IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AKCETHUH

(AXETINE)

Cknao:

ditoya pevosuHa: 1eypokCcuM;

1 Tabnetka mMicTuTh nedypokcumy (y Gopmi riedpypokcumy akcetuny) 250 mr abo 500 mr;
donomidcHi peyoguHU: 1IeTI0N03a MiKpokpucTaniyHa 105, KpeMHito giokcunm KonoigHui 6e3BOOHUH,

HaTpilo KpocKapMeso3a, HaTpilo Jaypuicyiabdart, olis poclIuHHa TigporeHi3oBaHa, rimpoMesno3a
2910, mpominenrnikons, TuTany giokcum (E 171), Tanbk.

JIikapcbka ¢popma. TabneTky, BKPUTI IIiBKOBOIO 000JI0HKOIO.
OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

nns Tabnetok 250 Mr: 6imi, y BUTTISIAL KANICy/Id OBOOIYKJIi TaONeTKH, BKPUTI IIJIIBKOBOIO 000JIOHKOIO, 3
PHCKOI0 3 omHOr0 00Ky, miameTpoM simpa 8x14 mm;

nns Tabnetok 500 Mr: 6imi, y BUTTISAL KANICy/Iyd OBOOMYKJIi TaOlIeTKH, BKPUTI IIJIIBKOBOIO 000JIOHKOIO, 3
PHCKOIO 3 1BOX OOKiB, miameTpoM simpa 9x19 mwm.

Pucka mpu3HaydeHa auIlle O MOJIETIIEHHS PO3JIOMY 3 METOIO ITOJIETIIEHHS KOBTaHHS, a He [JIs
PO3MOLiny Ha piBHI A0O3H.

dapMmakoTepaneBTHYHA rpyna. AHTUOaKTepiaabHi 3ac00U [J1T CUCTEMHOT0 3aCTOCYBaHHS.
Hedanocnopunu gpyroro mokomninasa. Kog ATX J01D CO02.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

MexaHi3M gil

LleypokcuMy aKCeTHI Tigpoi3yeThcs (pepMeHTaMu ecTepasu J0 aKTUBHOTO aHTUOi0THKaA



e@ypokcumy. LlepypoKCcUM MPUTHIYYE CUHTE3 KITITUHHOI 000JIOHKY MiKPOOPTaHi3MiB IIJISTXOM
IPUKPIMIeHHs [0 neHinumin3B’ s3yrounx 6inkis (I136). Lle mpu3BoguTh OO epepuBaHHs 0i0CHHTE3Y
KJIITUHHOI CTiHKY (IENTUIOTIIKAHY), 1[0 CIIPUYHMHSE NTi3uc i 3arudens 6aKTepiaTbHUX KITITHH.

MexaHi3M pe3UCTEeHTHOCTI
Pe3ucteHTHICTL 00 LedhypoKCUMY MOKe OyTH IOB’'s13aHa 3 OMHUM ab0 HeKiTbKoMa i3 TaKUX ITPOILIECiB:

- Tigponi3 OeTa-nakTamas, y TOMy YXCIIi (ajie He TiTbKY) 3@ OOIIOMOI0I0 PO3IIKUPEHOro CIeKTpa OeTa-
naktama3 (ESBLs) i AmpC ¢pepMeHTiB, SKi MOXKYTh OyTH iHIyKOBaHUMU a00 CTabiIbHO aKTHBOBAHUMU
y IeBHUX aepOOHUX T'PaMHETraTUBHUX BUMIB OaKTepil;

- 3HUXKeHH4 cropigHenocTi 136 gna nedypokcumy;

-30BHIIIHS MeMOpaHHa HEIIPOHUKHICTh, SKa 00MexkKye HoCTym nedpyporcumy no [136 y
rpaMHEeraTUBHUX OaKTepil;

- OakTepianbHi e(IIOKCHI HACOCHI CUCTEMHU.

OdikyeThCs, 110 OPraHi3Mu, SKi HaOyIu Pe3WCTEeHTHOCTI [0 iHIMKX iH' €KIiNHUX GopM
11e(asIOCTIOPHUHIB, € CTIUKUMU [0 LePyPOKCUMY.

3a/ie’kHO Biff MeXaHi3My pPe3UCTEHTHOCTI OpraHi3aMu 3 Ha0yTOI PE3UCTEHTHICTIO 40 MeHIuIiHIB
MOXKYTh JEMOHCTPYBaTH 3HUKEHHS YyTINBOCTI a00 PE3UCTEHTHICTh 00 LIe(PyPOKCUMY.

['paHMYHI KOHIIEHTpAIIII 11e OKCHMY aKCEeTHUuI

'panuuHi MiHimManbHi iHTiOyioui KoHneHTpalii (MIK) nedypokcumy, 3Ha4eHHS SKUX I'PYHTYEThCS Ha
BHM3Ha4YeHHi 0aKTepiaJbHOTO POCTY BiAIIOBIIHO [0 CTaHOapPTiB EBPOIENCHKOT0 KOMITETY 3
BH3HAYEHHS YyTnIuBOCTi 70 aHTHOioTHKiB (EUCAST), HagaHo B TaOIHIl HUKYeE:

Tabnuis 1

bakrepii MIK (Mr/mur)

JyT/IUBIi HEYyTINBi
Enterobacteriaceae’” <8 > 8
Staphylococcus spp. [TpumiTka’ [Tpumitka’
Streptococcus A, B, CiG [TpumiTKa' pumiTka'
Streptococcus pneumoniae =< 0,25 > 0,5
IMoraxella catarrhalis < 0,125 >4
[Haemophilus influenzae = 0,125 > 1
HeBuyoBi, MOB’A3aHi 3 TPaHUYHAMH 3HaYeHHaMu  [HII HI’

