IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

3iHHaT™
(Zinnat™)

Cknag:

Ait0ya peyoBmHa: LeypPOKCUM;

5 M/ roToBOT CyCneHsii y (hiakoHi MicTATb Leypokeumy (y hopMi Ledypokeumy akcetuny) 125 mr a6o 250 wmr;

AOMNOMI>KHI peyoBuHU: noBigoH K30, kucnoTa cTeapuHOBa, caxaposa, PPyKToBUIA apomaTtunsatop, acnaptam (E 951), KcaHTaHOBa Kamefb, Kaslito auecybham.

Jlikapcbka thopma. 'paHynun 4ns NpuroTyBaHHA CyCreHsil.
OCHOBHI (hi3nKO-XiMiYHi BnacTVBOCTI: 6ini abo Maibxe 6ini po3cunyacTi rpaHynu.

dapmakoTepaneBTUYHa rpyna. MpoTuMiKpo6Hi 3aco6m Ansi CUCTEMHOrO 3aCTOCYBaHHS. beTa-naktaMHi aHTM6ioTUKK. Kog ATX JO1D CO02.

dapMako/oriyHi BnacTmeoCTI.
dapmakogrHamika.
Llechypokcumy akceTun — nepopanbHa popMa 6akTepuumaHoro LedanocnopuHOBOro aHTNGIOTUKa LeypOKCMMY, IKWIA € CTIiKUM A0 AiT 6inblocTi 6eTa-nakramas
Ta BUAB/AE aKTUBHICTb MPOTY LLUMPOKOI 0 CNEKTPa rpaMno3UTUBHUX Ta FPaMHeraTuBHUX MiKpoOpraHi3mis.
BakTepuumnaHa fis uedypoKcumy € pe3yibTaToM MPUTHIYEHHS CUHTE3Y KTITUHHOT 060/10HKN MIKPOOPraHi3miB.
HabyTa pe3vCTeHTHICTb A0 aHTUBIOTMKA BifPI3HAETLCA Y PI3HMX PerioHax Ta MOXe 3MIHKBATUCA 3 4acOM, a A/1 OKPeMMX LUTamiB MOXKe BiAPI3HATUCL CYTTEBO.
BaxaHO 3a HasiBHOCTi 3BEPHYTUCA A0 MICLEBUX JaHWMX 3 YyT/IMBOCTI 0 aHTNBIOTMKA, 0CO6IMBO MPW NiKYBaHHI TAXXKMX THGEKLIA.
Lledhypokcum 3a3BuYain Mae akTUBHICTb BIAHOCHO TaKMX MiKPOOPraHi3MiB in vitro:

YyTnunsi MikpoopraHismu:

(pamno3nTMBHiI aepobu:

Saphylococcus aureus (MeTULMNIHYYTANBI)*

Koaryna3oHeraTMBHWUiA cTad)inoKOK (METULMATHYYTIMBUIA)

Streptococcus pyogenes

Sreptococcus agalactiae

["pamHeraT1BHi aepobu:

Haemophilus influenzae

Haemophilus parainfluenzae

Moraxella catarrhalis

Cnipoxetu:

Borrelia burgdorferi

MikpoopraHismu, HabyTa pPe3VCTEHTHICTb AKMX MOXe CTAaHOBUTUW Mpob/iemy:




[(pamMno3nTUBHI aepobu:
Sreptococcus pneumoniae
["pamMHeraTvBHi aepoou:
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli

Klebsiella pneumoniae
Proteus mirabilis

wramu Proteus (iHwi HixX P. vulgaris)
lwTamu Providencia
["paMno3nTMBHI aHaepoou:
lWTamy Peptostreptococcus
lwTamu Propionibacterium
["paMHeraTvBHi aHaepoou:
lwTamy Fusobacterium
lWTamy Bacteroides
Pe3NCTeHTHI MiKpoopraHiamu:
["pPaMno3nTUBHI aepoou:
Enterococcus faecalis
Enterococcus faecium
["pamMHeraTvBHi aepoou:
lwTamu Acinetobacter.
wramn Campylobacter
Morganella morganii
Proteus vulgaris
Pseudomonas aeruginosa
Serratia mar cescens
["pamHeraT1BHI aHaepobu:
Bacteroides fragilis

wramun Chlamydia

wramn Mycoplasma
wramu Legionella

*Bci METULMNIHPE3UCTEHTHI S aureus € HeYyT/IMBUMMW [0 LedypoKcUMmy.

dapmakoKiHeTVKa.
Micng nepopanbHOr0 3acTOCYBaHHSI LIeGhYPOKCUMY aKceTun abcopOyeTbCA B KMLIEYHWKY, FiAPONI3yETbCA Ha CAM30BIA 060MOHLI OCTaHHLOIO | Yy BUrAAA4i



LlehypoKCUMY MOTpansse B KpOBOOOIT.

