lactobacillus).

BcTaHoB/IEHO TakuWii fiana3oH YyTAInBOCTI A0 npenapaTy Jlakcepc.
MiHiMa/bHI IHri6Y04i KoHUeHTpauil (MIK) (MKr/mn, SK KOHUeHTpauii LedonepasoHy)

UyTnusi <16
MMpoMiXKHi 17-63
Pe3ncteHTHI > 64

Po3mipu gucka 30HK yyTamsocTi (MM, TecT Kipbi —bayepa)

UyTnusi >21
MpomixHi 1620
Pe3nCTeHTHi <15

[ns Bu3HaveHHs MIK MOyHa 3acTOCOBYBaTW CepiiiHi pO3BeAeHHs NliKapCbKoro 3acoby Jlakcepc 3a AOMOMOrol MeTOAy PO3BefeHHsi B arapi abo Oy/bioHi.
PekoMeH0BaHO 3aCTOCYBaHHS TeCTy YYT/MBOCTI AMCKa, Wo MicTuTb 30 MKr cynbbaktamy Ta 75 MKr uedornepa3oHy. JlabopaTtopHa BifnoBifb «UyTAUBUIA»
O3Hauvae, WO Tepanis npenapaTtom Jlakcepc, iMOBIpPHO, Oyfe e(eKTUBHO BMAMBATK Ha 30yAHMKa iH(EeKUii, a BignoBigb «PEe3UCTEHTHWUIA» 03HAYaeE, L0 TaKWii
e()eKTMBHWIA BMNIMB € Ma/IONMOBIPHUM. BignoBifgb «MNpOMiKHUIA» 03HaYaE, WO MIKpoopraHiam Moxe 6yTu 4yTanBuM L0 npenapaTy Jlakcepc npu 3acTocyBaHHi
OCTaHHbOI 0 Y BULLMX A03ax abo AKLO IH(eKL i PO3BMHYMACh Y TUX TKaHWHAX YuM piguHax opraHiamy, e AOCAratTbCA BUCOKI KOHLEHTpaL T aHT1OIoTHKa.

PekomeH0BaHi NiMITY KOHT PO/ AKOCTI AN ANCKIB Yy TIMBOCTI A0 cynbbakTamy/uedonepasoHy 30 MKr/75 MKr

KOHTpONbHWIA WTam Po3mip 30HM (MM)
Buam Acinetobacter ATCC 43498 26-32
Pseudomonas aeruginosa ATCC 27853 2228
Escherichia coli ATCC 25922 27-33
Saphylococcus aureus ATCC 25923 23-30

dapmakoKiHe TVKa.

Po3nogin

MakcumasibHi KOHLEeHTpaLiT cynbbakTtamy Ta LedornepasoHy y CUpoBaTLi KpoBi Micns BHYTPILLUHbOBEHHOIO BBEAEHHS MPOTAroM 5 XBUNWH pa3oBoi fo3n 2T (Y
cnieBigHoweHHi 1: 1) npenapaty (1r cynbbaktamy + 1T LegonepasoHy) y 340poBMX 406poBosbLiB cTaHOBUAM 130 Ta 236,8 MKr/mMA BignosigHo. Lie ceigunTtb



npo G6inbwniA 06’em posnoginy cynsbaktamy (Vd = 18,0-27,6 n) nopiBHAHO 3 po3noginom uegonepasoHy (Vd = 10,2-11,3 n).

MakcumasbHI KOHLeHTpaUii cynbbakTaMy Ta LedonepasoHy Y crpoBartLi KpoBi Nicns BHYTPILLHLOBEHHOrO BBEAEHHS NPOTArom 15 XBUNNH pa3oBoi fo3un 4,51 (y
CMiBBIAHOLLEHHI 1:2 ) npenapaty

(1,5 cynbbaktamy + 3T LeonepasoHy) Yy 340poBuUX 406POBO/bLIB cTaHOBUAM 88,3 MKr/MA Ta 416,1 MKr/mMn BiANoBiAHO.

MakcvMasibHi  KOHLeHTpauii cynbbakrtamy Ta uedonepasoHy y CUpOBaTWi KPOBI MICiS NepLioro BHYTPIWHbLOM S30BOro BeeAeHHs 1,51 npenapaty (05T
cynbbaktamy + 11 uedonepasoHy) y 340p0BYX A0OPOBONbLIB cTaHOBMAM 11 MKr/Mn Ta 45,3 mkr/mn i 29,9 mkr/mn Ta 58,4 MKr/Mn BIAMOBIAHO NICNS BBELEHHS
CbOMOIT [1031 NPV 3aCTOCYBaHHI NpenapaTty KOXHi 12 roauH.

BusegeHHs

Mpn 3acTocyBaHHI npenapaty nNpuonnsHo 84 % po3u cynbbaktamy Ta 25 % [03n LedonepasoHy BMBOAUTLCA HUPKaMUW. BifblicTb [03M LedonepasoHy, Lo
3a/MLmnack, BUBOAUTBLCSA 3 XKOBYIO. [1iC/1 BBeeHHSA NpenapaTy cepefHiin nepiof HaniBBUBELEHHS Cy/ibbakTamy CTaHOBUTL MPU6/IM3HO 1 roguHy, a uedonepasoHy
— 1,7 rogyHun. KoHueHTpauil y nnasmi KpoBi NponopuiviHi 4o BBeAeHOI fo3n. Lli gaHi BiANoBigatoTh paHille ony6nikoBaHUM pesynbTaTtaM (hapMakoKiHETUYHOIO
[OCNIKEHHS X KOMMOHEHTIB NPU iX OKPEMOMY 3aCTOCYBaHHI.

Micna BHYTPILIHLOM' 130BOro BBeAeHHs 1,51 npenapaty (0,5 r cynbbaktamy i 11 LedonepasoHy) MakCMMmasibHi KOHUEHTpaUiT cynbbakTamy i LeonepasoHy Y
nnasmi KpoBi gocaranuca y nepiog Big 15 XBUAWH A0 2 rOAMH Nicns BBeAeHHS npenapaty. CepefHi 3HaYeHHs MakCMMa/lbHUX KOHLUEHTpaLiin y nnasmi Kposi
ctaHoBU/IN 19 i 64,2 MKr/mn ans cynbbakTamy Ta LethonepasoHy BiAnoBiAHO.