'TpannyHi KOHIEHTpAaIii nedanocnopuHis A Enterobacteriaceae IposBAAIOTh YCi KIiHIYHO
BaXKJIMBi MeXaHi3MU Pe3UCTEHTHOCTI (BKmovatoud ESBL i onocepegkoBani AmpC mnma3migu). [Jeski
IITaMH, SKi IPOAYKYIOTh 6eTa-TaKTaMasy, € YyTIUBUMEU a00 MalOTh IIPOMiXKHY YyTJIUBICTh IO
nedanocrnopuHiB 3-ro abo 4-r0 IOKOMIHHS 3 IUMU T'PAHUYHUMH KOHIIEHTPALiIMHU i MaioTh O0yTH
IpefCcTaBieHi, K BU3Ha4YeHO, TOOTO HasgBHICTh abo BimcyTHicTh ESBL cama mo co0i He BIIJIMBa€E Ha
KaTeropuaallilo YyTIUBOCTi. ¥ 6araThox perioHax BUSIBIEHHS Ta XapakTepucTtuka ESBL
peKoMeHyeThCst a00 € 000B’I3K0BOI0 3 METOI0 OOPOTLOU 3 iHGEKIIIET0.

*TinbKu HeyCKJlafiHeHi iH(peK1il CeY0BUBIIHUX HMUIAXIB (HUCTUT) (OUB. po3ain «[IokazaHHS»).



*YyTnuBicTh cTadiloOKOKIB [0 1edasoCIOpUHiB BUTIKAE 3 4y TIMBOCTI 0 METHLMIIIHY 3a BUHATKOM
nedrasugumy, Hedikcumy i nedptudyTeHy, IKi He MalOTh TPAaHUYHUX KOHIIEHTPALiH i 1X He CIIif
BUKODPUCTOBYBATHU 11 JIIKyBaHHS CTa(iIOKOKOBOI iH(eKIil.

‘BeTa-nakTaMHa YyTIMBICTh 6eTa-TeMOTiTUHYHUX CTPENTOKOKIB rpynu A, B, C i G BuTikae i3
YYTJIUBOCTI 0O NEeHIIUIiHY.

*HepmocTaTHBO JaHUX, SIKi MigTBEPAXKYIOTH, 1[0 3a3HaY€eHi IITaMM € XOPOIIOI0 MIIlIEHHIO [JIST Teparil
npemnapatoM. MIK 3 yrouHeHHsIMH, ane 06e3 BiTHECEeHHS M0 YYTIUBUX Y HEUYTIIUBUX
MIKpOOpraHi3Mis.

MikpobiooriyHa YyTIHUBICTh

HabyTa pe3ucTeHTHICTh 00 aHTUOI0THKA BiIPi3HSAETHCS Y PI3HUX peTioHax Ta 3 4acoM, a AJIs OKPeMHUX
IITaMiB MOXKe Bifpi3HsTHUCS CyTTEBO. [IpU HEOOXiMHOCTI OakKaHO 3BEPHYTUCS [0 MICI[eBUX HAHUX 3
YYTIUBOCTI IO aHTHOI0THKA, 0COOIMBO IPH JIiIKyBaHHI TAXKKUX iHPEKIiH.

LedypokcuM 3a3Buyail Ma€ BUCOKY aKTHUBHICTh BITHOCHO TaKMX MiKpOOpraHi3MiB in vitro:

YyTauBi MiKpoopraHiamMu

['paMIO3UTHBHI aepoOu:

Staphylococcus aureus (MEeTUILUITIHYYTINBI)*
Koaryna3oHeraTuBHUY CTa(PiIOKOK (METULUTIHYYTIUBUN)
Streptococcus pyogenes

Streptococcus agalactiae

['paMHeraTHBHI aepobu:

[Haemophilus influenzae

[Haemophilus parainfluenzae

Moraxella catarrhalis

CroipoxeTu:
Borrelia burgdorferi

MikpoopraHi3Mu, Jjisi AKHX Ha0yTa pe3HCEeHTHICTh M0OXe CTAaHOBHTH IPo61eMy

['paMIIO3UTHBHI aepobu:
Streptococcus pneumoniae

['paMHeraTHBHI aepobu:
Citrobacter freundii
[Enterobacter aerogenes
Enterobacter cloacae
E'scherichia coli

Klebsiella pneumoniae
Proteus mirabilis

mTaMu Proteus (iuimi Hix P. vulgaris)
mraMu Providencia
['paMIIO3UTHBHI aHaepooOu:
mTaMu Peptostreptococcus
mraMu Propionibacterium
['paMHeraTHBHI aHaepoOu:
mTaMu Fusobacterium
mITaMu Bacteroides

Pe3ucreHTHi Mikpoopraniamu




['paMIIO3UTHBHI aepobu:
[Enterococcus faecalis

[Enterococcus faecium
['paMHeraTHBHI aepoOu:
mTaMmu Acinetobacter.
mramu Campylobacter
IMorganella morganii
Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens
['paMHeraTHBHi aHaepoOu:
Bacteroides fragilis
mramu Chlamydia
mraMu Mycoplasma
mramu Legionella

*Bci MeTUIIUTTIHPE3UCTEHTHI S. aureus € HEUyTIUBUMU OO0 IeyPOKCUMY.

dapmakoKiHemuxka.

