[HCTPYKIIIA

71T MEAWYHOTO 3aCTOCYBAHHS JTiKapCHKOT'0 3acoby

[E®OCYJIbBIH®

(CEFOSULBIN®)

Cknao:
Oitoui peuoguHu: cynb0aKTaM HaTpiio, 1edonepa3oH HaTPiio;

1 dbnakon micTuTh cynbbakTamy HaTpiio ekBiBameHTHO 0,5 T abo 1 r cynpbakTamy, 1edornepa3oHy
HaTpiio ekBiBaneHTHO 0,5 r abo 1 r 1iepomepa3ony.

Tlixapcsxa popma. IIOPOIIIOK I/IA PO3YHHY OIS
iH’ eKuin.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: KpUCTaIiYHUH MOPOIIOK 6istoro abo Maiixke 6iloro Kompopy.

dapMakoTepaneBTHYHA rpymna. AHTuOaKTEpiaabHi 3ac00M [ CUCTEMHOI'0 3aCTOCYBaHHS. [HIII
6eTa-nakTaMHi anTuOioTHKY. LledanocrnopuHu TPETHOTO TOKOJTiHHS.

Kom ATX JO1D D62.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

o ckiamy mpemnapaTy BXomsTh edornepa3oH (medanocmopuHoBuit anTubioTuk 111 moKomiHHS) Ta
cynbO0akTaM (HeoOOpOTHUM iHTi6iTOP GiNbIIOCTI OCHOBHUX B-TaKTaMa3s, SKi MPOAYKYIOThCS IeHIIuTiH-
PE3UCTEHTHUMU MiKpoopraHizmMaMmu). AHTHOaKTepialbHUM KOMIIOHEHTOM IIpernapary € nedornepasoH,
SIKWH [li€ Ha YyTJIMBi MiKpOOPraHi3Mu y CTafil aKkTHBHOTO PO3MHOXKEHHS IIUISTXOM IPUTHOOIEHHS
OiocuHTe3y MYKOIENTHAY KITiTHHHOI MeMOpanu. CynpbakTaM He Ma€ peabHOi aHTHOAKTepiambHOI
aKTUBHOCTI, OKpiM fil mpoTtu Neisseriaceae i Acinetobacter. ITpote GioximiuHi JocmigKeHHS Ha
0e3KIITUHHNX OAaKTEPINHUX CUCTEMAaX BUSBUIIU 3NATHICTh CyIbbaKTaMy 10 HE0OO0POTHOTO
IPUTHIYEeHHS HallBaXKIUBIMIKX B-TaKTamMa3s, SKi MPOAYKYIOThCS NeHIIUITiH-Pe3UCTEeHTHUMHU
Mikpoopra#izmamu. I[ToTeHnian cyns6akTaMy BifHOCHO 3amobiraHHs OeCTPYKIil MeHinumiHiB i
11eanoCIoprHiB Pe3UCTEHTHUMU MiKpPOOPraHi3MaMu MigTBEPAXKEeHUN V NOCIIIXKEHHIX Ha IITaMax
PE3UCTEHTHUX MIKPOOPraHi3MiB, y SKUX Cyab0aKTaM IIPOIeMOHCTPYBAB BUPAXKEHUW CUHEPTi3M 3
neHimuinamu i nedanocnoprHamu. OCKiIbKY Cy/b0aKTaM TaKOXK 3B'S3YETHCS 3 NEIKUMU



NEeHIINUTiHO3B A3yl0YruMHU OiTKaMu, YyT/IMBI MiKpOOPTraHi3MU CTAOTh OiNIbILI YYTAUBUMHU [0 Ail
cynb0akTaMy/nedornepa3oHy, HiX 1o Aii ogHoro nedomnepasoHy.

Kowmbinanis cyns0akTamy i redpornepa3oHy akTHBHA [0 BCiX MiKpOOPTaHi3MiB, YyTIUBUX A0
neomnepasony. Kpim Toro, mpu 3acTocyBaHHi BKa3aHoi KoMOiHallii crtocTepiraeThcst CUHEpriam mii ii
KOMIIOHEHTIB BiTHOCHO TaKuX MiKpoopraHi3mis: Haemophilus influenzae, Bacteroides spp.,
Acinetobacter calcoaceticus, Enterobacter aerogens, Escherichia coli, Proteus mirabilis, Klebsiella
pneumoniae, Morganella morganii, Citrobacter freundii, Enterobacter cloacae, Citrobacter diversus.

Cynb6akTam/tiedornepasoH in vitro akTUBHUYM BiTHOCHO IITMPOKOTO CIIEKTPa KIIiHIYHO 3HAYYIIUX
MiKpOOpPraHi3misb.

'paMno3uTrBHI MiKpoopraHiamu: Staphylococcus aureus (mTaMy, 110 MPOAYKYIOTL a0o He
IPOAYKYIOTh NeHinuninasy), Staphylococcus epidermidis, Streptococcus pneumoniae (mepeBaxkKHO
Diplococcus pneumoniae), Streptococcus pyogenes (B-reMONiTUYHUYN CTPENTOKOK IPynu A);
Streptococcus agalactiae (B-reMoOniTUUHMIE CTPENTOKOK rpynu B), 6inbiuicTs iHIIUX BUAiB B-
TeMOJIMTHYHUX CTPEITOKOKIB; OinbIicTh mTamMiB Streptococcus faecalis (EHTEPOKOKH).