3acBOEHHSA cycneHsil 3iHHAT NiABULLYETLCA NPW 0AHOYACHOMY NPUIOMI 3 Keto. PiBeHb abCopOLLT CyCreHsii LedypoKCMMY HUXKYMIA, HIXX Y TabneTok, Wo Npu3BOANTb
[0 HMXKYOro piBHA Npenapaty B M1a3Mi KPoBi Ta 3MEHLLEHOT CUCTEMHOT 6i0f0CTYMHOCTI. MakCUMa/ibHUIA piBeHb Le(hypOKCMMY B CUPOBATLLI KPOBI CMOCTEPIraETbes
NPUGAN3HO Yepe3 2 — 3 TOANHM NiCNs 3aCcTOCyBaHHA npenaparty. MNepiof HaniBBMBEAEHHS npenapaTy CTaHOBUTb MPUOGIN3HO 1-1,5 roguHn. PiBeHb
3B’A3yBaHHA 3 6inkaMm — 33-55% 3a1eXXHO BiJ METOANKMN BU3HAYEHHS. LiedhypoKCUM BUAINSETLCA HAPKAMK Y HE3MIHEHOMY CTaHi LUNAXOM KaHa/lbLEeBOI CeKpeLil Ta
Ky60UKOBOT (hinbTpaLii.

OfiHoYacHe 3aCTOCyBaHHS NpobeHeLmAay 36iMbLUYe MOLLY Mif KPUBOK CepeiHbOT CMPOBATKOBOT KOHLEHTpaLiT Ha 50%.

PiBeHb LedypoKcumy B CMPOBATLi KPOBI 3MEHLUYETLCSA BHACMIAO0K Aianisy.

KniHIYHI XapaKTepuUCTUKMN.

lNoka3aHHA.

3iHHAT Npu3HaYeHnin AN NikyBaHHS iHEKLIR, L0 nepeniyeHi HUXXYe, Y A0POCNX Ta fiTel BikOM Bif 3 MicsALiB.
- COCTpWiIA CTPENTOKOKOBWIA TOH3UNIT | (DapUHTIT.

- CocTpuin 6akTepiabHUIA CUHYCUT.

- ocTpuii cepefHiii OTKT.

- 3arocTpeHHs XpPOHIYHOro 6POHXITY, CPUYNHEHE 36YAHUKaMK, YYTAUBAMU [0 LehypOKCUMY akCceTuny.
— LncTtuT.

- [MienoHepuT.

- HeycknagHeHi iHeKLiT WKIpK Ta M’ AKUX TKaHWH.

- PaHHi nposiBu xBopobu Jlaiima.

IMpoTnnoKasaHHA.
MigBuLLEHA YYTNMBICTbL A0 LehanocnopuHOBNX aHTUBIOTUKIB, LEedhypOKCUMY Ta OY[b-SKOro3 KOMMOHEHTIB npenapaTy. TSXKKi peakuil rinepyyT/iMBOCTI B aHaMHe3s|
(Hanpvknag aHainakTUYHI peakui’) 4o 6yab-aKnx 6eTa-naKTaMHMUX aHTUBIOTMKIB IHLIOro TNy (MEHIUUAIHK, MOHOGaKTaMK | KapbaneHemn).

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

Mpenapaty, WO 3MEHLUYKOTb KUCNOTHICTb LUMYHKOBOTO COKY, MOXYTb 3MeHLUYyBaTK 6I0A40CTYNHICTbL 3iHHATY | MaloTb BMACTUBICTb 3BOAMTU A0 MIHIMYMY e(eKkT
NPUCKOPeHHs abcopbuii npenapaTy MicNs BXXMBAHHA 1XKi.

AK | IHWI aHTUBIOTUKM, 3iIHHAT MOXKe BNIMBATK Ha (10PY KULLIEYHMKY, BHACNIAOK YOro MOXX/IMBE 3MEHLLUEHHS peabcopbLi’ eCTPOreHiB Ta 3HVKEHHS ePEKTUBHOCTI
KOMOIHOBaHUX NepopasibHUX KOHTPaL,ENTUBHNX 3aC00IB.

OcKinbku npun depouiaHigHOMy TeCTi MOXe ChocTepiraTucs nceBAoHeraTMBHWUIA pe3ynbTaT, AN BU3HAYEHHS PiBHS F/IHOKO3M B KPOBI Ta NiasMi y MauieHTiB, Lo
NIKYKOTbCA  Le(hyPOKCUMY aKCeTU/IOM, PeKOMEeHAYETbLCS BUKOPUCTOBYBATU [/IHOKO300KCUAA3HY ab0o reKCOKiHasHy MeToAuky. LleypokcMMm He BRMBaEe Ha
NY>KHO-MIKPATHWIA aHasi3 BU3HAYEHHS KPeaTUHIHY.

OfiHoYaCHe 3aCTOCYBaHHS 3 NPO6eHeLMa0M MPU3BOAUTL A0 3HAYHOIO 3MEHLLUEHHS MOKa3HWKIB MaKCYMa/IbHOI KOHLEHTpaLiT, NioLi nif KPUBOK «KOHLEHTpaLis B
cupoBartLi — vac» i nepiofy Hanispo3nagy uedypokcmmy. ToMy 0gHOYaCHe 3aCTOCYBaHHSA 3 MPO6eHeLMa0M He PEKOMEHYETHCA.