AGcop0biris

[Ticrst mepopanbHOTO 3aCTOCYBaHHSA 11e(PYyPOKCUMY aKCeTUIT abCoOpOYEThCS Y KUIIEUHUKY,
Tigpomi3yeThCs Ha CIM30BiK 000IOHIII OCTAHHBOTO Ta Y BUTISAMI 1IePyPOKCUMY IIOTPAILISE Y
KPOBOOOIT.

OnrtuManbHuY piBeHb abcopOilil cocTepiraeThCs ofpasy micnis npuioMy ixi. MakcuManbHUN piBEHBb
1eypoKCHUMY y CUPOBaTLi KpPoBi (2,9 Mkr/mn ans go3u 125 mr, 4,4 MKT/MI A5 003U 250 mr, 7,7
MKr/MIT gyst mo3u 500 mr i 13,6 Mxr/mi g mo3u 1000 Mr) crioctepiraeTbes mpubau3Ho yepes 2-3
TONWHY TiCIIs MpUHoMYy Ipenapary 3 ixke. [IIBuakicTs abcopbuii 1e@ypoKkCcUMy IIpu IPUHOMI ¥
BUTJISIZI CyCIIeH3il 3MeHIIyETLCSA TIOPIiBHSIHO 3 TAKUM IIPU MIPUKOMI ¥ BUTJIAML TabIeTOK, 110
IPU3BOAUTH 3r0J0M 10 OiNbIN HU3bKUX MaKCUMaJIbHUX PiBHIB Y CHpOBalli KPOBi i 3HMKEHHS
cucteMHoi 6iogocTymHOCTI (Ha 4-17 % MeHnte). CycreH3is [Jis mepopaabHOTO0 3aCTOCYBaHHS
11eypoKCHMy aKCeTHUIly He € 0i0eKBiBaJIeHTHOIO 10 TabIeToK 1epypoOKCUMY aKCeTuy, 1o 0yyo
II0Ka3aHo Y AOCTiAKeHHi 3 y4acTi0 3[[0POBUX JOPOCUX NOOPOBOJIBIIB, i, 0TKe, HE € B3aEM0O3aMiHHOIO
3 Po3paxyHKy MijlirpaM Ha Minirpam. ®apmMakokiHeTuKa 1eypoKCcHMYy JiHiliHa B iHTepBaJIi 103 Bif
125 go 1000 Mr mpu mepopanbHOMY 3acTocyBaHHI. HakomuyeHHS 11eypoKCUMY He BigOynocs micms
IIOBTOPHUX IlepopasibHuX [03 Big 250 go 500 mr.

Pozmnopin

PiBens 3B’si3yBaHHs 3 Oinkamu - 33-50 % 3a/ekHO Biff METONUKY BU3HaYeHHSs. [licyisg 3acTOCyBaHHS
TabeToK 1edhypOKCUMY aKCETHIY OMHOPa30BO y 0o3i 500 Mr y 12 3mopoBux H0OPOBOJILINB YABHUN
00’em po3nopiny cranoBuB 50 11 (CV %=28 %). KonueHTtpauis nedpypokcumy, 1o nepesutnye MIK
[J1st OiNTBIIIOCT] PO3MOBCIOMXKEHUX ITATOT€HHUX MiKPOOPTaHi3MiB, HOCSATAETHCS Y TKAHUHAX
MUTaIUKiB, HOCOBHUX ITa3yX, CIM30Bil 000710HII OPOHXIB, KiCTKaX, IJeBpasibHiil piguHi, cyrio0oBii
pimvHi, CHHOBiaNbHINM PiAWHI, MiXXKKITITUHHIYA PiIUHi, 2KOBYi, MOKPOTHHHI i BOOSHUCTIX BOJIO3i KaMepu
oka. [lebypokcuM IpoHUKAE KPi3b reMaToeHIledanigyauii 6ap’ep IpH 3anajeHHi MO3KOBUX 000I0HOK.

BioTpaHcdopmarrig



Ledypokcum He MeTabOTi3yETHCS.

BuBeneHHda

[Tepiog HaniBpo3mnaay B CUPOBATLi KPOBi cTaHOBUTSH Bif 1 1o 1,5 ropunu. LledypokcuM BUBOOUTHCS
IIJISXOM KJTy004YKOBOI PinbTpaliil i KaHambIeBol cekpelii. HupKoBuii KiTipeHC CTaHOBUTE Bif 125 mo
148 mn/xB/1,73 M.

OcCo06IMBi TPYIIN MAITIEHTIB

Crath

He Oymo BusiBieHo BiTMiHHOCTEH y hhapMaKOKiHETHIII 11e(pYPOKCUMY Y YOJIOBIKIB i KiHOK.

[TalieHTH NTITHBOTO BiKY

Hisskux ocobmuBUX 3amo6iKHUX 3aX0iB He MOTPiOHO IMpK 3aCTOCYBaHHI IpernaparTy malieHTaM
JIITHBOTO BiKy 3 HOpMa/IbHOO (QYHKITI€I0 HUPOK Y HO3yBaHHI 0 MaKCUMAJIbHOTO PiBHS 1 T Ha mo0y.
[NaieHTH NMITHHOTO BiKY, OiNbil iIMOBIPHO, MalOTh 3HUKEHY (QYHKIIiI0 HUPOK. TaKUM YHMHOM, 03y
OoTPiOHO OyTU CKOPUTYBaTH BiANOBIAHO 70 QPYHKINI HUPOK Y TAaKWX IAI[iEHTIB.

iTn
Y pmiTeii BikoM Bif 3 MicsAIiB hapMakKoOKiHeTHKa Ie(hyPOKCUMY € TaKOIO X, SIK y TOPOCIIHX.