'pamueraTuBHi Mikpooprani3dmu: Escherichia coli, Klebsiella spp., Enterobacter spp., Citrobacter
spp., Haemophilus influenzae, Proteus mirabilis, Proteus vulgaris, Morganella morganii (mepeBaXHO
Proteus morganii), Providencia rettgeri (mepeBaxHo Proteus rettgeri), Providencia spp., Serratia
spp. (Bknwoygawun S. marcescens), Salmonella spp.i Shigella spp., Pseudomonas aeruginosa i gesiki
Bunu Pseudomonas, Acinetobacter calcoaceticus, Neisseria gonorrhoeae, Neisseria meningitidis,
Bordetella pertussis, Yersinia enterocolitica.

AnaepoOHi MiKpoopraHi3mMu: rpaMHeTraTHBHI Oauumu (BKitodatouu Bacteroides fragilis, iniii Bugu
Bacteroides i Fusobacterium spp.); TpaMIIO3UTHUBHI i rpaMHeraTHBHI KOKHU (BKI04aiouu Peptococcus
spp., Peptostreptococcus spp. i Veillonella spp.); Tpamno3uTuBHi 6aruny (Bkmovyaroun Clostridium
spp., Eubacterium spp. i Lactobacillus spp.).

[lns nmpemapaTy BCTaHOBJIEeHi Taki miana3oHu epeKTuBHUX KOoHIeHTpaui (MIIK, MKr/Mi 3a
KOHIIeHTpalli€lo 1edonepa3ony): 4yTIuBi - MeHIle 16, mpomixkHi - 17-36, pe3ucTeHTHi - GinbIle 64.

BcTaHOBNIEHO TAKWM [iama30H YyTIMBOCTI MiKpOOpPraHi3MiB [0 JTiKapChbKOT0 3acoly:

MiHimanvHi iH2ibyrovi koHueHmpauii (MIK) (MKe/MA, 3a KOHUeHMpauie ueponepasoHy):

UyTnusi <16
[TpoMiKHa YyTIUBICTH 17-63
Pe3uCTeHTHI = 64

Posmipu ducka 30Hu uymausocmi (MM, mecm Kipbi - Bayepa):

yTausi =21
[TpomiKHa YyTIUBICTh 16-20
Pe3uCTeHTHI <15




Inst Bu3HaueHHss MIK MOXXHa 3aCTOCOBYBATH CEPiiiHi PO3BeOeHHS TiKapChKOro 3acoby

ITedocyns6in’ 3a [OIOMOro0 MeToly PO3BefieHHS B arapi a6o 6ymbiioHi. PeKoMeHIOBaHO
3aCTOCYBaHHS TECTY YyTJIMBOCTI JUCKa, 1110 MicTuTh 30 MKT cynp0akTaMmy Ta 75 MKT edorepa3ony.
Jla6opaTopHa BifITIOBINb «YyTIUBHIt» 03HAYAE, IO Tepalmis IikapchkuM 3aco6oM Iledocynsoin’,
iMmoBipHO, Oyne epeKTUBHOIO MPOTH MiKpPOOpPraHi3aMy-30yaHKUKa iHEKITii, a BiAOBigb «pe3UCTEHTHUN»
O3Hauae, 1[0 TaKuii epeKTUBHUY BIIJINB € MaJIOMMOBIPHUM. BifloBigs «IIpOMiKHA YyTIUBICTH»
03HAayaE, 10 MiKPOOpraHiaM Moxe 6yTH YyTIMBUM [0 JiKapchKoro 3acoby lledocyns6in’ mpu
3aCTOCYBaHHI OCTaHHBOTO Y BUIIUX A03aX abo0 SKIo iHdeKIlis po3BUHYIACh V TUX TKAaHUHAX YU
pifrHax opraHiamy, fie JOCSTalOTLCS BUCOKI KOHILIEHTpallii aHTUOi0THKA.

PexomeH0Oo8aHi nimimu KoHmpoto akocmi 045 duckie yymaugocmi 0o cyabbakmamy/ueponepasoHy
30 mk2/ 75 mke:

KOHTPONBHUM IITAM Po3Mip 30HU (MM)
Bunu Acinetobacter ATCC 43498 26-32
[Pseudomonas aeruginosa ATCC 27853 22-28
E'scherichia coli ATCC 25922 27-33
Staphylococcus aureus ATCC 25923 23-30

dapmakoKiHemuxka.

