IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ENILED
(BLICEF)

Cknag:
Aitoya peyoBrHa: LeghTpMakCoH;
1 pnakoH MICTUTb LLePTPMAKCOHY HATPIO eKBIBAIEHTHO LedTprakcoHy 1000 mr.

NikapcbKa thopma. MopoLoK Ans po3unHy Ans iH’ekuii.
OCHOBHI (hi3MKO-XiMiYHi B1aCTMBOCTI: KPpUCTaNiYHMIA MOPOLLOK Bif Malixe 6in0ro 4o »X0BTO-6i/10r0 Konbopy.

dapmakoTepaneBTUYHA rpyna. AHTUOaKTepiaibHi 3ac00M AN CUCTEMHOMO 3acToCyBaHHA. IHWI GeTa-nakTamHi aHTMGIOTUKKM. LiedanocnopmHu 111 NOKONIHHS.
LlethTprakcoH.
Kog ATX JO1D DO4.

dapMako/oriyHi BnacTmeoCTI.

dapmakogrHamika.

LledTprakcoH — napeHTepasibHUiA LedanoCrnopyMHOBMIA aHTMBIOTKK |11 NOKONIHHA 3 MPOSIOHTOBAHOH) Ai€l0.

MexaHi3m gii.

BakTepuymnaHa akTUBHICTb LeDTPMAKCOHY 3yMOB/IEHA MPUTHIYEHHAM CUHTE3Y KNITUHHOIT CTiIHKWU. LlethTpMakCcoH akTMBHWIA in Vitro BiJHOCHO LUMPOKOro CnekTpa
rpamHeraTMBHMX i rPaMno3MTUBHMX MiKPOOpPraHiamiB. LiedhTprakcoH XapaKTepmn3yeTbCs AyXKe BENMKOK CTIKICTHO A0 6inblIOCTi b-nakTamas (K neHiyuniHas, Tak i
LiethanocnopmnHas) rpamno3nTUBHUX | rpaMHeraTMBHUX GakTepiid. LiepTpmMakcoH 3a3BMyail akTUBHWUIA BIAHOCHO TakMX MIKpPOOPraHi3miB in vitro Ta npy KNiHIYHKX
IH(heKUiAX (anB. po3ain «IMoKazaHH:»):

[pamno3nTuBHI aepoou.

Saphylococcus aureus (MeTULMAIHOYYTANBUIA), KOaryna3o-HeraTuBHI CTagifiokokn, Sreptococcus pyogenes (B-remonituuHunii, rpynu  A), Streptococcus
agalactiae (B-remonitTnuHuiA, rpynu B), B-remoniTnyHi cTpenTokokm (rpynu Hi A, Hi B), Streptococcus viridans, Streptococcus pneumoniae.

MpumiTKa. CTiKi o MeTuuuniHy Staphylococcus spp. pesvCTeHTHI A0 LedanocnopuHiB, y TOMy umucni [0 uedTpuakcoHy. Takox Enterococcus faecalis,
Enterococcusfaecium Ta Listeria monocytogenes nposiBAstoTh CTIAKICTb 40 LeTPUaKCoHy.

"pamMHeraTuBHI aepobu.

Acinetobacter Iwoffi, Acinetobacter anitratus (ronosHum ynHom A. baumanii)*, Aeromonas hydrophila, Alcaligenes faecalis, Alcaligenes odorans, ankareHonogi6Hi
6akTepii, Borrelia burgdorferi, Burkholderia cepacia, Capnocytophaga spp., Citrobacter diversus (y tomy umcni C. amalonaticus), Citrobacter freundii*,
Escherichia coli, Enterobacter aerogenes*, Enterobacter cloacae*, Enterobacter spp. (iHwi)*, Haemophilus ducreyi, Haemophilus influenzae, Haemophilus
parainfluenzae, Hafnia alvei, Klebsiella oxytoca, Klebsiella pneumoniae**, Moraxella catarrhalis (paHiwe Hasueanucs Branhamella catarrhalis), Moraxella
osloensis, Moraxella spp. (iHwi), Morganella morganii, Neisseria gonorrhoeae, Neisseria meningitidis, Pasteurella multocida, Plesiomonas shigelloides, Proteus
mirabilis, Proteus penneri*, Proteus vulgaris, Pseudomonas fluorescenst, Pseudomonas spp. (iHWwi)*, Providentia rettgeri, Providentia spp. (iHwi), Salmonella



typhi, Salmonella spp. (rpyna enteritidis), Serratia marcescens, Serratia spp. (iHwi), Shigella spp., Vibrio spp., Yersiniaenterocolitica, Yersiniaspp. (iHwi).

* [1esIKi i30N19TW UMX BUAIB CTiMKI 40 LedTprMakcoHY ro/I0BHMM YMHOM YHACNiLOK YTBOPEHHS B-naKTamas, Lo KOAYHTbCA XPOMOCOMaMMU.

** neski i3onatn Klebsiella pneumoniae CTiiKi A0 LeTprMakCcoHy YHaACNioK YTBOPEHHS HN3KW M1a3Mifo-onocepeKoBaHMX B-naktamas.

MpumiTKa. barato 3i LWTaMiB BuMLIE3a3HAYEHNX MIKPOOPraHiaMiB, SiKi MatOTb MHOXMWHHY CTIMKICTb [0 TaKMX aHTMOIOTMKIB K aMiHOMeHiunniHn Ta
ypeigoneHiunninu, uedanocnopuHn | ta Il NOKONIHHSA, aMiHOMNIKO3WAN, € YYTAUBUMU A0 LeTprakcoHy. Treponema pallidum vyTimea 0 uedTprMakcoHy in vitro ta
B focnifax Ha TBapuHax. KniHiuHi BUNpo6yBaHHA NOKa3yloTb, L0 LeTPUaKCOH etheKTUBHUIA ANA NiKyBaHHA NEPBUHHOIO Ta BTOPUHHOIO cudinicy. 3a Aeskumu
BUHATKaMUM KNiHIYHI WTamun P. aeruginosa CTiiki o LedTprakCcoHy.

AHaepobu.

Bacteroides spp. (4yTnmBi fo »osui)*, Clostridium spp. (kpim rpynun C. perfringens), Fusobacterium nucleatum, Fusobacterium spp. (iHwi), Gaffkia anaerobica
(paHiwwe HasmBanucs Peptococcus), Peptostreptococci.

* [esiki i3onaTn Bacteroides spp. CTiiiKi f0 LedTprakcoHy.
MpumiTKa. bararto 3i WwWramis Bacteroides spp., AKi NpoAyKytoTb b-naktamasu (30kpema, B. fragilis), cTiiki go uedrprakcony. Ctiikuin go Clostridium difficile.
UyTnmeicTb A0 LepTprakcoHy MOXHAa BM3HavaTV MeTO4OM AMCKIB abo MEeTOAOM CepiiHMX po3BefeHb Ha arapi abo 6y/blOHI, BUKOPUCTOBYHOUM CTaHAAPTHY

MEeTOAMKY, NOAI6HY [0 Tiel, AKY peKomeHAye HauioHanbHWIn KOMITET KNiHiYHUX nabopatopHux ctaHgapTis (HKKJC). Ansa uedtprakcoHy HKKJ/1C BcTaHOBMB Taki
KpUTepIT OLiHKM pe3ynbTaTiB BUNPobyBaHb:

YyTnusi MomipHo Criviki
YyT/NBI

MeToz po3BefeHb
IHridytoua KoHUeHTpawis, Mr/n <8 16-32 > 64
MeTog aunckis

(anck 3 30 MKT LeTPraKkcoHy)
[liameTp 30HU 3aTPUMKM POCTY, MM >21 20-14 <13

[ns BM3HAYEHHSA YYTAMBOCTI MIKPOOPraHi3miB Chif BUKOPUCTOBYBATU AUCKM 3 LIeTPMAKCOHOM, OCKISIbKM Y AOCAIIKEHHAX in Vitro nokasaHo, Lo LedTprakcoH
aKTUBHWIA BIAHOCHO OKPEMMX LUTaMiB, IKi CTIKi MPY BUKOPUCTaHHI AUCKIB, NPMU3HaYeHNX AN BCIET Fpynu LedanocnopyrHiB.

3amicTb cTaHgapTiB HKKJ/IC ans BU3Ha4YeHHS YyTAMBOCTI MIKPOOPraHiamiB MOXKHa BUKOPUCTOBYBATM i iHLWII A06pe CTaH4apTM30BaHi HopMaTuBK, Hanpuknag, DIN
Ta ICS, L0 [03BONAKOTL afieKBATHO OLIHUTU PIBEHb YYT/INBOCTI.

dapmakoKiHe TVKa.
dapmakoKiHETUKA LLehTPMAKCOHY Mae HeNiHIMHMIA XapakTep. Y Ci OCHOBHI (hapMaKOKIHETUYHI NapameTpu, Lo 6a3ytoTbCA Ha 3ara/ibHNX KOHLEHTpaLisxX npenaparty
(BifIbHWIA Ta 3B’A3aHWI 3 6iNKaMu LLedpTPMaKCOH), 3a BUHATKOM Nepioy HaniBBUBEAEHHS, 3a/1eXaTb Bif, LO3W.

