IHCTPYKIIA

JJIS MEAUYHOT0 32CTOCYBAHHA JIKapCHKOIo 3aco0y

3UHALE®™
(ZINACEF™)

Cknao:
ditoua peyoguHa: NePypOKCUM;
1 dmakon mictuth nedyporcumy (y Gopmi egypokcumy Hatpiro) 750 mr ado 1,5 T.

Jlikapcbka gopma. [Topomiox 1ist po3uuHy s 1H €KL,
OcnosHi ¢hizuko-ximiuni enacmueocmi: 0111 a0 KPEMOBOI'O KOJILOPY MOPOIIOK.

dapmakoTepaneBTHYHA rpyna. AHTHOAKTEpiajdbHI 3acO0M ISl CUCTEMHOTO 3aCTOCYBaHHS.
Hedanocnopunn npyroi reneparii. Kom ATX JO1D C02.

DapmakKonoziuni e1acmueocmi.

Dapmaxoournamixa.

Hedypokcum — 11e 6akTepuIUIHAN 1IePATTOCTIOPUHOBHIA aHTHOIOTHK, IO MA€ BUCOKY aKTUBHICTh
BiTHOCHO ITUPOKOTO CIIEKTPa IPAMIIO3UTUBHUX 1 TPaMHETaTUBHUX OaKTEepiid, BKIIOYAIOUH IITAMU,
10 MPOAYKYIOTh P-iakramasu. lledypokcum crivikuit qo mii B-makramas i TOMy, BiIITOBiIHO,
BUSBIISIE aKTUBHICTh BIIHOCHO 0araTthboX aMIilWiIiH- a00 aMOKCHULMIIHPE3UCTEHTHUX IITaMiB.
OcHOBHUIT ME€XaHI3M OaKTePUIMIHOI Ji1 — MOPYIIEHHS CHHTE3y CTIHKM OaKTepiadbHOT KITITHHH.
HalyTa pe3ucTeHTHICTh 10 aHTUO10THKA BIAPI3HAETHCS Y PI3HUX PErioHaX Ta MOXe 3MIHIOBATHCS
3 4acoM, a JIUIsl OKPEMHX IITaMiB MOXKE€ BiJIPI3HATHUCH CYTTEBO. baxkaHO 3a HAsIBHOCTI 3BEPHYTHCA
JI0 MICLIEBUX JIaHUX 3 UyTJIMUBOCTI 10 aHTUO10THKA, OCOOIMBO MPH JIKyBaHHI TSDKKUX 1H(EKIIIH.
[IpenapaT BHCOKOAKTUBHUN TpoTH Staphylococcus aureus (METUIMIIHIYTINBI MITaMH) Ta
KOaryJiaa30HETaTUBHUX CTa(QiIOKOKIB (METHIMIIHYYTINBI wmTamu), Haemophilus influenzae,
Klebsiella spp., Enterobacter spp., Streptococcus pyogenes, Escherichia coli, Streptococcus mitis
(viridians group), Clostridium spp., Proteus mirabilis, Proteus rettgeri, Salmonella typhi,
Salmonella typhimurium ta itamux wramiB Salmonella, Shigella spp., Neisseria spp. (BKItoUa04u
mramMmu N. gonorrhoea, 1m0 TPOAYKYIOTh OeTa-makramasy), Bordetella pertussis. Tlpemapat
BUSIBIISIE TIOMIPHY 9y TJIHMBICTh IPOTH Proteus vulgaris, Morganella morganii (Proteus morganii)
Ta Bacteroides fragilis.

Mikpoopranizmu, He 4dyTiuBi 10 nedypokcumy: Clostridium difficile, Pseudomonas spp.,
Campylobacter spp., Acinetobacter calcoaceticus, Legionella spp., MeTULHIIHPE3UCTEHTHI
mrramu Staphylococcus aureus Ta K0aryJia30HETaTUBHUX CTA(1IIOKOKIB.

Jlesiki mTamMu TaKMX BUJIB TAKOXK BUSBUIINCS HE Uy TJIMBUMHU 10 3uHanedy: Streptococcus faecalis,
Morganella morganii, Proteus vulgaris, Enterobacter spp., Citrobacter spp., Serratia spp. Ta
Bacteroides fragilis.

In vitro 3unaned y komOiHalii 3 aMiHOTJIKO3UTHUMHU AHTHOIOTHKAMHU Ma€ IOHAWMEHIIIE
AJIUTUBHY JIi10, IHKOJIM 3 03HAKaMH CHHEPTI3MY.

Dapmaxokinemuxa.

MakcumanbHa KOHIICHTpaIlisl eypoKCUMY B CHPOBATIII KPOB1 CIIOCTEPITAETHCS Yepe3 30-
45 XBWJIMH MICJsI BHYTPIIIHBOM s130BOTO BBeeHHs. [lepion HanmiBBUBeACHHS 1e()ypOKCUMY IMPH
BHYTPIITHPOBEHHOMY Ta BHYTPIIIHHOM S30BOMY BBEJIEHHI CTAaHOBHUTH NMPUONMM3HO 70 XBHWIIMH.
OpnHoyacHe BBEICHHS MPOOCHENHYy CIOBIIBHIOE BHUBEACHHA IEeQYPOKCUMY Ta CIPHUYUHIOE
MIBUIIEHHS HOTO KOHIICHTpAIlii B CHpPOBATIII KPOBI.