[Tpu BBemeHHi npemnapaTy npubnusno 84 % cynpbakTamy i 25 % medonepa3oHy BUBOTUTHCS
HUpKaMu. binbilla yacTrHa 11eonepa3oHy BUBOAUTHCS 3 KOBYI0. [licia BBegeHHS
cynpbakTamy/edornepa3oHy cepefHiil mepio HamiBBUBEeIeHHS Cy/TbOaKTaMy CTAaHOBUTH 1 TOOUHY, a
nedormnepasony - 1,7 rogus. KoHuleHTpaliil y m1a3Mi KpoBi IpOIopLiiHi 10 BBegeHol go3u. Li gaxi
BiOIOBiAa0Th (hapMaKOKiHETUYHHM ITapaMeTpaM KOMIIOHEHTIB IIPH 1X PO3AiIbHOMY BXKHBaHHI.

CepenHi 3HaYeHHS MaKCUMaIbHUX KOHILIEHTpalill cynbOakTaMy i 1edonepa3ony mics BBeNeHHS 2
r npemnaparty (1 r cynsbakTamy, 1 r 1ieponepa3oHy) BHYTPIIIHLOBEHHO YIIPOAOBXK 5 XBUIMH
cranoBnaTh 130,2 i 236,8 Mkr/mn BignoBigHo. e cBimuuTh 1npo Ginbinuii 06'eM po3nominy
cynbbakramy (Va = 18,0-27,6 1) nopiBHSHO 3 po3mnopinoM nedonepasony (Va = 10,2-11,3 ). Obunsa
KOMIIOHEHTH IIpenapaTy iHTEHCUBHO PO3MOOUIAIOTECSA Y TKaHMHAX i piquHaxX OpraHi3My, BKJIIOYAUU
JKOBY, 2KOBYHUU MiXyp, WIKipy, aleHANKC, MaTKOBi TpyOU, IEYHUKY, MaTKy. Y [IiTell 3HaUeHHS
nepiony HamiBBUBEOEHHS cynbbakTaMy cTaHOBUTE Bif 0,91 mo 1,42 rogunu, nedornepa3ony - Big 1,44
no 1,88 ropuuu. [laHi mpo ¢papMaKOKiHETUYHY B3aEMOZII0 MiX cynb0akTamMoM i 1edorepa3oHoM IIpu
iX OIHOYACHOMY 3aCTOCyBaHHi y (popmi koMOiHallil BifCyTHi.

[Ticns 6araToKpaTHOT'O BBEIEHHS He BUSIBIIEHO XKOJHUX iCTOTHUX 3MiH V hapMaKOKiHeTHIIi
KOMITOHEHTIB cynbOakTaMy/1edonepa3ony i Oyab-gaKii X KyMyJIsilil Ipyu BXKKWBaHHI Yepe3 KOKHUX
8-12 rogunu. lledomepa3oH 3HaYHOIO MipOI0 BUMINSETHCSA 3 KOBUI0. Ilepion HamiBBUBENEHHS
11eomepa3oHy 3 CHPOBATKY KPOBi 30ibITYETHCS, @ CTYIIiHb BUMINIEHHS 3 CeYel0 3a3Buyai
IiIBUIIYETHCA V TAI[EHTIB i3 XBopoOaMu eyiHKy Ta 06CTPYKILEI0 XKOBYHUX HIIXiB. HaBiTh y
BUMAJKax TSKKOTO MOPYyLIeHHs (QyHKII] Ie4YiHKM KiTbKiCTh IIpenapaTy B 2KOBUi flocsArae
TepalneBTUYHOI KOHIIEHTpallii B TOM 4ac, 9K Iepiof] HalliBBUBeleHHS IIpelapaTy 3 MJla3MHu KPOBi
30inbIIy€ETHCS ullle B 2-4 pasu.

ITauieHmu 3 nopyweHHAMU QYHKUII NneyYiHKU.



IuB. po3min «Ocob6IUBOCTI 3aCTOCYBAHHS».

IlauieHmu 3 nopyweHHAMU QYHKUI] HUDOK.

Y nami€eHTiB 3 OpPyIIEeHHSAM (QYHKIi1 HIPOK Pi3HOT0 CTyNEHS TAKKOCTI, SKMM BBOOUIIU I_[e(bocynb6iHé,
3arayibHUi KJlipeHC cyabbaKTaMy B OpraHi3Mi 3HaYHOIO MipOI0 KOpeJlioBaB 3 BU3HAYEHUM KITipEHCOM
KpeaTuHiHy. Y MallieHTiB 3 He(pyHKI[IOHYI0Y010 HUPKOIO ITePiof] HalliBBUBeeHHS CyIbbakTaMy OyB
3HAYHO J0BIIKM (y cepegHboMy 6,9 1 9,7 roguHu 3a JaHUMU Pi3HUX AOCIiAXKEHb). 3aCTOCYBaHHS
reMofiasni3y 3HauHO 3MiHIO€ Iepiof] HaliBBUBEIEHHS, 3arajIbHUM KJIipeHC opraHi3mMy Ta 06’eM
posmnopiny cynb0aktamy. He crioctepiranocs 3Hauymux BiTMiHHOCTEH Vv hapMaKOKiHeTHIIi
edornepa3oHy y NalieHTiB 3 HUPKOBOK HELOCTaTHICTIO.