BCMOKTYBaHHS.
MakcumasibHa KOHLEHTpaLia y naasmMi KpoBi Micns BHYTPILUHLOM’A30BOr0 BBeAEeHHA 1 r npenaparty CTaHoBUTbL 81 Mr/n Ta pocAraetbca 3a 2-3 rofuHW nicng
BBefeHHsA. OHOPa30Bi BHYTPILHLOBEHHI iHY3iT 1 T Ta 2 r Npmn3BoaaThb Yepe3 30 XBUAMH 40 KOHLEHTpaLii 168,1 + 28,2 Ta 256,9 + 16,8 mr/n BigNOBIAHO.

Mnowa nig KPMBOK «KOHLEHTPaLif-yac» y niasMi KpoBi Micns BHYTPILLHbOBEHHOIO BBEAEHHS AOPIBHIOE TaKil nicns BHYTPILLHLOM’A30BOr0 BBeAeHHS. Lie 03Havae,
L0 6i0f0CTYNMHICTb LehTpHMaKCoHy Micns BHYTPiLLHLOM’30BOM0 BBeAEeHHS CTaHOBUTL 100 %.



Po3nogis.
O6’em po3noginy ueTpuakcoHy CTaHOBUTbL 7-12 n1. licns BHYTPILWHLOBEHHOrO BBEAEHHS LEPTPUAKCOH LUBMAKO MPOHMKAE B IHTEPCTUUiaNbHY piavHY, Ae

GaKTepULMAHI KOHLEHTpaLiT LWOAO YYTANBUX MIKPOOPraHi3MiB 36epiratoTbCs MPOTAroM 24 roguH.

Micna BBefdeHHA y 03I 1-2 r uedTprakcoH [06pe MPOHWMKAE Yy TKaHWHW Ta PiAVMHK opraHiamy. MpoTarom Gifbl HiX 24 roAMHW Or0 KOHLEHTpaLil Habarato
NepeBULLLYIOTb MiHIMasIbHI NPUTHiYYyBaibHI KOHUEHTpaLiT Ans 6inbwocTi 30YAHUKIB IHPEKLIM 6inbLll HXX Yy 60 TKaHMHaX Ta pignHax (y TOMY Ymcni NereHsx, cepui,
YKOBYOBMBILHWX LLUNAXAX, MeYiHLi, cepefHbOMY BYCi Ta C/IM30BIl HOCA, KiCTKaX, & TakOoX CMWHHOMO3KOBIN, NieBpasbHiA Ta CUHOBIa/IbHIW pignHaXx, y CekpeTi
npocratu).

LledpTprakcoH 3BOPOTHO 3B’SA3YETLCA 3 a/lbOYMiIHOM, NPUYOMY CTYMiHb 3B’A3yBaHHS 3MEHLLYETHCA 3i 3pOCTaHHAM KOHLEHTpaLil, Hanpuknag, 3HMKyumnch 3 95 %
NpWY KOHUEHTpauii y nnasmi kposi MeHwe 100 mr/n fo 85 % npu KoHueHTpauii 300 mr/n. 3aBAsKM HWKYIA KOHUEHTpaUil anbOyMmiHy Y TKaHWHHIA piguHi YacTka
Bi/IbHOIO LedTPUAKCOHY B HIil BALLA, HIXK Y N1a3Mi KPOBi.

LledTprakcoH NpoHMKae Yepes 3anaieHi MO3KOBI 060/10HKM Y fiTel, Y T.4. HOBOHAPOAXKEHUX. MaKCUMa/ibHa KOHLEHTpaLisi y CMHHOMO3KOBIN PiUHI fOCAraETbCS
NPUGAN3HO Yepe3 4 roanHK NiCNsA BHYTPILUHLOBEHHOIO BBEAEHHS Ta CTaHOBUTL Y cepeHboMy 18 mr/n npu posax 50-100 mr/kr. MNpu 6akTepia/lbHOMY MEHIHTITI
cepeHs KOHLEHTpaLif LedTprakcoHy B LepebpocniHabHIA pignHi CTaHOBUTL 17 % Bif KOHUEHTpaUil y nna3mi KpoBi, Mpu acenTUYHOMY MeHIHTITI — 4 %. Yepes
24 rofuHKN nicns BHYTPILUHbOBEHHOIO BBeAeHHs briuedy B fo3i 50-100 Mr/Kr KOHUEHTpaLiT LedTpMakcoHy Y ClMHHOMO3KOBIW pigunHi nepesuiytots 1,4 mr/n. Y
A0POCANX XBOPMX Ha MEHIHTIT nicns BBeAeHHS A031 50 Mr/Kr yepe3 2-24 rogvHN AOCAratoTbCA TaKi KOHLUEHTPaUii LehTPUaKCoHyY y LiepebpocniHanbHili pignHi, SKi B
6arato pasiB NepeBULLLYIOTb MiHIMabHI IHFiOYHOUI KOHUEHTpaLIT ANns HaPO3MNOBCHOAXKEHILLNX 30Y/AHNKIB MEHIHTITY.

Lle(hTprakcoH NpoxoanTb Yepes nnaLleHTapHWUIA 6ap’ep Ta B MaIMX KOHLEHTpaLisiX NPOHUKaE Y rpyfaHe mMonoko (3-4 % Big KOHUEHTpauii y nna3mi KpoBi MaTepi
yepes 4-6 rouH).

MeTaboni3m.

LlethTprakcoH He NigaaeTbCcsa CUCTEMHOMY MeTaboni3my, a NepeTBOPHOETLCA Y HEAKTUBHI MeTaboiTK Nif A€ KULLIKOBOT (hI0pw.

BusegeHHs.

3arasibHui NNa3mMoBUiA KNipeHe LeTpUakcoHy CTaHoBUTb 10-22 mn/xB. HUpKoBMiIn KnipeHe — 5-12 mni/xB. 50-60 % uethTprakcoHy BUBOAUTLCSA Y HE3MIHEHOMY
BUrnagi HupKamu i 40-50 % — y HeaMiHeHOMY BUTNS4I 3 XKOBYLO. [epiof HaniBBMBeAEHHS LeTPUaKCOHY Y OPOCNX CTaHOBUTL 6/1M3bKO 8 rOANH.
PapMaKOoKiHETVKA B 0CO6/IMBUX NONYNALLISX.

Y HOBOHapPOMKEHWUX AiTel HMPKaMK BUBOAWUTLCA Npu6an3Ho 70 % o3n. Y fiTeid neplumnx 8 [HIB XMNTTA, a TakoX Yy NauieHTIB BIKOM Bif 75 POKiB nepiof
HaniBBMBEAEHHS Y CcepefiHbOMY € B 2-3 pa3n GifIbLUNM, HIDXX Y AOPOCINX MOMOAOTO BiKY.

Y XBOPUX i3 NIErKUM Ta NOMIPHWUM MOPYLLEHHAM (DYHKLiA HUPOK Ta NeYviHKy (hapMakoKiHETMKA Lie(hTPUAKCOHY 3MIHIOETbCS HE3HAYHOK MIpOI0, Bifl3HAYa€ETbCA NnLLe
He3HayHe 36iNblUeHHS Mepiofy HaniBBMBELEHHS 3 M1a3My KPOBi. AKLWO MmopyLleHa nvwe QYHKLIS HUPOK, 36iMbLUYETHCA BUBELEHHS 3 XKOBUYIO, AKLLO MOpYyLUeHa
(OYHKLLiSt NeYiHKK, 30iNbLLYETLCS BUBEAEHHS Yepe3 HUPKMN.

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.

Briued 3acTocoByBaTh 4N NiKyBaHHA iH(EKLiN, 30YAHUKN SKUX YYTIUBI [0 LedTPUaKCOHY:

- IH(peKuiT AnXanbHUX LWAAXIB, 0CO6/IMBO MHEBMOHISA, & TaKOX IH(eKUiT Byxa, ropsa i Hoca;

- IH(peKyiT opraHis YepeBHOT MOPOXKHUHW (MEPUTOHIT, IHPEKLIT YXOBYOBMBIAHUX LUAAXIB i LLUIYHKOBO-KULLIKOBOIO TPAKTY);
- IH(peKUiT HAPOK i CeYOBUBIAHMX LUNSXIB;

- [H(eKuiT cTaTeBMX OpraHiB, BK/IHOYaKOUM FOHOPEID;

- cencuc;



- [HbeKuiT KICTOK, Cyrno6is, M'AKUX TKaHWH, LLKIpW, a TaKOX paHOoBI iH(eKL,iT;

- IH(peKUiTy XBOPUX 3 0C1abneHNM iIMyHHUM 3aXUCTOM;

- MEHIHTIT;

- OmcemiHoBaHwin 6openio3 Slainma (ctagii 1l ta I11).

MepionepauyiiHa NpotinakTMKa iHeKLUin Npu XipypriyHnx BTPyUYaHHAX Ha OpraHax LTyHKOBO-KMULLKOBOI O TPAKTY, XXOBYOBMBIAHMX LUNAXIB, CEHOBUBIAHUX LLNAXIB |
nifJ, Yac riHeKoNorivYHMX Npoueayp, ane nLLe y BunagKax NoTeHLinHOT abo BifOMOT KOHTamiHaLil.

Mpy npusHadeHHi bniueda Heo6XigHO AOTPMMYBATUCL OMILINHMX peKoMeHAdauin 3 aHTMGIOTMKOTepanii Ta, 30KpPeMa, peKoMeHAauii 3 npoginakTuKu
aHTNBIOTMKOPE3UCTEHTHOCTI.

MpoTunokasaHHs.