3B’s3yBaHHs 3 OLIKaMH CHPOBATKHU KPOBi KoJuBaeThes Big 33 1o 50 %.

[Ipotsirom 24 roauH BiA MOMEHTY BBEJEHHs Ipernapar MNpakTUYHO MOBHICTIO (85-90 %)
BUJIUTSIETECS B HE3MIHEHOMY CTaHi 3 ce4ero, OlIbIlIa YacTHHA MTPeTapaTy BUBOAUTHCS B iepiii 6
TOJIVH.

Hedypokcum He MeTaboOdI3yeTbcsl 1 BUBOJWUTHCA ULUIAXOM IJIOMEpYJSpHOI (iunpTpamii Ta
TyOyJIsIpHOT ceKperii.

PiBeHb 11eypokcuMy B CHPOBATIII 3MEHIITYETHCS Y Pa3i MPOBEIACHHS Aiaji3y.

Konnenrpariis nuedypokcumy, mo nepepuirye MIK (MiHiManbHy 1HTIOYyI0UY KOHIIEHTPAIIIO) AJs
OUTBIIOCTI PO3MOBCIO/PKEHUX MATOTCHHUX MIKPOOPTaHi3MiB, JOCSATAETHCS Y KICTKOBIM TKaHHHI,
CUHOBIaNIbHIN Ta BHYTPIIIHbOOUHIH pianHax. [{edypokcum npoHukae kpi3p remaToeHehatiyHui
Oap’ep npH 3armageHHI MO3KOBHUX 000JIOHOK.

KuiHivHI XapaKTepUCTHKH.

Ilokazannusa.

JlikyBaHHSI 1H(EKIH, CIPUUYMHEHHX YYTIMBHMHU N0 Le(dypOKCHMY MiKpoopraHizmMamu, abo
JiKyBaHHS 1H(EKIIH 10 BU3HAUEHHS 30yIHUKA 1H(EKIIIHOrO 3aXBOPIOBAHHSI.

Inpexyivini  3axeoproéanHs OUXANbHUX WAIAXIE: TOCTPI Ta XPOHIYHI OpOHXITH, iH(IKOBaHI
OpoHxoeKkTa3u, OakTepialibHa MHEBMOHIs, a0cIiec JIereHiB, Micasonepaniiini iHQeKii opraHiB
TpyIHOI KITITKH;

IHGheKyitiHi 3aX80PI06AHHA 20pid, HOCA: CUHYCUTHU, TOH3UIITH, (PapuHTITH;

IHGheKYitiHI 3aX680PIOBANHSL CeYUO0BUBIOHUX ULISAXI6: TOCTPUH Ta XPOHIYHUH M€JTOHS(DPUTH, IIUCTUTH,
ACUMITOMATUYHI OaKTepiypii;

iHGheKYTtiHI 3aX80PIOBAHHA M AKUX MKAHUH. TICTIONIITH, €PU3ETIIOi, paHOBI iHPEKIIT;

IHGheKyitiHi 3aX80PIOBAHHA KICMOK i CY2Nl00i8: OCTEOMIEINITH, CEITUYHI apTPUTH;

iHghexyii 6 akywepcmsi ma einexonoeii: 1H(EKIITHO-3anmalbHI 3aXBOPIOBAHHS TA30BUX OPTaHIB;
20HOpes1, 0OCOOJIMBO Y THX BHUIAJKaX, KOJIU MPOTUIIOKA3aHUN TEHILNITIH;

iHWiI IHGheKYiHI 3aX80PI06aAHHS, BKIIOYAIOUYH CENTHIIEMIl Ta MEHIHTITH.

[TpodinakTrka BUHUKHEHHS 1H(QEKIIMHNX YCKIQIHECHb IMICIs ONepallii Ha TPYAHIN KIITHHI Ta Yy
YepeBHill TOPOXHMHI, HAa Ta30BUX OpraHax, IpU BacKyJSIPHHUX, CEpIEBO-CYAMHHUX  Ta
OPTONEIUYHHUX OTIEPAITISX.

VY GinbmiocTi BUnaikiB MoHoTeparist 3uHareom € eheKTUBHOIO, ajie TPpU HeOOX1THOCTI Mpenapar
MOXHa 3aCTOCOBYBaTH B KOMOIHaIii 3 aMIHOTVIIKO3UJHUMHU aHTUOlOTMKamMu abo 3
METPOHIa30JI0M (TIEpOPaTIbHO, Y CYMO3UTOPIAX a00 iH’ €KIIHHO).

VYV pa3i HasgBHOI a00 OYIKyBaHOI 3MilIaHOi aepoOHOI Ta aHaepoOHOI iHGEKIT (HampHuKIaa
NEPUTOHITY, acmipaliifHOi MHEBMOHIi, a0cliecy JIereHiB, OpraHiB Tazy Ta MO3KY) Ta BHCOKOi
BIpOTiIHOCTI Takoi iH(eKIi (HampuKiIaa, TPH OIMepalisX Ha TOBCTOMY KHIIEYHHUKY Ta Y
THEeKOJOTiuHil  Xipyprii) OPUAHATHUM € 3acTocyBaHHs 3uHanedy y KomOiHamii 3
METPOHI/1a30JI0M.

[Ipu niKyBaHHI THEBMOHII Ta 3aroCTPEHHSI XPOHIYHOTO OpoHXiTy 3uHaned Mo)KHA MpHU3HAYATH
nepe1 MepopabHUM 3aCTOCYBAHHAM Ie(hypOKCUMY akceTuiy (31HHAT), KOJIU 11e He0OX1THO.