HeMae HasiBHUX JaHUX KJTiHIYHUX BUIIPOOYBaHb II0OM0 3aCTOCYBAHHS 11e(YPOKCUMY aKCETHUIY HiTAM
BiKOM 10 3 MicsIiiB.

HupKoBa HEIOCTATHICTD

Besmnexka Ta e(eKTUBHICTH Ie(DYPOKCUMY aKCETHUIY OJIS MAlli€HTiB 3 HUPKOBOI HEJOCTATHICTIO HE
BCTaHOBINeHA. LleypokcuM B OCHOBHOMY BUBOAOUTHLCSA HUPKaMU. ToMy, K i y pa3i 3aCTOCYBaHHS yCix
aHanoriyHUX aHTUOIOTHKIB, IIallieHTaM 3 ITOPYIIeHO00 HUPKOBO QyHKIiE0 (KiIipeHc KpeaTuHiny <30
MJI/XB) PEKOMEHAYETHCS 3MEHIIUTH 003y 11eypoKCuMYy, 1100 KOMIIEHCYBaTH MOBIMBbHIIY eKCKpelliio.
LledpypokcuM epeKTHBHO BUBOOUTHCS LIIAXOM Hiaslidy.

IleuiHKOBa HEIOCTATHICTh

Hemae HasiBHMX JaHMWX LIOM0 IAI€HTIB 3 MOPYIIEHHAM (QYHKLII nediHku. OCKiNbKY 1eypPOKCUM
nepeBakHO BUBOOUTHCS HUPKaMHU, HasBHICTh II€UiHKOBOI HEIOCTATHOCTI, SIK OUiKY€EThCSI, He BILJIUBAE
Ha (papMaKoKiHEeTUKY 1[eypoKCHUMY.

d®apMakKOKiHeTUYHa/hapMaKOIUHAMIYHA B3aEMOMIs

s nedanocnopuHiB HalBaXK/IUBIIKY PapMaKOKiHETUYHUN-(papMaKOAMHAMIUHNUY iHEKC, 1110
KOPEJIoE 3 in vivo eheKTUBHICTIO, TI0Ka3aB, 0 BiACOTOK iHTepBaty mo3yBaHH4 (% T), He 3B’g3aHUl
KOHIIEHTPaAIli€l0, 3anmuinaeThcs Butlle piBHSI MIK miedypokcumy s okpeMmux mramis (To6To % T>
MIK).

KrinigHi xapaKTepHCTHKH.

IToka3auns.



JlikyBaHHS iH(eEKIIil, 1[0 3a3HaUYeHi HUKYeE:

- TOCTPUM CTPENTOKOKOBUY TOH3WIIT i (hapHHTIT.
- rocTpuil 6aKTepiaTbHUN CUHYCHUT.

- TOCTPUU CepedHill OTHUT.

- 3arOCTPeHHS XPOHIYHOTO OPOHXITY, CipuYuHeHe 30yAHUKaMU, YyTIMBUMHU 10 1eQypOKCUMY
aKCEeTHUIy.

- LIUCTHUT.
- memoHePHUT.
- HEeyCKJIagHeH]i iH(peKIil WKipu Ta M'IKUX TKaHUH.

- paHHi mposiBu xBopoOu Jlafima.

IIpomunoka3aHHs.

[ligBuieHa 9y TaUBICTh 40 1e¢aToCIOPUHOBUX aHTHOIOTHKIB, 11eypokcuMy abo no Oymob-SIKOTO 3
KOMIIOHEHTIB Ipenaparty. TsSXKKi peakilil rinepuyTIUBOCTI B aHaMHe3i (Hanpukiaj, aHadinakTuaHi
peaxiiii) mo 6ymb-sKuX 0eTa-TaKTaMHUX aHTHOIOTHKIB iHIIOTO TUMY (MeHiIuIiHIB, MOHOOAKTaMiB i
KapOameHeMiB).

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

[TpemapaTy, 110 3MEHIIYIOTh KUCJIOTHICTh IIUTYHKOBOTO COKY, MOXKYTb 3MEHIIIyBaTU 0i0OCTYIIHICTh
11eypoKCHMy aKCETUIy i MalOTh BJIACTUBICTD JIiKBifyBaTH epeKT ImoKpalleHoi abcopOiiil mics
IPUKOMY 1XKi.

4K i iHmi aHTHOIOTMKY, AKCEeTHUH MOXKE MaTH BILUIMB Ha (JIOPY KUIIEUYHUKY, 110 ITPU3BENE OO
3MeHIIeHHsT peabcopOilii ecTporeHiB Ta 3HUKEHHS e)eKTUBHOCTI KOMOIHOBaHUX ITepopaITbHUX
KOHTPAIENITUBHUX 3aC00iB.

LledbypoKCcHMy aKCEeTHJI BUBOIUTHCS IIJITXOM KJTyOOUKOBOI (inbTpallil i KaHanbLeBol CeKpelti.
OnHovacHe 3aCTOCYBaHHS 3 MPOOEHeIUI0M He PeKOMeHI0BaHe, OCKIJIbKY NP I[bOMY 3HaYHO
30inbIITyETHCS MaKCUMaJIbHa KOHIIEHTpAllis, IIJI0Ia il KPHUBOI KOHIIEHTpallisi-yac ¥ CUpOBaTIli KPoBi
i HamiBIIepiof BUBEEHHS Le(yPOKCUMY.