[Micna 6araTopa3oBoro BBeeHHS NpenapaTty He MoBiAOMISN0CS NPO OyAb-SKi CYTTEBI 3MiHU Y (hapMaKOKIHETULLI KOMMOHEHTIB NpenapaTty Ta He cnocTepiranacs ix
KyMY /AL NpY 3aCTOCYBaHHI Yepes KOXHi 812 roguH.

MauieH TV 3 NOPYLUEHHAMMW DYHKLIT NeYiHKK

[nB. po3gin «OcobnnBOCTI 3aCTOCYBAHHS.

MauieH T 3 NopyLeHHAMN YHKLLIT HUPOK

Y nauieHTIB 3 NOPYLUEHHAM (YHKLIT HAPOK Pi3HOro CTYNeHs TSXXKOCTI, AKUM BBOAWM Mpenapar, 3ara/lbHUin KipeHe cynbbakTaMmy B OpraHiami 3Ha4HOK Mipoto
KOpesnitoBaB 3 BU3HAYeHVM K/IPEHCOM KpeaTuHIHY. Y nauieHTIiB 3 He(yHKLIOHYHOUYO HUPKOKO Nepiof HaniBBMBEAEHHSA Cy/nbbakTamy OyB 3Ha4yHO JOBLUUM (Y
cepeHboMy 6,9 i 9,7 rognHmM 3a faHMMK Pi3HUX AOCAIAKEeHb). 3aCTOCYBaHHS reMojianidy 3Ha4yHO 3MiHIOE Nepioj HaniBBMBEAEHHS, 3arabHWIn KNipeHC opraHiamy
Ta 06’€M po3noginy cynsbaktamy. He cnoctepiranocs sHadyLmx BigMiHHOCTEN Y thapMaKOKiHETULLI LiechonepasoHy Y NaLieHTiB 3 HUPKOBOK HEAOCTATHICTHO.
MauieH T NiTHLOIO BIiKY

dapmakoKiHETUKY MnpenapaTy BUBYaIM Y NALEHTIB NITHbOrO BiKY 3 MOPYLUEHHAM (PYHKUIT HUPOK Ta MOPYLUEHHSAM (OYHKLIT nediHkn. O6uasa KOMMOHEHTU
npenaparty, cy/nbbakTtam i LetonepasoH, Maay AOBLUMIA Mepiof HaniBBMBEAEHHS, HVXKYMIA KNipeHC Ta 6inblwniA 06’'eM po3noginy NopiBHAHO 3 BiANOBIAHMMU
MoKa3HMKaMu y 340p0BUX SOOPOBO/bLIB. PapMaKOKIHETUYHI [aHi LWoLO0 CynbbakTamy A0Ope KOPentorTh 3i CTYMeHeM MOopyLUeHHS (DYHKLIT HUPOK, TO4I fK AaHi
00 Ledonepa3oHy Ao6pe KOPentoTh 3i CTyNeHeM NopyLIeHHS QYHKLUIT NeYiHKK.

diTn

JocnifpkeHHs, Lo NPOBOAWAM 3 YHaCTIO AiTei, NPOAEMOHCTPYBa/IM BiiCYTHICTb BYAb-AKUX ICTOTHUX 3MiH Y (papMakoKiHETULLI KOMMOHEHTIB Npenapary NopiBHAHO
3 JlaHVMK LLIOAO A0POC/NX MaLieHTiB. Y fiTei cepefHiiA nepiof HaniBBMBeEHHS CynbbakTaMy konmBascs Big 0,91 o 1,42 roamHu, a ueonepasoHy — Bif 1,44 1o
1,88 rogumHm.

Cynbbaktam Ta LedonepasoH [obpe po3noinalThCA Y Pi3HUX TKaHUMHAX Ta PiguMHax OpraHiamy, BK/IKOYAKOUM XKOBY, XXOBYUHUI MiXyp, LUKIpY, aneH4uKc,
thannoniesi TpyoK, SEYHNKN, MaTKy Ta iH.

Hemae [10Ka3iB BUHNKHEHHS (DapMaKOKIHETUYHOT B3aEMOLIT MiXX Cy/ibbakTaMoM i LiedhornepasoHoM npu TX CyMICHOMY 3aCTOCYBaHHI y hopMi npenapaty Jlakcepc.



Llethonepa3oH He 3amilae 6inipy6iH y MicusaX 3B’ A3yBaHHA 3 NPOTeTHaMM M1a3mMmn KpPoBi.

KniHIYHI XapaKTepUCTUKN.

Noka3aHHS.

JlikapcbKuii 3aci6 Jlakcepc 3aCTOCOBYHOTb A1 NiKyBaHHS IHPEKLIA, CIPUYMHEHNX YYTINBUMU LITaMaMy MiKPOOpraHi3miB:
— IHpeKUiT anxanbHUX WsxiB (BEPXHIX I HMXKHIX BIAAINIB);

— IH(EKUiT ce4oBUBIAHMX LWAXIB (BEPXHIX I HYKHIX Bia4iNiB);

— NEePUTOHIT, XONELMCTUT, XONaHTIT Ta iHLWI IH(PeKLiT YepeBHOT MOPOXHUHN;

— cenTuueMis;

— MEHIHTIT;

— IHeKUIT WKIPKW | M’ AKUX TKaHWH;

— IH(peKU,iT KICTOK | Cyrnoois;

— 3anasibHi 3aXBOPIOBAHHS OpraHiB Masoro Tasa, eHAOMETPUT, TOHOPes Ta iHLWI IH(eKUiT cTaTeBNX OpraHis.

MpoTunoKasaHHs.
MpoTMNOKa3aHWin MauieHTaM 3 TFinepyyTAMBICTIO [0 Ait0UMX peyoBUMH (CynbbakTamy, LetonepasoHy), 6eTa-nakTamHUX aHTUOIOTMKIB abo A0 OyAb-KMX
[OMOMDKHUX PEYOBVIH.