MigvieHa 4yTAMBICTb 40 LepTPrakcoHy abo 6yAb-AKOro iHWOoro ueanocrnopuHy. HasiBHICTb B aHaMHe3i TSHXKKMX peakuiit rinepyyTtnneocTi (Hanpuknag,
aHaiNaKTMYHUX peakLiiii) Ao 6yAb-IKOr0iHLIOro Ty 6eTa-nakTaMHUX aHTUbaKTepiaibHMUX 3ac06iB (NeHiLyMniHiB, MOHOGaKTaMiB Ta KapbaneHeMmiB).

LledpTprakcoH NpoTMnoKasaHWiA:

HeZLOHOLLEHNUM HOBOHaPOKEHVM BIKOM < 41 TXKAEeHb 3 ypaxyBaHHAM TepMiHY BHYTPILLIHbOYTPOOHOIO PO3BUTKY (recTauiiiHWi Bik + BiK MiCNis HAPOKEeHHA)*

[ OHOLLEeHM HOBOHapPOKeHVM (BIKOM < 28 AiHiB):

- i3 rinep6inipy6iHeMi€t0, XXOBTAHULIEHD, FiNoasibbyMiHEMIED ab0 aLma030M, OCKINIbKM MPK TakKMX CTaHax 3B’si3yBaHHSA 6inipy6iHy, iMOBIPHO, MOPYLLEHE®;

- §Ki NoTpebytoThb (260 0YiKyeTbCA, WO NOTPebyBaTUMYTh) BHYTPILLHLOBEHHOIO BBEAEHHS Mpenapartis KabLito abo iH(y3ii KanbLiiBMiCHUX PO3UMHIB, OCKI/IbKM
ICHY€E PU3MNK YTBOPEHHS NPeuuniTaTiB KabLieBOT CONi LehTPUaKCoHY (AUB. po3ainm «OcobnmBOCTi 3aCTOCYBaHHSA» Ta «IM06IYHI peakuii»).

* Y pocnipKeHHsX in vitro 6yn0 nokasaHo, Wo LedTprakcoH MoXKe BUTICHATI Binipy6iH 3i 38’A3Ky 3 aflbOyMiHOM CMPOBATKMN KPOBI, L0 NPU3BOANUTL [0 MOX/IMBOIO
PU3NKY PO3BUTKY 6iNlipybiHOBOT eHLedhaionaTil y TakKux nawieHTIB.

Mepen BHYTPILLUHHOM’S30BUM BBELEHHSAM Le(TPMAKCOHY Cnif 000B’S3KOBO BUK/IOUUTU HAsSBHICTb MPOTMNOKa3aHb [0 3aCTOCYBaHHS NifOKaiHy, SAKLWO KOro
3aCTOCOBYBaTU B SKOCTI PO3yUMHHMKA (AMB. po3gin «OcobAMBOCTI 3aCTOCYBaHHA»). [MB. THCTPYKUiO AN MeAMYHOrO 3acTOCyBaHHA /ifoKaiHy, 0C06aMBO
MPOTUMOKa3aHHS.

PO34MHM LePTPUAKCOHY, LLLO MICTATb NiA0KaIH, HIKOMW He CNif BBOAUTW BHYTPILUHLOBEHHO.

B3aemogis 3 iHLUMMK NiKapcbKMMKM 3acobamm Ta iHLi BUAW B3aEMOAINA.

PO3UYMHHUKMN, L0 MICTATb KanbLiil, Taki AK po3ymH PiHrepa abo po3uuH MapTmaHa, He Cif, BUKOPUCTOBYBATY AN BiHOBMEHHA npenapaTty bniued y dnakoHax abo
A9 NoJabLIOoro po3BefeHHs BifJHOB/IEHOrO PO34YMHY A1 BHYTPILLHLOBEHHOTO BBEAEHHS, OCKI/IbKM MOXe YTBOPUTUCS npeumnitaT. Mpeumnitat KanbLieBOT CONi
LLePTPMAKCOHY TaKOoX MOXYTb YTBOPHOBATUCA MPWU 3MilLyBaHHI LeTPUAKCOHY i3 KaslbLiiBMICHUMW PO34MHAMMK B OfHIW iHY3ilHIN cucTemi. LlepTprakcoH He
MOXHa BBOAWTWN OHOYACHO 3 PO3YMHAMU /19 BHYTPILUHbOBEHHOIO BBEAEHHS, WO MICTATb KasibLiid, B TOMY YMC/i 3 Ka/lbLinBMiCHUMK pPO34YMHaMK ANS TPUBAIUX
IHOY3iiA, TaKUMKM $SIK PO3YMHM [N8 MapeHTepasbHOro Xap4yyBaHHA, 3a A0MNOMOrot Y-noaibHoi cuctemn. OfHak pewTi nauieHTiB, KPiM HOBOHApOMXKEHMX,
LLePTPMAKCOH Ta KaslbLiiBMICHI PO34YMHIN MOXKHA BBOAWTM MOCNIA0BHO, OAWH NICNA OAHOr 0, SIKLO MK IH(Y3iiMI1 PeTeNIbHO MPOMUTU CUCTEMY CYMICHOI PiUHOKD. Y
AOCNIKEHHSAX iN Vitro 3 BUKOPUCTaHHAM Mia3my NynoBMHOI KPOBI AOPOCAMX Ta HOBOHAPOMXKEHMX BYyN0 NOKas3aHo, WO HOBOHAPOMKEHUM 3arpoXKye MNigBULLEHNI
PU3MK YTBOPEHHS NPeuuniTaTiB KanbLieBOT CONi LedTprmakcoHy (amB. po3ainm «Cnoci6 3acTocyBaHHS Ta [03U», «[1poTUNoKasaHHs», «OCco6/MBOCTI 3aCTOCYBaHHS,
«[M06IYHI peakLii»).

CyMmicHe 3aCTOCyBaHHA npernapary 3 nepopajibHUMN aHTUKOAryIsHTaM1 MOXKe NOCu/IoBaTh epeKkT NpoTK BiTaMiHy K Ta pu3nK KpoBOTeYi. PEKOMEHAYETHCA HacTo
nepeBipsATU Mi>KHApPOAHe HOpMani3oBaHe CMiBBIAHOLIEHHSA Ta Ha/IeXHUM YMHOM KOperyeatu Ao3y aHTuBiTaMiHy K K nig yvac, Tak i nicna tepanii LeTpruakCcoHOM
(avB. po3ain «ob6ivHI peakLii»).



ICHYIOTb CynepeunvBi faHi LWOAO NOTEHLIAHOro NOCUIEHHA TOKCMYHOIO BM/MBY aMiHOMNIKO3MAIB HA HUPKM NpW 1X 3aCTOCYBaHHI pa3oM i3 uedanocnopuHamu. Y
TaKuX BMNafKax CNif peTesibHO JOTPUMYBATUCA PEKOMEHAALLIM i3 MOHITOPUHIY PiBHS aMiHOMNiKO3KAIB (Ta (DYHKLIT HUPOK) Y KNIHIYHIA NpakTuu,i.

Y [OCHipKeHHI in vitro npu 3acTocyBaHHI X/i0paMgeHiKony y KOMOiHaUii 3 Led)TpMakCOHOM CMOCTEPIrasinca aHTaroHiCTUUHI epekTu. KniHivyHa 3HaYyLWicTb LnX
[laHMX HeBigoma.

He ©yno 3apeecTpoBaHO BWMAfKiB B3aEMOAII MK Le(TPMaKCOHOM Ta KasbLiiBMICHAMM Mpenapatamu A1 nepopasibHOro 3acToCyBaHHA abo B3aeMOAIT MiX
Le(hTPrakCoOHOM AN BHYTPILLHBLOM A30BOr0 BBELEHHSA Ta Ka/bLiiBMiCHUMM npenapaTtaMu (415 BHYTPiLUHbOBEHHOIO ab0 NepopasibHOr0 3aCTOCYBaHHS).

Y nauieHTiB, IKi 3aCTOCOBYHOTb LIe(hTPMAKCOH, MOX/IMBI XMOHO-MO3UTUBHI pe3ynbTatn TecTy Kymobca.

LlethTprakCcoH, 5K i iHLLI aHTUBIOTUKI, MOXKE CPUUNHATI XMOHO-MO3MTUBHI pe3ynbTaTh aHani3y Ha rafiakTo3emito.

Mofi6HMM YAHOM, MPY BU3HAYEHHI T/TFOKO3M Y Cedi 3a J0NOMOror HeepMEHTHUX METOZAIB Pe3ybTaTy MOXYTb OYTU XMOHO-NO3UTUBHUMU. 3 LLIET MPUYNHIN Y NepPIoj
3aCTOCYBaHHSA Le(hTPMaKCOHY CNif BU3Ha4YaTyh pPiBeHb MIOKO3MY Cedi 3a 4ONOMOror (DepMEHTHUX METOAIB.

MopyLUeHb PYHKLIT HUPOK He CrnocTepirasocs nic/ig CynyTHbOrO 3aCTOCYBaHHSA BE/IMKUX A03 LehTPUaKCoHY Ta NOTY)XXHUX AiypeTuKiB (Hanpuknag, gypocemisgy).
OfHoYaCHe 3aCTOCYBaHHS MPOGeHeUnay He 3HUXXYE BMBEAEHHS LeTPUAaKCOHY.

Oco61MBOCTI 3aCTOCYBAHHA.

Peakuii rinepuyT/mMBOCTI.