O[fiHOoYaCcHe 3aCTOCYBaHHS 3 NepopasibHUMK aHTUKOArynsaHTamm MoXe Npu3BecTy 40 NiABULLEHHSA NokasHnKa MHB (MiXKHapogHOro HopMasli3oBaHOr O BifJHOLLEHHS).
PiBeHb Ledypokcumy y cmpoBatLi KpOBi 3MEHLLYETLCA LLIAXOM NPOBeAEHHS Aianisy.

Mpw nikyBaHHI LiedasiocnopyMHaMu noBsiLoMIAN0CA NPo No3uTUBHUIA TecT Kym6ca. Liei theHOMEH MOXKe BNAMBATY Ha NepexpecHy Npoby Ha CyMICHICTb KPOBI.



Oc06/1MBOCT i 3aCTOCYBaHHSI.

Peakuii rinep4yTanBOCTI

Oco6/1MBOT 06epeXXHOCTI MOTPIGHO AOTPUMYBATUCA NPU HAABHOCTI Y MaLieHTIB B aHaMHe3i afieprivyHol peakui’ Ha NeHiuuiiHn abo iHWi 6eTa-nakTaMHi aHTUBIOTUKM,
OCKIi/IbKM ICHYE PU3MK MOSBU MEPEXPECHOI YYyTAMBOCTI. AK i Npu 3acTocyBaHHI YCixX 6GeTa-nakTaMHMX MPOTUMIKPOOHMX NiKapCbKMX 3aco6iB, 6ynu 3aikcoBaHi
Ceprio3Hi Ta iHOAI NeTaslbHi BUNaAKU peakuid rinepyyTnvBOCTI. Y pasi  NosBU TSXKKUX peakuin rinepyyTAnBOCTI NiKyBaHHA Le(ypPOKCUMOM Chif, HeramHo
MPUMUHATK Ta HaJaTK NaLieHTy BigNOBIAHY HEBIAKNAAHY MeANYHY LOMOMOrY.

Mepen noyaTkom Tepanii HeoOXiAHO BM3HAYUTK, YW CNOCTEpIrannca y nauieHTa B MUHYIOMY TSXKKI peakuil MigBULLEHOT YyTAMBOCTI A0 UedypOKCUMMY, iHLINX
LiehanocnopuHiB abo 6eTa-nakTamHUX NiKapcbKnX 3aco06iB IHLWKX TUMIB. LiedhypokcmM cnif, 3 06epeXxHICTHO Npu3HayaTty nayieHTam, aKi B aHaMmHesi MatoTb BUNaLKU
HETSHKKUX peakuiid NifBULLEHOT YyTANBOCTI [0 iHWKX 6eTa-naKTaMHUX NiKapcbKMX 3aco0iB.

Oco611B0OT 06epeXKHOCTI NOTPIGHO 4OTPUMYBATUCA MPW HAABHOCTI Y NaLieHTIB B aHAMHE3i aneprivyHoi peakuii Ha NeHiumNiHM abo iHWi 6eTa-nakTamHi aHTUOIOTUKM.
3acTocyBaHHS LedypoKCcMy akceTuy (Tak camo, SIK i iHWNX aHTMBIOTMKIB) MOXE NPU3BECTU A0 HagmipHoro pocTy Candida. TpuBane 3aCTOCyBaHHS MOXe TaKOX
npu3BecT! 40 HagMIPHOrO POCTY IHLWWX HeYyTAMBUX MiKpoopraHisMie (Hanpuknag Enterococci, Clostridium difficile), wo moxe, y CBOK 4Yepry, Bumaratu
MPUNUHEHHA NTIKYBaHHS.

Mpwy 3acTOCYBaHHI aHTMBIOTMKIB MOXE PO3BUHYTMCA NCEBAOMEMOPAHO3HUIA KONIT Bif nerkoi hopmm 40 3arpo3nvBoil Ans XWUTTA. TOMY BaX/MBO MaTu Lie Ha yBasi,
AKLO Y NauieHTIB BUHMKAE Aiapes nig yac abo nicnsg aHTMb6aKTepianbHOI Tepanii. AKLLO BUHMKAE TpMBana abo BupaXKeHa fiapes abo MauieHT BiA4yBae Pi3Kui
nepenmMonogibHui 6inb Yy XXMBOTI, liKyBaHHSA MNOTPIGHO HeraiHO NPUNUHATK, a NaLieHTa — PeTeNIbHO 06CTEXUTH.

[lo cknagy rpaHyn ona npuroTyBaHHSA CyCreHsii BXOAUTL caxapo3a, Lo C/if BpaxoByBaTV MpY NMpU3HaYeHHI npenapaTty XBOpUM Ha LyKpoBWiA fiabeT. 'paHynu ons
MPUroTyBaHHA CYCNeHsii 419 NepopasibHOr0 3acTtocyBaHHA Mo 125 mr/5 mn Mmictate 3 © caxapo3n Ha o3y 5 ma. ['paHynv 4ns NpUrotyBaHHA CycneHsil ans
nepopasibHOro 3acTocyBaHHs No 250 Mr/5 Mn MiCTATb 2,3 I caxapo3un Ha o3y 5 mi.