Ilpomunokasauna.

[TigBumeHa 4y TMBicTh 10 nedypokcuMy ado 70 iHIIUX KOMIIOHEHTIB Ipenapary.

[TimBuiieHa 9y TIUBICTH 10 11e(haTOCTIOPUHOBUX aHTHO10THKIB.

HasiBHiCTh B aHaMHE31 TSXKKOI TiNepuyTIUBOCTI (HAIpUKiIaa, aHapiIakKTHYHI peakiii) 0 1HIUX
OcTa-TaKTaMHUX aHTHO10THKIB (TIEHIIIWIIIHN, MOHOOAKTaMH Ta KapOareHemMu ).

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 63aEmooii.

Sk 1 iHnn aHTHOiIOTHKH, 3MHaNe(d MOXKe BIUIMBATH Ha (JIOpY KHUILIECYHUKY, IO MPHU3BEAC 10
3MEHIIICHHS peadbcopOIlii eCTPOreHIB Ta 3HIKEHHS €(PEKTUBHOCTI KOMOIHOBAaHUX MEPOPATbHHUX
KOHTpAIETITUBHHUX 3aCO0iB.



[Tpu nixyBanHi 3uHanedoM piBeHb TIIOKO3U B KPOBI Ta IIa3Mi pEKOMEHAYEThCS BU3HAYATH 32
JIOTIOMOT0I0  TJIFOKO300KCH1a3HOT 00 TeKCO30KIHA3HOT METOIUKH.

3uHaned He BIUIMBAE HA PE3YJIbTaTH €H3UMHUX METO/IB BU3HAYCHHS TIIIOKO3YPIii.

3uHaned HE3HAuyHOIO MIpOI0 MOXKE BIUIMBAaTH Ha pE3yJbTaTH BUKOPUCTAHHS METOIUK, IIO
0a3yroThcs Ha BigHOBICHHI Mifi (benenukra, @eninra, Kiinitecr), ane e He NMPU3BOAUTH 10
IICEB/IONO3UTUBHUX PE3YJIbTATIB, K y pa3i 3aCTOCYBAaHHS JEAKUX IHIIMX 11e()aToCIOPHHIB.
LedypokcumM He BILTUBAE HA PE3yJIbTAT AOCHIHKEHHS PiBHS KPEaTHHIHY JIy)KHUM TTIKPaTOM.

Ocoobnusocmi 3acmocyéanns.

Sk 1 mpu 3acTOCyBaHHI IHIINX OeTa-TaKTaMHUX aHTHO10THKIB MTOB1TOMIISLIIOCS TIPO TSAKKI Ta 4aCOM
JeTaNdbHI peakmii TimepuyTauBOCTI. Y pa3i BUHUKHEHHS TSOKKHUX pEaklid Tinep4yyTIHBOCTI
JiKyBaHHS 1ePYPOKCUMOM CJiJ HEraiHO MPUIMHUTH Ta BXKUTHU BIAMOBIIHUX HEBIIKIIATHUX
3aX0/IiB.

[lepen mowyaTkoM JIiKyBaHHS CIIiJi BU3HAUUTH Y Talll€HTa HASBHICTh B aHAMHE31 TSDKKHUX peakiin
TiNepuYyTIUBOCTI 10 UePypoKcuMy, Ie(aJoCnopHHOBUX aHTHUOIOTHKIB abo iHmUX Oera-
JaKTaMHUX aHTUOIOTHKIB. 3 OOEpEeXHICTIO IMpernapaT NMpU3HAYaloOTh MAllleHTaM, Yy SKHX Oyiu
peaxiii TinepYyTAuBOCTI Ha iHIII OeTa-TaKTaMHI aHTUOIOTHKH.

[edanocrnoprnHOBI aHTHOIOTUKY y BUCOKHX J103aX CIiJ] 3 00EPEKHICTIO MPU3HAYATH XBOPHUM, SIK1
OTPUMYIOTh  JIIKYBaHHS CHWIIBHOMIIOYMMHU JIiypeTHKaMH, TakuMHU 5K ¢ypocemin, abo
aAMIHOTJTIKO3UIHUMH aHTHOI0TUKAMU, OCKUIBKH TMOBIAOMIISUIOCS MPO BHUIMAAKU  HEOAXaHOTO
BIUIMBY Ha (YHKIII0O HHUPOK NpPU TaKOMY TO€IHAHHI JiKiB. DYHKIII0O HHPOK HEOOXiTHO
MOHITOPYBAaTH y IHMX XBOPUX TaK CaMo, SIK Y XBOPHUX JITHBOTO BIKy, a TaKOX Y MAIl€HTIB 3
HUPKOBOIO HEJIOCTATHICTIO (UB. po31ia «CIociO 3aCTOCyBaHHS Ta O3 ).

Sk 1 mpu IHIIMX cXeMmaX JIKYBaHHS MEHIHTITY, y KIUJTbKOX XBOPHX JiTeH, K1 JiKyBaaHcs
1eypoKCUMOM, OyJIM 3apeecTpOBaHI BUIIAIKHA BTPATH CIyXy Bil CEPEAHBOTO JIO TIKKOTO
CTYIEHS.

