IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

AJIBOBAK
(ALVOBAC)

Cknap:
Aitoya peyosuHa: ceftriaxone;
1 pnakoH MICTUTL LLeTPMAKCOHY HATPIKO EKBIBAIEHTHO LiepTPUakcoHy 1.

JlikapcbKa thopma. MopoLoK AN po3unHy Ans iH’eKUil.
OCHOBHI (i3MKO-XiIMiYHi BNaCTMBOCTi: KPUCTa/TIYHMIA MOPOLLOK Maibxe 6i10ro abo »0BTyBaToro Konbopy. Cnabo rirpocKonivyHumi.

dPapmaKkoTepaneBTUYHa rpyna.
AHTUGaKTepia/ibHi 3ac06M N1 CUCTEMHOrO 3aCTOCYBaHHS. IHWI 6eTa-nakTaMHi aHTMGioTUKK. LiedhanocrniopmHu 111 nokoniHHA. LledhtprakcoH. Kog ATX JO1D DO4.

dapmMakosoriyHi BNacTnBOCTI.
PapmakofnHamiKa.

MexaHi3m il
LiedpTprMakCcoH NpUrHivye cUHTE3 KNITUHHOI CTIHKW GakTepii nicns npueaHaHHA 40 NeHILMAIH3B’ A3yoUnX GINKIB. Y pesynbTaTi NPUNUHAETLCA 6I0CUHTE3 KNITUHHOT

CTiHKM (NenTMAOrNiKaHy), WO B CBOK Yepry Npu3BoAUTb A0 Ni3ucy 6akTepianbHOT KNITUHM i 1T 3arnéeni.

Pe3nCTeHTHICTb

bakTepiasibHa Pe3NCTEHTHICTb 40 Le(hTPMaKCOHY MOXe pO3BMBATUCA BHACNILOK Aii 04HOr0 abo AeKifIbKOX MexaHi3MiB:

igponisy 6eta-nakramMasamu, BKNHOYaOUM 6eTa-nakramMmasun po3LMpeHoro CnekTpa, kapbaneHemasm i pepmeHT Amp C, aki MOXyTb O6YTH iHAYKOBaHI abo CTiKO
NPUrHIYeHi y AesKnX aepobHMX rpaMHeraTMBHUX 6akTepiii.

SHMXKeHOT apiHHOCTI NEHILMNIH3B’A3Y04YMX BINKIB [0 LeTPUaKCoHY.

HenpoHMKHOCTi 30BHiLLIHLOT MEMOPaHM Y FPaMHEraTMBHIX GakTepiii.

BakTepiasibHOro e/IFOKCHOro Hacoca.

["paHWYHI 3HAYEHHS NPWY BU3HAYEHHI YYTUBOCTI
["paHWyYHi 3HAYEHHA NS MiHIMa/IbHOT iHTi6YHYOT KOHLEHTpaL,iT BU3HaYeHi EBPOMENCbKMM KOMITETOM i3 TECTYBaHHSA aHTUMIKPO6HOT vyTameocTi (EUCAST):




<8}

BUCHOBOK MO YYT/UBICTb 3p06/1EHO Ha OCHOBI YYTNAMBOCTI 10 LLeDOKCUTUHY;

b Bucrosok Mpo YyTAMBICTb 3p06NEHO HA OCHOBI YYTAMBOCTI A0 NEHIUMIHY;

C  pigKo 3ycTpivatOTLCA i30M19TW 3 MiHIMaNbHOD IHIiGYHOUOH KOHLIEHTpALIEt0, L0 NEPEeBULLYE MPaHNYHI 3HAYEHHS Uy TAUBOCTI; AKLLIO TaKe CrOCTepiraeThes, CNif NPOBECTV NOBTOPHE TECTYBAHHS, a
y pasi NiaTBepAKEHHS — BiANPaBUTY Y pethepeHTHY nabopaTtopito;

d

rPaHNYHi 3Ha4YeHHs CTOCYHOTbCS LO60BOI BHYTPILLHBOBEHHOT 403K 1 T X 1 i BUCOKOT 403U LLIOHAMeHLLe 2 T x 1.

3araiom 4y TavBI BUAK

[ paMmno3nTMBHI aepobu

Saphylococcus aureus (MeTULMMIHOYYTIMBMIAYE, Koaryna3oHeraTuBHi cTadinokoku (MeTuumniHouyTnmei)E, Streptococcus pyogenes (rpynu A), Streptococcus
agalactiae (rpynu B), Streptococcus pneumoniae, Streptococci rpynu Viridans.

"pamHeraTuneHi aepobu

Borrelia burgdorferi, Haemophilus influenzae, Haemophilus parainfluenzae, Moraxella catarrhalis, Neisseria gonorrhoeae, Neisseria meningitidis, Proteus
mirabilis, Providencia spp., Treponema pallidum.

Buan, ons skux HabyTa pe3sucTEHTHICTb MOXKe Oy TH NpobaemMoro

["PaMno3nTMBHI aepoou

Saphylococcus epidermidist, Staphyl ococcus haemolyticust, Staphylococcus hominis*.

["'paMHeraTuBHi aepoou

Citrobacter freundii, Enterobacter aerogenes, Enterobacter cloacae, Escherichia coli%, Klebsiella pneumoniae”, Klebsiella oxytoca”, Morganella morganii,
Proteusvulgaris, Serratia marcescens.




AHaepobu
Bacteroides spp., Fusobacterium spp., Peptostreptococcus spp., Clostridium perfringens.

[MoYaTKOBO PE3UCTEHTHI MiKPOOPraHiamu

["pamno3nTMBHI aepodu

Enterococcus spp., Listeria monocytogenes.

"pamHeraTuneHi aepobu

Acinetobacter baumannii, Pseudomonas aeruginosa, Stenotrophomonas maltophilia.

AHaepobu

Clostridium difficile.

Chlamydia spp., Chlamydophila spp., Mycoplasma spp., Legionella spp., Ureaplasma ureal yticum
£ Bci METULUIHOPE3UCTEHTHI CTa(ifIOKOKN PE3UCTEHTHI [0 LeTPUaKCOHY.

+ YacToTa pe3ancTeHTHOCTI >50 % LwoHaiMeHLLe B 04HOMY PETiOHi.

% LLiTamn, WO NPoAyKYHOTb GeTa-NakTamasy Po3LLMPEHOro CrieKTPa, 3aBX/ay Pe3UCTEHTH.

dapmakoKiHe TVKa.

BCMOKTYBaHHS.

BHY TpiLIHLOM’ A30B€ BBELEHHSA

Micna BHYTPILUHLOM’S130BOT iH’€KLiT cepeaHii MikoBWIA piBeHb LIe(hTPMAKCOHY Y Mna3Mi KpoBi CTaHOBWUTb MPMOGIN3HO MOMOBMHY Bif Takoro, WO CrOCTepiraeTbes
nicna BHYTPILUHbOBEHHOI O BBEAEHHS €KBIBa/IEHTHOT [031. MakcuMaibHa KOHLEHTpaLia y niasmi Kposi Nicns 04HOPa30BOro BHYTPILLHbOM’S30BOro BBeAEHHA 1 T
npenapaty CcTaHOBUTb 81 Mr/n Ta [ocAaraeTbCA 4yeped 2-3 TOAWHW Micna BBeAeHHA. [nowa nif KpvBOK «KOHLEHTpauis—yac» Yy nniasMi KpoBi micns
BHYTPILLUHbOM’S130BOr 0 BBEA)EHHS [OPIBHIOE TaKii Micns BHYTPiLUHbOBEHHOI O BBEIEHHS EKBIBA/IEHTHOT O3M.

BHyTpilLHbOBEHHE BBEEHHS

Micns BHYTPILLHLOBEHHOTO 60/1KOCHOMO BBEAEHHS LiethTpuakcoHy Yy ao3i 500 Mr i 1 r cepeHiin NikoBWiA piBeHb LehTPUAKCOHY Y Nia3mi KpoBi CTaHOBUTb NPUOIN3HO
120 i 200 mr/n BignoBigHo. MMicns BHYTPILUHLOBEHHNX iHAY3ii LeTprakcoHy y Ao3i 500 mr, 11 i 2 r piBeHb LeTPpUakCcoHy y nnasmi KpoBi CTaHOBUTb NPUO/IN3HO
80, 150 i 250 mr/n BiANOBIAHO.

Posnogis.
O6’em po3snoginy LeTprakcoHy cTaHoBUTb 7—12 1. KoHUeHTpauil, Lo HabaraTto nepeBuLLYOTb MiHIMaIbHI NPUTHiYYBa/ibHI KOHLEHTpaLIT Ans 6ifbLOCTi 3HaYMMNX

36y AHVKIB IH(DEKLiI, BUSBNAKOTLCA Y TKAHMHAX, BK/IKOUAKOUM NEreHi, cepue, XXOBYOBMBIAHI LUASXM, NEYiHKY, MUTAQINKN, CepefHE BYXO Ta CIM30BY HOCa, KiCTKM, a
TakoX CMUHHOMO3KOBY, N/eBpasibHy Ta CUHOBIa/IbHY PigMHK, CEKPeT npocTath. 36iNbLUeHHs cepefHbOT MiKOBOT KOHLUEeHTpaLii y nnasmi KpoBi Ha 8-15% (Ciax)

crnocTepiranoca nNpy NOBTOPHOMY BBEEHHI; PIBHOBaXHWI CTaH JOCAraBcs Y 6iNbLIOCTi BUMNALKIB NPOTAroM 48—72 rofWH 3a/1eXKHO Bif, LUNAXY BBEAEHHS.



[MPOHMKHEHHSA B OKPEMi TKaHWUHW

LlethTprakcoH NpoHNKae B 060/10HKM FO/IOBHOrO MO3KY. [MeHeTpalis 6ifbll BUpaXkeHa npu 3anaseHHi 060/10HOK rofIoBHOro Mo3ky. CepefiHa NnikoBa KOHLEHTpaLif
Le(hTPMaKCOHY B CMMHHOMO3KOBIW PignHI y nauieHTiB 3 6aKTepiaslbHAM MEHIHTITOM CTaHOBUTL A0 25 % Bif Takoi y nsiasMmi nopiBHAHO 3 2 % Yy nauieHTiB 6e3
3anasneHHs 000/I0HOK TONOBHOrO MO3KY. [MiKOBi KOHUEHTpauii LedTprakcoHy B CMMHHOMO3KOBIN PiguHI gocAraloTbCsa NpUOAN3HO 4epe3 4-6 rofguH nicns
BHYTPILUHbOBEHHOT iH’eKUiT. LiedTprakcoH NpoXoAnTb Yepes NnaleHTapHUin 6ap’ep, MOro HasiBHICTb OYIKYETLCA B Ma/IMX KOHLUEHTpaLisx y rpyaHomy Mosoui (ame.
pO34iN «3acToCyBaHHA Y Nepiof BariTHOCTI abo rofyBaHHA rpyaato»).