B3aemogis 3 iHLUMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

Komb6iHoBaHa Tepanisi. 3BaKatoum Ha LUMPOKMIA CNEKTP aKTUBHOCTI, NiKapcbKuii 3acib Jlakcepc MOXKHa 3aCTOCOBYBaTV 415 NiKyBaHHS GiNbLIOCTI iHGeKuin. OfHak
3a MeBHMX MNOKas3aHb MpernapaT MOXKHa 3acTOCOBYBAaTW Pa3oM 3 iHWWMMK aHTUGIOTMKaMK. Mpy 04HOYACHOMY 3aCTOCYyBaHHI 3 amiHOrnikosugamu (4vB. po3gin
«Cnocib 3acTocyBaHHA Ta [1031») HEOOXiAHO KOHTPOMOBATU (DYHKLIT HUPOK NMPOTArOM YCbOro Kypcy Tepanii (4uB. po3ain «HecyMiCHICTb»).

Ankoronb. IMNpwv BXUBaHHI afKorosto Nif Yac Kypcy NikyBaHHS Ta NPOTAroM 5 AHIB Micns 3acTocyBaHHS LedonepasoHy BifsHauann Taki peakuii, K Mo4YepBOHIHHSA
0611448, NITAUBICTb, FONOBHWIA 6iNb, Taxikapdis. AHanOrivyHi peakuii cnocTepirainucb I NpW 3acTOCyBaHHI AeSKMX IHWKUX uedanocrnopuHis. lMauieHTiB cnig
ronepempkaTy NMpo MOXAMBI NOBGIYHI peakLii, WO BMHUKAKOTL MPWU BXWMBaHHI a/IKOMO/IbHMX HAMOoIB Mif 4ac 3acTOCyBaHHA /iKapcbKoro 3acoby Jlakcepc. Mpu
BUKOPWCTaHHI LUTYYHOr0 XapyyBaHHS (NepopasibHOro abo napeHTepasbHOro) PO3YMHM, WO MICTATb €TaHO/1, BUKOPUCTOBYBATW HE CAif,.

B3aemofisi 3 peyoBMHaMK, LLO BUKOPUCTOBYOTHCA NpU nabopaTopHUX aHanizax. XMOHOMO3UTMBHA peakuis Ha /II0KO3Yy B Cedi MOXe OyTu BUsBNeHA Npu
3acTocyBaHHi po3unHy beHeankTa abo deniHra.

Oco6MBOCTI 3aCTOCYBAHHA.

FinepuyTAmBiCTb. MOBIAOMNANOCSA NPO BUNAAKWN PO3BUTKY TSHXKKUX, @ IHKOMW | NeTanbHUX peakuiil rinepyuyTanBOCTI (aHathinakTUYHUX peakuiil) y nauieHTiB, SKi
OTpUMyBa/In Tepanito 6eTa-nakTaMH1UMK abo LeanocrnopuHOBUMK aHTUBIOTMKaMWM, BK/KOYaOUM CynbbakTam/LedonepasoH. PO3BUTOK TakMX peakuiil 3 6ibLIOH
IMOBIPHICTIO CMOCTEPIracTbCs B 0Ci6 3 peakLisiMu rinepyyTaUBOCTI [0 6araTboX afiepreHis B aHamMHesi.

Mepes novaTkom Tepanii cynbbakTamom/uedonepasoHOM chif MNPOBECTU pPeTeNlbHUI 36ip aHaMHe3y naujieHTa, WOA40 peakuild rinepyyTamBocTi Ao
LethanocnopuHiB, NeHIUMNIHIB abo iHWKX NiKapCcbKMX 3acobiB (AMB. po3ain «MpoTunoKasaHHA»). AHTUGIOTUKM CNif 3 06EPeXHICTIO NpU3HaYaTh nayieHTam, AKi
NPOABAAIOTL aNleprito B Till UM iHLWIN opmi, 0COBMBO Ha NliKapCbKi 3ac00U.

Mpn pPO3BUTKY anepriuHMX peakLiii 3acTOCyBaHHS NiKapCbKOro 3acoby cnif NPUNUHATK Ta MPU3HAYMTK BiAnNoBiAHe NiKyBaHHA. TSXKKI aHaginakTUUHI peakuii
NoTPebyoTb HEeramHoOro 3acTocyBaHHA erniHepuHy. 3a NOTpebu cnif NPOBECTVM OKCUreHoTeparnito, 3acToCyBaTW BHYTPILUHLOBEHHO CTepOiAHI MpenapaTw,



3a6e3MeynTI NPOXIAHICTb ANXANIbHUX LUAXIB, BKIHOYAOUM iHTY6aLi0 (4MB. po3ain «ITo6iyHI peakuii»).

[MoBigOMAANOCSA NP0 BUNAAKN PO3BUTKY LUKIPHUX PeakLiil TSHKKOro CTYMeHs, IHKOM 3 neTalbHUM HacniKOM, TaKMX K TOKCMYHUIA enifepMasibHUin HeKponia,
cuHapom CtiBeHca — [PKOHCOHa Ta eKchoniaTUBHWUIA AepPMaTUT, Y NauieHTiB, AKi 3aCTOCOBYBaM CynbbakTam/LedonepasoH. Y pasi BUHUKHEHHS LLKIPHOT peakuit
TSHKKOI O CTYMNeHs Tepanito cy/bbakTamom/uedonepasoHoM Criig MPUIMHUTK Ta po3noyaTty BignosigHe NikyBaHHA (AUB. po34in «IMo6iuHI peakuii»).

3acTocyBaHHSI NpKU MOPYLLEHHAX (OYHKUIT nediHku. Lledhonepa3oH 3HaYHOK MIPOH BUAINSETHCA 3 XKOBYHD. Y NalieHTIB i3 3aXBOPHOBAHHAMM MNe4viHKK Ta/abo
0OCTPYKLIEI0 >KOBYOBMBIAHMX LUNAXIB MEPiof, HaniBBMBEAEHHSA Le(onepasoHy i3 CUPOBATKU KPOBI, fIK MPaBWIO, MOLOBXYETLCH, & BUBEAEHHA i3 CEYelo
MOCU/IOETLCA. HaBiTb NPU THKKUX MOPYLUEHHAX (DYHKLIT NeYiHKX B XKOBYI CMOCTEPIraloTbCs TepaneBTUYHI KOHUEHTpaLiT uedonepasoHy i nvwe nogoBXeHHs
nepiofy HanieBMBeAeHHA Yy 2—4 pasu.