SIK 1 mpu NiKyBaHHI IHIIMMH aHTHOI0THKaMu, yepe3 18-36 ronuu micns in’ekuii nedypokcumy y
CITMHHOMO3KOBIN piauH1 BUsBIsUIacs KyiabTypa Haemophilus influenzae. TlpoTe KiiHIUHE
3HA4YeHHS 1[bOT0 SIBUILA HEBIIOME.

Sk 1 mpu 3acTOCyBaHHI IHIIMX AHTHUOIOTHMKIB, TPHBAJEC 3aCTOCYBaHHS MEPYPOKCHMY MOXKE
NPU3BECTH JI0 HAJIMIPHOTO POCTY HEUYTJIMBUX MiKpoopraHi3miB (Takux sik Candida, Enterococci,
Clostridium difficile), mo mosxxe moTpeOyBaT NPUITMHECHHS JIIKYBaHHSI.

[Ipu 3acTocyBaHHI aHTHUOIOTHKIB MOBIIOMIISIOCS MPO BHUITAJKU IICEBIOMEMOPAHO3HOTO KOJITY
PI3HOrO CTYHEHS TSKKOCTI: BlJ] JIETKOTO A0 3arp0oXKy4oro *HUTT0. ToMy Ba)KIMBO 3BaKUTH Ha
BCTAHOBJICHHS IIbOTO JIarHO3y Y TNAIli€HTIB, y SKUX BHUHUKJIA Jiapes Mg 4ac abo micis
3aCTOCYBaHHS aHTHOI0THKA. Y pa3i TpUBaJIOl Ta 3HAYHOI Jliapei ado AKIIO y Malli€eHTa BUHUKAIOTh
abOMiHaIbHI CIIa3MH, JIIKYBaHHS CJIi/1 HETalfHO MPUIIMHUTH Ta TPOBECTH MOAAJIbINE 0OCTEKECHHS
rarficHra.

[Ipu 3actocyBanHi 3uHanedy B peXuMi MOCHIIJOBHOI Teparii yac MEpexoay Ha MepopajbHe
3aCTOCYyBaHHsS 31HHATYy BU3HAYAETHCS TSDKKICTIO 1HQEKINi, KIIHIYHUM CTaHOM TaIli€eHTa Ta
Yy TJIMBICTIO MiKpoopraHi3MmiB. [Ipu BiICyTHOCTI KJIIHIYHOTO MOKpAIAHHS MPOTSIroM 72 TOJUH
CJIIJ TPOJIOBKUTH NapeHTepaibHe BBeJEHHs npemnapary. Ilepex 3acrocyBaHHsIM 31HHATy Ciix
03HAMOMHTHUCH 3 IHCTPYKLIEIO A1 MEIUYHOTO 3aCTOCYBaHHSA I[bOTO Ipenapary.

3acmocyeanns y nepioo sazimuocmi abo 200y8anHs 2pyooro

Jlanux 10710 eMOpIOTOKCHYHOT Ta TePATOTEHHOI 1T 1epypokcuMy He OyJ10 ofep:kaHo, IPOTe, K
1 TpU 3aCTOCYBaHHI IHIIMX JIKiB, HOro ciifg 3 OOEpeXHICTIO MPU3HAYATH Yy MEeplI Micsii
BariTHOCTI.

Hedypokcum npoHUKae y rpyJHE MOJIOKO, TOMY CIiJ] MPUIMHHUTHA TOAYBAaHHS TPYIII0 HA Yac
3aCTOCYBaHHS Ipenapary.



30amuicmo enausamu Ha WEUOKICMb peakyii npu Kepy8aHHi asmompancnopmom abo iHuumu
MEXaHIZMaMU.

[loBimomiienp mpo BIUIMB Tmpemapary 3uHamed Ha IIBHUAKICTH peakmii Tpu KepyBaHHI
ABTOTPAHCIIOPTOM 200 IHIIMMH MEXaHI3MaMU HEMAE.

Cnoci6 3acmocyeanns ma 0o3u.

UyTtnusicts 10 3uHanedy BiAPI3HAETHCS y PI3HUX pErioHax Ta MOXe 3MIHIOBATHCS 3 4acoM. 3a
HEOOX1THOCTI CIiJ] 3BEPHYTHUCS A0 MICIEBUX JaHUX 3 YYTIUBOCTI JO aHTUO10THKA.

In’exnii 3uHanedy mMpu3HAYECHI JHIIE Ui BHYTPIOITHBOBEHHOTO a00 BHYTPIIIHBOM SI30BOTO
BBEJICHHS.

Oxinpku 1eypoKCUM icHYe TakoX y (opMi HepypoKCHMYy aKCEeTWIy s TEepOpabHOTO
3acTocyBaHHA (31HHAT), MOXHA 3 MapeHTepabHOi Teparii 3uHaredoM MoCIiJOBHO NMEPEeHTH Ha
nepopasbHy Tepariro 3iHHATOM Yy THX BUTAAKAX, KOJIH ¢ KIHIYHO JOIIHHO.
BHyTpimHbOM’S130BO OJIHIEIO 1H €KIII€I0 B OJHE MiclIe cIlifl BBOAUTH He Oinbiie 750 mr 3uHanedy.
3azanvhi pekomenoayii.