IlauieHmu AiMHb020 BIKY.

dapMakKOKiHETHKY JiKapchkoro 3acoby lledocynn6in’ BuBYau y HalieHTiB TiTHLOTO BiKYy 3
TOpYyIlIeHHAM (GYHKIII HUPOK Ta MopyueHHAM QyHKII neuinku. O0uaBa KOMIIOHEHTH IIpernapary,
cynb0akTaM i edorepa3oH, Maly OOBIIKY ITepiod HaIliBBUBENEHHS, HUXKYUY KIlipeHC Ta Oinbiiui
00’€eM PO3MIOAiNy IOPiBHSAHO 3 BiATIOBiHHMMH ITOKa3HWKAMU Y 3M0POBUX HOOPOBOJIBLIIB.
d®apMaKOKiHETUYHI TOKAa3HUKM Cy/Ib0aKTaMy HoOpe KOPENoITh 3i CTyIeHEM MOPYyIIeHHS QyHKIIi1
HUPOK, TO[i K MOKA3HUKHU Liedorepa3oHy 1oOpe KOpPeolTh 3i CTyIeHeM IOpPYIIeHHS QYHKIII
MEeYiHKMY.

imu.
HocnifKeHHS MPOIEMOHCTPYBaJIX BifCyTHICTE OyIb-sIKUX iCTOTHUX 3MiH y (papMaKOKiHETHUII
1eonepaszony/cynb0aKTamy y OiTed MOPiBHSHO 3 JOPOCIUMU IMallieHTaMu. Y [iTel cepenHiit mepiox

HalliBBUBeMeHHs cynbbakTaMy KonuBaBscs Big 0,91 mo 1,42 roguny, a 1edorepa3oHy - Bif
1,44 no 1,88 rogunau.

KrinigHi XxapaKTepHCTHKH.

INoka3zaHnHsA.

JIikyBaHHS iH(EKIIii, CHPUYNHEHUX YyTIUBUMHU [0 MIpenapaTy MiKpoopraHi3aMaMu:
- iHGekUil gUXamTbHUX NUIAXIB (BEPXHIX i HUXKHIX BifimiB);

- iHGek1il ceYOBUBIIHUX IIIAXIB (BEPXHIX i HUXKHIX BifIimiB);

- TIEPUTOHIT, XOJIELUCTUT, XOJIAHTIT Ta iHII iH(eKIIil YepeBHOI TOPOKHUHY;

- CeNITUIlleMis;

- MEHIHTIT;

- indexkiil mKipu Ta M'IKUX TKAHUH;

- iHdeKI1ii KicTOK Ta Cyro0is;

- 3amasibHi 3aXBOPIOBAaHHS OpraHiB MajioTO Ta3a, EHOOMETPUTH, TOHOPes Ta iHII iH(eKI[il cTaTeBux
OpraHis.



ITpomunoka3axHsi. T'inepyyTnuBiCTh I0 Oil0YUX PeYOBUH (CynbOakTaM, medornepasoH), 1o 6eTa-
7aKTaMiB abo 0o OyOb-IKUX [TOMOMIXKHUX PEYOBUH.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

AMiHO2/iK03uOu. 3MilllyBaHHS IpenapaTy 3 aMiHOTIIKO3UAaMy B OQHOMY IIIMPUII TPU3BOAUTD OO
B3a€EMHOI iHaKTHBALllil; SKIIO 1Ii TPyNu aHTHOAKTepialbHUX areHTiB He0OXigHO 3aCTOCYBaTH
OJHOYACHO, TO BBOOUTH 1X MOTPiOHO B pi3Hi Micus 3 iHTepBanoM B 1 roguHy. [Ipenapat mifBuiye
PU3UK PO3BUTKY HEDPOTOKCHYHOCTI aMiHOTIiKO3UAiB, pypoceMiny.

BakmepiocmamuyuHi npenapamu (X10pam@peHikoa, epumpomMiuuH, CyabphaHiaamiou, mempauyukaiHu)
3HUXKYIOTh aKTUBHICTh IIPEeTapary.

ITpobeHel,ud 3MEHIITYE KaHAJBIIEBY CEKPEIIiI0 CyIh0aKTaMy; pe3yIbTaToM I[hOT0 € 30iTbIIeHHS iX
I71a3MaTUYHOl KOHIIEHTpAllil i mepiony HaliBBUBeeHHS IpelapaTiB Ta MiABUILIEHHS PU3UKY
inToKCcuKanil. [Tocumioe pu3uK KpOBOTEYi IIPU 3aCTOCYBaHHI pa30M i3 HECTEPOIGHUMU
IpOTU3aNaJbHUMU [IpernapaTaMu.

AnKozosv. Tlpu BXKUBaHHI aIKOT0JI0 [Mif Yac KypCy JIiKyBaHHS Ta IPOTATOM D OHIB IiC/IA JIIKyBaHHS
1edornepa3oHOM Bifl3HAYAIKCS TaKi peakilil K MOYePBOHIHHS 00IMYYs, MiTIMBICTh, TOJIOBHUM OiNlb,
Taxikapmid. AHaIOTiYHI peakliil CIOCTepiraauch i Ipu 3aCTOCYBaHHI iHIIKX edaloCIOPUHIB.
[TamienTaM cig OyTu 06epeKHUMU IIPU BXKMBAHHI alTKOTOJIbHUAX HAIOIB IIPHU 3aCTOCYBaHHi
npemnaparty. [Ipu 3acTocyBaHHI IITYyYHOTO Xap4yyBaHHS (IlepopanbHOro abo apeHTalbHOT0) He CIIif
BBOOUTHU PO3YUHHU, III0 MiCTATH €TAHOI.