OpHOYacHe 3aCTOCYBaHHS 3 epOpabHUMU aHTUKOATYISHTaMU MOXKe IIPU3BECTH 10 30iTbIIIeHHS
MiXKHapOOHOI'0 HOPMasi3oBaHOro criBBigHoImeHHS (MHC).

Oco6 1ueocmi 3acmocyeaHHsi.

Peakliii rimep4yTnuBOCTi



3 oco0nmBOI0 00€epPeKHICTIO TPU3HAYaTH IIpenapar naljieHTaM, y SKux Oy/iu ajepriyfi peakiiil Ha
neHimuIiay abo i 6eTa-makTaMHi aHTUOIOTUKY, OCKIIBKY iCHYE PU3UK MOSIBU IEPEXPECHOI
YYTIUBOCTI. 4K i IpU 3acTOCyBaHHi ycix 6eTa-TaKTaMHUX TPOTUMIKPOOHUX JTiKapChKUX 3ac00iB,
IIOBIAOMJISINIA TIPO CEPHO3HIi, iHOAI IeTanbHi peakilil MigBUILIeHO] YYTIUBOCTI. Y pa3i MOABU TAXKKUX
peakllii rinepyyT/INBOCTI JTiKyBaHHS AKCETUHOM CJIi[l HeralHO IPUIIMHUTHY Ta HaflaTU MaLlieHTy
BI[IIOBIIHY HEBIAKJIAOHY MEOUYHY [OIIOMOTY.

[Tepen moyaTKOM Teparil HeoOXifHO BU3HAYUTH, YU CIIOCTEPirajucs y nalieHTa y MUHYJIOMY TSXKKi
peaxtil migBUIeHOol Yy TAUBOCTI 10 1edypoKcuMy, iHIIKX LedarocrnoprHiB abo 1o 6eTa-TakKTaMHUX
nmikapchkux 3aco6iB iHmux Tumis. LledypokcuM ciif 3 00epeXHiCTI0 TpU3HaYaTH NallieHTaM, SIKi B
aHaMHe3i MaloTh BUMAIKU HETSKKUX Peaklliil MigBUIIeHO] Yy TIUBOCTI 10 iHIINX 6eTa-TaKTaMHUX
JiKapChKUX 3ac00iB.

Peaxnia Apuma-I'epkcrerimepa

[Tig yac nmikyBaHHS 1edypPOKCUMY aKCeTUIIOM XBopoOu JlaiiMa crocTepiranacs peakiiis
fApuma-T'epkcreiiMepa, ska BUHUKaNa 6e3nocepegubo yepe3 0aKTepuuugHy mito 11e@ypoKcuMy
aKCeTHJIy Ha MiKpoopraHismM, 1o cripuuuHsie xBopoOy Jlaima, cripoxety Borrelia burgdorferi.
[TarienTaM HeoOXigHO IMOSICHUTH, IO I1e 3BUYalHUM HACNTOK aHTHOI0TUKOTEepalrii xBopoOu JlaiiMa,
mo MuHae 6e3 NiKkyBaHHS (OuB. po3min «I1o6iuHi peakirii»).

HanmipHui picT HeUYyTAMBUX MiKPOOpPraHi3MiB

3acTocyBaHHSA 11eQyPOKCUMY aKCETHUITY (K i iHIIMX aHTUOIOTUKIB) MOXKe ITPU3BECTH 10 HAOMIPHOTO
pocty Candida. TpuBaie NiKyBaHHSA MOXKe TaKOX IMPU3BECTU OO0 HAJMIpPHOTO POCTY iHIIUX
HeUyTINBUX MiKpoopraHiaMiB (Hanpukiap Enterococci, Clostridium difficile), 1m0, y cBoIo 4epry,
MOKe TToTpeOyBaTu MPUNIUHEHHS TiKyBaHHS (IuUB. po3min «I1o6iuHi peakiii»).

[Tpu 3acTocyBaHHI aHTUOIOTHKIB IUPOKOT0 CIIEKTPa Ail MOXKe CIOCTepiraTucs nceBgoMeMOpaHO3HUM
KOJIIT Biff JIeTKO1 (pOpMHU OO 3arpPO3JIMBOTO AJIS KUTTS CTaHy. TOMy BaKJIMBO MaTH Iie Ha yBasi, IKIIO0 Y
TIAIliEHTiB BUHUKAE TSIXKKa fiapes Iim yac abo micis 3acTOCyBaHHS 11ePyPOKCUMY (OUB. PO3Min
«ITo6iuHi peakiiii»). Cig IPpUIUHUTH Tepariio 1epypoKCUMOM i 3aCTOCyBaTH crelrudivyHe TiKyBaHHS
Clostridium difficile. JlikapcbKi 3ac00H, SKi IPUTHIUYIOTh IIEPHUCTANLTUKY, HE CIIiJ 3aCTOCOBYBATH
(muB. po3min «ITobiuHi peakirii»).

BronuBaHHSA Ha OiarHOCTUYHI TeCTu

[TosutuBHUM TecT Kym0Oca, MoB’gd3aHui i3 3aCTOCYBaHHAM I1eypPOKCUMY, MOXKe BIJIMBATH Ha
nepexpecHy npo0y Ha CyMiCHiCTh KpOBi (OuB. po3gin «[1o6iuHi peakii»).