IMig yac nikyBaHHA 3iHHATOM XBOPO6YM JlaliMa criocTepiranacs peakLis Apuwia — Mepkcreimepa, ska BUHMKana 6e3nocepeHb0 BHACNILOK 6aKTepuumnaHor ait 3iHHaTy
Ha MiKpoopraHism, Lo CNpUYMHIOE XBOPOOY Jlaima, — cnipoxety Borrelia burgdorferi. MayieHT NOBMHEH 3HATW, WO Le YacTe SBULLE MpW aHTUGIOTUKOTepanii
XBOpPO6WU [lalimMa, sike He NOTPe6YE NiKyBaHHS.

[0 cknagy cycrneHsii BXoAuUTb acnapTaM, Lo € AKepenom teHinanadiHy, i TOMy MOro He cnif 3acTOCOBYBaTU A1 NiKyBaHHS XBOPUX Ha (PEHINKETOHYPItO.

Mpy npoBefeHHI MOCNILOBHOT Tepanii yac 3MiHM NapeHTepasibHOI Tepanii Ha MepopasibHy BU3HAYAETHCA TSXKKICTIO IH(EKLii, KNiHIYHMM CTaHOM MaujieHTa Ta
YyT/IMBICTIO NMAaTOreHHOro MikpoopraHiamy. Mpu BigCyTHOCTI KNiHIYHOro NOKpallaHHs MPOTArom 72 roAvH napeHTepasbHy Tepanito cnif npoaoBXkysatu. MNepeq
noYaTKOM NpoBefeHHs NOCNILOBHOT Tepanii cif 03HanOMUTUCA 3 BIAMNOBIAHOK IHCTPYKUIED ANS MeLUYHOr0 3aCTOCYBaHHS LiepypOKCMMY HATpItO.

3acTocyBaHHA y nepiof BariTHOCTIi abo rogyBaHHs rpyaato.

BariTHicTb

ICHYIOTb 0OMeXeHi fjaHi L0 3aCTOCYBaHHA LiedhypOKCMMY BariTHUM. B fOCHIAXEHHSAX Ha TBapyHax He BUSBNEHO HEraTUBHOIO B/IMBY LIE(YYPOKCUMY aKkCeTuy Ha
BariTHiCTb, PO3BUTOK eMOpioHa Ta nnofa, Nosoru, NoCTHaTalbHUA PO3BUTOK AWTUHWU Hemae. 3iHHAT Cnif npu3HavaTh BariTHUM TiNIbKW Y pasi, SKLWO KOPUCTb
3aCTOCYBaHHS /TIKAPCbKOr0 3aC00Yy NepeBaXkae MOX/NBI PU3NKMN.

ofyBaHHA rpYALI0

LlechypoKCUM MPOHMKaE Y rpyAHE MOJIOKO Y HEBE/IMKUX KiNbKOCTAX. MpK 3acToCyBaHHI TepaneBTUYHUX A03 NiKapCbKOro 3ac00y He O4iKYETbCA PO3BUTKY MOBIYHMX
peakLiil, ane He MOXHa BUK/IOUUTY PU3MK NOSBU Aiapei UM rpuOKOBOT iH(EKLIT CM30BMX 060/I0HOK. TOMY Yy 3B’S3KY 3 LMMW peakuismMu Moxe 6yTu noTpibHe
MPUNUHEHHA TOAYBaHHA rpyLAA0. TakoX cnif BpaxoByBaTV MOX/IMBICTb CEHCMOBINI3YOUOT Ail nikapcbkoro 3acoby. Liedyypokcum npmusHavaroThb Mif Yac rofysaHHs
FPYALIO TiSIbKW MICNS OLIHKX NiKapeM CNiBBigHOLLEHHA KOPUCTI Ta PU3UKIB MOro 3aCTOCYBaHHS.




PepTUNbLHICTL
BifcyTHI gaHi Wo0/40 BNAUBY Led)ypOKCUMY akCeTUY Ha PEPTUNBHICTL Y NOANHW. Y OOCMIIKEHHAX PenpofyKTUBHOT PYHKLIT Ha TBapMHaX He 3a(hiKCOBaHO BMN/IMBY

LIbOr0 NiKapCbKOro 3acoby Ha hepTULHICTb.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii npy KepyBaHHIi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
OcCKifIbKM npenapaTt MoXKe BUKINKATK 3anaMOpPOYeHHSs, MaLieHTIB CMif nonepemikary, WO KepyBaTy aBTOMOGINIEM | MpaLtoBaTy 3 iHWMMM MexaHi3mamy MoTPIoGHO 3
06epeXxxHICTHO.

Cnocib 3acTocyBaHHA Ta A03Mu.

YyTAMBICTb [0 aHTUBIOTMKY MIHAETLCA B 3a/IEXHOCTI Bif PErioHy Ta MOXe 3MiHIOBaTMUCS 3 4YacoM. 3a Heo6XigHOCTI Cfif 3BEPHYTUCA [0 MICLEBUX AaHUX 3
YyTAMBOCTI 10 aHTNBIOTMKA.

3BMyaliHa TpMBaNiCTb NiKyBaHHSA CTaHOBMTb 7 AHIB (MOXe 6yTu Big 5 Ao 10 AHiB).