KombiHosaHa mepanis. 3BaXKaioyy Ha LIMPOKWH CIIEKTP aHTUOaKTepiaabHOI aKTUBHOCTI
cynb0akTamy/iedornepa3ony, OiNbITCTh iHGEKIiH MOXKHA afeKBAaTHO JiKyBaTH UM aHTUOIOTUKOM SIK
MOHOTeparieo. OnHaK 3a eBHUX I0Ka3aHb Cyb0akTaM/1edornepa3oH MOXKHa 3aCTOCOBYBaTH Pa3oM
3 iHmuMu aHTUOIOTUKAMU. fAKINO IPHU IIbOMY 3aCTOCOBYBATH aMiHOTTIKO3UAH, HEOOXioHO
KOHTPOJTIOBaTH (PYHKIII HUPOK IIPOTATOM yChOT'O0 KypCy Teparil (TakoxK guB. po3fmin «HecyMicHICTE»).

B3aemo0is 3 peuoguHAMU, W0 BUKOPUCMOBYHOMbCA NPU AabOPAMOPHUX aHai3ax. XubHO-TI0O3UTUBHA
peaxIlis Ha TJII0KO3Yy B cedi Moxe OyTH BUSBJIEHA IIPU 3aCTOCYyBaHHI po3unHy beHenukTa ab6o
derinra.

Oco06.1ueocmi 3acmocyeaHHsi.

I'inepuymausgicmy. I10BigOMIISIOCS PO BUMIAOKX PO3BUTKY TSIXKKHUX, @ IHKOJIM 1 JTeTallbHUX PeakKLiid
rinepuyTnuBocCTi (aHadimaKTUYHUX Peaklliil) y NallieHTiB, IKi OTpuMyBasu Tepartito 6eTa-
JlaKTaMaMHUMU a0o0 1iedaToCIIOpHHOBUMY aHTUOI0THKAaMHU, BKJTI0Yalo4y cyTb0aKkTaM/1edornepasoH.
BuHMKHEHHS TaKUX peakiliii O6iyibin iMoBipHe B 0Ci0 3 BiOMOIO TilepyuyTauBiCTIO 00 OaraThox
anepreHiB B aHaMHe3i. [Iepen moyaTkoM Teparil cysb0akTamMoM/1edornepa3oHoM Cllif PeTeIbHO
IOCTiAWTY aHaMHe3 IMaIliEHTa 00 PeaKIliil rimepyyTIuBoCTi g0 1edanoCIOPUHIB, MeHiuIiHiB abo
iHmMxX nmikapchKux 3aco6iB (IuUB. po3min «IIpoTHUoKa3aHHs"»). AHTHOIOTUKY CIIifl 3 06epeXHiCTIO
IpHU3HAYaTH MallieHTaM, SIKi MPOSBIISIOTh aJeprito B Till 4y iHmi# Gopmi, 0coONMMBO Ha JTiKapChKi
3acobu.



IIpu pO3BHUTKY aJIePriuHux peakuin
3aCTOCYBaHHS JIIKapCbKOT0 3aC00y CIIif

HpHHHHHTH Ta IPU3HAYUTH BignoBigHe nikyBaHHsA. TsaxKKi

aHadiTakTHYHI peakiii MOTPeOyOTh HEraHHOT0 3aCTOCYBaHHsI HEBiIK/IaaHOI
Teparii, 30KpeMa BBeJeHHs aJpeHasliHy. 3a MOKa3aHHIMH MOXK/IHBE 3aCTOCYBaHHS
OKCHI'€HOTepallii, BHyTPilIHLOBEHHOT' 0 BBEI€HHSI KOPTHKOCTEPOiaiB, 3a0e3medeHHsI
NMPOXiTHOCTI TUXa/TBLHHUX HIJISIXiB, BKIIOYal0O4YH iHTYOaIIiio.

[ToBigOMIIANIOCH IIPO BUNALKY PO3BUTKY IIKIPHUX PEaKIiU TAXKOI'0 CTYIEeHs, IHKOIU 3 JIeTaJIbHUM
HACIiOKOM, TaKUX K TOKCUUYHUM ellilepMalbHuN HEKPOoJi3, cuHOIpoM CTiBeHCca — JI2KOHCOHA Ta
ekchomiaTHBHUM IePMaTHUT, y TAIliEHTIB, SKMM 3aCTOCOBYBa/IM CyilbbakTaM/1edornepa3oH. Y pasi

BUHUKHEHHS IIKiPHOI peakil TSIKKOTO CTyIeHs Tepariio cyasbakTaMoM/iedornepa3oHoM CIIif
IPUNMHUTH Ta PO3M0OYaTH BigmoBigHe NMiKyBaHHS (AuB. po3min «ITobivHi peakiii»).