Ockinbku npu HeporiaHigHOMY TECTI MOXKJIMBUM IICEBOOHETaTUBHUY Pe3yJIbTaT, IJI BU3HAYECHHS
PiBHS TJIIOKO3M y KPOBi/IIa3Mi nauieHTaM, SKi JIiKyIThCS 1[e(pyPOKCUMY aKCETUJIOM, PEKOMEHOY€EThCS
BUKOPUCTOBYBATH TI'TIOKO300KCUA3HY ab0 reKCOKiHa3Hy METOOUKY.

TabneTku AKCETUHY MICTSTh MPOIIJIEHTTIKOIIb, IKWH MOXKEe CIPUYMHUTHA CUMIITOMHE, CXOXKi 3
TaKVMH, I1[0 BUHUKAIOTh ITPY BXAKUBAHHI aJIKOTOJTIO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BariTHICTD



IcHyOTH 0OMeXkKeHi JaHi 11010 3aCTOCYBaHHS 11e)yPOKCHMY BariTHUM XKiHKaM. EKcliepuMeHTaIbHUX
mokasiB emOpionmaTuyHoi a00 TepaTOreHHOi mii 11edypoKCcuMy aKCeTuily HeMae, ajie CJIif Ipu3HavyaTh
MOT0 BariTHUM XKiHKaM TiJIbKH ¥ pa3i, KOJTM KOPUCTh 3aCTOCYBAHHS JTIKapChKOI0 3aco0y IepeBaxae
MOXKJIMBi PU3UKHU.

T'ogyBaHHA TPYAOI0

LedypokcuM IPOHUKAE ¥ TPYAHE MOJIOKO Y HEBEJIMKUX KiMTbKOCTSX. [Ipu 3acTOoCyBaHHI
TepaneBTAYHUX 003 JIIKapChKOT0 3ac00y He OYiKYEThCS PO3BUTKY MOOIUHUX peakilii, ane He
MOXKHa BUKJTIOUUTHU PU3UK ITOSIBYU Iiapel uu rpuOKoBoi iHdeKIIil cu30Bux 000710HOK. ToMy y
3B’S3KY 3 IMMU PeakKIlisMu MOxXe 3HaJoOUTHCS MPUIIMHEHHS TOJyBaHHS I'PYyOmi0. TakoxX CItifg
BpPaxOBYBaTH MOXKJIMBICTh CEHCUOiNi3y104oi fii miKkapchkoro 3aco0y. Llehypokcum
IIpU3HaAyaTH IIifi YaC rogyBaHHA IPYAAI0 TiIbKY MICIISA OLIHKY JIiKapeM CHiBBiIAHOIIEHHS
KOPHCTI Ta pU3UKIB MOTO 3aCTOCYBaHHS.

QepTUNLHICTD

BipcyTHi mani mopo BIuBy nedypOKCUMY aKCETUTY Ha GepPTUNBHICTD y TIOOUHU. Y DOCTIIXKEHHIX
PEeNponyKTUBHOI PYHKINI Ha TBapuHax He 3a(ikCcoBaHO BIIJIUBY IbOTO JIiIKapChKOTO 3aco0y Ha
(hepTUNLHICTE.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

OckinbKy mpenapaT MOXe CIPAUYMHUTHY 3allaMOPOYEHHS, IallleHTIiB CIif onepeaXxarTy, 10 KepyBaTh
aBTOMOOizeM i mpaIoBaTy 3 iHIMUMK MeXaHi3MaMH CJIifl 3 00epekHiCTIO.

Cnoci6 3acmocyeaHHs1 ma do3u.
3a3BUYail TPUBAIICTb KypCY JIiKyBaHHSI CTAHOBUTL 7 OHIB (Moxke OyTu Bim 5 mo 10 gHiB).

Io3yBaHHA IIpelapaTy [ JOPOCIUX Ta [iTel 3ajexkHOo Bif iH(deK1ili HaBeeHO y TabIulli HUXKYe.

Tabmuig 2.

Iopocni Ta mitTu (= 40 Kr)
IloKka3aHHsI 1O 3aCTOCYBaHHS To3a
[ocTpuii TOH3UJIT i hapuHriT, rocTpuit 6akTepianbuun  [250 Mr 2 pa3u Ha go0y
CHHYCUT
['oCTpUM CEepenHil OTUT 500 Mr 2 pa3u Ha f00y
3arocTpeHHs XpPOHIYHOT0 OPOHXITY 500 Mr 2 pa3u Ha foby
Lluctur 250 Mr 2 pa3u Ha 0o0y
[TiemoreppuT 250 Mr 2 pa3u Ha f00y
HeycknapgHeHi iHQeKIil mKipu Ta M IKUX TKAaHUH 250 Mr 2 pa3u Ha 06y
XBopoOa Jlaiima 500 Mr 2 pa3u Ha o6y npoTsirom 14

mHiB (TpuBamicTh Bim 10 o 21 gHIB)

it



AkceTuH, TabIeTKH, BKPUTI IIJIiBKOBOIO 000/10HKOIO, 110 250 Mr i 500 Mr He pu3HaYeHUN A
nmiKyBaHHSA fiTed 3 Macoro Tina no 40 kr. TabneTku nedypoKCUMy akCeTuny He € 6i0eKBiBaIeHTHUMU
[0 CyCIeH3il 11l TepopaibHOTO 3aCTOCYBaHHS Le(ypPOKCUMY aKCeTUlLy, 0TXKe, 1ii IpernapaTy He €
B3a€MO3aMiHHUMU 3 PO3PaxyHKy MijirpaM Ha Mijirpam.