3B’93yBaHHs 3 OiKamu

LlethTprakcoH 060pOTHO 3B’A3YETHLCA 3 a/lbOYMIHOM. 3B’513yBaHHA 3 6i/ikaMuU NnasMy CTaHOBUTL 6/113bK0 95 % Npu KOHUEHTpaUii y naasmi Kposi MeHwe 100 mr/n.
3B’A3yBaHHA HacMYyBaHe, CTYMNiHb 3B°A3YBaHHA 3MEHLUYETLCSA 3i 3pOCTaHHAM KOHUeHTpauiT (4o 85 % npw KoHueHTpauii B nnasmi kposi 300 mr/n).

MeTtaboi3m

Lle(hTprakcoH He nigaaeTbcs CMCTEMHOMY MeTab0ni3My, a MePeTBOPIOETLCA Y HEaKTUBHI MeTaboniTh Mif Ai€t0 KULWKOBOT (hiiopw.

BuBeaeHHA

3ara/lbHUin NMasMoBUIA KIipeHC LedTpuakcoHy (3B’A3aHOro i He3B’A3aHOro) CTaHoBUTb 10-22 Mn/xB. HWpKoBWIA KnipeHC fAopiBHOE 5-12 mn/xB. 50-60 %
LIe(hTPMAKCOHY BUBOAMTLCA Y HE3MIHEHOMY BUTMISLT HAPKaMU, Hacammepes, LWsXoM rioMepynspHoi dinbTpauii, 40-50 % — y He3MiHeHOMY BUTIsAi 3 XK0BYI0. [epiof,
HaniBBUBELEHHS Le(hTPUAKCOHY Y JOPOC/IMX CTaHOBUTL B/11M3bKO 8 rofnH.

MauieH T i3 HUPKOBOKD ab0 NEYiHKOBOK HEAOCTATHICTIO

Y XBOpYX i3 MOPYLUEHHAMU (PYHKLIT HUPOK ab0 NeyiHKn (hapMakOKIHETUKA LIe)TPUAKCOHY 3MIHIOETHCA HEe3HayHOH MIpOo0, Bif3HAYAETbCA /IMLLIE He3HayHe
36iMbLUEHHS Nepiofy HaniBBUBEAEHHS (MeHLLe HIXK Y 2 pa3n), HaBiTb Y NAUIEHTIB i3 TAXKKMMMW NOPYLLUEHHAMU (YHKLIT HUPOK.

BigHOCHO nomipHe 36inbLUeHHs Nepiogy HaniBBMBELEHHS NPU NOPYLUEHHI (YHKLIT HAPOK NOSICHIOETLCA KOMMEHCATOPHUM 36i/1bLLUEHHAM NMO3aHNUPKOBOIO KipeHCy Y
pe3ynbTaTi 3SMEHLLEHHS 3B’A3yBaHHA 3 6ifIKaMu i BIAMOBIAHNM 36i/bLLUEHHAM MO3aHVPKOBOTO KNiPEHCY 3ara/lbHOro LieTPMAaKCOHY.

Y nauieHTiB i3 NOPYLUEHHSMU PYHKLIT NeYiHKK Nepiog HaniBBMBEAEHHS LEePTPUAKCOHY He 36iMbLIYETHCA Y 3B S3KY 3 KOMMEHCATOPHUM 306i/bLUEHHAM HMPKOBOMO
KnipeHcy. Lle BiaOyBaeTbCsA TaKoX Y pe3ynbTaTi 30iMblEeHHA BifIbHOT (Ppakuii LuedTprakcoHy y nnasmi KpoBi, WO CrpWUSe CnocTepiraeMoMy napafokcaibHOMY
36i/bLUEHHIO 3ara/ibHOro KnipeHcy npenapaty 3i 36iNbLeHHAM 06°eMy po3noAiny napanenbHO TaKOMy 3arasibHOro K/ipeHcy.

MauieH TV NiTHLOrO BiKY

Y naujieHTiB BiKOM Bif 75 pOKiB cepefHili nepiog HaniBB1BEAEHHS 3a3BMYail y 2—3 pasu BULLMIA, HDX Y JOPOCIMX MONOLOTO BiKY.

4iTu

Mepiog HaniBBUBELEHHS Le(hTPMAKCOHY NOAOBXEHNIA Y HOBOHAPOKEHWX BIKOM [0 14 [HIB. PiBeHb BifIbHOr0 Le(hTPUaKCOHY MOXe Hagani 3pocTaTu y pesynbTarti il
Taknx (HaKTopiB, K 3MEHLLUEHHS KNy60UKOBOI inbTpauii i NopyLUeHHs 3B’A3yBaHHS 3 GiflkaMu. Y fiTell nepiod HaniBBUBEAEHHS MEHLUWIA, HIDXX Y HOBOHAPOPKEHMX
abo gopocnux.

Mna3mMoBuiA KipeHc i 06’eM po3noginy 3arasbHOro LeTpUakCoHy BULL Y HOBOHAPOLXKEHWUX, HEMOBJIAT | iTEN, HIXX Y JOPOC/INX.

JMiHIAHICTB/HENIHIAHICTb

dapmakoKiHETUKA LeDTPUAKCOHY € HENiHIHO, | BCi OCHOBHI (hapMaKOKIHETUYHI napameTpu, 3a BUHSTKOM Mepiody HaniBBMBEAEHHS, 3anexaTb Bif [03M, WO
6a3yeTbCs Ha 3arasibHiil KOHUEHTpaLil npenapary, 3MeHLUYHUMCb MeHbLUE HK MPOnopuiiHo Ao03i. HeniHiHICTb crnocTepiracTbCs Yy pe3ynbTaTi HACUYeHHS
3B’A3yBaHHA 3 6i/IKaMK1 Nna3mMmn KpoBi, TOMY A/1 3arafibHOro LethTPMakCoHy Lie CNoCcTepiracTbes y nNiasmi KpoBi, a Ans BilbHOro (He3B’53aHOr0) — Hi.
PapmMaKoKiHETUYHWMIA/(hapMaKoAMHaMiYHWI B3aEMO3B’ 430K

AK | B iHWKMX 6GeTa-nakTamis, (hapmMakoKiHETUYHWIA/(hapMaKoaMHAMIYHWIA IHAEKC, AKUIA [EeMOHCTPYE HaliKpally KOpensuito 3 eeKTUBHICTIO in Vivo, € BifCOTOK
iHTepBany A03yBaHHS, NPU AKOMY He3B’si3aHa KOHLEHTPaLLis 3aMLLAETLCS BULLIE MIHIMa/IbHOT IHTiBYHYO0T KOHLEHTPALIT e TPMaKCOHY AN OKPEMUX LiNbOBUX BULIB
(To6T0, %T > MiHIMa/IbHOT IHFOYHOUOT KOHLEHTPALLT).




KniHIYHI XapaKTePUCTUKWN.

Noka3aHHA.

NikyBaHHA HKYenepenivyeHnxX iHPeKLUin y LOpoCnuX i A4iTeR, y TOMY YMCAi Yy LOHOLIEHUX HOBOHAPOLKEHNX (Bif HAPOMKEHHS):

- 6aKTepiaflbHUA MEHIHTIT;

- nosanikapHsaHa NMHeBMOHiS;

- rocnitasibHa MHEBMOHIS;

- FOCTPWUIA CepefHiin OTUT;

- BHYTPILLUHbOYEPEBHI IH(EKLUIT;

- YCKafHeHi IH(eKLii Ce4OBMBIAHMX LUNAXIB (BKIKOYAHOUM NIENOHEDPUT);

- IH(eKUiT KICTOK i Cyrnoois;

- yCKNagHeHi TH(eKUiT WKIpKY | M’AKUX TKaHWUH;

- rOHopes;

- cudinic;

- GakTepiabHUIA eHA0KapAUT.

AnBo6aK MOXHa 3aCTOCOBYBATU ANA:

- NiKyBaHHSA rocTporo yCKnagHeHHs XPOHIYHOT 0OCTPYKTMBHOT XBOPOOY flereHb y A0pOCnX;

- 4N NiKyBaHHA auceMiHoBaHoro 6openiosy Jlarima (paHHboro (11 ctagis) i nisHboro (111 cTtagis)) y Lopocnux i Aitei, BKIOYAKOUM HOBOHAPOLKEHNX BIKOM Bif,
15 paHis;

- nepegonepauiiHa npoginakTka iHMeKLiin y Micui XipypriyHoOro BTpyyaHHs;

- 015 BeleHHS MaLlieHTIB i3 HETPOMEHIED, Y AKX PO3BMHY/AcA rapsyka 3 Nijo3poto Ha 6akTepiasibHy iH(eKLito;

- ANA NiKyBaHHS MauieHTIB i3 6akTepieMiclo, Ka BMHUKMNA Y 3B’A3KY 3 OY/[b-SIKOKO i3 BULLE3a3HAYEHMX [H(eKLin abo SKWO € nigospa Ha OyAb-aKy i3
BMLLLe3a3HAYEHUX IH(EKLLiNA.

AnBo6akK cnif npusHayaTh pasoM 3 iHWMMK aHTUOaKTepia/IbHUMK NpenapaTtamMy y BUNafKy, SKWO MOX/MBWIA Aiana3oH 6akTepiasibHMX 30yAHWUKIB He nignagae nifg
oro cnekTp Aii (ame. po3ain «Oco6nMBOCTI 3aCTOCYBaHHS»).

Cnip BpaxoByBaTy fj0 YBaru oiLiiHi pekomeHdauii Wwoao BignoBiAHOMO 3aCTOCYBaHHS aHTUOaKTepiaslbHUX 3ac00iB.

IMpoTnnoKasaHHA.

MigBuvLLeHa Yy TAMBICTb A0 LedTprakcoHy abo Ao 6yab-KOroiHLWIOoro LedanocnopuHy. HaaBHICTb B aHaMHE3I TSXXKKMX peakLili NigBuLLEHOT Yy TAINBOCTI (HanpuKiag,

aHainakTMYHMX peakuiin) Ao 6yab-AKOroiHLWOoro Tuny 6eta-nakTaMmHUX aHTUGaKTepiaibHNX 3ac06iB (MeHiLuNiHIB, MOHOOaKTaMiB Ta KapbarneHeMiB).

LiedpTpmakcoH NpoTUNOKa3aHWiA:

HeaoHOLLEHM HOBOHAPOMKEHNM BIKOM < 41 TMXKAEHb 3 ypaxyBaHHSM CTPOKY BHYTPILLHbOYTPOOHOIr0 PO3BMTKY (recTauiliHuiA BiK + BiK MiCNS HAPOMKEHHS)* .