AK i Npu 3acTOCyBaHHI BCiX BeTa-nakTaMHMX aHTUBIOTMKIB, NOBIAOMAANOCA NPO BUMNAAKM CEPUO3HMX peakLiid rinepyyTnMBOCTI, iHOAI i3 NeTabHUMK HacigKamn
(ovB. po3gin «MobivHi peakyii»). Y BUNagKy THKKUX peakuiid rinepyyT/IMBOCTI 3aCTOCYBaHHSA Le(MTPUAKCOHY CAif HeraHO MPUMUHUTU Ta BXUTU HaIeXHUX
HeBifKnagHUX 3axofis. eped MoYaTKOM NiKyBaHHS CAif, BCTAHOBUTK, YM € Y NalieHTa B aHaMHe3i TSKKI peakuii rinepyyT/IMBOCTI A0 LeMTPUAKCOHY, IHLLIMX
LehanocnopmHiB abo iHWKX TUNiB 6eTa-nakTaMHMX 3acob6iB. Cnif 3 06epeXKHICTIO 3aCTOCOBYBATK Le(PTPMAKCOH MalieHTaM i3 HasBHICTIO B aHaMHe3i HeTsXKOI
rinepuyTaMBOCTI 40 iHWNX BeTa-nakTaMHUX npenaparis.

3apeecTpoBaHi BUNaAKM THXKKUX HebaKaHWX peakuil 3 60Ky wwKipn (cvmHapom CTiBeHca-[)KOHCOHa abo cuHApPOM Jlaena/TOKCUYHWIA enigepMasbHNIA HEKPONI3);
OfjHaK yacToTa uux aBuLL, Hesigoma (AMB. po3ain «o6ivHI peakuii»).

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

Y He[OHOLLEHNX Ta LOHOLUEHUX HEMOB/IAT BIKOM MeHLLUE 1 MiCALSA ONMcaHi BUMaAKM YTBOPEHHA MPeLmniTaTiB KabLieBOT CO/I LeTPUAKCOHY Y NIEreHsaX Ta HUpKax
i3 neTanbHUMK Hacnigkamu. LLLoHaiMeHLLe 0gHOMY 3 UMX NauieHTIB LeTPMaKCOH Ta KasbLii BBOAWW Y PI3HWUIA Yac Ta vepe3 Pi3Hi BHYTPILLIHLOBEHHI IH(Y3iiHI
cucteMu. 3rijHO 3 HasBHWMK HAyKOBUMW [aHVWMMW, He 3apeecTpoBaHO MiATBEPKEHUX BUMNALKIB YTBOPEHHSA BHYTPILUHbOCYAVMHHUX NpeumniTartie, KpiM fK Yy
HOBOHAPOMKEHNX, KM BBOAMIN LENTPMAKCOH Ta KaslbLiiBMiCHI po34MHKN abo Oyab-Ki iHWI KanbLinBMICHI npenapat. Y AOCNIMKEHHSX in vitro 6yn0 nokasaHo,
LLL0 HOBOHAPOMKEHMM 3arpoXXye NiABULLEHNI PUSNK YTBOPEHHS NPeLUNITaTiB KanbLieBOT COMi LehTPUAKCOHY NMOPIBHAHO 3 NalieHTaMM iHLLIMX BIKOBUX rpyn.

Mpn 3acTOCYyBaHHI LeMTPMAKCOHY nauieHTam OyAb-AKOro BiKY Mpenapar He MOXHa 3MilyBaTh abo BBOAMTW OLHOYACHO 3 OYyAb-AKUMW PO3YMHAMU AS1d
BHYTPILLUHbOBEHHOIO BBEAEHHS, L0 MICTATb KaNbliil, HaBiTb NPXU BUKOPUCTaHHI Pi3HMUX iHAY3iHMX ccTeM abo BBefeHHI npenapatiB y Pi3Hi iHQY3ilHI AiNSHKK.
MpoTe nauieHTaM BiKOM Bif 28 AHIB LeDTPMAKCOH Ta Ka/bLinBMICHI PO34MHM MOXXHa BBOAWUTM MOCNIAOBHO, OAWH NIiCNs OAHOrO, 3a YMOBW BBE[EHHS Mpenaparis
yepes PisHi IHQY3iHI CUCTEMM Y Pi3HI AiNSHKKX Tina abo 3amiHW YK PETeNlbHOr0 NMPOMUBAHHSA IH(Y3IHOI CUCTEMIU MiXK BBEAEHHAM LMX 3ac06iB (i3ionoriyHmm
COMbOBMM PO34YMHOM, LIO6 3anobirTy YTBOPEHHHO npeumnitaTy. lMauyieHTam, AKi NOTPeOYrTb MNOCTIMHWUX iHQY3IA KanbLiABMICHUX PO34MHIB [ANS MOBHOI0O
napeHTepanbHoro xapyysaHHsa (MMNX), MeanyHi NpaliBHUKA MOXYTb NMPU3HAYUTK afibTePHATUBHI aHTMOaKTepiasibHi 3aC06M, 3aCTOCYBaHHA AKUX He MOB’A3aHe 3
NOLIOHNM PU3MKOM YTBOPEHHS MpeuuniTaTiB. AKLLO 3aCTOCYBaHHS Le(TPUakCoHy nawuieHTam, AKi NoTpebytoTb MOCTIMHOrO XapyyBaHHS, BU3HAHO HEOOXigHWM,
po3umHKn ansa MIMX Ta uedTpruakcoH MOXHa BBOAMTI OHOHACHO, X04a i Yepe3 pi3Hi iHQY3iliHI cucTemn Ta 'y pisHi 4iNdHKK Tina. Takox BBeAeHHs po3unHiB ans MXx
MOXXHa MPU3YNMUHUTY Ha Yac iHDY3iT LehTPrakcoHy Ta MPOMUTH iHAY3ilHI CUCTEMU MiDK BBEAEHHAM PO3UMHIB (AMB. po34inu «poTunokasaHHs», «Mo6ivHi peakwii»



Ta «HecyMiCHICTb»).

aiTn.

Be3sneka Ta etheKTUBHICTb BriLedy y HOBOHAPOMKEHWNX, HEMOB/AT Ta AiTell 6ynn BCTaHOBNEHI ANns 403, onucaHuX Y po3gini «Crnoci6é 3actocyBaHHS Ta A0o3u». Y
AocnifgkeHHAX 6y10 NoKa3aHo, Wo LeTpraKCcoH, AK AesKi iHLWi LedanocnopuHn, Moxe BUTICHATK Binipy6iH 3i 3B’A3KY 3 a/lbOyMiHOM CUPOBaTKM KPOBI.

Bniuedy npoTUNoOKasaHWMn HeLOHOLIEHMM Ta [AOHOLUEHWM HOBOHAPOMKEHUM, SKUM 3arpoXkKye Ppu3NK PO3BUTKY O6inipy6iHOBOI eHuedanonatii (AvB. po3gin
«[1pOTUNOKA3aHHSA).

IMyHOOMOCepeiKOBaHa reMoNiTUYHa aHeMis.

Bunagkn iMyHoonocepeKoBaHOI remMoNiTUUHOT aHeMil cnocTepiranncs y nauieHTiB, SKi OTPMMYBann aHTUGaKTepiasbHi 3ac06M Knacy LedanocnopuHie, y ToMy
yncni bnived (ame. po3gin «obiyvHI peakuii»). TSKKI BUNagKN reMONITUYHOT aHeMil, B TOMY YuC/i 3 NeTa/lbHUMK Hacnigkamu, 6ynv 3apeecTpoBaHi y nepiog,
nikyBaHHA bniuetom SK y gopocnux, TakK i y agiTen.

AKLLO Nif Yac 3aCTOCyBaHHA Le()TPUaKCOHY Y MaliieHTa BUHMKAE aHeMisl, CMif po3rnsHyTW fiarHo3 aHemil, acouinoBaHol i3 3aCTOCyBaHHSAM LeanocrnopuHy, Ta
MPUMUHATY 3aCTOCYBaHHA LeTPUaKCOHY 40 BCTAHOBJ/IEHHSA ETIONONIT 3aXBOPHOBAaHHS.

[loBroTpuBane nikyBaHHs.

Mpy goBroTpMBasioMy NiKyBaHHI CNif perynspHo NpoBOAUTM PO3rOPHYTWIA aHani3 KPoBi.

KoniT/HagMipHWi1 picT HeYy TAMBMX MiKPOOPraHi3MmiB.

Bunazgku Konity Ta nceBgoMemMbpaHO3HOM0 KOJITY, acoLinoBaHMX i3 3aCTOCYBaHHAM aHTUbaKTepiabHMUX 3ac06iB, Oynn 3apeecTpoBaHi Ha T/Ni 3aCTOCYBaHHS Maike
BCiX aHT1baKTepiasibHMX 3aC06iB, Y TOMY YMC/I Le(TPMAKCOHY. TSHXKICTb LMX 3aXBOPHOBaHb MOXE KOMIMBATUCS Bif, IETKOT [0 3arpo3/IMBOI 4151 XXUTTA. TOMY BaX/MBO
BPaxoBYyBaTW MOX/MBICTb TaKOro fAiarHo3y Yy nauieHTiB, y AK1X Mif vac abo nicns 3acTocyBaHHA LePTPUAKCOHY BUHMKNA diapes (AMB. po3fin «[MobiuHi peakuii»).
Cnip, 06MipKyBaTV NPUNMHEHHS Tepanii LedTprMakcoHOM Ta 3acToCyBaHHA BignosiaHuX 3aco6is npotun Clostridium difficile. Jlikapcbki 3aco6u, WO NPUrHIYYOTb
nepucTabTUKY, 3aCTOCOBYBATH He Chif,.