XBOpi 3 HIPKOBOIO HEIOCTATHICTIO

Beamneka Ta e(eKTUBHICTH LIeyPOKCUMY aKCETHUIY OJIS MAalliEeHTiB 3 HUPKOBOIO HEJOCTATHICTIO HE
BCTaHOBJIeHi. [lepypoKCcUM BUBOOUTLCS TOJIOBHUM YMHOM HUPKAMHU. Y TAlli€EHTIB i3 BUpPaxKeHUM
IOPYIIeHHSM (QYHKIII HUPOK PEKOMEHIYEThCS 3MEHIIIUTH 03y 11epypPoKCUMY, 11100 KOMIIEHCYBATH
10T0 TIOBiNbHINYy eKCKperio. LledypokcuM eheKTUBHO BUBOOUTHCS LIJITXOM Miasi3y.

Tabnuus 3.

PexomeHngoBaHne OO3YBaHH{ IIPEeIlapaTty AxceTtun Ipu HI/IpKOBiI;I HETOCTaTHOCTI

KnipeHc kpeaTtuHiny (T, PekomMeHj0BaHe NO3YBaHHSA
(roguHm)

> 30 mn/xB/1,73 m* |1,4-2,4 KoperyBaHHSs 103U He MOTPiOHEe (3aCcTOCOBYBaTH

cTaHmapTHY o3y Big 250 mr mo 500 Mr 2 pa3u Ha go0y)
10-29 mn/xs/1,73 M* |4,6 CTaHOapTHa iHAMBigyaibHa [03a KOXHi 24 TOOuHA
<10 mn/xs/1,73 M*> |16,8 CTaHOapTHa iHAWBiOyaibHa A03a KOXHI 48 rogux
YIpomoBxk 2-4 OnHY 0OJATKOBY CTaHOAPTHY O3y CIIif 3aCTOCOBYBATU
reMoziai3y [1iCJ1 KOXKHOTO flaii3y

XBODI 3 IEeYiHKOBOIO HEMOCTATHICTIO

HeMae gaHuX IIPO 3aCTOCYBaHHS I[LOTO JIIKAPCHKOTO 3ac00y ¥ Malli€HTIiB 3 OPYIIeHHAM QyHKIIIN
nevinku. [{ehpypoKCcHM BUBOAUTHLCS TOJIOBHUM YMHOM HHUPKaMH, TOMY O4iKy€ETBCS, II0 HasBHI
NOpyIIeHHs QYHKIl] IeYiHKY He BIJIMBATUMYTh Ha (papMaKOKiHETHKY 1e(ypOKCUMY.

Cnoci6 3acTocyBaHHS
[l11s1 mepopasbHOr0 3aCTOCYBaHHS.
[71g KpaImoro 3acBOEHHS IIpenapaT PEeKOMEHAYEThCA IPUUMaTH HiCas 10u.

TabneTku AKCeTHHY He MOXKHa ITOAPiOHIOBATH, TOMY iX He CIIiJ MpU3HavaTH IallieHTaM, SIKi He
MOXKYTb iX IPOKOBTYBAaTH. [{iTIM PEKOMEHAYETHCS MPU3HaYaTH 1eypoKCuM akceTun y popmi
CyCIeHa3il.

Himu.

[IpenapaT He Ipu3HaYeHUY [ JIIKyBaHHS OiTel 3 Maco Tiia go 40 Kr.

Ilepedo3yeanHns.



[Tepeno3yBaHHS le¢halioCIIOPUHAMK MOXKe CIPUUYMHUTHA HEBPOJIOTiUHI YCKITagHEHHS, BKII0Yal4u
eHnedamonarito, cymoMu Ta KoMy. CUMIITOMY ITepefo3yBaHHS MOXKYTh BUHUKATH, SIKIIIO J03a
niKapchbKOoro 3acoby He Oyia BiOIOBITHUM YMHOM CKOPHUTOBaHA IS MAIiE€HTIB 3 IOPYIIeHHSIM GYHKII
HUPOK (muB. po3ninu «Crocib 3acTocyBaHHS Ta [03u» Ta «OCoBIUBOCTI 3aCTOCYBAHHS»).

PiBeHb 11e)ypOKCHMY B CUPOBATIi KPOBi MOXXKHA 3MEHILIXTH IIJITXOM reMofiai3y Ta
[IePUTOHEAaIbHOT'0 Aiai3y.

ITo6iuni peakuii.

Ha#binpm momupeHuMH MOOIYHUME peakilisamMu € HagMipaui pict Candida, eo3uHodiniss, romoBHUM
6inb, 3aIIaMOPOYEHHS, ITYHKOBO-KHUIIIKOBI PO3j1afy i KOPOTKOYACHE MiABUILIEHHS aKTUBHOCTI
IIe4iHKOBUX (DEPMEHTIB.

[ToGiyHi peakiii mpy 3acTOCyBaHHI 1leypOKCUMY aKCETHUIY BUpaXkKeHi IIOMipHO i MalOTh B OCHOBHOMY
000POTHUY XapaKTep.

[To6iuHi peaktii, BimoMOCTi Ipo sKi HaBegeHOo HUXK4e, Knacu(ikoBaHi 3a opraHaMu i cuCTeMaMu Ta 3a
YacTOTOIO IX BUHMKHEHHS. 3a 4aCTOTOI BUHUKHEHHS PO3MOfisieHi Ha Taki KaTeropil: myxe 4acTo (=
1/10), vacto (= 1/100 Ta < 1/10), HeyacTo (= 1/1000 ta < 1/100), pigko (= 1/10000 ta < 1/1000),
nyxe pigko (< 1/10000), HeBigoMo (He MOXKHa BCTAaHOBUATH 3 HasIBHUX JaHUX).