[ns KpawLoro 3aCBOEHHSA npenapat y (hopmi CycrneHsii peKoOMeHAYETbCA NPUMaTK Nifg vac xi.

[lo3yBaHHsA npenapaty ANs AOPOCAUX Ta AiTeid 3a1eXHO Bif, iHeKLiT HaBeAeHO y Tabnnusax 1, 2.

Jopocni Ta gitn (3 40 Kr) Tabnuus 1
Noka3aHHA [0 3aCTOCYBaHHA [o3a

OCTpWiA TOH3UAIT | (hapUHTIT, rOCTPUIA 250 mr 2 pa3n Ha foby

GaKTepiaibHUIA CUHYCUT

[CoCTpwii cepefHin oTUT 500 mr 2 pa3n Ha 106y

3aroCTPeHHs XPOHIYHOro BPOHXITY 500 mr 2 pa3u Ha goby

Lnctur 250 mr 2 pa3n Ha 106y

MienoHedpuT 250 mr 2 pa3n Ha o6y

HeycknagHeHi iH(eKUiT LWKIpK Ta M’ AKNX 250 mr 2 pa3n Ha o6y

TKaHVH

XBopoba Jaiima 500 Mr 2 pasn Ha Joby npoTtarom 14 aHis
(Tepanis moxe Tpueatu Big 10 o 21 gHA)

Litn (< 40 kr) Tabnmua 2
MokKa3aHHS [10 3aCTOCYBaHHS [o3a
["OCTPWiIA TOH3UNIT | PAPUHTIT, rOCTPUIA 10 mr/kr 2 pa3n Ha [06Yy, MakCUMasibHa f03a —
GakTepiaibHWUIA CUHYCUT 125 mr 2 pasu Ha fo6y
CepefHiin oTUT ab0 BifbLl Cepino3Hi 15 mr/kr 2 pa3u Ha o6y, MakcMmasibHa 03a —
IH(DeKUiT y AiTel BIKOM Bif 2 pokKiB 250 mr 2 pa3n Ha 106y
Linctut 15 mr/kr 2 pa3u Ha o6y, MakcMmasibHa [103a —
250 Mr 2 pasn Ha [oby
MienoHedput 15 mr/kr 2 pasu Ha goby, MakcMmasibHa 03a —
250 Mr 2 pasu Ha fo6y npotarom 10 — 14 aHiB




HeycknagHeHi iHeKLUIT WKIipK Ta M’ AKNX 15 mr/kr 2 pa3u Ha go6y, MakcMMmasibHa [03a —
TKaHWH 250 mr 2 pa3n Ha foby
XBopob6a Jlainva 15 mr/kr 2 pa3u Ha goby, MakcMmasibHa [03a —
250 mr 2 pa3n Ha foby npotsarom 14 aHis (8ig 10 go
21 aHA)

[na piteld BikoM Bif 3 MicsALiB, Maca Tina AKUX MeHLUe HidXX 40 Kr, peXXnm [03yBaHHS YTOUHIOETLCS 3riHO 3 Macoto Tifia abo 3 BIKOM AWTUHW. [ns AiTei BikoM Big 3
micauiB Ao 18 pokiB pekomeHAoBaHa fo3a CTaHOBMTb 10 Mr/Kr Macu Tina 2 pasu Ha fo0y Ansa 6inbliocTi iH(eKUin (MakcMMmanbHa fo6osa gosa 250 wmr). Mpu
cepeHbOMY OTUTI ab0 CEepO3HILLIMX IH(EKLISX PEKOMEHA0BaHa A03a CTaHOBUTbL 15 Mr/Kr macu Tina 2 pasun Ha o6y (MakcuManbHa go6osa go3sa 500 mr).
[ns 3py4HOCTI 3aCTOCYBaHHA 6aratofo30B0il cycneHsii 125 Mr/5 mn abo 250 Mr/5 Mn HUXYe HaBoAATLCA ABi Tabnuui (3, 4), Lo Aat0Tb 3MOrY CrpOLLEHO YTOUHIOBATY
[03y npenaparty (Hanpuknag, 3a 40NOMOrow MipHOT IOXKEYKN Yy 5 M1 3 0AaTKOBUM piBHEM 2,5 M) Bi4NOBIAHO A0 BiKY Ta NiKapcbKoT POopMu.