JOHOLLIEHM HOBOHaPOKeHNM (BIKOM < 28 [iHIB):

- i3 rinepbinipybiHeMieto, XOBTAHULEH, FinoasbObymiHeMieto abo aLug030M, OCKIIbKM NPK TaKUX CTaHax 3B’A3yBaHHA 6inipy6iHy, IMOBIPHO, NOpYLLUEHe*;

- AKi noTpebytoTb (260 OUIKYETLCS, WO NOTPeOyBaTUMYTb) BHYTPILLHLOBEHHOIO BBEIEHHS NpenapaTiB KasibLito abo iH(Y3ii KanbLieEBMICHUX PO3UYMHIB, OCKI/IbKM

ICHYE PU3NK YTBOPEHHSA NPeLuniTaTiB KaibLieBol coni LedTpuakcoHy (AmB. po3ainn «OcobmMBOCTI 3aCTOCYBaHHSA» Ta «06iYHI peaky,ii»).

* Y [OCNiIKEHHAX in vitro 6y10 NokasaHo, Wo LedTPMaKCOH MOXE BUTICHATU Binipy6iH 3i 3B8’A3KY 3 aflbOyMIHOM CYPOBATKM KPOBI, L0 NMPU3BOANTL 4O MOX/MBOIO

PU3MKY PO3BUTKY 6inipy6iHOBOI eHLedanonatii y Takmx nauieHTiB.



Mepen BHYTPILLIHLOM’A30BUM BBEAEHHSM LeDTPMAKCOHY Cnif 000B’S3KOBO BUK/KOUUTU HAasiBHICTb MPOTMNOKa3aHb [0 3aCTOCYBaHHS NigoKaiHy, SKLWO KOro
3aCTOCOBYHOTb IK PO3YMHHUK (amB. po3gin «Oco6MBOCTI 3aCTOCYBaHHA»). [AMB. IHCTPYKLIO 415 MEAUYHOr0 3aCTOCYBaHHA NifoKalHY,
0C0611BO NPOTMNOKa3aHHS.

PO3YMHM LLePTPUAKCOHY, LLLO MICTATb NiJOKATH, HIKO/IN He CNif BBOAWUTU BHYTPILLHLOBEHHO.

B3aemogis 3 iHLUMMKW NiKapcbKMMKM 3acobamm Ta iHLLi BUAW B3aEMOAINA.

PO3YMHHUKMN, WO MICTATb KabLii, Taki AK po3ymH PiHrepa abo po3uvH MapTMaHa, He C/lif BUKOPUCTOBYBATU /15 BiHOB/EHHA npenapaty AnBobak y giakoHax abo
419 NOA&/IbLIOr0 PO3BeeHHS BIAHOB/IEHOr0 PO3YMHY NS BHYTPILUHbOBEHHOIO BBELEHHS, OCKIlbKM MOXe YyTBOpPUTUCA npeumnitar. Mpeumnitati KasibLieBoi Cofi
LLePTPUAKCOHY TaKOoXX MOXYTb YTBOPHOBATUCA MPU 3MilLyBaHHI LePTPUAKCOHY i3 KaslbLiiBMICHUMW PO34MHAMMK B OfHIW iHY3ilHIN cucTeMi. LlepTprakcoH He
MOXHa BBOAWTW OAHOYACHO 3 PO3YMHAMWN AN BHYTPILUHbOBEHHOIO BBEAEHHS, O MICTATb KabLilid, Y TOMY YMC/i 3 Ka/bLinBMICHUMK pPO34MHaMK ANS TPUBAIUX
IHDY3i, TaKUMW AK PO3YMHW AN NapeHTepaslbHOro XapyyBaHHS, 3a [A0MOMOrow Y-nogioHoi cuctemu. OpfHakK peluTi nauieHTiB, KpPiM HOBOHAPOMKEHWUX,
Lle(hTPMAKCOH Ta Ka/bLiiBMICHI PO34MHM MOXXHa BBOAMTY MOCNILOBHO, OAMH NICNSA OAHOr0, AKLLO MK IHPY3iSMU peTeslbHO MPOMUTM CUCTEMY CYMICHOIO PigMHO. Y
AOCNIMKEHHSAX iN Vitro i3 BUKOPUCTaHHAM NiasMn MynoBUHHOI KPOBi AOPOCANX Ta HOBOHAPOKEHMX O6yN0 NoKasaHo, L0 Y HOBOHAPOMXKEHUX iCHYE MNiABULLEHNI
PU3MK YTBOPEHHS NPeuuniTaTiB KanbLieBOT CONi LedhTprmakcoHy (anB. po3ainn «MpoTunokasaHHs», «OCO6MBOCTI 3aCTOCYBaHHS», «CMnoci6 3aCTOCYBaHHSA Ta 403u»,
«[M06iYHI peakLuii», «HecyMIiCHICTb»).

CyMiCHe 3aCTOCYBaHHS MpenapaTy 3 NepopasibHUMK aHTUKOArysHTaMyu MOXe MoCuIioBaTh e(eKT aHTaroHicTa BitamiHy K Ta pu3MK KpoBoTedi. PeKOMeHAYyeTbCA
4aCTO MepeBipATU MiXKHApPOAHe HOPMasizoBaHe CMiBBIAHOLLEHHS Ta Ha/IeXXHUM YMHOM KOperyeaTu [03Yy aHTaroHicta BiTamiHy K AK mig 4ac, Tak i nicng tepanii
Lle(hTPMaKCOHOM (AMB. po3ain «06iuHI peakLii»).

ICHYIOTb CynepeynuBi AaHi WoA0 NOTEHLIMHOIO NOCU/IEHHSI TOKCUYHOIO BM/IMBY aMiHOMNIKO3WAIB HA HUPKKU NPKU TX 3aCTOCYBaHHI pa3oM i3 LedanocnopuHamm. Y
TaKu1X BUMaAKax cnif peTesibHo AOTPUMYBATMCA PEKOMEHAALiM i3 MOHITOPUHIY PiBHA amiHOMNIKO3MAiIB (Ta PYHKLiT HUPOK) Yy KNIHIYHIA NpaKkTuui.

Y [ocnifKeHHi in vitro npy 3acTocyBaHHI X/iopamgieHiKony y KoMOiHauiT i3 Led)TpMakCOHOM CrocTepiraincs aHTaroHiCTUYHI edoekT. KniHiyHa 3HauyLWicTb LMX
[laHMX HeBigoma.

He ©yno 3apeecTpoBaHO BWMafKiB B3aEMOAII MK Le(TPMaKCOHOM Ta KasbLiiBMICHAMM Mpenapatamn Af1s NepopasibHOro 3acTOCyBaHHS abo B3aeMOAiT MiX
Le(hTPrakCoOHOM AN BHYTPILLHLOM’30BOr0 BBELEHHSA Ta Ka/bLiiBMiCHUMM NpenapaTtaMu (415 BHYTPiLUHbOBEHHOMO ab0 MepopasibHOr0 3aCTOCYBaHHS).

Y naujieHTiB, IKi 3aCTOCOBYHOTb LI TPMAKCOH, MOX/IMBI XMOHOMO3UTUBHI pe3ynbTaTu TecTy Kymbcea.

LledpTprakcoH, SK i iHLI aHTMBIOTUKM, MOXEe CIIPUYNHATA XMOHOMO3NTVBHI Pe3yNbTaTh aHa/i3y Ha raiakTo3eMito.

MofibHNUM YMHOM, MPW BU3HAYEHHI T/TIOKO3M Y Cedi 3a 0NOMOrot He(hepMEHTHUX METO/IB Pe3ynbTaTh MOXYTb OYTU XUOHONO3UTUBHUMMW. 3 LiET MPUYMHK Y MEPIOA
3aCTOCYBaHHA LepTprakcoHy Cnif BU3HA4YaTU PiBEHb MFOKO3MY Cedi 3a 4ONOMOror (DePMEHTHNX METOLIB.

MopyLleHb PYHKLIT HAPOK He CrocTepiranocs nicnis CymnyTHbOMO 3aCTOCYBaHHA BEIMKMX [03 LehTPMAKCOHY Ta NMOTYXHUX AIYPeTuKiB (Hanpuknag, pypocemiay).
OfHoYaCHe 3aCTOCYBaHHS MPOGeHeUnay He 3HWXKYE BUBEAEHHS LeTPUAaKCOHY.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

PeakuiT niABULLEHOT Yy T/IMBOCTI.

7K | npu 3acTocyBaHHI BCiX GeTa-nakTamHUX aHTMOIOTUKIB, NOBIAOMIANOCA MPO BUMALKM CEPO3HMX peakuiid MigBULLEHOT YyTAMBOCTI, IHOAI 3 NeTalbHUMK
Hacnigkamu (amB. po3ain «Mo6iyHi peakuii»). Y BMNAAKY TSHKKMX peakuid NiABWLLEHOT YYyT/MBOCTI 3aCTOCYBaHHA LePTPUAKCOHY Chif HeraHo NPUNUHUTK Ta
BXWUTU HaNeXHUX HeBiAKNaAHMX 3axofiB. Nepes mMovaTKoOM liKyBaHHA CNif BCTAHOBUTU, UM € Yy MalieHTa B aHamHesi TSXKKI peakuii nigBWLLEHOT YyTIMBOCTI [0
LlePTPMaKCOHY, IHWNX LeanocnopuHiB abo IHWKX TUNiB 6eTa-nakTaMHUX 3aco6iB. Cnif 3 06epeXXHICTHO 3aCTOCOBYBATU Le(hTPMAKCOH MalieHTam i3 HasBHICTIO B
aHaMHe3i HETSHXKKOT NiABULLEHOT Yy T/IMBOCTI 0 iHWNX 6eTa-naKTaMHUX npenaparis.



Mpw 3acToCyBaHHI Le(TprakcoHy 6y/n 3apeecTpoBaHi BUMALKM THXKKMX HebaKaHMX peakuiii 3 60Ky WwKipn (cuHgpom CTiBeHca-[)kOHCOHa abo cnHapom Jlavienna
ITOKCUYHWIA enigepMasibHUIn HEKPONi3 Ta peakuil 3 eo3nHodinicto Ta cucteMHumy cumntomamm (DRESS)), fKi MOXYTb OyTU Hebe3neyHuMu A1 XKUTTA 4u
neTaslbHUMK; OfHaK YacToTa UMX ABuILL, HeBigoMa (AMB. po3ain «MobiuHi peakuii»).

Peakuis Apuwa-Iepkcreiimepa (JHR).