Jlopocii

[Ipu OGaratbox iHGekmisx moctatHbo 750 Mr 3 pa3u Ha 100y BHYTPIIIHBOM SI30BO a00
BHYTPIITHBOBEHHO. [Ipu OB TSXKKUX 1HEKIisAX 103y 30UIbIIyI0Th 10 1,5 T 3 pasu Ha 100y
BHYTPIIIHFOBEHHO. Y pa3i HEOOXITHOCTI 4acTOTy BBEICHHS MOYKHA 30UTBIIATH 10 4 pa3iB Ha 100y
(iHTepBai BBelEeHHS — 6 TO/AMH), 3arajbHa J03a Ha 100y 301k Thes 10 3-6 T. [Ipu HeoOXiaHOCTI
nesiki iH(peKii Mo)KHa JIKyBaTH 3a Takor cxemor: 750 mr ab6o 1,5 r aBiui Ha 100y
(BHYTPILIHBOBEHHO 200 BHYTPIIIHBOM S30B0) 3 HOJAJIBIINM NIEPOPATBHUM NPUIMaHHAM 31HHATY.
JliTy (B TOMY YHCIi HEMOBJIATA)

30-100 mr/kr Ha 100y po3aineHi Ha 3-4 10’ ekii. [ O6inbocTi iH(EKIii ONTUMANTBHOIO 03010
€ 60 Mr/kr Ha 700Yy.

HoBonapomxeni

30-100 mr/kr Ha 100y, posmineni Ha 2-3  iH’ekmii. HeoOXigHO BpaxoByBaTH, MO MEPioj
HaIliBBUBEJICHHS 1Ie(DypOKCHUMY B MEpIIi THXKHI KUATTA MOKe OyTH B 3-5 pasiB OUTBIIUM, HIXK Y
JOPOCIIHX.

T'onopes

1,5 r musixom oxHiel iH’ekuii a6o o 750 Mr nBoma iH’€KIIsIMM BHYTPIIIHBOM S30BO B OOM[BI
CloHUI.

Memninzim

3uHaned 3acTOCOBYEThCA K 3acid MoHoTeparii mpu OakTepiaJbHOMY MEHIHTITI, SKIIO BiH
COPUYUHEHHUH YyTIUBUMU IITAMaMHU.

Jlopocii: 3 r BHYTPIIIHBOBEHHO KOXHi 8 T'OJHH.

Hitu (B Tomy umcii HemoBaTa): 200-240 mr/kr Ha 100y BHYTPIIITHLOBEHHO, PO3IMOALICHI Ha 3
a6o0 4 no3u. Take no3yBaHHs MOxe OyTH 3MeHIIeHUM 10 100 Mr/kr Ha 700y BHYTpPILIHHOBEHHO
micyst 3 THIB 3aCTOCYBaHHS a00 MPH KIIHIYHOMY MOKpaIiaHHi.

HoBoHnapokeHi: moyaTkoBa Jo3a MoBUHHA cTaHOBUTH 100 Mr/kr Ha 100y BHYTPIIIHBOBEHHO.
MosknuBe 3MeHIeHHs 1031 10 50 Mr/Kr Ha 700y y pa3i KIIHIYHOTO IMOKpPAIaHHS.
Ipogpinakmuxka

3BuyaitHa nmo3a — 1,5 T BHYTPIIIHROBEHHO B CTajii 1HAYKIII aHecTe3ii mpu a0aoMiHAIBHUX,
Ta30BUX Ta OPTONEAMYHHMX omepamisx. [lfo 103y MoOXHa JOMOBHHUTU JI0JaTKOBHM
BHYTPIIITHHOM sI30BUM BBeAIcHHSIM 750 mr uepe3 8 1 16 roauH.

[Ipu omeparisix Ha cepiii, JEreHsX, CTPAaBOXOJI Ta CyIHHaX 3BHYaifHa /1032 CTaHOBHUTH 1,5 T
BHYTpPIIIHROBEHHO, SIKy BBOJSATh HA CTaii IHAyKIii aHecTe3li 1 TMOTIM JIOMOBHIOIOTH
BHYTPIIIHBOM SI30BUM BBeJeHHAM 750 Mr 3 pas3u Ha 100y MpOTAroM HAaCTyNmHUX 24-48 ronuH.
[Ipu moBHii 3aMmiHi cyrioba 1,5 r mopomky nedypokcuMy 3MINIYIOTh 3 OJHUM TaKETOM
METHIIMETAKPHIIATHOTO [IEMEHTY-TIOIIMEpY Nepe J0JaBaHHsAM PiJKOTO MOHOMEDY.




[Ipemapar BuITycKaeTbesi TakoX y (opMi nedypokcuMmy akceTwiay (3iHHAT) JJIs IEpOPATBHOTO
3aCTOCYBaHHs, L0 Ja€ 3MOTy IMPU3HAYaTH IOCHIJOBHO MiCIs HapeHTEpPaJbHOTO BBEJICHHS
npenapaty Horo nepopaibHi (OpMH, SKIIO 1€ KITHIYHO JOUIIBHO.

[TocninoBHa Teparmis

Inesmonis: 1,5 v 3unanedy 2-3 pa3u Ha 100y (BHYTPIIIHEOM SI30BO 200 BHYTPINTHROBCHHO)
npotsirom 48-72 roauH, MOTIM NepeTu Ha nepopainbHuii npuiiom 500 Mr 3iHHATY 2 pa3u Ha 100y
npotsiroM 7-10 aHiB.