AK i NpyY 3aCTOCYBaHHI IHLWNX aHTUGaKTepiaSlbHUX 3aC006iB, MOXYTb BUHMKATU CyrnepiHheKLii, CIPUYMHEHI HEUYYTIMBMMI A0 NpenapaTy MiKpoopraHiamamu.

TA>KKa HMPKOBA Ta MNevyiHKoBa HeoCTaTHICTb.

Y BUNagKy TSHKKOT HPKOBOI Ta NEeYiHKOBOT HEOCTATHOCTI PEKOMEHA0BaHWI peTelbHUIA KNiHIYHWIA MOHITOPUHT 6e3nekn Ta edeKTUBHOCTI npenapaty (AvB. po3Ain
«Cnoci6 3acToCcyBaHHA Ta [03U»).

Bnnue Ha pe3ynbTaTw CepONOriYHUX LOCNIAXKEHD.

Mpn 3acTtocyBaHHI npenapaTy bniuet TecT Kymbca MoXe faBaTv XMOHO-NO3UTUBHI pe3ynbTaTi. TakoX bniued mMoxe CNpUUMHATU XUOHO-MO3UTUBHI pe3ynbTaTu
aHani3y Ha HasBHICTb ranakTo3emii (4uB. po3ain «MobiuHi peakuii»).

MMpy BW3HAYEHHI T/IIOKO3M Y Cedi He()epMEHTHUMM METOZaMu MOXYTb OyTW OTpuUMaHi XMOHO-MO3UTMBHI pe3ynbTatu. MpoTArom 3actocyBaHHS bhiuedy piBHi
NIOKO3W Y Cedi cnif B1U3HavaTy 3a JOMOMOror (PEPMEHTHUX MeTO/IB aHani3y (AvB. po3ain «obivHi peakuii»).

HaTpii.

KoxkeH rpam npenapaty bniued mictutb 3,6 MMosb HaTpito. Lie cnif B3aTW A0 yBaru naujieHTam, ki OTPUMYHOTLCA AIETYU i3 KOHTPO/IbOBAHUM BMICTOM HaTpito.
CnekTp aHTubakTepiasbHOT ak TUBHOCTI.

LiedpTpmakcoH Mae 06MeXeHWI CreKTp aHTMbaKTepialbHOT aKTUBHOCTI | MOXe BYTU HENPUAATHUM A15 3aCTOCYBaHHS B AKOCTi MOHOTepanii npu NikyBaHHI NEBHUX
TUNIB iHMeEKLT, KpiM BUMaAKiB, KONW 30YAHUK BXe NiATBEpAKeHUIA (AnB. po3ain ««Crnoci6 3aCTOCyBaHHSA Ta [03W»). Y BUNafgKy NoNiMiKpoOGHMX iH(EKLiA, Konu
cepef, Nigo3ptoBaHMX 30YAHUKIB € PE3UCTEHTHI A0 LehTPMaKCOHY MiKpoopraHi3Mu, Cif po3rnsHy Ty 3aCTOCYBaHHSA A0AAaTKOBMX aHTUOIOTUKIB.

3acTocyBaHHs nigokarHy.

AKLLIO B AKOCTI PO3YMHHMKa 3aCTOCOBYBaTU PO3YMH NiJOKaAIHY, LedTPMaKCOH MOXHa BBOAUTW fMLLE BHYTPILHbOM’S30B0. [Mepes BBefAeHHAM npenapaty Chij
060B’A3KOBO BpaxyBaTu MPOTUMNOKa3aHHA [0 3aCTOCYBaHHA NifOKalHY, 3aCTEpeXeHHs Ta iHWY BigNOBIAHY IHpOPMAaLit0, HaBedeHY B IHCTPYKLUIT 41 MeAUYHOro



3aCToCyBaHHA NifoKaiHy (AMB. po3ain «poTUNoKasaHHN»). PO34MH NifLOKATHY Y XXOAHOMY BUNAAKY He MOXKHa BBOAWUTU BHYTPILLHbOBEHHO.

>KoByokam’siHa xBopoba.

Y BUNaAKy HasBHOCTI Ha COHOrpami TiHel Chif 3BaXWUTN Ha MOXIMBICTb YTBOPEHHS MPeuMniTaTiB KasbLieBOl COMi LedTprakcoHy. 3aTiHEHHS, WO MOMWUIKOBO
BBaXKA/INCA XXOBYHUMYU KAMEHAMM, CNOCTEPITra/IMCA HA COHOrpaMax >X0BYHOI 0 MixXypa, i 4acToTa X BUHMKHEHHS 3p0oCTasia Npu 3aCTOCYBaHHI Le)TPUakCcoHy y fo3i 11
/po6y Ta Buwe. OcobMBOI 06epPEeXHOCTI Cnif AOTPMMYBaTMCA MPU 3acTOCYBaHHI MpenapaTy AiTAM. Taki npeumniTatyv 3HWKaKOTb MIiCNS NPUNUHEHHS Tepanii
LeTPNAKCOHOM. Y PIAKICHMX BUMNafKax YTBOPEHHA NPeLMniTaTiB Ka/bLieBOi COMi LeTPUaKCOHY CYMnpOBOAXKYBa/IOCA CMMNTOMATUKOK. Y pa3i HasBHOCTI
CYMMTOMIB PEKOMEHAYETLCA KOHCEPBATMBHE HEXIpYpPrivyHe NiKyBaHHS, i flikap Mae NPUAHATY piLLeHHs NPO NPUNUHEHHS 3aCTOCYBaHHA Mpenapary, CIMpatoynch Ha
pe3ynbTaTV OLiIHKM KOPUCTI-PU3NKY KOHKPETHOMO BUMaaKy (AvB. po3ain «obivHi peakuii»).

YKoBYHMiA cTas.

Bunagkn naHkpeaTuTy, MOX/IMBO CNPUYMHEHT HENPOXIAHICTIO XXOBYHMX LUNSAXIB, Oy 3apeecTpoBaHi Y nauieHTiB, AKi oTpumyBanu bniued (aue. po3ain «Mo6iyHi
peakuii»). BinbLWIcTb i3 TaKUX MauieHTiB Main (akTopu pU3MKY PO3BUTKY XOSIecTasy Ta YTBOPEHHS GiniapHOro cnagpky, Taki AK nonepefHs 3Ha4yHa Tepanisi, Tskka
XBOpOo6a Ta MOBHE MapeHTepasibHe XapyyBaHHA. He MO)KHa BMKIHOYATK, WO IHILiOYMM abo A0AaTKOBMM (JaKTOPOM PO3BUTKY LbOr0 MOPYLUEHHS MOXe OyTu
YTBOPEHHS Y XXOBYHUX LUAXaX MPeLuniTaTiB BHACNILOK 3aCTOCYBaHHA npenapaty brived.

HupkoBokam’siHa xBopoba.

3apeecTpoBaHi BUMAAKM YTBOPEHHSA HUPKOBUX KaMeHIB, L0 3HUKa/IN MiCNA NMPUMUHEHHS 3aCTOCYBaHHSA LeTpMakCoHy (AMB. po3gin «MobiyHi peakuii»). Y Bunagky
HasBHOCTI CUMMTOMIB Cij 3p06UTN YNbTPa3ByKOBe 0OCTEXEHHS. PilleHHs LOAO 3aCTOCYBaHHS Nnpenaparty nalieHTam i3 HasBHICTIO B aHaMHe3i HUPKOBUX KaMeHiB
abo rinepkanbLiypil npuiiMae nikap, CNMparynch Ha pe3ynbTaTvi OLiHKWN KOPUCTI-PU3MKY KOHKPETHOIO BUNaJKY .

YTunizauia nikapcbkoro 3acoby.

HaaxomkeHHS NiKkapCbKoro 3aco6y y 30BHiLLHE CepefjoBuLLE Cif 3BeCTU A0 MiHiMyMy. Criif 3anobiratv noTpanasHHIO NiKapcbKoro 3acoby y KaHanisauiiiHy cuctemy
abo fomallHi Bigxoan. byab-aKuniA HEBUKOPUCTAHWIA NIKapCbKMIA 3acib Micns 3akiHuyeHHs NiKyBaHHA abo TepMiHY NPUAATHOCTI CNif MOBEPHYTU B OPUTiHa/bHIl
yNakoBLi NocTayvanbHNKY (Nikapto abo hapmaueBTy) A5 NpaBUbLHOT yTUAI3auil.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHsA rpyagto.

BariTHiCTb.

LledhTprakcoH NpoHMKaE Yepes NnaueHTapHUin 6ap’ep. ICHYOTL 0OMEXeEHI AaHi W00 3aCTOCYBaHHA LeTP1aKCoHY BariTHUM XiHkaM. [LocnifAXeHHs Ha TBapuHax He
cBifvaTb NMpo 6e3nocepeHin abo onocepefKoBaHWUIA LIKIANMBUIA BNIUB Ha emMBpioH/nnig, nepu- Ta NOCTHaTa/lbHUIA PO3BMTOK. Y nepiof BariTHOCTI, 30kpema y |
TPUMECTPI, LeTPMaKCOH MOXHa 3aCTOCOBYBATH, /INLLE AKLLO KOPUCTb MEPEBULLYE PU3UK.