Y [Oeskux naujieHTIB i3 CNipoxeTo3aMu MOXe BMHUKHYTM peakuis Apuwa-Iepkcrerimepa (JHR) Ha noyaTky NikyBaHHS LepTpuakcoHoM. JHR, sK npaBuno, €
CamMo0OMeXxKytoumMM CTaHOM, abo MoXe OyTu npu3HaveHe CMMNTOMATWYHe JIIKYBaHHA. Y pasi BMHUKHEHHA Takoi peakuii, NiKyBaHHA aHTUOIOTMKaMu He chij
MPUMUHATK.

B3aemogis 3 nikapcbKummn 3acobamu, Lo MiICTATb Ka/bLil.

Y He[OHOLLEHNX Ta LOHOLUEHUX HEMOB/IAT BIKOM MeHLUE 1 MiCALSA ONMcaHi BUMaAKN YTBOPEHHA MPeLmniTaTiB KabLieBOT CO/I LeTPUAKCOHY Y IEreHsaX Ta HUpKax
i3 neTanbHUMK Hacnigkamu. LLLoHaliMeHLLe 0gHOMY 3 LMX NauieHTIB LeTPMaKCOH Ta KasbLii BBOAWM Y PI3HWUIA Yac Ta vepe3 Pi3Hi BHYTPILLIHLOBEHHI IH(Y3iiHI
cucTteMun. 3rigHO 3 HasBHWMK HayKOBUMW [aHUMW, He 3apeecTpoBaHO NIATBEPMKEHUX BUMNALKIB YTBOPEHHS BHYTPILUHLOCYAWHHUX MpeuuniTartie, OKpIm
HOBOHAPOMKEHNX, KM BBOAMMM LENTPMAKCOH Ta KaslbLiBMiCHI po34MHKN abo Oyab-sKi iHWI KanbLinBMICHI npenapati. Y AOCNiAKEHHSX in vitro 6yno nokasaHo,
LLL0 HOBOHAPOMKEHVM 3arpoXXye NiABULLEHNIA PUSNK YTBOPEHHS NPeLUnITaTiB KanbLieBOT COMi LehTPUAKCOHY NMOPIBHAHO 3 NaLieHTaMM iHLLIMX BIKOBUX rpyn.

Mpn 3acTOCYBaHHI LeMTPMAKCOHY nauieHTam OyAb-AKOro BiKY Mpenapar He MOXHa 3MilwyBaTh abo BBOAMTW OLHOYACHO 3 OYyAb-AKUMW PO3YMHAMU A/1d
BHYTPILLUHbOBEHHOIO BBEAEHHS, L0 MICTATb KaNbliil, HaBiTb NPXU BUKOPUCTaHHI Pi3HMUX iHAY3iHMX cucTeM abo BBefeHHI npenapatiB y Pi3Hi iHQY3ilHI AiNgSHKK.
MpoTe NauieHTaM cTaplle 28 AHIB LepTPUAKCOH Ta KafbLiiBMICHI PO34YMHN MOXHa BBOAUTW NOCAIL0BHO, OAUH Micas OAHOro, 3a YMOBW BBEIEHHS MpenapariB yepes
Pi3Hi iHY3iMHI cucTemuy y pi3Hi AiNsAHKK Tina abo 3amiHW UM PeTeNbHOro NPOMMBAHHS IHY3IAHOT CUCTEMU MiXK BBELEHHAM LiX 3ac06iB (i3ioNoriYHMM CoNbOBUM
PO34MHOM, LLLOG 3ano6irTM yTBOPEHHIO npeuunitaty. MauieHTam, sKi NOTPeOYTb MNOCTIMHUX HQY3IA KanbLinBMICHUX PO3YMHIB A1 MOBHOMO NapeHTepasibHOro
xapuyBaHHs (MMX), MeanyHi NpauiBHUKA MOXYTb NMPU3HAYUTU a/lbTEPHATUBHI aHTUbaKTepiasibHI 3aC006M1, 3aCTOCYBaHHA AKUX He NOB’A3aHe 3 NOAIOHMM PU3MKOM
YTBOPEHHS NpeumniTaTiB. AKLWO 3aCTOCyBaHHS LethTPMaKCOHY MNauieHTam, SKi NoTpedytoTb MNOCTIMHOINO XapyyBaHHS, BU3HAHO HeobXigHMM, po3unHun ans MMX Ta
LlepTPMAKCOH MOXHa BBOAMTW OJHOHACHO, X04a | Yepe3 Pi3Hi iHY3iiHI cucTeMuy Ta 'y pisHi AiNAHKK Tina. TakoxX BBeAeHHS po3umnHiB gns MIX MoxHa Npu3ynuHATK
Ha Yac IHQYy3iT LeTprakcoHy Ta MPOMUTU [H(Y3iNHI CUCTEMU MK BBELEHHSAM PO3YMHIB (AMB. po3fin «PapMakoKiHeTUKa», «[poTUnokasaHHN», «1o6iyHi
peakL,ii», «<HeCcyMiCHICTb»).

aiTn.

Besneka Ta epeKTUBHICTL NpenapaTy AnBobak y HOBOHAPOMXKEHUX, HEMOBNAT Ta AiTeil 6ynn BCTAHOBNEHI ANs 403, ONucaHMX Y po3gini «Cnoci6é 3acToCyBaHHA Ta
[03U». Y NOCNIKEHHAX 6YN10 NOKas3aHo, L0 LeTPUAKCOH, K AesKi iHLLI LedanocnopuHm, MoXe BUTICHATW 6inipy6iH 3i 38°A3KY 3 a/lbbyMIiHOM CMPOBATKMN KPOBI.
AnBobGaK NpPOTUMOKa3aHW HeJOHOLEHWM Ta [OHOLIEHUM HOBOHAPOMKEHUM, SKUM 3arpoXye PU3MK Po3BUTKY Oinipy6iHOBOI eHueanonatii (4vB. po3gin
«[1pOTUNOKA3aHHS:).

IMyHOOMOCepeiKOBaHa reMoNiTUYHa aHeMis.

Bunazgku iMyHoonocepenkoBaHOT reMofliTUYHOT aHeMIT CNOCTepirainca y nauieHTiB, SKi OTPUMYyBaIN aHTUbaKTepiaibHI 3aC06u Knacy LeasiocrnopuHiBe, y TOMY
ymcni npenapaT AnBobak (AvB. po3ain «lMob6iuHi peakwii»). THKKI BUNaLKM reMoliTUYHOT aHeMil, B TOMY YMCAI 3 NIeTa/lbHUMKN Hacnigkamu, 6ynu 3apeecTpoBaHi y
nepioa nikyBaHHA AnBo6akoM SIK y I0POC/UNX, TaK iy AiTei.

AKLLO Nif Yac 3aCTOCyBaHHA Le()TPUAKCOHY Y MallieHTa BUHUKAE aHeMisl, CNif po3rnsHyTW AiarHo3 aHemiil, acouinoBaHol i3 3aCTOCyBaHHSAM LieasnocnopuHy, Ta
MPUMUHAUTI 3aCTOCYBaHHA LeTPUaKCOHY 40 BCTAHOBJ/IEHHSA ETIONONIT 3aXBOPHOBaHHS.

[loBroTpuBane nikyBaHHs.
Mpw OBroTpPMBaIOMY NiKyBaHHI CNif perynspHo NPoBOAUTM PO3rOPHYTUIA aHasli3 KPOBI.
KoniT/HagMipHWiA picT Heuy TMBUX MIKPOOPraHi3MiB.



Bunagku Konity Ta nceBgoMembpaHO3HOMO KOMITY, acoLinoBaHMX i3 3aCTOCYBaHHAM aHTUGaKTepianbHMX 3ac06iB, OyN1 3apeecTPOBaHi Ha T/i 3aCTOCYBaHHS Maiixe
BCiX aHTMbaKTepiaSlbHUX 3aC006iB, Y TOMY YUCAI LehTPUaKCOHY. TAXKICTb LMX 3aXBOPOBaHb MOXKE KOMIMBATUCA Bif NErKoi 0 3arpo3nBoi A5 XXUTTA. TOMY BaXK/IMBO
BPaxoBYyBaTV MOX/MBICTb TaKOro AiarHo3y y nauieHTIB, y AKUX Mif Yac abo nicns 3acTOoCyBaHHA LePTPUaKCOHY BUHMKNA fiapes (4MB. po3fin «[MobiyHI peakuii»).
Cnig obMipKyBaTK NPUMNUHEHHA Tepanii LefTpMakcoHOM Ta 3acToCyBaHHA BignosigHUX 3acobis npotu Clostridium difficile. JTlikapcbKi 3ac06u, WO MNPUTHIYYHOTb
nepucTanbTUKY, 3aCTOCOBYBATH He Chif,.

AK 1 Npy 3aCTOCYBaHHI IHLWNX aHTNBaKTepiaibHMX 3aC06iB, MOXYTb BUHMKATW CyMNepiHMEKL T, CMPUYMHEHT HEYYTIMBUMM 0 NpenapaTty MiKpoopraHismamu.

Ts>KKa HPKOBA Ta MNevyiHKoBa HeoCTaTHICTb.

Y BUNaAKy TSHKKOT HUPKOBOIT Ta NeYiHKOBOT HeJOCTaTHOCTI PeKOMeHA0BaHWI peTeslbHUIA KNiHIYHWIA MOHITOPUHT 6e3neky Ta eDeKTUBHOCTI npenaparty (AvB. po3ain
«Cnocib 3acToCcyBaHHA Ta J03U»).

Bnaue Ha pe3ynbTaTw CeponorivyHnX LOCNI4XKEHb.

Mpwn 3acTocyBaHHi npenapaty AnBobak TecT Kym6ca Moxe faBaTui XMOHONO3UTUBHI pe3ynbTaTil. Takox npenapat AnBobak MoXe CrpUUYMHATA XMOHONO3UTUBHI
pe3ynbTaTv aHasli3y Ha HasBHICTb ranakTo3eMii (anB. po3gin «IMobiuHI peakuii»).

Mpy BM3HAYEHHI IIHOKO3M Y cedi HepepMEHTHUMI METOZaMWN MOXYTb OYTW OTPUMaHI XMOHONO3UTUBHI pe3ynbTaTu. MpoTAroM 3acTocyBaHHS npenapaTy AnBobak
PIBHI [IIOKO3M Y Ceyi CNif BU3HayaTy 3a OMOMOror PepMEHTHUX METOZIB aHanisy (4uB. po3ain «MobiuHi peakuii»).

HaTpiii.

KoxkeH rpam npenapaty AnBobak MicTUTb 3,6 MMO/b HaTpito. Lle cnig BpaxoByBaTu NaLieHTaM, aKi JOTPUMYHOTLCS AIETU i3 KOHTPO/IbOBAHMM BMICTOM HaTpItO.
CnekTp aHTubakTepiasibHOT aK TUBHOCTI.