KopuryBaHHS [03V1 MOXe BYTU HEOOXIAHUM Y pasi TAXKOI 0O6CTPYKLT )XOBYOBMBILAHMX LUNAXIB, THXKUX 3aXBOPHOBAHb MEYiHKM abo y pasi MopyLleHb (yHKLIT
HMPOK, LLIO NOB’ A3aHi 3 BY/1b-AKNUM i3 TAKMUX CTaHIB.

Y nauieHTiB i3 NOPYLUEHHAMM (YHKLIT NEYiHKN Ta CYMyTHIM NOPYLUEHHAM (PYHKLIT HAPOK NOTPIOHO KOHTPOJIHOBATY KOHLEHTpaLito LedonepasoHy y crpoBaTLi
KpOBIi Ta y pasi HeobXigHOCTI KopuryBaTh A03yBaHHS. FAKLLO He MPOBOAMUTLCA PETEIbHUIA KOHTPOMb KOHLEHTpaUii y cupoBaTLi KpoBi, f03a LehonepasoHy He
MOBWHHA MepeBuLLyBaTu 2 r/noby.

3aranbHi 3acTepe>keHHs. [MoBiLOMAANOCA NPO BUNAAKUN CEPnO3HMNX KPOBOBUIMBIB, IHOAI 3 IeTa/lbHUM Hac/iKOM, NPy 3aCTOCYBaHHI CynbbakTamy/LegonepasoHy.
AK | Npu 3acTOCYyBaHHI IHWWX aHTMOIOTUKIB, Y MaLieHTIB, SKi OTpUMYyBaM CynbbakTam/uedonepasoH, croctepirasca AediynT BiTaMiHy K, WO CAPUYMHANO
Koarynonatito. MexaHi3M LbOro siBuLLa, MMOBIPHO, MOB’3aHWNIA i3 MPUTHIYEHHSIM KMLLKOBOT 6aKTepianbHOI hnopu, WO B HOPMi CUHTE3ye BiTaMiH K. [lo rpynu
PU3NKY HanexaTb nNauieHTV 3 0O6MeXeHMM XapuyBaHHSIM, ManbabCcopOLUietd Ta MauieHTn, SKi TpuBaiuiA 4ac nepebyBalOTb Ha MapeHTepasbHOMY
(BHYTpILLHLOBEHHOMY) Xap4yyBaHHI. Y TakMX NauieHTIB Ta MauieHTiB, AKi NpuiiMatoTb NepopasibHi aHTUKOArynsHTK, Ciif KOHTPOBaTK MPOTPOMOIHOBUIA Yac
(abo mixHapofHe HOopMasi3oBaHe CMiBBiLHOLLEHHS) AN BUABMIEHHA MOX/IMBOT KPOBOTEY, TPOMOOLMTONEHIT Ta rinonpoTpomM6iHeMmil, a npy HasBHOCTI MoKa3aHb
npu3HavaTu npuinom BitamiHy K. Y BUMNaAKy po3BUTKY TPUBa/IOI KPOBOTEYi, AKWO BiACYTHI iHLI MPUYMHM LbOro ABMLLA, CNif NPUMUHATKA 3aCTOCYBaHHA
cynbbakTamy/uegonepasoHy.

AK | Npy BMKOPUCTaHHI IHWNX aHTMOIOTUKIB, TpUBasIE 3aCTOCYBaHHA Mpenapaty Jlakcepc MOXe MPU3BeCTV 4O MOCWUIEHOr0 POCTY HEeYYT/IMBOT MiKPO(IOpW.
MpoTArom NikyBaHHA CNif peTeflbHO CnocTepiraty 3a CTaHOM NauieHTa. AK i NpyY BMKOPUCTaHHI IHWNX CUNbHOAIKYMX CUCTEMHUX 3ac06iB, Npu TpuBasioMy
3aCTOCyBaHHI JlikapCcbKoro 3acoby Jlakcepc PeKOMeHA0BaHO MepiofMYHO KOHTPOMIOBATM HasBHICTb MPOSBIB MOPYLUeHb (DYHKLiA CUCTEM OpraHiB, BKIHOYAHOUM
MopyLUeHHS PYHKLIT HAPOK, MeYiHKM Ta KPOBOTBOPHOT CUCTEMU, OCOB/IMBO Y HEAOHOLLIEHNX HOBOHAPOAKEHMX Ta IHLLUX HEMOB/IAT.

Mpo BUHMKHEHHA fiapel, noB’a3aHoi 3 Clostridium difficile, nosigomnsnocs npu 3acTocyBaHHI Maiixe yCiX aHTUbaKTepiaibHUX 3ac06iB, BK/KOUaOUM CybbakTam
HaTpito/ LetonepasoH HaTpito. TAXKKICTb NPOSABIB MOXE KOMMBATWUCSA Bij NOMIPHOT Aiapei 40 KONITy 3 neTaibHAM HacnifkoM. 3aCTOCyBaHHA aHTUbaKTepiabHUX
npenaparis 3MiHIOE HOPMa/IbHY (P/IOPY KULLIEYHMKY Ta NPU3BOAUTL A0 nigsuweHoro pocty C. difficile.

C. difficile npoaykye TokcMHM A Ta B, Lo, y CBOKO Yepry, crnpuse po3BuTky Aiaper, nos’asaHoi 3 C. difficile. LUTamn C. difficile, Lo npoagyKytoTb rinepToKCUHM,
MigBULLYIOTb 3aXBOPHOBAHICTb Ta /IETA/IbHICTb, OCKINIbKU TaKi THMEKLIT MOXYTb OYTW Pe3NCTEHTHUMWN [0 aHTWOaKTepiasibHOI Tepanii Ta MOXYTb noTpebysartu
KONeKTOMIi. HeobXigHO po3rnsgatv MOX/IMBICTb LbOro AiarHo3y Yy BCIX MauieHTIB i3 fiapecto, WO BUHMKAE MpPW 3acTOCyBaHHI aHTMbakKTepiasibHOT Tepanii.
HeoOXiAHWI peTeNbHUA aHani3 aHaMHe3y, OCKiflbKM MNOBIiAOMAANOCA NPO PO3BUTOK Aiapeil, nos’s3aHol 3 C. difficile uepe3 2 micaui nicna 3aBepLleHHS
aHTmbakTepiasibHOI Tepanii.