["ofyBaHHA rpyaato.

LledTprakcoH NPOHMKaE y rpyaHe MOMIOKO Y HU3bKMX KOHLEHTpaUisX, ane npu 3aCTOCyBaHHI npenapaTy y TepaneBTUYHUX J03aX HE OYiKYETbCS XKOAHOI0 BMN/IUBY Ha
rPYLHNX HEMOBNAT. MpOoTe He MOXKHa BUK/THOYATU PU3NK PO3BUTKY Aiapel Ta rpubKOBOI IH(EKLIT CNM30BUX 060/10HOK. Cnif, BPaxoByBaTy MOX/INBICTL CEHCMOINI3ALT.
MoTPIBHO NPUAHATA PilLeHHS LWOA0 NPUMMHEHHS FoAyBaHHA rpyAAt0 abo NMPUNMHEHHS/BIAMOBY Bif 3aCTOCYBaHHSA LePTPUAKCOHY 3 ypaxXyBaHHAM KOPWCTI Bif
rPYAHOro rogyBaHHA NS AUTUHW Ta KOPUCTI Big Tepanii 45 XIiHKW.

PepTUILHICTb.

Y pocnifkeHHAX penpoayKTUBHOT (PYHKLUIT He Y10 BUSB/IEHO 03HaK HEGaXKaHOr 0 BM/IMBY Ha Y010BiYYy ab0 XiHOYY PePTUNLHICTD.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeaku i’ Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK MexaHi3MaMu.
BignosigHMX gocnimpkeHb He NPOBOANIN. Y 3B’A3KY 3 MOXK/IMBICTHO BUHUKHEHHS TaKMX NOBIYHMX peakLiin SiK 3anaMopoyeHHs briued Moxe BNAMBATK Ha 3A4aTHICTb
KepyBaTy TPaHCMOPTHMMM 3ac06amMu abo npaukoBaTy 3i CKIagHUMU MexaHi3Mamu.



Cnocib 3acTocyBaHHA Ta A03Mu.

[opocni Ta aiTu Bikom Bif 12 pokis: npusHadaTty 1-2 r briyedy 1 pa3 Ha fo6Yy (KOXHI 24 roguHK). Mpn TSHXKKUX IHPeKUifX abo iHeKLisax, 30yAHNKN AKUX MatoTb
NALLIE MOMIPHY YYTAMBICTb 40 LedTpruakcoHy, 4060BY 403y MOXHA 30iNbLUyBaTh 0 4T.

HoBoHapoA>KeHi, HemoB/ISTa Ta 4iTW BiKkom 40 12 pokiB.

Hwukye HaBOAATLCA PEKOMEH0BaHI 031 4/19 3aCTOCYBaHHSA 1 pa3 Ha L6y .

HoBoHapoa»keHi ([0 2 TvkHiB): 20-50 mr/kr macu Tina 1 pa3 Ha fo6y, fo60Ba f03a He Mae nepesBumLLyBaTV 50 Mr/Kr macu Tina. Mpy BU3HaYeHHI 403K Npenapaty Ans
[IOHOLLIEHWNX | HEAOHOLLEHUX AiTel BiAMIHHOCTEN HEMaE.

Briuet NpoTMNOKasaHWin 419 3aCTOCYBaHHA HOBOHAPOKEHWUM BIKOM < 28 [HIB Npu Heob6XiAHOCTI (260 O4ikyBaHiii HeOOXigHOCTI) NiKyBaHHA BHYTPILUHEOBEHHUMM
pO34MHaMM, SKi MICTATb KasibLUilA, Yy TOMY YMCAi NOCTIAHI BHYTPILLHLOBEHHI BIMBAHHSA, SKi MICTATb Ka/bLiA, HaNnpuKnag, napeHTepasbHe XapyyBaHHS, Y 3B’A3KY 3
PU3NKOM BUHVKHEHHSA NPeLuniTaTiB Ka/ibLieBMUX CONei LehTPpUakCcoHy (AMB. po3gin «MpoTunokasaHHs»).

HoBoHapo»KeHi Ta AiTu BikoM Bif 15 gHiB o 12 pokis: 20-80 mMr/kr macu Tina 1 pa3 Ha go6y.

[iTam i3 Macoto Tina noHag 50 Kr npusHayaTt 4o3n 415 LOPOC/nX.

BHyTpiLIHbOBEHHI f03K 50 MI/Kr ab0 BuLLi CNif BBOAWUTY LUNAXOM iHAY3iT yNpoaosX npuHainMHi 30 XBUNKH.

XBOpI NiITHLOrO BIiKY.

XBOPUM NITHLOr O BiKYy KOPEKL,ist 403U He NOTPi6Ha.

TpuBanicTb NliKyBaHHS.

TpuBanicTb NiKyBaHHSA 3a/1€XXNUTb Bif, MOKa3aHHA Ta nepebiry XBopoowu.

Kom6iHoBaHa Tepanis.

JocnimpkeHHs nokasanun, WO BIAHOCHO 6GaraTbOX rpaMHeraTMBHUX OaKTepil iCHye CUHepriaM MiX bniyedom Ta amiHornikosugamu. Hesakatoum Ha Te, LIO
NiABVLLEHY eEKTUBHICTb TaKMX KOMOIHaLiM He 3aBXAW MOXHa nepefbaynT, il cnif MaTu Ha yBasi NPW HasiBHOCTI TSXKKMX, 3arpo3/NIMBUX ONS1 XXUTTS IH(EKUINR,
cnpuymHeHnx Pseudomonas aeruginosa. Yepes ¢hisvyHy HeCyMICHICTb LLeTPMaKCOHY Ta aMiHOTMTIKO3UAIB TX C/liJ BBOAUTY OKPEMO B PEKOMEHA0BAHUX [03aX.
[l03yBaHHA B 0CO6/MBUX BUNAAKaX.

MeHIHrIT.

Mpw 6akTepiaslbHOMY MEHIHTITI Y HEMOBNAT i AiTei BiKOM Bif, 15 AHIB f0 12 poKiB NiKyBaHHA po3noynHaTyi 3 1o3n 100 mMr/kr (ane He 6inble 4 1) 1 pa3 Ha Joby. Ak
TiNbKN 30yAHWK Oyae iAeHTU(IKOBaHWIA, a MOro YyT/AMBICTb BM3Ha4eHa, [03y MOXKHa BifgnoBigHO 3MeHWMWTW. Halkpawmx pesynbTaTiB gocsranm npu Takii
TPUBAIOCTI NlIKYBaHHS:

Neisseria meningitidis 4 pHi
Haemophilus influenzae 6 gHiB
Streptococcus pneumoniae 7 [HiB

Bopenios Naima: gopocnum Ta Aitam — 50 Mr/kr (HaiBuwa ao6oBa fo3a — 2 r) 1 pa3 Ha Ao6y npoTarom 14 aHis.

["oHOpes.

[ns nikyBaHHA TOHOPET (CNPUYMHEHOT LWTaMamu, L0 YTBOPHOOTbL ab0 He YTBOPKOTbL MEeHIUWNIHA3y) PeKOMeHAYETbCA Npu3HavaT pasoBy [o03y 250 mr
BHYTPILLHbOM’A30BO.

MpodpinakTuKa iHdekwuin y xipyprii.

[na npoinaktukn nicnsonepayinHnx iHPeKLUiA NpyM KOHTaMiHOBaHUX ab0 MOTEHLIMHO KOHTaMIHOBaHMX XipypriYHuUX BTPY4YaHHSAX PEKOMEH0BaHO — 3a/1eXHO Bif
CTYNeHs Hebe3nekn 3apakeHHs — BBOAWUTU pa3oBy o3y 1-2 r Bniuedy 3a 30-90 xBunnH A0 noyatky onepauii. Mpu onepayisx Ha TOBCTIW i NpAMiA KU go6bpe



3apeKoMeHAyBasio cebe ofHo4YacHe BBeAeHHS bivledy Ta 04HOro 3 5-HITpoiMifga3onis, HaNPUKIaL, OPHILa30y.

IMopyLUEHHS (OYHKLI HUPOK Ta MeYviHKu.

Y XBOPUX i3 NOPYLLUEHHAMMN (PYHKLi HUPOK HEMA€E HeOOXiAHOCTI 3HMXKYBATK 403y B TOMY BUMAAKY, AKLLO PYHKLIA NeYiHKN 3aMLWAETLCS HOPMaTbHOLO. Jlnwe Yy pasi
HMPKOBOI HEAOCTATHOCTI Y NepeaTepMiHa/bHIN cTagii (KnipeHe KpeaTuHiHy MeHwe 10 M/xB) 4060Ba 403a He Mae NepeBuMLLyBaTn 2 T.

XBOpUM, AKi 3HaxX0AATbCA Ha Aianisi, Hemae NOTPedu y 10AaTKOBOMY BBeAEHHI npenapaTy nicns gianisy. Cnif ogHaK KOHTPOOBATK KOHLEHTPaLit0 LethTPUaKCOHY B
cupoBartLi KPOBi, OCKIIbKA Y LUMX XBOPUX MOXe 3HWMKYBaTUCA LUBMAKICTb BUBEAEHHSA. [oboBa fo3a Bniuey y XBOpuX, AKi 3HAXOAATLCA Ha Aianisi, He Mae
nepeBuLLyBaTh 2 T.