LlethTprakcoH mae 06MeXXeHWI CNeKTp aHTUbGaKTepiaibHOT aKTUBHOCTI | MOXKe BYTW HenpuaaTHUM A5 3aCTOCYBaHHS K MOHOTepanis Npu NikyBaHHI MEBHUX TUMIB
iIH(beKUiT, KpiM BMNafKiB, KON 30YAHVK BXe MigTBEPLKEHNIA (AMB. po3gin «Cnocib 3acTocyBaHHSA Ta [03U»). Y BMNAaAKY NOMIMIKPOOHUX iH(EKLiA, Konn cepef
Nifo3proBaHMX 30Y4HUKIB € PE3UCTEHTHI 40 Le(hTpMakCoHY MiKpOOpraHi3mu, cnif, po3rnsHy TN 3aCTOCYBaHHS 40AAaTKOBUX aHTUOIOTUKIB.

3acTocyBaHHSA NnifokarHy.

AKLWO K PO3YMHHUK 3aCTOCOBYHOTb PO3YMH JIA0KATHY, LePTPMaKCOH MOXHA BBOAUTM LLE BHYTPILLHLOM’A30B0. Mepes BBeAeHHAM npenapary c/ig 060B’A3K0BO
BpaxyBaTu NMPOTUMNOKa3aHHSA [0 3aCTOCYBaHHA NiJOKAIHY, 3aCTEPEXEHHS Ta IHLIY BigNOBIAHY iH(OpMaLito, HaBeAeHY B IHCTPYKLUIT 419 MeAUYHOro 3aCTOCYBaHHSA
nifokaiHy (anB. po3ain «poTunokasaHHsA»). PO34nH nifoKaiHy y XXOAHOMY BUMAAKY HE MOXHa BBOAUTW BHYTPILLUHbOBEHHO.

>KoByHOKam’sHa xBopoba.

Y BuNafiKy HasBHOCTI Ha COHOrpami TiHEN CNif 3BaXKUTWM Ha MOX/MBICTb YTBOPEHHS MPeumniTaTiB KanbLieBOi COMi LeTPUakCcoHy. 3aTiHEHHS, L0 MOMW/IKOBO
BBaXKA/INCA XXOBYHMMWN KaMeHSAMM, CNOCTEPIra/IMCA Ha COHOrpamax >XOBYHOr0 MixXypa, 4acToTa X BUHWUKHEHHS 3pocTasia Mpy 3aCTOCyBaHHI LepTprakcoHy y fo3i 11
Ha o6y Ta Buule. Oco6/MBOI 06epeXHOCTI Cnif LOTPUMYBATUCA MPW 3aCTOCYBaHHI MpenapaTy AiTAM. Taki npeuunitati 3HUKaTb MICNA NPUMNUHEHHS Tepanit
LedTpMakCoHOM. Y pigKICHUX BUNaAKaxX YTBOPEHHA MpeuuniTaTis KasnbLieBOi CoMi LedhTprakCcoHy CynpoBOAKYBaoCs CUMATOMATUKOK. 3a HassBHOCTI CUMMTOMIB
PEKOMEHAYETCH KOHCEpBATMBHE HeXipypriuyHe NikyBaHHA, i Nikap MNOBUHEH MPUAHATU PiLLEHHS MPO NPUMNMHEHHS 3aCTOCYBaHHS npenapaTy, CnMparynch Ha
Pe3yNbTaTV OLLiIHKN KOPUCTI-PU3MKY KOHKPETHOI O BUMAaAKY (am.. po3ain «IMo6ivHi peakLii»).

YKoBuHMiA cTas.

Bunazgky naHKpeaTuTy, MOXX/IMBO CNPUYMHEHT HEMPOXIAHICTHO XKOBYHUX LUNAXIB, OYNK 3apeeCcTpoBaHi Y NauieHTIB, fKi OTpUMyBann npenapaT AnBobak (4vB. po3gin
«[M06iYHI peakui’»). BifbWICTb i3 TaKMX MauieHTIB Manu (hakTopu PU3MKYy PO3BUTKY XO/ecTady Ta YTBOPEHHS GiniapHOro cnamxky, Taki K nonepegHs 3HayHa
Tepanis, TsXKKa XBopoba Ta MOBHE MapeHTepasibHe XapuyBaHHA. He MOXHa BUKIHOYATK, WO iHiLitoloUnMM abo [0AaTKOBUM (hakTOPOM PO3BUTKY LbOr0O MOPYLLUEHHS
MOXXe OYTV YTBOPEHHS Y XXOBYHMX LLMISXaX NPeLMniTaTis BHACNiA0K 3aCTOCYBaHHSA npenapaTy AnBobak.

HupkoBokam’siHa xBopob6a.

3apeecTpoBaHi BUNaLKM YTBOPEHHSA HUPKOBMX KaMEHIB, L0 3HUKa/M MICNA NPUMUHEHHS 3aCTOCYBaHHSA LeTprakcoHy (auB. po3ain «IMobiyHi peakyii»). Y Bunagky



HasABHOCTI CUMMTOMIB C/lij 3p00UTU YNbTPa3BYyKOBe 0OCTEXKEHHSA. PilLieHHSA 04O 3aCTOCYBaHHA Mnpenapary nauieHTam i3 HasBHICTHO B aHaMHe3i HUPKOBMX KameHiB
abo rinepkanbLiypil NpuiiMae nikap, CNparovmch Ha pesynbTaTu OLIHKMA KOPUCTI-PU3NKY KOHKPETHOIO BUMNaaKYy.

YTwunizayis HeBUKOPUCTAHOro npenapaTy Ta npenapaTy i3 NPOCTPOYEHNM TepPMIHOM NpUAaTHOCTI. HaaxomkeHHS NikapcbKoro 3acoby Yy 30BHILLHE cepefoBULLe
HeobXigHO 3BeCTU A0 MiHiIMyMy. JlikapCbKWiA 3acib He Cnif BUKMAATU Y CTiYHI BoAW i NO6YTOBI Bigxoawn. Onsa yTunizayii HeobXigHO BUKOPMUCTOBYBATW TaK 3BaHYy
«CcucTemy 360py BiaxoAiB» NpW HasBHOCTI TaKoI.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHS rpyagto.

BariTHiCTb.

LledhTprakcoH NpoHMKae Yepes NnaueHTapHuin 6ap’ep. ICHYOTb 0OMEXeEHI AaHi W00 3aCTOCYBaHHA LeTPUakCoHY BariTHUM XiHkaM. [LocnifAXeHHs Ha TBapuHax He
cBigyaTb nNpo 6e3nocepefHii abo onocepefKOBaHUA LUKIAMBWIA BNAUB Ha eMOpioH/NAifd, nepu- Ta MOCTHaTa/lbHUA PO3BMTOK. Iif 4Yac BariTHOCTI, 30Kpema Yy
nepLIOMy TPUMECTPI, LiethTPMaKCOH MOXKHa 3aCTOCOBYBATM, INLLE AKLLO KOPUCTb NEPeBULLYE PUSKK.

[Mepiof rogysaHHs rpyLato.

LledTprakcoH NPOHMKaE y rpyaHe MOMIOKO Y HU3bKMX KOHLEHTpaUisX, ane npu 3aCTOCyBaHHI npenapaTy y TepaneBTUYHUX J03aX HE OYiKYETbCS XKOAHOI0 BMN/INBY Ha
rPYLHNX HEMOBNAT. MpOoTe He MOXKHa BUK/THOYATU PU3NK PO3BUTKY Aiapel Ta rpMOKOBOI IH(EKLIT CNM30BUX 060/10HOK. Cnif, BPaxoByBaTy MOX/INBICTL CEHCMOINI3ALT.
MoTPIGHO MPUAHATW PILLEHHA LOAO NPUMNMHEHHS rOAyBaHHA rpyaAt0 abo MPUNUHEHHS/BIAMOBM Bif 3aCTOCYBaHHA LEeTPMAKCOHY i3 BpaxyBaHHSIM KOPUCTI Bif
rPYLHOr0 BUrOA0BYBaHHSA A1 AUTUHI Ta KOPUCTI Bif Tepanii 4ns XiHKK.

PepTUILHICTb.

Y pocnifkeHHAX penpoayKTUBHOT (PYHKLUIT He Y10 BUSB/IEHO 03HaK HEGaXXKaHOr 0 BM/IMBY Ha Y0/10BiYYy ab0 XiHOYY PePTUNLHICTD.

30aTHICTb BNMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MaMu.

Mig yac NikyBaHHA Le(TPUAKCOHOM MOXYTb BUHMKATW Taki MOGIYHI peakuii, AK 3anaMOpOYeHHs, L0 MOXe Br/MBATW Ha 3[4aTHICTb KepyBaTW TPaHCMOPTHUMM
3acobamm abo npautoBaTty 3i CKNagHUMM MexaHi3mamu (auB. po3gin «MobiyHi peakuii»). MauieHTam cnif 6yt 06epeXxHMN Npu KepyBaHHI aBTOTPaHCMOPTOM abo
po06OTi 3 IHLWMMKN MeXaHi3MaMMu.

Cnoci6 3acTocyBaHHs Ta [03W.

Jo3yBaHHS

[03a npenapary 3a1eXnTb Bif TAXKOCTI, YyTAMBOCTI, NOKanisauii i TNy iHQeKwyii, a TakKoX Bif BIKY i PYHKLIT NeYiHKM Ta HAPOK NauieHTa.

Hwuxye HaBefeHi 031 € 3ara/lbHO PeKOMEeHA0BaHNMM ANS LUMX MoKa3aHb. B 0CO6MMBO TSHXKMX BUMaAKax Cnif 3aCTOCOBYBAaTW HalBuLLy [03Y 3 PEKOMEHA0BaHOMo
AianasoHy.

Tabnuus 1
[opocni Ta aiTv Bikom Bif 12 pokis (= 50 Kr).
[o3a YacToTa BBeAEHHA* * MokasaHHA
Lle(hTPMaKCoHy*
1-2r OfuH pas Ha joby Mo3sanikapHAHa NMHEBMOHIS.
[oCTpe YCKNafHEeHHA XPOHIYHOT O6CTPYKTUBHOI XBOPOGM




NereHb.
BHYTpILLIHbOUEPEBHI IH(EKLIT.

YcKnagHeHi iHQeKLUiT ceyoBMBIgHUX LWNAXIB (BKIKOYAKOUN
nienoHeqgpur)

2T OpnvH pas Ha foby "ocniTasnbHa NHEBMOHIS.