3aeaavHi 3acmepediceHHsa. IIoBiIOMIISIIH IIPO
BHIIQJJKH CEPHO3HHUX KPOBOBHJIUBIB,
BK/II0YAIOYH BHMAJKHU 3 JIETAJIbHUM
HACJIiIKOM, IIPH 3aCTOCYBaHHI
nedonepa3ony/cyab0akTamy. AK i npu
3aCTOCYBaHHI iHIINX aHTHOIOTHKIB,
JTIKYBaHHA Ie(onepa3oHoM y JesIKHUX
MAali€EHTIB MOXKe MPU3BOIUTH 10 PO3BUTKY
medimuTy BitTaminy K, 1110 CIpuYuHsIO0
Koaryjaomnariio. MexaHi3M 11bOro siBHIIia,
iMOBipHO, TOB’sI3aHHUH i3 MPUTHIiYCHHSIM
KHIITKOBOI MiKpo@/opH, 1110 B HOpMi
CHHTEe3Yy€ TaHHH BiTaMiH. TaKUM YHHOM,
rpyna pu3UKy BK/IIOYa€ MaIli€eHTIB 3
O0MeKeHHM Xap4YyBaHHSIM, IOPYHI€HHAM



BCMOKTYBaHHS (Hanpukiaa npua ¢giopo3i
J)KOBYHOTI'0 Mixypa) Ta 0cid, siKi TpuBa/Iuu 4ac
nmepeOdyBalOTh Ha MMapeHTePaTIbHOMY
(BHYTPIIIHBOBEHHOMY) Xap4YyBaHHIi. Y TaKHuXx
MalieHTiB Tpeda KOHTPO/JIIOBATH
IPoOTPOMOiHOBHH Yac (a00 MikHapoaHe
HOpPMaJIi30BaHe CIIBBITHOIIIEHHS) IJIs
BUSIBJIEHHS O3HAK KPOBOTEYi,
TPOMOOIIUTOIIEHil Ta rimonpoTrpoMoOiHeMil.
AHaJIOTiYHMH KOHTPOJIb CJIiJ 3TiHCHIOBATH Y
Mali€HTIiB, AKi OTPUMYIOTH TepPaliio
AQHTHKOAI'y/ISHTaMH. Y 3a3HaY€HHX BHNAJKax
CJIii MpHU3HAYATH IPHHOM €K30T€HHOI 0
BiTaminy K.

Y BUNAKy PO3BUTKY TPUBAJIOl KPOBOTEeYi 6€3 BUSBIEHHS iHIINX IPUYUH I[LOTO SBUINA CITif
IPUIMHUTH 3aCTOCYBaHHA CylbOaKTaMmy/iedonepa3oHny.

SIK 1 Ipu 3aCcTOCYyBaHHi IHIIIMX aHTHOIOTHKIB,
TPHBaJjIe JIIKyBaHHS IIpenapaToM MOKe
MPU3BECTH 10 MOCUJIEHOI' 0 POCTY
pe3ucTeHTHOl1 Mikpodiopu. Ilporsirom
JIIKyBaHHS CJIiJ] peTeJIbHO CIIoCTepirary 3a
CTAaHOM Halli€HTiB. SIK i Ipu 3acTOCyBaHHI
iHIIINX CHJIBHOOIIOYHUX CHCTEMHUX 3aC00iB,



IIPM TPUBAJIOMY 3aCTOCYBaHHI JIiIKapChKOro
3aco0y Iledocynbb6iH’ peKOMeHTOBaHO
MepioguYIHO KOHTPOJIIOBATH HAasSIBHICTH
IIPOSsIBiB mMopyIieHbs GyHKIIiH CHCTEM OpraHiB,
BKJ/IIOUAIOYH MOPYHIeHHSI PYHKIIil HUPOK,
NMeYiHKHM Ta KPOBOTBOPHOI CHCTEMH,
0COOJINBO V I'PYJHHX JiTeH, 30KpeMa y
HETOHOIIIeHUX HOBOHAPOIKEHUX.

[Tpo BunuMKHEHHS miapel, moB’sg3aHol 3 Clostridium difficile (CDAD), moBimoMIIsiIOCh IpH
3aCTOCyBaHHI Malixke ycix aHTuOaKTepialbHUX 3ac00iB, BKII0Yalouu cyabbakTaM HaTpioo/
neonepa3oH HaTpito. TAXKKICTL IPOSBiB MOXKe KOIMBATUCS Bif IOMIpHOI Aiapel 4o KOJITy 3
neTanbHUM HaciigkoM. JIikyBaHHS aHTHOAKTEpianpHUMU 3acobaMu IPUTHIYYE HOPMaJbHY GI0py
TOBCTOI KMILIKY, II0 TPU3BOAUTE A0 mocusenoro pocty C. difficile.