3azocmpenns xponiunozo oponximy: 750 mr 3unanedy 2—3 pas3u Ha 100y (BHYTPIIIHBOM S30BO
a00 BHYTPIIIHROBEHHO) NPOTATOM 48-72 TOAMH, MOTIM NEPEHTH Ha IepopaibHuid mpuiiom 500
Mmr 3iHHaTy 2 pa3u Ha 100y MpOTAroM 7 IHIB.

TpuBamicTe SIK MapeHTEPaIBHOI, TaK 1 MEPOPATBHOI TEparlii BU3HAYA€ThCS TSHKKICTIO 1H(EeKii Ta
KJIIHIYHUM CTAHOM HAaIll€HTA.

[Nopymenns pyHkuii HUPOK

[edypokcuM BUBOIUTHCS HUpKaMu. Tomy, SK 1 TP 3aCTOCYBaHH1 1HIITNX MOAIOHUX aHTHO10THKIB,
MaIieHTaM i3 opyImeHOr (YHKINEI0 HUPOK PEKOMEHIYEThCS 3MEHITYBATH 103y 3UHAIC]y s
KOMIIeHcallil OilbIl MOBUIBHOI eKckpelii mpemnapatry. Hemae HeoOXimHOCTI 3MEHIIyBaTH
crangaptHy 103y (750 mr — 1,5 v 3 pa3u Ha 100Y), KO PiBEHb KIIPEHCY KpeaTuHiny Oinbiie 20
MII/XB. JlopociuM i3 BUpaxeHUM MOpyHIeHHM QYHKIIIT HUPOK (kiipeHc kpeaTuHiHy 10-20 mi/xB)
pexoMmeHayeTbes no3a 750 mr 2 pa3u Ha 100y, y OLIbII TSHKKHX BUMAAKAX (KITIPEHC KpEeaTHHIHY
menmre 10 mu/xB) — 750 mr 1 pa3 Ha 100y .

[Ipu remomiamizi moTpiOHO BBOAMTH 750 Mr BHYTpPIIIHHOBEHHO a00 BHYTPIIIHBOM S30BO
HaNpHUKIHI[ KOKHOTO ceaHcy Aiamni3y. /loaTKoBO 10 MapeHTepaabHOro BBEACHHS Le(hypOKCUM
MOYKHA JI0J[aBaTH JI0 MEPUTOHEATBHOI Miami3HOl piauHU (3BMYaitHO 250 Mr Ha KOXHI 2 JiTpH
miamizHoi piguHM). Jlng mamieHTiB, SKi nepeOyBaioTh Ha MPOrpaMHOMY Tremofianizi abo
BUCOKOINOTOYHIN TeMo]inbTpallii y BIATUICHHSX IHTEHCHBHOI Tepamii, peKOMEHJOBaHa 032
ctaHoBuTth 750 w™mr nBiui Ha pn00y. [lamientam, ski mepeOyBalOTh Ha HU3BKOMOTOUHIN
reMoQinbTpaii, TOTpiOHO TOTPUMYBATHCh CXEMH JO3YBaHHS SIK IS JTIKYBaHHS MIPU MOPYIIEHIH
GyHKIIT HUPOK.

Oco06mBOCTI BBEAICHHS IpenapaTy

JI1st BHYTPIITHBOM I30BOT'O BBEICHHS CJIII J0J1aTH 3 MJI BOJIM I 1H €Ki 0 750 mr 3unaredy.
O0epeKHO CTPYCUTH 10 YTBOPEHHS HEMPO30pO1 CyCIeH3ii.

JI1st BHYTPIITHBOBEHHOTO BBeICHHsT po3urHHUTH 750 Mr 3uHanedy y He MEHIII HiXK 6 MJT BOJIU JJIS
i’ ekuii, 1,5 v —y 15 mon. ns iHdy3iid, mo TpuBaroTh He Oinbie 30 xBunuH, 1,5 r nedgypokcumy
MokHa po3unHATH ¥ 50-100 mMi Boaum ans iv’ekmiil. OpeprkaHi po3YMHU MOXKYTh OyTH BBEJICHI
6e3nocepeHbo y BeHy a00 y TpyOKy KpaneabHHI pu iH(Y3iiiHii Teparmii.

[Tix yac 306epiranHs BXKe PO3BEACHUX PO3UMHIB MOXKYTh BiIOYyBAaTUCS 3MIHA HACHYEHOCTI KOJIbOPY.

Iimu.

3aCTOCOBY€ETHCS JITSM 3 MEPIIUX AHIB KHUTTS.

Ilepeoo3ysanns.

[Tepeno3yBanHs 11e(halOCIOPUHOBUX AHTUOIOTHKIB MOKE MPHU3BECTH 10 PO3BUTKY CHUMIITOMIB
MOJIpa3HEHHS  TOJOBHOTO MO3KY, BHACHIIJIOK YOr0 MOXYTh BHHHUKHYTH CyJOMHU. PiBeHb
1eypokCuMy MOKHA 3MEHIIUTH IUIIXOM TPOBEICHHS reMopaiamizy abo NEepUTOHEATbHOTO
Tiamsy.

Iloo6iuni peakuii.

[To61uHi peakirii nepeBakHo mooauHoKi (Merie 1/10 000) i 3aramom jierki Ta 000POTHI 3a CBOIM
xapakTepoM. YacToTa BUHUKHEHHS, HaBEJCHA HIKYE, € MPUOJIM3HOI0, OCKUIBKH Ul OUIBIIOCTI
peakIliit Hemae JOCTAaTHIX JaHMX JJIS TAKOTO MiapaxyHKy. KpiMm Toro, yactora BUMmaaKkiB moOIYHUX
peaxiiii Bapitoe 3aIeKHO BiJl TOKA3aHHS.