Y XBOPUX i3 NOPYLUEHHSIMMN (DYHKLIA NEYiHKN HEMA€e HeOOXIAHOCTI 3HMXXYBATWN 403y B TOMY BUNAAKY, AKLLO (DYHKLIS HUPOK 3a/INLIAETLCS HOPMa/IbHOHO.

MpW OLHOYACHOMY TSHKKOMY MOPYLUEHHI (PYHKLIA HUPOK Ta MeYiHKX CNif PerynsipHO BM3HA4YaTU KOHLEHTpaLito LeTpuakcoHy y nnasmi KpoBi Ta MPOBOAMTM
KOpeKLito Ao3u npenaparty y pasi Heob6XigHOCTI, OCKifIbKM PiBEHb BUBEAEHHS Y TaKUX NaLiEHTIB MOXe 3HMXKXYBATUCH.

MpUroTyBaHHA PO3UMHIB.

BifHOBMEHI PO3YMHK CNif BUKOPUCTATU 0Apasy Nicis NpuUroTyBaHHS.

3aneXHo Bif KOHLUEHTpauii KoNip po34MHiB MOXe BapitoBaTu Bif 6M1iJ0-)KOBTOr0 A0 OYypLUITUHOBOrO. LA BMacTMBICTb aKTMBHOI PEYOBUHWM He BMJIMBAE Ha
e(heKTUBHICTb ab0 MepeHOCUMICTbL npenapary.

BHYTpilLHbOM’5130Ba iH’€EKLiS.

[N BHYTPILWHBLOM A30B0i 1H eKLIT 1 1 po3unHAaTH Y 3,5 M 1 % po3unHy NiJOKaiHY; IH EKLIH0 pOBUTN Y LIEHTP BEIMKOIo M’5A3a. PEKOMEHAYETLCA BBOAUTH He BifbLue
11 B OAHY AINAHKY.

AKLLO NMiJoKaTH 3aCTOCOBYBATM B SKOCTi PO3YMHHMKA, OTPUMAHWUIA PO3YMH HIKOINM He CAif BBOAUTM BHYTPILUHbOBEHHO (AMB. po3fin «MpoTunokasaHHs»). [ns
AeTanbHOI iH(opmaL,iiT peKOMEHAYETLCSA 03HANOMUTICA 3 IHCTPYKLIEHO AN MEAMYHOTO 3aCTOCYBaHHA NifJoKaiHy.

BHYTpilLIHbOBEHHA iHEKLiSA

[ns BHYTPILWIHBOBEHHOT iH’eKLT CNig po3unHuTY 11 Bniuedy y 10 Mn BOAW 415 iH’EKLiNA; BBOAUTUN BHYTPILUHLOBEHHO MOBISIbHO (2-4 XBUNWHWN).

BHY TPiLLHb0BEHHE BNVIBAHHS.

BHYTpiLLHbOBEHHE BNMBaHHA Mae TpmBaTn He MeHwe 30 XBUAUH. [ NPpUroTyBaHHS PO3UnHY 418 BAMBAHHA PO3YNHUTK 2 T Briiedy B 40 M1 04HOr0 3 HaCTYMHUX
IH(DY3iAHMX PO34MHIB, BINIbHUX Bif, 10HIB Kanbuito: 0,9 % xnopug Hatpito, 0,45 % xnopug Hatpito + 2,5 % rnokosa, 5 % rnokosa, 10 % rnokosa, 6 % gekcTpaH y
PO34MHI rNOKO3N 5 %, 6-10 % rigpoKCUeTUNbOBaHNIA KPOXMaslb, BOAA A5 1H’EKLINA. 3BadKatoum Ha MOXK/IMBY HECYMICHICTb, PO3UYNHU, SKi MICTATb Briued, He MOXKHa
3MiLLYBaTM 3 PO34UMHAMU, SKi MICTATb iHLUT aHTUOIOTUKK, AK NPU NPUTOTYBaHHI, TaK i MPW BBEAEHHI.

OfiHaK 2 1 uedTpmakcoHy Ta 1 r opHigasony gi3nyHo Ta XiMivyHO cyMicHi y 250 mn 0,9 % po3unHy HaTpito Xnopuay abo po3ynHy r/IHOKO3W.

He MOXXHa BMKOPUCTOBYBATW PO3UMHHUKW, SKi MICTATb Ka/bLil, Taki SK po3unH PiHrepa um posuvH apTmaHa, 418 po34nHeHHs briuedy y dnakoHax abo ans
pO3BefEeHHS BiJHOBNEHOIO PO3YMHY ANS BHYTPILLUHLOBEHHOIO BBEAEHHA Y 3B’A3KY 3 BipPOrifHICTIO YTBOPEHHS NPeuuniTaTiB Ka/bLieBUX COMER LeTPUaKCoHy.
BWHUKHEHHS! NpeumniTaTiB KanbLieBMX COMEn LehTPUAKCOHY TakKoX MOXe BifbyBaTWCS Npu 3MmillyBaHHI briuedy 3 po3umHamu, siKi MICTSTb Ka/bLiil B OfHIN
IHOY3iHIN cucTeMmi Ans BHYTPILUHbOBEHHOI 0 BBEAEHHS. biled He MOXHa 0HOYAaCHO BBOAWUTU BHYTPILLHLOBEHHO 3 PO3YMHAMU, SKI MICTATb KasbLiiiA, Y TOMY YMChi
3 TPMBANMMU HAY3iAMK, AKi MICTATb KaulbLiid, HaNpWKnag, napeHTepasibHe XapyyBaHHs. OfHaK, 3a BUHATKOM HOBOHapOKeHWX, briued Ta kafbLiiBMICHI pO34MHM
MO>XHa BBOAMTW NOCNIJOBHO, AKLLO iH(Y3ilAHY CUCTEMY PETE/IbHO MPOMUTI MK IH(DY3ISSMU CYMICHUM PO34YMHOM (AMB. «B3aemogis 3 iIHLLIMMU NiKapCbK1MK 3acobamu
Ta iHLWi BUAM B3aEMOAIi»).

aiTn.
Mpenapat 3aCTOCOBYBATW AITAM 3rifHO 3 A03YBaHHAM, BKa3aHUM Yy po3gini «Cnocib 3acToCyBaHHA Ta L03U».



Nepeno3yBaHHA.
Y pasi nepefo3yBaHHS remogiania abo nepuToHealbHWIA Aiani3 He 3MeHLWaTb HagMipHI KOHUEHTpauii npenapaTy y nniasMmi KpoBi. Y pasi nepefosyBaHHA MOXe
crnocTepiratuca HyfoTa, 6/1t0BaHHS, giapes. CrneyndiyHoOro aHTUAOTY He iCHYE. JTiKyBaHHA nepefo3yBaHHA CUMNTOMAaTUYHE.

Mo6iyHI peakuii.

HebaxXaHumy peakuisivMuy, WO HalyacTille cnocTepiranMcs npu 3acTocyBaHHI LeDTPMAKCOHY, € e03MHOiNis, NeiikoneHis, TPOMOOLMTONEHIA, diapes, BUCUM Ta
NiABULLEHHS PIBHA NeYiHKOBUX )epMEHTIB.

YacToTy BUHNKHEHHSA HebaXXaHNX peakLii Ha LedTprakCoH BU3HaYan 3a JaHUMU KNTHIYHUX LOCNIAKEHD.

3a 4acToTOH ABMLLIA KnacuMikoBaHi TakKUM YMHOM:

[yxXe nowmpeHi (= /10)

roLumpeHi (= /100 < 1/10)

HenowwpeHi (= /1000 < 1/100)

PifiKo nowumnpeHi (= /10000 < 1/1000)

YacToTa HeBifjoma (HEMOX/MBO OLIHWTK 33 HasBHWMMW AaHVWMK; 3a AaHVMWU NOCTMApPKETUHroBUX MOBiAOMMeHb. OCKifIbKM MOBIAOMIEHHS MPO Ui peakuil 6ynu
A06POBINLHUMU | PO3Mip NONyNALIT HEBILOMUIA, HAAIAHO OLIHUTM YaCTOTY SIBULL, HEMOXX/TMBO, TOMY BOHW BifJHECEHI [0 KaTeropii peakLiin HEBIAOMOT YacTOTH.)
IHhekUiT Ta iHBa3ii: HenoLwwwMpeHi: rpPUBKOBI IH(EKLIT CTaTeBNX OPraHiB; pifKO NOLUMPEHI: NCeBLOMeMOPaHUIA KOMIT; YacTOTa HeBiZoMa: CynepiHpeKLii.

3 60Ky cucTemu KpoBi Ta NiMpaTUYHOT CUCTEMU: NOLIMPEHI: e03nHOINIA, NeNKoneHis, TPOMOOUMTOMNEHIS; HEMOLUMPEHI: TPaHyoOLMTOMNEHIs, aHeMmis, po3naau
Koarynauii; yactoTa HeBiflomMa: reMosliTU4Ha aHemis, arpaHy/1o0unTo3.

3 60Ky iIMyHHOT CMCTeMW: YyacToTa HeBigoMa: aHathiNnaKTUYHWIA LWOK, aHaiNaKTUYHI peakLii, aHathiNakToigHi peakuii, rinepyuyTAmMBICTb.

3 60Ky HepBOBOT CUCTEMU: HEMOLUMPEHI: FONOBHWUIA Biflb, 3aNMaMOPOYEHHS; YacToTa HeBIJOMa: CYLOMU.