Tabnunusa 3
10 mr/kr (2 pasun Ha fo06y) npw 6inbLIOCTi iHGeKL i

Bik [o3a (Mr) KinbKicTb M/ Ha pa3oBy 03y
2 pa3u Ha 106y
125 mr/5 mn 250 mr/5 mn
3 -6 micauis 40 - 60 2,5 -
6 MicaLiB — 2 poKu 60— 120 25-5 -
2 poku — 18 pokiB 125 5 2,5

Tabnuus 4
15 mr/kr (2 pa3u Ha fo6Yy) ANns NiKyBaHHS CEPeHbOr0 OTUTY Ta TSXKKMUX (POPM iH(eKLii

Bik [o3a (mr) KinbKicTb M1 Ha pa3oBy 03y
2 pa3n Ha 106y
125 mr/5 mn 250 mMr/5 mn
3 - 6 micauis 60 - 90 2,5 -
6 MicALIB — 2 poKK 90-180 5-75 2,5
2 pokun — 18 pokiB 180 — 250 75-10 25-5

LledhypoKCuM TakoXX BUTOTOB/IAETLCA Y (DOPMI HATPIEBOT COMi AN NapeHTepasibHOro BBeAeHHA («3uHaled»). Lie aae MOX/IMBICTb MOCNIL0BHO 3aCTOCOBYBATM Pi3Hi
(hopMM 0JHOM0 aHTMBIOTUKA, KON KITIHIYHO AOLINLHO NeperTy 3 MapeHTepanbHOT (hOpMU 3aCTOCYBaHHSA Npenaparty Ha nepopanbHy.
TpuBanicTb AK NapeHTepasIbHOro, Tak i MepopasibHOro NiKyBaHHA BU3HAYAETHCA 3 ypaxyBaHHAM TSXKKOCTI IH(eKLiT Ta CTaHy XBOPOro.

XBOpi 3 HUPKOBOK HEAOCTATHICTIO
LledhypoKcum BMBOAMUTLCA FO/IOBHUM YMHOM HUPKamMK. MNauieHTaM 3 BUpaXKeHUM MopYLUEHHAM PYHKLUIT HUPOK PEKOMEHAYETHCSH 3MEHLLUMTU L03Y Lie(hypOKCUMY, LL06
KOMIMEHCYBATWN MOro NOBiNbHILLY eKCKpeLito (AuB. Tabnumuto 5).

Tabnuusa 5



KnipeHc T2 PekoMeH[0BaHe J03YBaHHA
KpeaTUHiHy (rogunHm)
Koperysartu 03y He NOTPIOGHO (3aCTOCOBYHOThL CTaHAAPTHY A03Y
> 30 mn/xB 14-24 Big 125 mr fo 500 Mr 2 pasun Ha gob6y)
10— 29 mn/xB 4.6 CraHfapTHa iHAMBIAYalbHA [03a KOXXHI 24 rognHn
<10 mn/xB 16,8 CraHfapTHa iHAMBIAYabHa [03a KOXHI 48 rognH
Bnpogoex OfHy [04aTKOBY CTaHAAPTHY 403y C/ij 3aCTOCOBYBaTyW Nic/s
remogianisy 2-4 KOXKHOr O fianisy

XBOPi 3 NEYIHKOBOK HEAOCTATHICTIO
Hemae faHuX Npo 3acTOCyBaHHA LbOro NiKapcbKoro 3acoby nauieHTam 3 MOpyLUeHHAM (PYHKLUIA neyviHky. Lledyypokcum BMBOAWUTLCA FONOBHUM YMHOM HUPKaMu,
TOMY OYiKY€ETbCA, WO HafABHI MOPYLUEHHS PYHKLIT NeYiHKV He BNIMBATUMYTb Ha (DapMaKOKIHETUKY LIeyPOKCUMY .

IHCTPYKLLiS 3 PO3YNHEHHS rPaHyN Yy (DNaKOHI:

PeTenbHO CTPYCITh o1aKoH, W6 AOCATT PO3CUNYACTOCTI rpaHy/.
~N Bci rpaHynn matoTb 6yTVM nerkocunyummmn 'y qnakoHi. 3HiMIiTb
KPULLIKY Ta 3aXMCHy MeMbpaHy. $KWO 3axucHa MembpaHa
MOLLKOKeHa abo BILCYTHA, MOBEPHITb Npenapar 40 anTeku.

e
[opaiiTe xonogHy BoAy Y MIPHMIA KOBMAYOK [0 MIPHOI MiHIT
3a3Ha4yeHoT Ha HbOMy. AKLIO nonepeAHbLO BOAY KUM'ATUIU, Nepes
[0fjaBaHHAM BOHa Mae OXO/IOHYTU A0 KIMHATHOI Temnepatypu. He
3MiLLyiATE CyCneH3ito 3 rapauumy abo TenaMMu  pigvHamu.
G BukopucToByiiTe X0nogHy Bogy, W06 3anobirtm  3ryleHHs

CyCneHsii.

Hanuiite BCHO KifbKICTb BOAM Y (P/1akoH. 3akpuiiTe (hnakoH
KPULLKOK. 3anuwite (nakoH, Wo6 [Jatu 3Mory BOfi MOBHICTIO
PO3YMHUTK FPaHysn - NPUGIN3HO Ha 1 XBUSIMHY.




MepeBepHITb (h1akoH Ta IHTEHCUBHO 360BTalTe (NPr6aM3HO 15 cek)
[OMOKW BCi rpaHy/m y (bnakoHi He NepeMilLaloTbCs 3 BOAOHO.

N MepeBepHiTb hNakoH A0ropu Ta IHTEHCMBHO 360BTYTe NPOTAroM 1
XBWIVHW LOMOKW BCI rpaHy/ v He MepemillatoTbCs 3 BOLOHO.