AiTn. Jlakcepc eqeKTMBHO 3aCTOCOBYETbCA HEMOB/ATaM, MNPOTe BCEOIYHWUX [OCNIMKEHb 3aCTOCYBaHHA npenapaty HeAOHOWEHUM abo  [OHOLUEHUM
HOBOHapOKEHVM He MpoBOAWAW. TOMY nepej MOYaTKOM fliKyBaHHA HefOHOLUEHWX ab0 [OHOLUEHWX HOBOHAPOKEHWX CAif PeTeNbHO OLUIHUTU MOTEHLinHY
KOPWCTb Ta PU3MK Bif, 3aCTOCYBaHHSA npenapary.

Mpw NaTONOrIYHIN XXOBTAHWULL HOBOHAPOPKEHNX LiethornepasoH He 3aMmillye 6inipy6iH y micusx 3B’ A3yBaHHS 3 MPOTEIHaMM N1a3Mu KPOBI.

BmicT HaTpito: 1 (hnakoH, Wo MICTUTb 2 T NIiKapCcbKoro 3acoby Slakcepc (1000 mr/1000 mr) mMicTUTb



5,8 mmorsib (260 134,14 wmr) Hatpito. Criig 6yT 06epeXkHUM NpK 3aCTOCYBaHHI NawieHTam, fKi JOTPUMYKOTLCA SIETU 3 KOHTPO/IbOBAHUM BMICTOM HATPIto.
3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHS rpyasto.

BariTHicTb. [locnigppkeHHA BNAMBY Mpenaparty Ha PernpoAyKTUBHY (DYHKLIO, L0 NPOBOAWM Ha Lypax Yy fo3aX, Wo Yy 10 pasis nepesuLLyBain 03y ANA OANHN,
He BMSBMAM A0Ka3iB MOTipLEHHA (epTUNbHOCTI, a TaKoX TepaToreHHoro BnamBy. CynbbakTam i LedonepasoH NPOHMKaKTb Kpidb MiaueHTapHWiA G6ap’ep, ane
BCeOIYHMX Ta J06pe KOHTPOIbOBaHMX LOCNIIKEHDb 3a YYACTHO BariTHUX XXIHOK He MPOBOAMN. 3BaXAaKUM Ha Te, WO pe3ybTaTh JOCNi[KeHb BNAUBY MnpenapaTy Ha
PEenpoLyKTUBHY (DYHKLKO Yy TBAPUH He 3aBXAW OYyAyTb TAKUMM XX MPW 3aCTOCYBaHHI Y NIIOLEN, npenapaT MOXHa 3aCTOCOBYBaTW y Mepioj BariTHOCTI nuwe npu
HasBHOCTI YITKUX MOKa3aHb.

Mepiog rofyBaHHA rpyAAt0. Y rpyaHe MOJIOKO NMPOHUKAE TiflbKM HEBE/IMKA YacTuHa BBEAEHOI J03M CynbbakTamy Ta LedonepasoHy. Jlakcepc cnif 3 06epexHicTio
npu3HaYaT XXiHKaM, SKi rogyroTb rpyAato, He3BaXaroum Ha Te, Lo 061aBi CKNafoBi npenaparty NPOHWKatOTh Y FPYAHE MOIOKO Y He3HaYHI KiflbKOCTi.

3paTHICTb BNMBATW Ha LUBUAKICTb pPeakLii Npy KepyBaHHi aBTOTPAHCNOPTOM abo iHLWMMK MexaHi3MaMu.
Bnnue nikapcbKoro 3acoby Ha 34aTHICTb KepyBaTy aBTOTPaHCNOPTOM abo MpawtoBaTh 3 iHLLIMMK MeXaHi3MaMn MasioiMOBIPHWIA.

Cnocib 3acTocyBaHHA Ta [03MW.

Nakcepc (KombiHauis cynibbakTamy HaTpito/ Liethonepa3oHy HaTpito) BUNMYCKAETLCA Y (D1akoHaX i 3aCTOCOBYETLCA /MLLe NapeHTepasibHO.
Jopocni

3BMyaliHa go3a NikapcbKoro 3acoby Anist LOpOCMX CTaHOBUTL 2—4 I Ha o6y (To6To Big 1 A0

2 1 uedonepasoHy Ha 06Y) BHYTPiLLHbOBEHHO ab0 BHYTPILLHLOM' A30BO B PIBHOMIPHO PO3MOAiNEHNX A03aX KOXHI 12 roguH.

CniBBigHOLLEHHS CynbbakTtam/ Jl03a Jl03a
LiedporiepasoH (r) cynbbaktamy (r) LiedponepasoHy (r)
1:1 2—4 1-2 1-2

Mpn TSHXKKUX ab0 pedpakTepHMX iHDEKLIAX 4060Ba A03a NpenapaTty Moxe 6yTu niasuileHa Ao 8 r (To6To ao3a LedonepasoHy — 4 r), BBOAATb BHYTPILUIHLOBEHHO Y
PIBHOMIPHO PO3MNOAiNeHnX f03ax KOXHi 12 roamH. PekoMeHA0BaHa MakcMMasibHa J060Ba f03a cynbbakTamy CTaHOBUTL 4 T (8 r npenapary).

3acTOoCyBaHHA NPU NOPYLUEHHAX DYHKLIT NeYiHKK

[nB. po3gin «OcobnnBOCTI 3aCTOCYBAHHSA.

3acTocyBaHHSA MPY NOPYLUEHHAX YHKLIT HUPOK

PeXxxym [03yBaHHA MpKW 3aCTOCYBaHHI NpenapaTy Cnif KOpurysaTu A4 NayieHTIB 3i 3HAYHUM 3HKEHHAM (DYHKLIT HUPOK (KipeHC KpeaTuHiHY meHLwe 30 Mn/xB) 3
METO0 KOMMeHcaLil 3HVKEHOro KNipeHCy cynbbakTamy. MNauieHTam i3 KnipeHcoM KpeaTuHiHy 15-30 Mn/XB cfig npu3HavaTi cynbbaktam y MakCuManbHin 4o3i
11, AKa BBOAUTLCA KOXHI 12 roamH (MakcumanbHa Ao60Ba f03a cynbbaktamy — 2 ), a nayieHTaM i3 K/ipeHCOM KpeaTuHIHY MeHLe 15 Mn/XB cnif npusHayatu
cynbbaktam y makcumanbHii aosi 500 Mr, sika BBOAMUTLCA KOXHI 12 roaguH (MakcumanbHa Ao6oBa Ao3a cynbbaktamy — 17r). Tpu THKKUX THGEKLISX MOXe
BUHWKHYTWN HEOOXIAHICTb JOAATKOBOI0 OKPEMOro NpuU3HaYeHHs LieonepasoHy.

dapmakoKiHETUYHUIA NPOinb CynbbaKTamy CYyTTEBO 3MIHIOETLCSA NPU NPOBEAEHHI reMogianiay.