3 6oKy opraHis cnyxy i piBHOBaru: YactoTa HeBifOMa: BEPTUMO.

3 60Ky opraHiB guxaHHs, rpyAHOT KNiTKN Ta cepefloCTIHHA: PiAKO NOLWMPEHi: BpoHXocnasMm.

3 60Ky LUNYHKOBO-KWLLKOBOrO TPaKTY: MOLIMPEHi: piaKi BUMOPOXHEHHS, fdiapes; HermowunpeHi: HyfoTa, O6/1t0BaHHS; YacToTa HeBigoMa: MaHKpeaTuT, CTOMATWUT,
roCuT.

3 60Ky renaTobiniapHOi CUCTEMU: MOLLUMPEHI: NiABULLEHHS PIBHA NeYiHKOBMX (DEPMEHTIB; YacTOTa HEBiAOMA: MPeLuniTaTy y XXOBYHOMY MiXypi, AAepHa XXOBTAHULS.
3 6OKy LWKipy | NIAWKIPHOT KNITKOBUHW: MOLUMPEHi: BUCWN; HEMoLWMpPeHi: CBep6OiX; PigKO MOLUMPEHi: KPOMWB’AHKA; 4acToTa HeBifoMa: CUHAPOM
CTiBeHca-[>KOHCOHa, TOKCUYHWIA enifepManbHUIA HEKPONi3, 6baraTohopMHa epuTeMa, FOCTPUIA reHepani3oBaHWii EK3aHTEMATO3HMIA MYCTY bO3.

3 60Ky HMPOK Ta CeY0BUAINbHOI CUCTEMM: PIAKO MOLLMPEHI: reMaTypis, FMHKOo3ypis; YacToTa HeBigoMa: 0Nirypis, yTBOPEHHS NpeumnitaTiB y HUpKax (060POTHI).
3arasibHi po3naimn Ta cTaH Micua BBeLeHHA: HenowmpeHi: diebiT, 6inb y Micui iH’eKuii, MponacHUUSA; pigKo NowwmnpeHi: Habpsk, 03HO6.

[aHi nabopaTOopHUX aHani3iB: HENOWMPeHi: MiABULLEHHS PIBHA KpeaTUHIHY Yy KpOBI; 4yacToTa HeBigoMa: XWOHO-NO3UTMBHI pe3ynbTaTn TecTy Kymo6ca,
XWOHO-MO3UTUBHI pe3y/ibTaTh aHasli3y Ha raiakTo3emito, XMOHO-NO3UTUBHI pe3y/ibTaTh HehepMEHTHUX METOZIB BU3HAUYEHHS INIFOKO3N.

IH(pekuiT Ta iHBas3Il.

Bunagku giapei nicns 3actocyBaHHSA LeTpruakcoHy MoXyTb 6yTv noB’s3aHi i3 Clostridium difficile. Cnig npusHaumTy BigNOBIAHY KiNbKICTb PiAWHN Ta eNeKTPONITIB
(ams. po3gin «OcobAMBOCTI 3aCTOCYBAHHSA).

MpeynniTaTyn KanbLieBOi CONi LeTPUAKCOHY.

PifKICHI BUNaaKM THKKUX HebaKaHWX peakuil, iHOAi 3 NeTalbHUMW HacnifKamu, 3apeecTpoBaHi Y HeJOHOLLEHNX Ta AOHOLUEHUX HOBOHAapPOMKEHMX (BIKOM < 28
[HIB), AIKUM BHYTPILLUHL0BEHHO BBOAWN LePTPUAKCOH Ta npenapatn Kanblito. [py ayToncii y nereHax ta HUpKax 6ynu BUABNEHI NPeuunitTati KasbLieBol Cofi



LedTprakcoHy. BUCOKMIA pU3NK YTBOPEHHS MPeuuniTaTiB Y HOBOHAPOKEHMX € HACNigKOM iX Masoro 06’eMy KpoOBi Ta [OBLUOrO, HiX Yy AOpOC/iuX, nepiogy
HaniBBUBEAEHHS Le(hTPUAKCOHY (aMB. po3ainn «poTunokasaHHs», «OCoBAMBOCTI 3aCTOCYBaHHS»).

3apeecTpoBaHi BUNaAKM YTBOPEHHS NpeumniTaTiB y HAPKax, NepeBaXkHO y AiTei BiIKOM Bif 3 pOKiB, fKi 0TpMMyBa/iv Be/IMKi L00O0BI 403n nNpenapaty (Hanpuknag =
80 mr/kr/poby) abo 3aranbHi Ao3v noHag 10 rpamiB, a TakoX Manu [0AATKOBI (hakTopy pusmKy (Hanpukiag, 06MeXeHe CMOXMBaHHSA PiavHN abo MOCTiNbHWUIA
PeXuM). PU3MK YTBOPEHHA NpeuuniTatiB 3pocTae Yy nauieHTiB, N036aBfeHNX PyX/MBOCTI abo y XBOPUX Y CTaHi 3HEeBOAHEHHA. [lpeuunitatm MOXYTb
CYNnpoBOKYBaTUCA CUMMTOMaMK abo OYyTW acCUMMNTOMAaTUYHUMMK, MOXYTb MPU3BOAUTU 4O HMPKOBOI HELOCTATHOCTI Ta aHypil, i 3HMKAKTb NICIA MPUMNUHEHHSA
3aCTOCyBaHHA LeTprakcoHy (avB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).

3apeecTpoBaHi BUNAAKN YTBOPEHHA NPeUMniTaTiB KabLieBOi COMi LedTPMaKCOHY Y XXOBUHOMY MiXypi, MepeBaXXHO Yy NauieHTiB, AKUM npenapar BBOAWIN Y [03aX,
BALMX 3a CTaHA4apTHY PEKOMEHAOBaHy Ao3y. Y [AiTel, 3a JaHVMMKU NPOCMEeKTMBHMX AOCNIMKEHb, 4YaCcTOTa YTBOPEHHA MpeuuniTatiB npy BHYTPILLHbOBEHHOMY
BBeLeHHI npenapary Oy/a pisHo — y Aeskux gocnimpkeHHsax noHaz 30 %. Mpy noBinbHOMY BBefeHHI npenaparty (MpoTAarom 20-30 XBW/IMH) YacTOTa YTBOPEHHS
npeumniTaTis, O4eBUAHO, HMKYA. YTBOPEHHSA MpeuuniTaTiB 3a3BUYail He CYNpPOBOKYETHCA CUMMNTOMaMU, ane y PiAKiCHUX BuNagkax BUHWKaIM Taki KAiHiYHI
CUMNTOMU AK 6iNb, HyfoTa | GNIOBaHHA. Y TakuX BMNafiKax PEKOMEHAYETbCA CMMMTOMATUYHe JiKyBaHHA. [Micns NPUNMHEHHA 3aCTOCYBaHHA LEe(hTPpUaKCoHY
npeumniTaTi 3a3BnYain 3HNKatOTb (AMB. po3ain «OCO6/IMBOCTI 3aCTOCYBaHHS»).

TepMiH NpUAATHOCTI. 3 POKMW.

YM0BM 36epiraHHs.

36epiratv B opuriHanbHii ynakosui npu TemnepaTypi He BuLe 25 °C.

36epiraty HefOCTYNHOMY AN15 AiTei MicLi.

MpuroToBneHuUiA po3ymnH 36epiratit He GifbLue 6 rofnH NpW KiMHaTHWUIA Temnepatypi i He 6inbLue 24 roguH npu Temnepatypi 2-8 °C.

HecyMmiCHICTb.

Bniued He MOXKHa 3MiLLYyBaTU 3 Ka/bLiIBMICHMMW PO34MHaMW, TaKUMK SIK PO34MH PiHrepa um po3unH MapTmaHa.
LlethTprakCcoH HECYMICHWIA 3 aMCaKPMHOM, BAHKOMiLIMHOM, 0TyKOHA30/10M i aMiHOr/1iKo3uaamMu.

He cnig 3milyBaTtu 3 iHLWIMMUW PO3YMHHMKAMU, KPIM 3a3HauYeHUX y po3gini «Cnocib 3acToCyBaHHSA Ta J03MW».

YnakoBKa.

Mo 1,0 r MOPOLUKY Y CKSHUX (PnakoHax, 3aKynopeHnX ryMoBOH MPOOKO0 Ta a/ltoOMiHIEBUM OOTUCKHNM KOBMAYKOM, CMOPALKEHUM KPULLKOK (hAin-od, Lo 3abe3neuye
KOHTPO/Ib NEPLUOro BifAKPUTTS.

Mo 1 a6010 (hnakoHIB pa3oM 3 IHCTPYKLIED 415 MEANYHOIO 3aCTOCYBaHHA Y MadLli 3 KaPTOHY.

KaTeropis Bignycky. 3a peLenTom.
BupobHuMK.
IngoHr ®apmac'toTikan Ko., Jta,.

3eiicc dapmac'toTikenc MeT. JITA.

Micue3HaxomkKeHHS BUPOOHMKaA Ta A0ro agpeca Micua NPOBagKeHHS 4isiNIbHOCTI.
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[inbHuua Ne 72, EMIM, dasa-1, Dxkapmampkpu, baaai, PaioH-ConaH, Ximayan MNpagew, IHAis.

3aaBHUK. AAP ®APMA ®3-/IJIC / AAR PHARMA FZ-LLC.
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