Jns xmacugikarii mobivHuX eekTiB Bif Ay’Ke 4acTUX 10 MOOAMHOKUX OyJIM BUKOPHCTaHI JaHi
KIHIYHUX AOCHiKeHb. YacToTa iHmmx nodiyHux edekris (Hanpukinag < 1 va 10 000) HaBeneHa,
TOJIOBHUM YHMHOM, 32 MapPKETUHIOBUMHU JIaHUMH 1 BiI0Opakae 4acTOTy HAIAXOJKEHHS JaHUX TPO
noOiYHy Ait0 OiIbIINe, HIXK YaCTOTY iX BUHUKHCHHSI.

Kputepii o1liHKM 9acTOTH BUHUKHEHHS MOO14YHUX e(eKTiB: ayxe yacto > 1/10; gwacto > 1/100 Ta
< 1/10; mewacto > 1/1000 ta < 1/100; pigko > 1/10 000 Ta < 1/1000; my>xe pinko < 1/10 000.
Ingpexyii ma ineasii.

Pigxo — HagMipHUI picT HEUYTIMBHUX MIKpoopraHi3MiB, Hanpukiag Candida.

3 60oky cucmemu Kposi ma nimgpamuunoi cucmemu.

Yacro — HeHTpoIeHis, eo3uHOPLTis.

HeuacTo — neiikoneHis, 3HW>KEHHSI piBHS TeMOTI001HY, mo3uTHBHUN TecT KyMmOca.

Pigko — TpoMOoIIUTONICH .

Jly’xe piKo — reMOJIITHYHA aHeMisl.

Ledanocnopuuun MaioTh BJIACTUBICTH aOCOpOyBaTHUCh Ha MOBEpPXHI MeMOpaHH YEpBOHUX
KpOB’SIHUX KJIITHH 1 B3a€MOJISTH 3 aHTUTLIAMH, CIPUYMHIIOYN MO3UTUBHUN TecT KymOca, 110
MOYKE BIUTUBATH Ha BU3HAYCHHS I'PYNH KPOBI Ta Iy’Ke PIIKO — FeMOJITUYHOT aHEMI].

3 60Ky iMyHHOI cucmemu.

Peaxuii rinepuyTauBOCTI:

HEYaCTO — MIKIPHUI BUCHUII, KPOTIUB STHKA Ta CBEPOIK;

PiAKO — MEIMKAMEHTO3HA TapsuKa;

Iy>Ke PIIKO — IHTepCTULIATbHUA HePpUT, aHadiIaKcis, MKIPHUN BaCKYJIIT.

LInynko60-Kuwiko6i po3iaou.

HeuacTto — quickoMdopT y TpaBHOMY TPaKTi.

Jyxe piiKo — nceBIoMeMOpaHO3HUNA KOJIT (JUB. po3aiit «OcoOIMBOCTI 3aCTOCYBAHHS).
T'enamobiniapui peaxuyii.

YacTo — TpaH3UTOPHE MiABUIIECHHS PiBHS MEYiHKOBUX ()EPMEHTIB.

HeuacTo — TpaH3uTOpHE MMiABUILICHHS PiBHS OLTIpYOiHYy.

TpaH3uTOpHE MiABUILEHHS PIBHA MEYIHKOBUX EH3UMIB a00 OunipyOiHy BHHHMKAIO TOJOBHUM
YUHOM Y TAIEHTIB 3 ICHYIOYOIO TATOJIOTIE0 TEYIHKH, aje AAaHWX MPO IIKIJUTMBUN BIUIUB HA
NEYiHKY HEMAE.

3 60Ky wiKipu ma niOWKIPHOT KLIMKOBUHU.

Hyxe pinko  — mnomimMopdpHa eputema, cuHapoM CriBeHca-/[KOHCOHA Ta TOKCHYHHMA
emniiepMaibHUA HEKPOITi3.

3 6oky ceuosudinvHoi cucmemu

Hyxe pinko — 30UIbLICHHS PIiBHS KPEaTHHIHY CHPOBATKHM KPOBi, a30Ty CEUOBUHHM KpPOBI Ta
3MEHIICHHS PiBHS KIIPEHCY KPeaTHHiHY.

3azanvui po3naou ma peaxyii 8 micyi 66e0eHHSL.

Yacro — peakiiii B MiCIli BBEIGHHS, 1[0 MOXYTh BKJIFOUATH OLTb 1 TpoMOO]I1ediT.

IMOBipHICTP BHUHUKHEHHS OOJIO B MiCIli BHYTpPIIIHBOM SI30BOTO BBEACHHS OuIblIa MpU
3aCTOCYBaHHI BUIIMX J103, OHAK 1€ HaBPsI UM Oy/ie MPHYUHOIO IPUITMHEHHS JIIKYBaHHS.

Tepmin npuoamnocmi.
2 pOKH.

YmoBu 30epiranus.
®DakoH 13 CyXHUM MMOPOIIKOM 30epiraTy B OpUriHAIBHIN yIaKoOBIIi P Temreparypi amx4ae 25 °C.
30epiraTy y HEIOCTYITHOMY ISl JIITEH MICIIL.



[Ticns po3BeneHHs npenapat MoxHa 30epiratu A0 48 roauH y xonoawibHUKY (4 °C) abo 1o 5
TOJIMH TIpHU TemrmepaTypi jo 25 °C.