Mepiog HaniBBMBeLEHHA LedonepasoHy i3 CUPOBaTKM KPOBI Mpy reMofianisi fewo 3MeHWyeTbes. OTXe, peXxxuMm [03YBaHHA CNif BCTAHOBWUTM BIAMOBIAHO [0
nepiogy Aianisy.

3acTocyBaHHS NalieHTaM NiTHLOro BiKy




[vB. po3gin «dapmMakoKiHETUKa.

3acTocyBaHHS AiTAM

3BuyaliHa go3a npenapary 4ns Aitei ctaHoBUTL Bif 40 go 80 Mr/Kr macu Tina/goby (To6To
2040 mr uedonepas3oHy/Kr macu Tina/goby), piBHOMIPHO po3nogineHa Ha 2—4 [103K.

CniBBigHOLLUEHHSA

CynbbakTtam/
LiechonepasoH
(Mr/kr macu Tina/poby)

Jlo3a
cynbbakTamy
(Mr/kr macu Tina/poby)

Jlo3a
LiehonepasoHy
(Mr/kr macu Tina/poby)

1:1

40-80

2040

2040

Mpn TXKKMX abo pedpakTepHUX iH(eKLisx fobosa fo3a MOXe 6yTu nigsuuieHa Ao 160 mr/kr macu Tina/goby (80 mr uetonepa3oHy/Kr macu Tina/poby),
PIBHOMIPHO po3gineHa Ha 2—4 103K (AMB. po3gain «Oco6/IMBOCTI 3aCTOCYBAHHS»).

3acTOCyBaHHS HOBOHAPOIXKEHUM

HoBOHapompKeHM 1-r0 TMXKHS XUTTSA Npenapart Cif BBOAUTU KOXHI 12 roanH. MakcumasnbHa 4060Ba f03a cy/nbbakTaMy Ans AiTei He NoBMHHa nepesuLLyBat 80
Mr/Kr macu Tina/go6y (160 mr/kr macu Tina/goby nikapcbKoro 3acoby). Y BunagkKy HeobXigHOCTI 3aCTOCyBaHHS [03M LegonepasoHy, Wwo nepesuilye 80 Mr/Kr
macv Tifnia/goby, 4o4aTkoBy 03y LedonepasoHy cif npusHavaT OKpemo (guB. po3ain «OcobnnMBOCTI 3aCTOCYBAHHSA»).

Cnocib 3aCTOCYBaHHSA

BHY TpiLIHbOBEHHE BBELEHHS

[na KpannvHHOT iHGy3ii BMICT KOXHOrO h/lakoHa /likapcbKOoro 3acoby Jlakcepc cnif, BifHOBUTKW Y BiAMOBIAHIN KifbKOCTi 5 % BOAHOI0 po3unHy AekcTposu, 0,9 %
PO34YMHY HaTpPItO XNopuay ANs iH' ekl abo BoaM Ans iH eKLii, a noTiM goBecTu 4o 20 M/ TUM CaMUM PO3YMHOM 3 MoAasbLUMM BBeAEHHAM NpoTsroM 15-60 XB.

BigHOBNEHHSA

3arasibHa gosa EkBiBaneHTHa go3a 06’em MakcrManbHa KiHueBa
(r) CynbbakTam + LegonepasoH (r) PO3YMHHMKA KOHUeHTpauia (mr/m)
2 1+1 6,7 125 + 125

NaktaTHWUIA po3unH PiHrepa € NPUAHATHUM PO3YMHHUKOM ANA MPOBEAEHHS BHYTPILLUHBOBEHHOT iH(Y3ii, ane He A9 NEPBUHHOIO BILHOB/EHHS (AMB. PO3L4iN
«HecyMmiCHICTb»).

[ns BHYTPILLUHLOBEHHOT iH’ €KLLIT BMICT KOXHOIO (h1lakoHa C/lifl PO3BOAUTH, SIK ONUCAHO BULLE, Ta BBOAWUTU NPOTSArOM LLOHaiMeHLLe 3 XBUNNH.

BHY TPiLIHLOM’ 130B€ BBELEHHS

BcTaHoBneHO, WO Jlakcepe CyMICHWIA 3 TaKMMKU PO3YMHHUKaMWU: Boda Ans iH' €Ki, 5 % po3unH aekctposn, 0,9 % po3umH Hatpito xnopuay, 5 % po3unH
Aekctposmn y 0,225 % po3unHi HaTpito xnopuay Ta 5 % po3umH gekctposn y 0,9 % po3umHi HaTpito xnopugy. LiedonepasoH cyMiCHWIA NpyU KOHUEHTpauisx B
AianasoHi Big 10 mr o 250 Mr Ha 1 Mn po3unHHKKa. CynbbakTamM CyMiCHMIA NpK KOHLKEHTPaLisX B AianasoHi Big 5 4o

125 Mr Ha 1 M/ pO3YMHHUKA.

NakTaTHUiA po3unH PiHrepa. 15 Bi4HOBNEHHS CNij BUKOPWUCTOBYBATV CTEPUIbHY BOAY ANS iH' KLV

(ams. po3pin «HecyMicHICTb»). HeobXigHUM € ABOETAMNHe PO3BeAEHHS 3 BUKOPUCTaHHAM CTEPUILHOT BOAM ANS iH €KL (AMB. TabnMUo BULLE); NOTIM OTPUMaHWIA
PO34YMH CNif PO3BECTWN NaKTaTHUM PO34YMHOM PiHrepa Ans oTpUMaHHS KOHUEHTpauii cynbbaktamy 5 mr/mn (4o 2 mn abo 4 M No4aTKoBO p036aB/IeHOro po3ynHy



cnig gogatv 50 mn a6o 100 M1 nakTaTHOro po3yvnHy PiHrepa BignoBigHO).