C. difficile npogyKkye TokcuHu A i B, 1110, y CBOIO Yepry, CIpusie pO3BUTKY Aiapei, IOB’I3aHOI 3

C. difficile. TinepTokcuH, sKui npoayKyoTs mtaMu C. difficile, cipu4YuHsi€e 3pOCTaHHS MOKa3HUKIB
3aXBOPIOBAHOCTI Ta JIETAIbHOCTI, OCKINIbKY I1i MiKpOOpTraHi3Mu MOXKYTb OYTH PE3UCTEHTHUMHU 10
aHTUMIKPOOHOI Teparrii, 110 MoXKe MPU3BOAUTH 10 HeoOXimHOCTI mpoBeneHHs KonekTomii. CDAD crin
PO3TIAfaTH B YCiX MALiEHTIB, ¥ SKUX IIiCJIS 3aCTOCYBaHHSA aHTMOIOTUKIB BUHMKIIA fiapes. HeoOxigHui
peTenbHUM aHAaJIi3 aHaMHe3y XBOpoOH, OCKiIbKY ITPO BUHUKHEHHS Oiapel, nos’g3aHol 3 C. Difficile,
TIOBimOMJISANIM Yepes 2 Micsili micis mpu3HayeHHs aHTHOaKTepianbHUX 3aco0iB.

[Tpu BUHUKHEHH] cynepiH@eKIil HeoOXigHO TPU3HAYXTH BiANIOBiAHE JTiKyBaHHS.

Lle#t mikapcbku# 3acib MicTuth HaTpil. Lle ciig Opatu {0 yBaru npu JiKyBaHHi Ialli€eHTIB 3
OpYyIIeHHAM (YHKIIil HUPOK i IalieHTiB, SIKi JOTPUMYIOTHCS HIETHA 3 KOHTPOIHOBAHUM BMiCTOM
HaTpil. YakoBKa pernapaTy MiCTUTh JIaTEKCHY I'yMy, 1[0 MOXKe CIPUYUHSATYU TAXKKIi anepriyxi
peaxiiii.

3acmocysaHHA npu nopyweHHAX GYHKYIl HUPOK. Y TIallieHTiB 3 TOPYLUIEHHSIMU (PYHKII1 HUPOK
Pi3HOTO CTyIeHs IPH 3aCTOCYBaHHI ITpernapaTty 3arajbHuM KJlipeHC cyabbaKkTaMy TiCHO KOPEITIOE 3
BHM3HAQYEHUM KJIipEHCOM KpeaTHHiHY. Y MallieHTiB 3 TSIXKUMU MOPYLUIEHHAMU QYHKIII HUPOK
BiZI3HAYa€ETHCSA CYyTTEBE 30i/bIIIEHHS [TepioAy HaliBBUBeAeHHS cynbbakTaMy. ['eMofiani3 cyTTEBO
BIIJIUBA€E Ha Ilepiof HaliBBUBEOEHHS, 3arajbHUN KiIipeHC Ta 06’eM po3nofiny cynb0akTamy. Byngs-
AKX 3MiH y (papMakokiHeTuI nedomnepa3oHy y NallieHTiB 3 HUPKOBOIO HEIOCTATHICTIO He BUSIBIIEHO.

3acmocysaHHA npu nopyweHHsax GpyHkuii neviHku. Lledomepa3oH 3HaYHOIO MipOI0 BUNINISETHCS 3
JKOBYIO. Y malieHTiB i3 xBopobamMu nediHKY Ta/abo 06CTPYKIi€l0 X KOBUOBUBITHUX LIISAXIB IEPiof
HalliBBUBEMeHHS 1ledorepa3oHy 3 MJIa3MHU KPOBi 3a3BU4al ITOOBKYETLCS, a BUBENEHHS i3 ceuelo
MIOCUITIOEThCSA. HaBiTh IPH TSAXKKUX MOPYIIEHHSIX QYHKIIII TEeYiHKK B KOBYi BUSBISIOTHCS
TepalleBTUYHi KOHIIEHTpallil Ileorepa3oHy, i CIIOCTEPITaETLCS JIUIIIE TOJOBXKEHHS Iepiomy
HalliBBUBEOEeHHS y 2-4 pa3u.



Y BuUnagkax TSKKO01 00CTPYKIIil 2KOBYOBUBIIHUX IIJIAXIB, TAKKNX XBOPOO MediHKU ab0 Mpu HaIBHOCTI
CYIyTHIX MOPyIIeHb QYHKI HUPOK MOXke OyTH HEeoOXiIHOI0 KOPEKIis JO3H.

Y nmarieHTiB i3 MopyIeHHIMU QYHKIII IeYiHKYU Ta CyIyTHIM MOPYIIeHHIM (QyHKIIiI HUPOK MOTPiOHO
KOHTPOJIIOBATH KOHIIEHTpAIlil0 ledorepa3oHy y CHPOBaTIli KPOBi Ta y pa3i HeoOXiZHOCTI KOPUTyBaTH
[03yBaHHA. fKIII0 HEMa€e MOXKJIMBOCTI PETEJIbBHOTO KOHTPOJIIO KOHI[EHTpaLlid Y CUPOBaTLi KPOBi, [03a
1eonepa3oHy He TOBUHHA IEPEBUILYBATH 2 T/m00Y.