YcKknafHeH  iHQeKLiT WKIpY | M’ SKUX TKaHUH.

IHeKLiT KICTOK i cyriobis

2-4r OfuH pas Ha foby BefieHHsA MavuieHTIB i3 HEMTPONEHIE, Y AKUX PO3BUHY/ACH
rapsiuka i € nigo3spa Ha 6akTepiasibHy iH(EKLitO.
BakTepianbHWin eHAOKAPANT.

BakTepianibHWUIn MEHIHTIT

*  [pv LOKYMeHTa/IbHO MiATBEPLKEHI BaKTepieMil cnif po3rnsaHy T NUTaHHA NPO 3aCTOCYBaHHSA HANBULLIOT 403U i3 PEKOMEH0BaHOr 0 Jjiana3oHy.

** Y pasi 3aCTOCYBaHHS 103, L0 MePeBULLYHOTL 2 I Ha 406y, CNif po3rfisHyTM NMTaHHSA NPO BBeAEHHA npenapary ABidi Ha Ao6y (3 12-roAvHHUM iHTEPBA/IOM).

[MoKa3aHHA y AopocauX i AiTen BiIKOM Bif, 12 pokiB (=50 Kr), W0 NOTpebyoTb 0COOANBUX CXEM A03YBAHHS:

FocTpwuii cepegHin oTUT

Mo>ke 6yTI 3aCTOCOBaHa 0HOPa30Ba BHYTPILLHbOM A30Ba f03a 1-2 1 AniBobaky.

[Jeski faHi csigyatb, WO Yy BUMNaAKy, KOMW CTaH nauieHTa TSHXKWIA, abo nonepefHs Tepanis Oyna Hee(heKTUBHOK, AIBOGAK MOXe OYyTU edeKTMBHUM npu
BHYTPILLUHHOM’30BOMY BBefieHHi y 031 1-2 r Ha o0y npoTtarom 3 AHiB.

MepeponepaLiiiHa npodoinak Tyka iHeKLii y MicLi XipypriyHoro BTpyyaHHs

2 I 0HOPa30BO nepef ornepawieto.

["oHOpes

Pa3oBa f103a 500 Mr BHYTPiLLHbOM’5130B0.

Cwudpinic

3aranbHO pekoMeHoBaHUMK go3amn € 500 Mr—1 r oauH pa3 Ha f00y 3i 36iNblUeHHAM [031 A0 2 T OAMH pa3 Ha A06y npu Heinpocudinici npotsrom 10-14 aHis.
PekomMeHAaLiT WO40 A03YBaHHA MpU cudinici, BKIKOYaoum Herlpocudinic, 6a3ytoTbCs Ha 06MeXeHUX aaHux. Chif TakoXX BpaxoBYBaTW HaujioHa/lbHi abo MicLEBI
peKkomeHaLil.

[uncemiHoBaHwuin 6openios Jlarima (paHHii (11 cTagis) i nisHii (111 cTagis))

Mo 2 r oguH pa3 Ha fo6y npoTarom 14-21 aHs. PekomeHoBaHa TPMBaNiCTb NiKyBaHHSA Bapitoe, C/if TaKOX BpaxoByBaTU HaLioHa/IbHi ab0 MicLEBI peKoMeHdauil.
4iTn

HoBoHapoa>KeHi, HEMOBNATA Ta AiTW BikoM Bif 15 AHiB A0 12 pokiB (<50 Kr)

[iTam 3 maccoto Tina 50 Kr abo GinbLue cnif 3acTocyBaTy 3BUYaiHI 4031 415 AOPOCUX.

Tabnuugd 2

[o3a uedTprakcoHy* YacToTa BBEAEHHSA* * NokasaHHsA
50-80 mr/kr OfvH pa3 Ha o6y BHYTPiLWHbOYEPEBHI iH(EKLT.




YcKnafHeHI TH(EKUIT CevyoBMBILHUX LLNAXIB
(BK/THOYAKOYM NIENOHEDPUT).

Mo3anikapHsHa MHEBMOHIS.

"ocniTanbHa NHEBMOHIA

50-100 mr/kr OpfvH pas Ha foby YCKnagHeH i iIHPeKLIT WKIpW | M’ AKUX TKaHWH.
(makcumanbHo—4 r) IHeKL,iT KICTOK i cyrnobis.
BefeHHs NauieHTIB i3 HEMTPONEHIEND, Y AKNX
PO3BMHYMacA rapsyka i € nmigospa Ha

bakTepianbHy iH(eKLito

80-100 mr/kr OfMH pa3 Ha goby BakTepiasibHUIA MEHIHTIT
(MakcumanibHO 4 1)
100 mr/kr OpfuH pas Ha foby BakTepiasibHWin eHA0oKapANT

(MakcmmasbHO 4 )
*  [pv LOKYMeHTa/IbHO MiATBEPLXKEHI BaKTepieMil cnif po3rnaHyTU NUTaHHA NPO 3aCTOCYBaHHSA HANBULLLOT 03U i3 PEKOMEH0BaHOr 0 Jjiana3oHy.
** Y pasi 3aCTOCYBaHHSA 03, L0 MNepeBULLYHOTb 2 I Ha J06Y, CNif po3rfisHyTM NMTaHHA NPO BBeAEHHA npenapary ABidi Ha Ao6y (3 12-roAvHHUM iHTEPBa/IOM).

MoKa3aHHS y HOBOHAPOAPKEHWX, HEMOBAAT Ta AiTeid Bikom Bif 15 aHiB A0 12 pokiB (<50 Kr), L0 NoTpedyrTb 0COBNBINX CXEM A03YBaHHS:

roCcTpuii cepeaHin oTuT

[n9 No4aTKOBOr 0 /liKyBaHHA rOCTPOro cepefHbLOro OTUTY MOXe ByTun 3aCTOCOBaHa OHOPa30Ba BHYTPILLHLOM A30Ba iH €KL i AnBobaky y Ao3i 50 mr/kr. [eski faHi
cBifyaTh, WO Y BMNAAKY, KOMM CTaH AUTUHU TSHXKKUIA abo nonepeHs Tepanis 6yna HeetheKTUBHOK, ANBO6aK MOXKe 6y TN eeKTUBHUM MPU BHYTPILLHLOM’ A30BOMY
BBefeHHi y f03i 50 Mr/Kr Ha fo6y NpoTArom 3 AHiB.

MepefonepayiiHa Npodinak TuKa iHgeKwi y MicLi XipypriyuHoro BTpyyaHHs

50-80 mr/Kr ofHOpPa30Bo nepes onepawieto.

Cwudpinic

3ara/lbHO pekomeHgoBaHMMK go3amu € 75-100 Mr/kr (MakcMmanbHO—4 1) OAUH pa3 Ha Jo6y NpoTArom 10-14 pHiB. PekomeHAauii LLLOAO A03YBaHHS Npw
cudinici, BKOYaroun Heipocudinic, 6as3ytoTbCs Ha AyXe 06MexxeHUX AaHuX. Cnif TakoX BpaxoBYyBaTyW HalliOHa/bHI abo MicLieBI pekoMeHAaaLlil.

AucemiHoBaHwii 6openios Jlaima (panHii (11 cTagis) i nisnin (111 cTagis))

50-80 Mr/kr oguvH pa3 Ha [o6y npoTarom 14-21 AHA. PekomeH[oBaHa TpWBaniCTb JliKyBaHHS Bapitoe, CNif TaKOX BpaxoByBaTW HaliOHa/bHI abo MicLeBi
peKkomeHauil.

HoBoHapoa>KeHi Bikom 0—-14 aHiB

AnBoGaK NPOTUMNOKAa3aHWI /19 3aCTOCYBaHHA HEOHOLLEHVM HOBOHAPOKEHWM i3 MOCTMEHCTPYa/IbHUM BIiKOM [0 41 TUXKHA (recTauiiiHWi BiK + KaneH4apHWUN BIK).




Tabnmus 3

[o3a uedTprakcoHy* YacToTa BBEAEHHSA Noka3aHHA
20-50 mr/kr OfuH pa3 Ha foby BHYTpILLIHbOYEPEBHI IH(EKLIT.
YcKnagHeHi iIHPeKLIT WKipy | M’ AKNX TKaHWH.
YcKnagHeHi HgeKuiT cevyoBUBIAHMX LUNAXIB
(BKNHOYAKOYUM NIENOHEDPHT).
Mo3anikapHsiHa MHEBMOHIS.
"ocniTasibHa NHEBMOHIS.
IHeKUiT KICTOK i cyrno6is.
BefleHHS NaLieHTIB 3 HEMTPONEHIED, Y SKMX
PO3BMHY/MacA rapsyka i € migospa Ha
bakTepianbHy iH(eKLito

50 mr/kr OpauH pas Ha o6y BakTepiaslbHWUIN MEHIHTIT.

BakTepianbHWiA eHaoKapanT

*  [lpyn fOKYMEHTa/IbHO MiATBEPAKEHIN 6aKTepieMIT Cnif po3rnisHYTM NUTaHHSA NPO 3aCTOCYBaHHA HANBULLLOT 403 i3 peKOMEHA0BAHOr O fiana3oHy.
He cnijg nepesuLLyBaTy MakcManbHy 1060BY 03y 50 Mr/Kr.

MokKa3aHHS Y HOBOHapPOKeHMX BikoM 0—14 AHIB, L0 NOTPebytoTb 0COOMBUX CXEM [A03YBaHHS:

oCTpwii cepegHii OTUT

[N NoYaTKOBOr0 NiKyBaHHA rOCTPOro CepeiHbOro OTUTY MOXKe 6y Ty 3aCTOCOBaHa OAHOPa30Ba BHYTPILLUHLOM A30Ba iH’eKLis AnBobaky y f03i 50 Mr/kr.
MepegonepaditHa npodinak Tuka iHeKLUin y MicLi XipypriyHoro BTpyyvaHHs

20-50 mr/Kr ogHOpa30Bo nepes onepaiieto.

Cudpinic

3aranbHOpeKoOMeH/0BaHO 403010 € 50 Mr/Kr oauH pa3 Ha fo6y npoTarom 10-14 gHiB. PekomeHzauii Woao fo3yBaHHS Npy cudinici, BKIKOYaoUumn Helmpocudginic,
6a3yroTbCA Ha fy>Ke 00MexXeHuX aaHux. Cnif TakoXX BpaxoByBaTW HaLliOHa/IbHI abo MiCLeBI peKoOMeHaLil.

TpuBanicTb NiKYBAHHS

TpuBanictb NiKyBaHHA 3a/1eXWUTb Bif nepebiry xsopobu. BpaxoByrouwn 3arasibHi pekoMeHgauii Lof0 aHTMOIOTMKOTepanii, 3aCTOCYBaHHA LepTPUakCoHy Chij,
NPOAOBXYBaTW NPOTAroM 48-72 rognH Nicns 3HNKHEHHS rapavky abo NigTBEPIKEHHS AOCATHEHHS epaanKaLlil 6akTepiasibHOT iH(eKLT.