Opfpasy nicna po3YnMHEHHS (DNaKoH 3 CYCMeH3it0 HeOOXIAHO NOMICTUTK Y XONOAUIBLHUK Ana 36epiraHHsA npu Temnepatypi 2-8 °C (He 3aMOpPOXKyBaTK) Ta 3a/IULLNTK
LLOHaMeHLLe Ha 1 roauHy nepep 3aCTOCYBaHHAM NepLuoi fo3u. Po3umHeHy cycneHsito MoXHa 36epirati o 10 gHiB 3a yMOBM 36epiraHHs B XONOANIbHUKY NpWu
Temnepatypi 2-8 °C.

3aBX M nepef] 3aCTOCyBaHHAM CNif, PeTeNbHO CTPYCUTY aKoH. BUKOPUCTOBYIATE MipHY NOXKKY, L0 HAZIAETLCA, /151 3aCTOCYBaHHS KOXHOI 03M.

Mpn 6aKaHHI po3umMHeHa Y (hnakoHI CycrneH3ia MoXe OyTu po3sefeHa fani XONOAHUM ()PYKTOBMM COKOM abo MOSIOKOM 6e3rnocepefHb0 nepes 3aCTOCYBaHHAM i
3acToCOBaHa 0Apasy Nicns Po3BeAEHHS.

aiTn.
[ocsigy 3acTocyBaHHS 3iHHATY A1 NiKyBaHHS AiTei BIKOM 0 3 MicALiB HeMae.

Nepeno3yBaHHSA.

Mpn nepeao3yBaHHi LeanocnopuHiB MOXIUBI NOAPa3HEHHS TO/I0BHOTO MO3KY Ta HEBPOJIOTiYHI YCKNAAHEHHS, BKIHOYaKOUM eHuedanonarito, CyoMu Ta KOoMmy.
CumnTOMM Mepefo3yBaHHA MOXYTb BUHMKATK, SKLLO [03a NiKapCbKOro 3acoby He Gyna BifnOBigHMM YMHOM CKOPMroBaHa A/1s NaLuieHTIB 3 NOPYLUEHHAM (YHKLIT
HUPOK (aMB. po3ainu «Croci6 3acTocyBaHHA Ta J03u» Ta «OCOBMBOCTI 3aCTOCYBaHHA»).

PiBeHb Lie(hypOKCUMY B CMPOBATLL KPOBI MOXHa 3MEHLUWTU LLINIAXOM reMOjiastizy Ta NepuTtoHeaibHOro gianisy.

Mo6iuHI peakuii.

Mo6iyHI peakLiii Npy 3acToCyBaHHI Le(hyPOKCUMY aKCeTWy BUPaXKEHI MOMIPHO i MatoTb B OCHOBHOMY 060POTHUIA XapaKTep.

Kareropii 4acToT¥ BUHUKHEHHSI HaBeAEHUX HMXKYe MOGIYHMX peakuiit € OLIHOYHUMW, OCKifbKM Ana 6inblocTi sBuW, (Hanpuknag, 3 nnauebo-KOHTPOIbOBAHNX
AOCNIMKEHb) HaNeXHi faHi Ans po3paxyHKY TOYHOI 4acToTw BiACYTHI. Kpim Toro, yactota BMHWMKHEHHSI MOGIYHMX peakLuiil, NOB’si3aHWX i3 3aCTOCYBaHHAM



LlePypOKCUMY aKCETU/TY, MOXKe 3MIHIOBATMCA 3a/1€XKHO Bij, MOKa3aHHSA [0 3aCTOCYBaHHSA NiKapCbKOro 3acooy.

[Na BU3HAUYEHHS YacTOTU NOBIYHMX peakUil Bif Ay>Ke 4acTUX [0 PIAKUX BUKOPUCTOBYBaIN AaHi BENMKUX KNIHIYHUX AOCNiMpKeHb. YacToTy BCIX iHWMX NOGIYHUX
peakuin (To6TO TWX, WO BUHMKANM 3 4acToTor < 1/10000) nepeBakHO BM3HaYa M Ha MiACTaBi AaHMX MiCNApPeecTpauiiHOro 3acTocyBaHHS NiKapcbKoro 3acooy.
OTpumaHa 4YacToTa € CKOpiLLle MOKa3HMKOM 3BITHOCTI, HiXX CMPaBXXHbOK YacTOTO ABMLLA. [JaHi Nnaue60-KOHTPONbOBaHUX A0CNIKEHb BiACYTHI. KaTeropis 4actoTu,
po3paxoBaHa 3a pe3y/ibTaTaMu KNiHIYHUX AOCNIKEHb, PYHTYETLCA Ha JaHWX, WO CTOCYHOTbCA NiKapcbKOoro 3acoby (siKi 6ynun ouiHeHi nikapeM-A0CiAHUKOM).
Mo6iyHiI peakuii, BIZOMOCTI NPO AKi HaBeAeHI HMXKYe, KnacuikoBaHi 3a opraHaMm i CUcTeMamu Ta 3a 4aCTOTOR X BUHUKHEHHSA. KaTteropii yactoTu: gyxe yacto (= 1
Ha 10), yacto (= 1 Ha 100 Ta < 1 Ha 10), HeyacTo (= 1 Ha 1000 Ta < 1 Ha 100), pigko (= 1 Ha 10000 Ta < 1 Ha 1000), ay»e pigko (< 1 Ha 10000) Ta HeBigomo (He
MOXXHa OL,iHUTW Ha NiACTaBi ICHYOYMX AaHNX).