Inexuii ma ineasii

Yacrto: Hagmipaui pict Candida.

Hesigomo: HapMmipuuit pict Clostridium difficile.

3 6oky Kposi i simpamuyHoi cucmemu

YacTo: eo3uHOGITis.

Heuacro: mo3utuBHUM TecT KymOca, TpoMOOIUTOIIEHis, TefiKomeHist (iHKou riuboka).
HesimoMo: reMOIiTHYHA aHEMI.

3 6oky imyHHOI cucmemu

HeBigomo: peakiiii rimep4yTaUBOCTI, 1110 BKITIOYAIOTh IIKiPHUHM BUCHUII, KPOIIMB THKY Ta CBepOixK,
MeMKaMeHTO3HY rapsg4Ky; CUpoBaTKoBa xBopo0a, aHadinakcist, peakuis dpuia-I'ekcreiimepa.

3 60Ky Hepsogoi cucmemu

YacTo: ronoBHuM 6inb, 3a1aMOPOYEHHS.
3 6oky mpagHo20 mpakmy

Yacro: mgiapes, HymoTa, 0iflb y XKHUBOTI.
Heuacro: GoBaHHS.

Hesimomo: mceBOoMeMOPaHO3HUM KOJIIT.



3 6oky 2enamobiniapHoi cucmemu

YacTo: TpaH3UTOPHE IiABULIEHHS PiBHS [I€YiHKOBUX (PEPMEHTIB.
HeBimomo: KOBTSHULA (TOJIOBHAM YMHOM XOJI€CTaTH4YHA), TeIaTUT.
3 60Ky wkipu ma nidwKipHOi MKAHUHU

HeuacTo: wKipHi BUCUIIaHHA.

Hesigomo: moniMopdHa eputema, cuaapoM CTiBeHCa-[I2)KOHCOHA, TOKCUYHUY eligepMalbHUN
HEKpPOJIi3 (eK3aHTEMATO3HUM HEKPOITi3) (IUB. peakilil 3 60Ky iMyHHOI cucmemu),
aHTiI0HEBPOTUYHUM HAOPSK.

Okpewmi mo6iuHi peakirii

Lledanocnopunu K Kjlac MaloTh BIacTUBICTh abcopOyBaTu Ha MOBEPXHi MeEMOpaHU €PUTPOLIUTH Ta
B3aEMO[IIATH 3 @aHTUTLIaMH, 1110 MOXKe IPU3BECTH 10 M03UTUBHOI mpobu Kymbca (BIIuB Ha
BA3HAYEHHS CYMiCHOCTI KPOBi) Ta AyKe PiAKO - [0 reMOJIiTUYHOl aHeMil. TpaH3UTOpHE MigBUILIEHHS
piBHS MeYiHKOBUX (hepPMEHTIB Ma€ 3a3BHUYal 000POTHUM XapaKTep.

iTH.

[Tpodinb Ge3meku 3acTocyBaHHS 1ehyPOKCUMY Y HiTel BifloBiga€e aHaIoTivyHOMY MPOdinio y
OOPOCINX MHaIli€HTiB.

3BiTYyBaHHS IIPO NiT03pIOBaHi MOGIYHI peakiii.

3BiTyBaHHS IO Migo3pioBaHi MoOiuHi peakiii micis peecTpatlil TiKapchbKoro 3aco6y Ma€e BaXKJIuBe
3HaueHHs. Lle mae 3mMory mpoBoguTy Oe3mepepBHUN MOHITOPUHT CITiBBiIHOIIIEHHS KOPUCTI i pU3UKIB,
TIOB’sI3aHUX i3 3aCTOCYBaHHSM JIiKapChKOT0 3aco0y. JIikapsM ciif 3BiTyBaTH Ipo OyOb-sKi
migo3proBaHi mobivHi peakmii BiiMOBIIHO 0 BUMOT 3aKOHOMIAaBCTBA.

Y pasi suHukHeHHs nobivHUX peakuii ma 3anumaHsv w000 6e3nexKu 3acmocy8aHHA AiKAPCbKO20
3acoby npocumo 38epmamucs yepes popmy 380POMHO20 38’ 3Ky 8eb-catimy:
www.ukraine.medochemie.com

Tepmin npudamuocmi. 3 POKH.

YMoBu 30epiranHsi.

36epiratu npu TeMiepatypi He Builie 30 °C B opuriHaibHil yIaKOBI B HEJOCTYIIHOMY OIS HiTei
Micti.

VYnaxoBka.

[To 10 tabneTok y cTpumi, mo 1 cTpumy B KapTOHHIiN KopoO11i; mo 10 tabneTok y 6iicTepi, mo 1
6ricTepy B KapTOHHiHM KOPOOIIi.



Kareropis Bignmycky. 3a penentom.

BupoOHHUK.

Mepokewmi JITH (3aBox C)/Medochemie LTD (Factory C).

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi IPOBaXKeHHsS HOro Jis/IbHOCTI.

2, Mixaen Epaxkneoc Ctpit, Axuoc Atanacioc Iugycrpiansaa 30Ha, 4101 Axuoc AtaHacioc,
Jlimaccon, Kinp/2, Michael Erakleous Street, Agios Athanassios Industrial Area, 4101 Agios
Athanassios, Limassol, Cyprus.