MauieH TV NiTHLOrO BiKY

3a yMOBM 3a10Bi/IbHOT (DYHKLIT HAPOK | MEeYIHKN KOPEeKLia 403K nawieHTaM NiTHbOro BiKy He NoTpibHa.

MauieH TV 3 Ne4iHKOBOK HEAOCTATHICTIO

HasaBHI faHi cBifgyaTb Npo BiACYTHICTb HEOOXIAHOCTI KOPUryBaTW [03Y Y NAUIEHTIB 3 /IErKOK YM NOMIPHOK NEYiHKOBOK HeJOCTATHICTIO Y TOMY BUMAAKY, AKLLO




(DYHKLIS HAPOK He MopyLUeHa.

Hemae gaHux focnimkeHb WoA0 NauieHTIB i3 TAXXKOK NeYiHKOBOK HeOCTaTHICTHO (AMB. po3ain «PapMakoKiHETUKa).

MaLieH Ty 3 HUPKOBOK HELOCTATHICTIO

Y nauieHTIB i3 MOPYLUEHHAMU PYHKLIT HAPOK HeEMAE HEOOXIAHOCTI 3HMXKYBATU [03Y LiePTPUaKCOHY B TOMY BUMAAKY, AKLLO (DYHKLIS HUPOK He nopyLueHa. Jiuwe B
pasi HUPKOBOI HeAOCTATHOCTI Yy NepeATepMiHaNbHIN cTagil (KnipeHe KpeaTuHiHY MeHLwe 10 Mn/xB) 1060Ba 03a LehTpMaKCoHY He NOBMHHA NepeBuLLyBaTn 2 T.
XBOpYM, fIKI 3HAXOLATLCA Ha Aianisi, Hemae NoTpebn y AOAATKOBOMY BBEAEHHI npenaparty nicna Aianisy. LlehTpuakcoH He BMAANAETHCA 3 OPraHismy LUISXOM
nepuTOHeanbHOro Aianisy abo remogianisy. PeKoMeHAYETbCA PeTeNbHUIA KNiHIYHMIA MOHITOPUHT 6e3neKkun Ta epeKTUBHOCTI Npenapary.

MauieH TV 3 TAXKKUMN NOPYLLUEHHAMMW OYHKLIT NEeYiHKW | HUPOK

Mpwn 0f4HOYACHOMY TSHXKKOMY NOPYLUEHHI (hYHKLIT HAPOK Ta NeYiHKY peKOMEHAYETLCSA PETENbHUIA K/TIHIYHWIA MOHITOPUHT 6e3neKu Ta epeKTUBHOCTI Nnpenapary.

Cnoci6 BBeAeHHSA

BHYTPILLHLOM’5130B€ BBEEHHS

AnB06aK MOXHa BBOAUTY LUIAXOM TIMOOKOI BHYTPILLIHLOM A30BOT 1H €KLIT. BHYTPILUHLOM A30BY IH’EKLit0 CNif POOGUTM Yy LIEHTP BIHOCHO BE/IMKOrO M’A3y.
PeKOMeHAY€ETLCA BBOAUTU He Ginblue 1 T B O4HY LiNAHKY.

AKLLO NiJOKATH 3aCTOCOBYIOTb SIK PO3UYMHHUK, OTPUMAHWIA PO3YMH HIKO/IM He CNif BBOAUTU BHYTPILLUHLOBEHHO (AMB. po3ain «poTunoKasaHHa»). Ana feTasbHOl
iH(hopMmaL,ii peKOMeHAYETbCA 03HANOMUTUCS 3 IHCTPYKLIEI A1 MEANYHOIO 3aCTOCYBaHHS MiA0KaTHY.

3acTocyBaHHA NigokaiHy nepeabavae nonepesHe NPOBeAeHHA NPobU 419 BU3HAYEHHS IHAMBIAYaNbHOT Yy T/IMBOCTI 0 LibOro NiKapCbKOro 3acoby.

BHY TpiLIHb0BEHHE BBEAEHHS

AnB06aK MOXHa BBOAUTU LUIAXOM BHYTPILLUHbOBEHHOT iH(Y3IT TpuBanicTio He MeHwe 30 XBUAMH (LUNAX, AKOMY BifAa€ETbCsA MepeBara) abo LUIAXOM MOBIbHOT
BHYTPILUHbOBEHHOT iH’€KLiT TPMBaNicTHO Gifblle 5 XBUIMH. BHYTPILLHLOBEHHE NepepuBYacTe BBEAEHHS CNif 34iNCHIOBATM NPOTArOM 5 XBUNNH NePEBaXKHO Y BENUKI
BeHW. BHyTpiLWHbOBEHHI 4031 Mo 50 Mr/Kr abo 6ifibLue Cnif BBOAUTYM LLAAXOM IHGY3IT HEMOBAATAM | A4iTAM BiKOM 40 12 pokiB. HOBOHapO»KeHUM BHYTPILLIHbOBEHHI
A03u CNif BBOAUTY NPOTSArom 60 XBUANH 3 METOK 3MEHLLIEHHS NOTEHLINHOr0 pu3nKy 6inipy6iHOBOT eHLedanonarii (am.. po3ginn «IMpoTNMNOKa3aHHN»
Ta «OC06MMBOCTI 3aCTOCYBaHHS»). MUTaHHA NP0 BHYTPILLHLOM’A30Be BBEAEHHSA CNif, PO3rNaAaTh, KOy BHYTPILLUHbOBEHHWIA LUNSX BBEAEHHA HEMOX/IMBMIA 860 MEHLL
NPUAHATHWIA 415 nauieHTa. [o3n, Wwo nepesuLLyroTb 2 T, CMif BBOAUTY BHYTPILLUHLOBEHHO.

LlethTprakcoH nNpOTUMOKa3aHNA HOBOHapPOMKEHUM (£ 28 AHIB), AKWO M MNOTPi6He (abo OuviKyeTbes, WO Oyae NOTPiIGHE) NiKyBaHHA KasbLiiBMiCHUMU
BHYTPILUHbOBEHHUMMW PO3YMHAMU, BKIKOYAOUN THPY3INHI PO3UMHU, AKI MICTATb KasbLili, Taki fK NapeHTepaibHe XapuyBaHHS, Y 3B’A3KY 3 PU3MKOM YTBOPEHHS
npeuuniTaTiB KasbLieBUX CONelt LeTprakcoHy (AMB. po3ain «poTUNoKasaHHS»).

He MOXXHa BUKOPUCTOBYBATW PO3UMHHUKM, AKI MICTATb KaulbLiil, TakKi SK PO34nH PiHrepa 4n po3unH MapTmaHa, 419 PO3UMHeEHHS LeTPMakCcoHy Yy (hnakoHax abo ans
MoJasibLLIOr0 PO3BEfEHHS BIAHOB/IEHOrO PO3YMHY AJ1 BHYTPILUHbOBEHHOIO BBELEHHS, OCKI/IbKM MOXe YTBOPUTWUCA npeuunitaT. BUHWMKHEHHA npeuumniTaTis
KanbLiEBMX CONel LeTPMaKCOHY TaKoX MOXE BifoyBaTvCA NP 3MillyBaHHI LeTPMAKCOHY 3 po3unHamm, SKi MiCTSTb Ka/bLiil B OAHIN iHAY3iiHIA cucTeMi ans
BHYTPILUHbOBEHHOIO BBeAEHHA. TOMY He MOXHa 3MillyBaTh ab0 O[HOYAcCHO BBOAUTU LEPTPUAKCOH i3 po3uMHaMK, SAKi MICTATb KanbLiid (anB. po3ginu
«[poTMNOKaszaHHsA», «OCO6/IMBOCTI 3aCTOCYBaHHA» Ta «HECYMICHICTb»).

3 MeTO0 NepeonepalinHol NpodinakTNUKKM iHEKLiN Y MicLi XipypriYHOro BTpyYaHHs LedTpuakcoH cnig Beoant 3a 30—90 XBUMH [0 XipypriyHOro BTpyYaHHs.

aiTn.



Mpenapat 3aCTOCOBYBATW AiTAM 3rigHO 3 A03YBaHHAM, BKa3aHUM Y po3gini «Cnocib 3acToCcyBaHHA Ta [03U».

Nepeno3yBaHHS.
Y pasi nepeno3yBaHHSI reMojiania yuM nepuToHeanbHWIA fiani3 He 3MEeHWWTb HaAMIpHI KOHUEHTpauii npenapaTy B nnasmi Kpoei. [pu nepeaosyBaHHi MOXe
criocTepiratuca HygoTa, 6/110BaHHS, giapes. CneyugiyHOro aHTUAOTY He iCHYE. JTiKkyBaHHA nepefo3yBaHHSA CUMMITOMATUYHE.

Mo6iyHiI peakuil.

Mo6iyHi peakuil, WO HaivacTiwe crnocTepiranmMcs NpW 3acToCyBaHHI LEPTPUAKCOHY: e03nHOINisA, NENKONeHis, TPOMOOUMTONEHIS, Aiapes, BUCUMaHHA Ta
MigBULLEHHS PIBHSA MEYIHKOBUX PEPMEHTIB.

YacToTy BUHNMKHEHHS HebaxXaHMX peakLiii Ha LeTPrakCoH B13HaYvaam 3a JaHUMU KNiHIYHUX 0OCNIIKEHb.

3a 4acToTOH ABMLLA KNAacUiKOBaHi TaKUM YMHOM:

Ay>Ke NoLUnpeHi (= /10);
MoLUMpEHi (= /100 < 1/10);
HenoLumpeHi (= /1000 < 1/100);

PiAKO NOLUMPEH (= /10000 < 1/1000);

yacToTa HeBigoMa (HEMOXX/IMBO OLIHUTI 38 HAABHUMW JaHUMMN).

IHdpeKLiT Ta iHBA3ii: HEMOLLMPEHi — FPUGKOBI IH(EKL,iT CTaTeBNX OpraHiB; PifKo NOLLNPEHi — NCeBAOMEMBPAHO3HUI KOMITY; yacToTa HeBigoMad — cynepiHgeKLiib.

3 60Ky cMcTEeMU KPOBi Ta NiMaTUYHOI CUCTEMU: NOLUMPEHI — €03MHOINIA, NENKONEHIsA, TPOMOOLUMTOMNEHIS; HENOLWMPEHI — rpaHyNoUMTONEHis, aHeMmis, po3naau
Koarynsuji; 4acToTa HeBifoMad — reMoniTUYHa aHeMisiP, arpaHynoumTos.