IHpekuiT Ta iHBasIT

YacTo: HaamipHui picT Candida.

Hegigomo: HaaMmipHuia picT Clostridium difficile.

3 60Ky KpoBi Ta niMaTUYHOT CUCTEMM

YacTto: eosnHoginis.

HeuacTo: no3uTnBHUIA TecT Kym6ca, TPOMOOLMTONEHIA, NeiiKorneHis (IHKON rNMboka).

[y>Xe pifKo: reMoniTU4Ha aHeMis.

LlechanocnopvHmn gk Knac MatoTb BNacTUBICTb abcopOyBaTuCA Ha MOBEPXHI MemMOpaHn epUTPOLMTIB Ta B3aEMOAIATM TaM 3 aHTUTINaMu, LLO MOXXe NMPU3BECTU [0
no3uTMBHOI Npobu Kymbéca (BNvB Ha BU3HAYeHHS CyMICHOCTI KPOBI) Ta (4y>Ke pPifKO0) A0 reMONiTUYHOI aHeMIT.

3 60Ky iIMyHHOT cucTemu

PeakuiT rinepyyTiMBOCTI, L0 BKIKOYAOTh:

HeuacTo: WKipHWiA BUCKN.

PifIKO: KpOnuB’siHKa, CBEPOBIX.

[y>xe pifKo: MefuKamMeHTO3Ha rapsyka, CpoBaTKoBa XBOpoba, aHadinakcis.

Hesigomo: peakuisi Apuia—Iepkcreivepa.

3 60Ky HEpBOBOT CUCTEMMU

YacTo: ronosHui 6ib, 3anamMmopOYeHHS.

3 60Ky LLMYHKOBO-KWLLIKOBOTO TPaKTy

YacTo: racTpoeHTEpOIOrivHi po3/aan, BKIKYakoUK giapeto, HyoTy, 6i/b Y XKMUBOTI.

HeyacTo: 6/1t0BaHHS.

PifKo: nceBgomMembpaHO3HWIA KONMIT (AMB. po3ain «OCco6/MBOCTI 3aCTOCYBaHHS»).

3 60Ky renaTobiniapHoi cucTemu

YacTo: TpaH3MTOpPHE NMiABULLEHHS piBHA neviHKoBUX hepmeHTiB (AT, ACT, IAIN), sike 3a3BMYail Mae 3BOPOTHUIA XapaKTep.

[y>xe pifiKo: XXOBTAHMUSA (rO/IOBHUM YMHOM X0NecTaTuyHa), renaTuT.

3 60Ky LUKipW Ta NiAWKIPHUX TKaHWH

[yxXe pigko: nonimopHa epuTtema, cuHapom CTiBeHca—[)KOHCOHA, TOKCUYHWIA enigepMaibHUIn HEKPONI3 (EK3aHTEMATO3HMIA HEKPOi3) (AMB. «3 6OKY IMYyHHOI
CUCTEMU).

HeBigoMO: aHTriOHEBPOTUYHWMIA HAOPSK.

aiTn.

Mpodinb 6e3nekn 3acTocyBaHHA LieypoKCMMY Yy AiTel BiANOBigae aHaI0riYHOMY MPOQiNto y AOPOCAMX MaLieHTIB.



TepMiH NpUAATHOCTI. 2 POKMW.
[icns po34ymMHeHHs TeEPMIH NPUAATHOCTI CycreHsiiy ¢hnakoHi — Ao 10 AHiB 3a yMOBY 36epiraHHs B X0NoAuIbHUKY Npy Temnepatypi 2-8 °C.

YMoBW 36epiraHHs.

36epiratn npu Temnepatypi HK4Ye 30 °C. Ticns po34UMHEHHS CyCneH3ito 36epiraTv B X0N0AWNbHUKY Npy TeMnepatypi 2-8 °C. 36epirati y HeioCTYMHOMY Ans AiTel
micLi.

YnakoBKa.

"paHynu gna npurotysBaHHs 100 M cycneHsii y (1akoHi 3 TEMHOMO CK/la 3 KPULLKOK Ta 3aXMCHOK MemMOpaHoto, 3 NNacTUKOBMM MIPHUM KOBMaykoM Ha KpULLIL.
®1akoH pa3om 3 MipHUM KOBMAYKOM Ta MipHOKO I0XKKOK Y KapTOHHI KOpo6Li.

KaTteropis Bignycky. 3a peuentom.

Bupo6HMK.
I"nakco OnepeiwHc KOK NlimiTes (Benuka bputanis)/
Glaxo Operations UK Limited (United Kingdom).

Micue3HaxomMkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS MOro 4isiNIbHOCTI.
I"nakco OnepeiwHc KOK JlimiTen, Xapmip Poya, bapHapa Kactn, Otopxem, DL12 8DT, Benuka bputanis/
Glaxo Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdon.