NigokaiH. 2 % po34nH NifoKaTHY rigpoxnopuay € NPUAHATHAM PO3YMHHUKOM AN MPUTroTYBaHHA PO3YMHY ANS BHYTPILUHLOM' A30BOr0 BBEAEHHS, ane He AN1s
MePBMHHOI0 po3BefeHHs. [N BiJHOBMEHHSA CNif BUKOPUCTOBYBATM CTEPU/IbHY BOAY ANSA iH eKUin (4MB. po3fin «HecyMicHICTb»). Byab-SKNMin HEBUKOPUCTaHI
npoAyKT abo Bigxo4u NOTPibHO yTUNi3yBaTh Bi4NOBIAHO A0 MICLIEBUX BUMOT.

aiTn.
NikapcbKuii 3aci6 3aCTOCOBYHOTL AiTAM (4UB. po3ain «Cnoci6 3acTocyBaHHA Ta 4O3U»).

NepenosyBaHHS.

IHpopMmaLlii LLOAO rocTpoi TOKCUYHOCTI LiedhonepasoHy HaTpito Ta Cy/bbakTamy HaTpito Y NMofAein HefocTaTHb0. OUIKYETLCS, WO nepefo3yBaHHA npenapary Moxe
CMPUYUHATIA NPOSBU, LLLO, TONOBHUM YNHOM, € NMOCUIEHHSM MOro NobiyHMX egekTiB, NPOo AKi NOBIAOMNANOCA NPW 3acTOCyBaHHI Npenapaty. Cnig 6patun go yearw,
LLL0 BMCOKI KOHLEHTpaLii 6eTa-nakTaMHUX aHTWOIOTKKIB Y CMMHHOMO3KOBIN PiAVHI MOXYTb CIIPUYMHATI HEBPOOTiYHI peakuii, y Tomy umcni cygomu. OCKinbKu
LiethorepasoH Ta cy/nbbakTaM BUAINATLCA 13 LMPKYNALIT LWASXOM remojianisy, usa npoueaypa MoXKe MoCUItOBaTW BMBEAEHHSA MnpenapaTty 3 opraHismy y pasi
rnepefo3yBaHHsA Y NAUIEHTIB 3 NOPYLLEHHAM PYHKLLIT HAPOK.

Mo6iuHi peakuii.

Nikapcbkuid 3aci6 3arasom fobpe nepeHocuThbCs. BisbLicTb NOGIYHMX peakLiil € Nerkoro abo NOMipHOro CTYMeHs TAXKKOCTI Ta MaroTb CPUATIMBUIN nepebir npu
TpUBaNIOMY NiKyBaHHi.

Hwvkue HaBeaeHi No6iYHI peakuii 3a Knacugikauieto no cuctemam opraHis MedDRA y nopaaKy KNiHIYHOT BXXMBOCTI.

CucTtemm opraHiB YacToTa Mo6iyHI peakuit
3 60Ky cucTemu KpoBi Ta |[Jy>Ke YacTo Heittponenia®, neiikonexia®, npama nosutueHa npo6a)
nimMdaTnyHoT cucTemu Kymé6cal, 3HumKeHHs piBHs remorno6iny, sHKeHHs piBHA

rematokputyT, TpomboumToneHist

YacTo Koarynonatisi*, eosuHodinis T

YacToTa HeBigoma  [inonpoTpombiHemis

3 60Ky iMyHHOT cucTeMy YacToTa HeBifloMa  AHadinakTuuHuii  Wwok 8, aHadinaktuuHa  peakuiis*§,
aHa(inakToigHa peakuis§, BK/HOYAKOUN LLIOK*,
rinepuyTmMBicTL*8

3 60Ky HepBOBOT HeuvacTo "0noBHWI 6iNb

cucTemu

3 60Ky CyAUHHOI YacToTa HeBifoMa  |KpoBoBWMAMB  (BKNKOYAKOUM  NeTasbHUIA Hacnifgok),
cucTeMu BacKyniT*, apTepiasibHa rinoTeHsig*

3 OOKY LLNTYHKOBO- YacTo [iapes, HyfoTa, 611t0BaHHA

KULLIKOBOIO TPaKTy




YacToTa HeBifoma

MceBAOMEMOPAHO3HMIA KONIT*

3 60Ky renatobiniapHot
cucTemMm

[ly>e yacTto MigBuMLLEHHS PiBHS anaHiHamiHoTpaHchepasuT,
acnapTatamiHoTpaHcdepasu T, ny>kHoi octhaTasn KposiT
Yacto MigBuLLEHHS PiBHA 6inipy6iHy B Kposit

YacToTa HeBigoma

XKoBTAHMUA*

3 6OKY LUKipK Ta
NiALWKIPHUX TKaHUH

HeuacTto

CBepbiX, KponuB’' AHKa

YacToTa HeBigoma

TOKCUYHUIA enifiepManbHUIA HeKponis* S, cuHapom CTiBeHca
—  JDXOHCOHa*$8, eKconiaTUBHMIA aepmatuT*§,
MaKy/ionany/b0o3Hi BUCKMNY

3 60KY HUPOK Ta
CevyoBUAINbHOT CUCTEMU

YacToTa HeBigoma

ematypis*

3arasibHi po3fnagn Ta
peakuii B MiCLli BBEEHHS
npenapary

HeuacTto

®nebiT y Micui BBeAeHHs, 6ifb y Micui iH eKUii, nipekcis,
03H00

YacToTa NnobivyHMX peakuiin BignoBiaHO A0 Knacudikauii Pagn midxkHapoAHMX HayKOBO-MeaMUHUX opraHisauin (CIOMS) I11: ayxe yacTo: = 1/10 (= 10 % ); yacTo:
> 1/100 — < /10 (= 1 % — < 10 %); HeuacTo: = 1/1000 — < 1/100 (= 0,1 % — < 1 %); yacToTa HeBifoMa: HEMOX/IMBO OLiHATK YaCTOTY 3a HasABHOO IH(hOopMaLi€tO.

* Mo6iuHi peakwiT, Npo AKi NOBIJOMNANOCA Y MOCTMAPKETUHIOBWIA NEPIOA.