3 60Ky iMYHHOI CUCTEMM: YacTOTa HEBifIOMAd— aHa(iNAKTUUHUIA LLIOK, aHagiNaKTUYHI peakLii, aHagiNnakToiAHI peakLii, peakLii NiABULLEHOT YyTMBOCTID, peakLlis
Apuwa-repkcreimepa (4nB. po3ain «Ocob6MBOCTI 3aCTOCYBaHHSA).

3 60Ky HepBOBOI CUCTEMU: HEMOLUMPEHI — FONOBHUIA Biflb, 3aMaMOPOYEHHS; YacTOTa HEBIAOMad — CyJOMU.

3 60Ky opraHis cnyxy i piBHOBaru: yactoTa HeBiJOMad — BEPTUTO.

3 60Ky opraHiB guxaHHs, FpyAHOT KNI TKU Ta cepeOCTIHHA: PiAKO NOWNpeHi — 6BpoHXxocnasm.

3 60Ky LLINYHKOBO-KMLLKOBOTO TPAKTY: NOLUMPEHi — fiapesP, pifki BUNOPOXXHEHHS; HENOLLMPEHi — HY0Ta, 6/10BaHHS; YacTOTa HEBIJOMa2 — NaHKPeaTuTL, cTomMaTuT,
rfI0CUT.

3 60Ky renaTobiniapHOi CUCTEMMN: MOLIMPEHI — MiABULLEHHA PIBHA MEYiHKOBUX (DEPMEHTIB; yacTOTa HEBifOMad — MpeuuniTaTi y XOBUHOMY MixXypiP, aaepHa
YKOBTAHMUA.

3 BOKy LWKipW i NiAWKIPHOT KNITKOBUHW: MOWMPEHI — BUCMNAHHS; HeMoLIMPeHi — CBepOiK; PigKO NOLUMPEHi — KPOMWB’AHKA; YacToTa HeBigoMad — CUHAPOM
CriBeHca-[XKOHCOHAP, TOKCMYHWIA enifiepManbHUA Hekponisb, MynbTU(OpMHA epuTeMa, TOCTPWIA reHepani3oBaHWii eK3aHTEMaTO3HMI MYCTYNb03, peakuii 3
eo3nHodinieto Ta cuctemHummn cumntoMamm (DRESS) (amB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHS»).

3 60Ky HMPOK Ta CeyoBUAINbHOT CUCTEMU: PIAKO NOLUMPEHI — rematypis, rIHK03ypis; YyacToTa HeBifOMad — ONirypisi, yTBOPeHHS NpeLmniTaTis y HUpKax (060poTHI).
3arasnbHi po3naan Ta peakuiiy MicLi BBefleHHA npenapaTy: HenoLwmpeHi — gnebiT, 6inb y Micui iH’eKLiT, NponacHMUS; piAKo NOLWMpPeHi — HabPsK, 03HOO.

[laHi naGopaTOpHUX aHani3is: HEMoLMpeHi — MiABULLIEHHS PIBHA KpeaTUHiHY Yy KpOBi; 4acToTa HeBigoOMad — XMBHOMO3NTUBHI pe3ynbTaTy TecTy Kym6eab,
XWNBHOMO3UTUBHI Pe3yNbTaTyi aHani3y Ha ranakTo3eMitoP, XMbHOMO3NTUBHI pe3y/ibTaTh HehePMEHTHUX METO/IB BU3HAYEHHS THOKO3WP.

& Ha 0CHOBI MOCTMapKeTUHroBUX 3BITIB. OCKINbKM iH(OpMAaLLiA NPo Ui peakuii A06POBiNbHO HAAXOAUTD Bifl HACENEHHS HEBMU3HAYEHOT KiIbKOCTI, HEMOXX/MBO
[OCTOBIPHO OLIHWTK TX YacCTOTY, Y 3B’A3KY 3 LM BOHA XapaKTepu3yeTbCA AK HeBiLOMa.
b n.. po3ain «Oco6ANBOCTI 3aCTOCYBAHHA»



IH(pekuiT Ta iHBas3Il.

Bunagku piapel nicns 3actocyBaHHS LeTPUakCoHy MoXKyTb 6yTu nos’s3aHi 3 Clostridium difficile. Cnig npusHaumTi BignoBigHy KiNnbKiCTb PiAWHM Ta eNeKTPONITiB
(ams. po3gin «OcobNMBOCTI 3aCTOCYBAHHSA).

MpeynniTaTyn KanbLieBOI CONi LeTPUAKCOHY.

PifKICHI BUNaaKM THKKUX HebakKaHWUX peakuil, iHOAi 3 NeTalbHUMW HacnifKamu, 3apeecTpoBaHi Y HeOHOLLEHNX Ta AOHOLUEHUX HOBOHAapPOMKEHMX (BIKOM < 28
[HIB), IKUM BHYTPILLUHLOBEHHO BBOAWN LePTPUAKCOH Ta npenapatn Kanblito. [py ayToNnCii y nereHax 1a HUpKax 6ynu BUABNEHI NPeuunitTati KasbLieBol Cofi
LedTprakcoHy. BUCOKMIA pU3NK yTBOPEHHS MpeuuniTaTiB Yy HOBOHAPOKEHMX € HaCNigKOM iX Masoro 06’eMy KpoBi Ta [OBLUOrO, HiX y AOpoc/iuX, nepiogy
HaniBBUBeLEHHS Le(hTPpUakcoHy (auB. po3ginm «PapmakofmHaMika, «[poTunokasaHHsA», «OCo6NMBOCTI 3aCTOCYBaHHS»).

3apeecTpoBaHi BUNaAKM YTBOPEHHS MPeuuniTaTiB y HUpKax, NepeBaXKHO y AiTei BikoM Bif 3 POKiB, AKi OTpUMYyBann Be/IMKi J060BiI 403K npenapaTy (Hanpuknag = 80
Mr/Kr/go6y) abo 3aranbHi 403u noHag, 10 r, a TakoXX MasiM [0AaTKOBI hakTopy pU3NKY (Hanpuknag, 06meXXeHe CNoXXKUBaHHA PignHM abo NOCTiNbHUIA
peXuMm). PU3MK YTBOPEHHA MpeuunitTaTiB 3pocTae Yy nauieHTiB, No36aBfieHMX PYyXIMBOCTI, abo Yy XBOPUX Yy CTaHi 3HEBOAHEHHS. [peuunitat MOXYTb
CyMNpOBOLKYBATUCA CUMMTOMamMK abo OyTV acMMMTOMaTUYHUMMK, MOXYTb MPU3BOAWUTU 0O HUPKOBOI HEAOCTATHOCTI Ta aHypil, i 3HWKaKTb MIiCNA MPUMUHEHHS
3aCTOCYyBaHHSA LepTprakcoHy (ame. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).

3apeecTpoBaHi BMUNagKN YTBOPEHHSA NMPELUniTaTiB KasibLieBOT COMi LEeMTPMAKCOHY Y XXOBYHOMY MIXypi, MepPeBaXXHO Y NaLieHTIB, AKUM npenapart BBOAWIM Y [03aX,
BULLMX 3a CTaHAapTHY PEKOMEeHAOBaHy A03y. Y [AiTeil, 3a JaHWMW MPOCMEKTUBHUX AOCNiIKEeHb, YacToTa YTBOPEHHS MpeuunitaTiB npyv BHYTPILIHLOBEHHOMY
BBefeHHI npenapaty 6yna pi3Ho — Yy Aedaknx focnifpkeHHAaX noHag 30 %. MNpw nosisibHOMY BBeAeHHI npenapaTy (npotarom 20-30 XBW/MH) YacToTa YTBOPEHHSA
npeumniTaTiB HMKYa. Y TBOPEHHS NpeLmniTaTis 3a3BMYali He CyNpOBOAKYETHCA CUMNTOMaMMU, ane y PiAKICHUX BUNagKax BUHUKAIN TaKi KNiHIYHI CUMOTOMMU 5K 6inb,
HyzoTa i 6/1l0BaHHA. Y TakMX BMNafKax PeKOMEHAYETbCA CUMMTOMATUYHE NiKyBaHHA. [icns NPUNMHEHHS 3aCTOCYBaHHA LeTPUaKCoHy npeumnitaty 3a3suyai
3HMKaKOTb (AMB. po3gin «OcobNMBOCTI 3aCTOCYBAHHS).

TepmiH NPpUAATHOCTI. 2 POKMW.

YMoBW 36epiraHHs.

36epiraTv B opuriHanbHiin ynakosLi npu TemnepaTypi He BuLle 25 °C.

36epirati y HefOCTYNHOMY A/15 4iTei MicLi.

MMpUroToBNEHNI PO3UMH 36epiraTi y 3axXuLLEeHOMY Bij CBITNa MicLi MPOTSAroM 6 rofuH npy KiMHaTHI TemnepaTtypi abo NpoTarom 24 roguH npu Temnepatypi 2-8 °C.

HecyMmiCHICTb.

LledTprakcoH He MOXKHa 3MiLLYBaTW 3 Ka/lbLLiIBMICHAMW PO34YMHAMU, TaKUMU SIK PO34MH PiHrepa um po3yunH MapTmaHa.
LlethTprakcoH HecyMmiCHWIA 3 aMCaKpHOM, BaHKOMILMHOM, (h/TyKOHA30/10M i aMiHOT TiKO3ugamu.

He cnig 3milyBaty 3 iHLWUMMK PO3YMHHMKAMMU, KPIM TUX, LLLO 3a3HayeHi y po3gini «Cnocib 3acToCyBaHHA Ta [03U».

YnakoBKa
Mo 1 r NopoLLKy npenapaTty Y CKNSAHOMY (h1akOHi, 3aKyrnopeHOMY ryMOBOK MPOOKOI0 Ta aItoMiHIEBUM OOTUCKHUM KOBMAaYKOM, CMOPSIKEHUM KPULLIKOKO (hnin-od,
L0 3a6e3reyvye KOHTPO/b NePLUOro BigkpuTTA. Mo 1 (hnakoHy y naulli 3 KapToHy.

KaTeropis Bignycky. 3a peLenTom.



BupobHMK.
Nab6opartopio Peir XXotpe, C.A.

Micue3HaxomMkKeHHSI BUPOOHMKa Ta agpeca MicLs NPOBapKeHHS A0ro Aisi/IbHOCTI.
By/. XKepema, 111, npomucnosa 30Ha, Tonefo, 45007 (Tonepo), Icnaxis.

02660, M. Knis, BpoBapCbKuii NpOCMeKT,
5 «», Ten./dhakc +38 044 517-75-00, eneKTpoHHa agpeca pharmacovigilance@alvogen.com.