Hecymicuicmeo.

3unaned He ciJl 3MILTyBaTH B OHOMY LITIPHIIL 3 aMIHOTJIIKO3UIHUMHU aHTHO10THKAMHU.

pH 2,74 % pozunny OikapOoHaTy HATpitO AJIs iH €KIIH ICTOTHO BILTMBAE HA KOJIpP PO3YHHY, TOMY
1Ieil pO3YMH HE PEKOMEHIYEThCs s po3BeaeHHs 3uHanedy. OnHak y pa3i He0OX1IHOCTI, SKIIO
XBOPHHA OTpUMY€ PO3YMH OikapOOHATy HATPiI0 BHYTPIIIHBOBEHHO HUIAXOM iH(QY3ii, 3uHamed
MOYKHa BBECTH 0e3ocepeIHbo B TPYyOKyY KparenbHUL.

1,5 r 3unanedy, pozunHeHoro y 15 mMi Boau IS 1H’€KIiH, MOKHAa BUKOPHUCTOBYBaTH Pa3oM 3
i’ exniero Metponinazomy (500 mr/100 mur), obunBa mpemapaTu 30epiraroTb CBOIO aKTHBHICTh
npoTAroM 24 roauH npu remmnepatypi Huxkde 25 °C.

1,5 r 3unanedy cymicHi 3 1 r aznomwiiny (B 15 mut po3unHHuKa) a60 3 51 (B 50 M1 pO3UMHHMKA)
npotsiroM 24 roauH npu temnepatypi 4 °C ta 6 rogus npu temneparypi go 25 °C.

3unaned (5 mMr/mi) MokHa 30epiratu mpoTsirom 24 roauH npu temnepatypi 25 °Cy 5 % ab6o 10
% PO3UMH1 KCUTITONY IS 1H €KIIH.

3uHaned cyMiCHUI 3 pO3YMHAMHU, 110 MICTATh A0 1 % JigoKaiHy riapoxyiopuay.

3unHarned CyMiCHHIA 3 OLTBITICTIO 3aTAJIbHOBKUBAHUX PO3UMHIB ISl BHYTPIIIHHOBEHHUX 1H EKIIIN.
Bin 30epirae cBoi BIACTMBOCTI MpOTAroM 24 TOAUH NpU KIMHATHIM TemMmepaTypi B TakKuxX
po3unHax: 0,9 % po3uuH XJI0pUAY HATPIIO I 1H €KIil; 5 % po34yuH III0K03M 1 11 ekuiif; 0,18
% pO3YUH XJIOpHUIY HATPiIO 3 4 % PO3YMHOM TIIOKO3M s 1H eKiif; 5 % po3uuH raokosu 3 0,9
% pPO3UMHOM XJIOPHUAY HATpito ISl 1H €Kwiif; 5 % po3uuH raokosu 3 0,45 % po3unHOM XJI0pUaY
HATpiIo 11 16 eKii; 5 % po3unH riaoko3u 3 0,225 % po3unHOM XJIOPUAY HATPIIO JUIS 1H €KIIIH;
10 % po3uuH raoko3u s 1H ekii; 10 % po3yuH IHBEPTOBAHOI TJIFOKO3U Y BOAL JUISl 1H €KIIIH;
po3uuH Pinrepa; po3unn Pinrepa-nakrary; M/6 po3uuH HaTpilo JaKTaTy; pO3uMH XapTMaHa.
Crabinbaicts 3uHanedy B 0,9 % po3unHi XJIOpHUIY HATPIIO AJIs 1H €K1 3 5 % po34MHOM IITIOK03U
HE 3MIHIOETHCS PU HAABHOCTI T1IPOKOPTU30HY HATpit0 pocdary.

3unHarned TakoX CyMICHUU MPOTATOM 24 rOAWH MpHU KIMHATHIA TeMIiepaTypi IpHu PO3BEICHHI Y
po3uuHi s iHDY3ii:

- 3 renapuHoM (10 a6o 50 ogunune/Mi) y 0,9 % po3unHi XJIOpUIY HATPIIO AJIS 1H €KIIIH;

- 3 po3unHOM xsopuay Kainito (10 a6o 40 mexs/n) y 0,9 % po34uHi XJIOPHULYy HATPIIO AJIS 1H €KITIH.

YnakoBka. [Ipo3opuii ckisamii riakoH, 3aKynopeHuid OpoMOyTHIIOBOIO a00 (IIFOOPOTYMOBOIO
JaMiHOBaHOIO MPOOKOIO 13 3aXUCHUM aJIOMiHIEBUM KOBIAYKOM, Y KApTOHHIH yHIaKoBIIi.

Kareropis Binmycky. 3a penentom.

Bupoonuk. «GlaxoSmithKline Manufacturing S.p.A.» (Italy).
«I'makcoCmitKusaiitn Manydaxrypunr C.im.A.» (ITamis).

Micue3HaxoakeHHs1 BUPOOHMKA Ta aJpeca Miclsl NPOBAa/KeHHS HOro AisIbHOCTI.
«GlaxoSmithKline Manufacturing S.p.A.», via Alessandro Fleming 2, 37135 Verona, Italy.
«I'makcoCmiTKumsitn Manydakrypunr C.m.A.», Bia Aneccanapo ®meminr 2, 37135 Bepona,
ITamnis.