Ty pO3paxyHKN 4acTOTW MOBIYHMX peakLiii CTOCOBHO BifxuneHb MabopaToOpHMX MOKa3HWKIB Bif HOpMK GYNnK BKKOUEHI BCi JOCTYMHI nabopaToOpHi 3HAUYEHHS, BK/IHOUaOUn
MOKa3HWKN NauieHTIB i3 MOPYLUEHHSMM Ha MO4YaTKOBOMY PiBHI. Takuii KOHCepBaTMBHWIA NigXig OyB B3ATWUIA 3a OCHOBY 4epe3 Te, L0 MoYaTKoBa iHhopmaLis He Aae 3Mory
AndbepeHLitoBaTK NIATPYNU NALIEHTIB i3 MOPYLLUEHHAMM Ha NMOYaTKOBOMY PiBHI, AKI Maiin 3HauyLi 3MiHM y 1abopaTopHUX MOKa3HUKax, Wo Oynn NoB’A3aHi i3 NliKkyBaHHAM, Ta

nawieHTiB, AKi He Man TakKUX 3MiH.

MopyLUeHHsA 3a TakMMW MNOKasHMKaMK, SK PiBeHb NENKOUMTIB, HernTpodiinis, TpoMoGOUMTIB, reMornobiHy Ta remaTtoKpuTy, CNOCTepirannucs TiNbKW Yy XOAi AOCNiAKEHb.

MigBULLEHHS Ta 3HWXXEHHS PIBHIB He AndepeHLLitoBann.

§ Haaxounuv nosigomeHHs Npo netasbHi HacNigKN.

[MoBifOMNEHHS NPO Migo3ptoBaHi No6IYHI peakwuit
[Micna peecTpavii NiKapcbKOro 3acoby Ayxe BaXX/IMBO NOBILOMAATY NPO Mifo3proBaHi Nob6iyvHi peakuyii. Lie aae 3Mory npoBoAUTY MOHITOPUHT CMiBBIAHOLUEHHS MK
KOPWCTIO | py3nKamMK, NMoB’ A3aHMMM i3 3aCTOCYBAHHAM LibOro NiKapcbKoro 3acoby. CriBpoOITHNKIB CUCTEMIW OXOPOHU 3L0POB’ A NMPOCATL 3BITYBaTV NPO Oy Ab-AKI

nifo3ptoBaHi NO6IYHI peakwii BigNOBIAHO [0 BUMOr 3aKOHOAABCTBA.

TepMiH NpUAaTHOCTI. 2 pokK (3 fatv BUpobHMuUTBa thopmu in bulk).




YM0BM 36epiraHHs.
36epirati B OpUriHa/IbHIN ynakoBLi Npy TeMnepaTypi He Buue 25 °C.
36epiratn y HegOCTYNHOMY ANs AiTei MicLi.

HecyMiCHICTb.

AMIHONiKO3UAN. PO34MHM NiKApCbKOro 3acoby Jlakcepc Ta aMiHOMNiKO3WAIB He cnif 6e3nocepefHb0 3MiLlLlyBaTh, OCKIIbKM MK HUMU ICHYE (Di3MYHA HECYMICHICTD.
AKWO € HeOOXIAHICTb Y KOMOGIHOBaHIN Tepanii npenapaTomM Jlakcepc Ta aMiHOMiKO3MAaMu, Cif, 3aCTOCOBYBATM X MOCMIAOBHY PO3A4iNbHY KpananHHY iHADY3ito,
BYKOPUCTOBYHOUM OKPEMY BTOPUHHY CUCTEMY AN1S1 BHYTPILLUHBOBEHHUX H(Y3ii, Npy LbOMY NepBUHHA CUCTeMA AJ19 BHYTPILUHbOBEHHUX iH(Y3ili MOBUHHA OYyTK
PeTeNIbHO MPOMMUTA CXBa/leHUM PO3YMHOM Y NepepBi MK IH(Y3iamMy 3a3Ha4YeHNX npenapartis. TakoX AouifbHO, W06 NpoTaromM 4o6bu iHTepBaIn MK BBEAEHHSMU
npenaparty Jlakcepc Ta amiHOrNiKo3nAiB 6y/M M0 MOXX/IMBOCTI MaKCUMa/IbHUMMU.

NakTaTHuWiA po3uunH PiHrepa. MepBuHHE pO3BeAEHHS laKTaTHUM PO34YMHOM PiHrepa He peKkOMeHJ0BaHe, OCKiNIbKW BCTaHOBJIEHO, LU0 Lii PEYOBUHW € HECYMICHUMW.
OfiHaK 3aCTOCYBaHHA [4BOETanHOro rnpouecy po3BefeHHs, Npu AKOMY MEPBMHHUM PO3YMHHMKOM € BOAA AN iH €KL, fae MOX/IUBICTb YHUKHYTU HECYMiCHOCTI
npu NoAa/1bLLIOMY PO3BELEHHI aKTaTHUM Po34nHOM PiHrepa (amB. po3ain «Crnocib 3acTocyBaHHA Ta f03U»).

NigokaiH. MepBnHHE po3BefeHHA 2 % PO3YMHOM NifJOKalHYy He PeKOMeHA0BaHO, OCKIfMIbKM Lji PeYOBMHU € HecyMicHUMW. OfHaK 3acTOCYyBaHHA [BOETarHoro
npouecy po3BefeHHSs, Mpy SKOMY NepBUHHUM PO3YMHHUKOM € BOAa ANA iH €KUM, fae MOX/IMBICTb YHUKHYTU HECYMICHOCTI NpW NojasiblLLuoMy po3BefeHHi 2 %
PO34YMHOM NiA0KATHY Xopuay (avB. po3gain «Cnocib 3acToCyBaHHA Ta J03K»).

YnakoBKa.
®nakoH 3 nopoLkom. No 1 abo no 10 hnakoHiB y MayLi 3 KAPTOHY.

Kateropis Bignycky.
3a peLenTom.

Bupo6HMK.
TOB «tOpis-®apm»
(nakyBaHHs i3 hopmu in bulk dipmu-Brpo6bHNKa HCIC Xebel XyamiH ®apmMackroTikan KomnaHi Jlimites, Kutait).

Micue3HaxomkeHHA BUPOOHMKaA Ta afpeca Micusa NpoBafXKeHHS Moro AisnibHOCTI.
YKpaiHa, 18030, Yepkacbka 065., M. Yepkacu, Byn. Kob3apcbka, 108.
Ten.: (044) 281-01-01.