3acmocy8aHHs1 nauieHmam AimHb020 ma
cmapey4oz2o 6iKy. IIpu 3aCToCyBaHHI SIK
cyab0aKTaMy, Tak i medomnepa3sony
CIIOCTEPIrajocsi MOJA0BXKEHHSA mepioay
HalliBBUBEJEHHSI, 3HU2KEHHS 3arajibHOro
KJIipeHCy Ta 301IbIIIeHHSA 00’'€EMY po3moainy
MOPiBHSIHO 3 TAKHMH NMOKAa3HUKAMH Y
TOOPOBOJIBIIIB MOJIOOT O BiKY.
®apMaKOKiHEeTHKA CyJIb0OaKTaMy IPSMO
KopeaBajia 3 piBHeM GYHKIIiM HHPOK, a
¢dapMmakokiHeTHKa nedomnepa3ony moope
KopeIioBajia 3 MOPYIIeHHAMH QyHKIiH
MeYiHKH.

3acmocyeaHHs1 dimsam. [1oCIigKeHHs Y
negiaTpUYHiA Monmysisiinil He BUSABHIH XKOTHHX
3MiH y (papMaKOKIHEeTHIII KOMIIOHEHTIiB
nmpenapary, HOPiBHSAHO 3 JOPOCINMH 0CO0aMH
He Ma€ CYTTEBHX BiIMiHHOCTEH.

3acmocy8aHHs1 044 AiKY8AHHs HEMOB/ASAM.



IIpenapaTt epeKTHBHO 3aCTOCOBYIOThH
HeMOBJIgTaM. OoHaK BCeOiYHMUX TOCIIiIXKeHhb
3aCTOCYBAaHHSI HeTOHONMIEHHM HEMOBJISITaM
a00 HOBOHAPOIK€HHM He MPOBOTMWIHA. ToMy
nepea MoYaTKOM JTiKyBaHHS HETOHOIIIEHHUX
a00 TOHOIIEeHUX HOBOHAPOIKEHHX CJIif
peTeILHO OIiHMUTH MOTEHIIia/IbHY KOPUCTH Ta
MOZKJIMBHM PH3HK Teparmii. Y
HOBOHAPOIKeHHX i3 0i1ipy0iHOBOIO
eHInie(danronariero nmedomnepasoH He 3aMilllye
OiTipyOiH y Micisix 3B’si3yBaHHSA 3
IMpPOTEeiHaMHM IIJIa3MH KPOBI.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BaeimHicmy. TlpenapaT NIpoHKWKAaE Kpi3b IyalieHTapHuii 0ap’ep. JIiKyBaHHS BariTHUX CJIifi IPOBOJUTH
JIIIe TOZI, KOJIX MOXKJIMBa KOPUCTH AJIsl MaTepi epeBaXkae NOTEHUIMHUYN PU3UK [ IJI01a.

ITepiod 2o0ysaHHA 2pydoio. Y TpynHE MOJIOKO ITPOHUKAE TiTbKU HEBeJIMKa YaCcTKa BBEHEHOI 03U
cynb0akTaMmy Ta Ledonepa3oHy. Xoda 00UBi CKIafoBi mpenapaTy NPOHUKAIOTh y HE3HAUHIH
KiJTbKOCTi ¥ TPy[IHEe MOJIOKO, IIpenapar Cjiifi 3 00epexkHiCTIo Mpu3HayaTH XKiHKaM, IKi rogyloTh
TPYLAIO.

30amuicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Brinus € ManoiMOBipHUM.

Cnoci6 3acmocysaHHsi ma do3u.
Po3uuH npenapaTy MOXXHa BBOOUTY BHYTPIIIHBOBEHHO Ta BHYTPIIIIHBOM 130B0.

Kombinamist cynp6akTamy HaTpio/medonepa3ony HaTPilo IpefacTaBieHa y BUTISAI CyX0ro MOPOIIKY
IS BiDTHOBIIEHHS V CIIiBBigHOIIEeHHi 1:1 y mepepaxyBaHHi Ha BiibHUM cyTb0aKTaM Ta 1edornepas3oH.



®akoHM i3 MOPOWKOM Y criBBigHOIIEHH] 1:1 micTaTh ekBiBasieHT 500 mMr 500 mr ta 1000 mr 1000 mr
cynb0akTamy Ta 1edornepa3oHy BigmoBimHO.

Iopocai. 3BuuaitHa fo3a npemnapaty Lledocyns6is® A JOPOCTIUX CTaHOBUTH 2-4 T Ha 706y (TO6TO Bif
1 mo 2 r nedomnepa3ony Ha f00y) BHYTPIIIHEOBEHHO a00 BHYTPIIIIHBOM sI30BO ¥ PiBHOMIpHO
PO3MOfieHuX A03ax KOoXKHi 12 rogus.

CniBBigHomeHHsT |[CynbbakTam/ TTo3a TTo3a
1edomnepasoH () cynbbakTamy (r) edonepasony (1)
1:1 2-4 1-2 1-2

Ipu TaxKKuX a60 pedpakTepHUX iHDEKIisX H060By K03y mpenapaty Lledocynsbin’ MoxHa
nigBumuTH [0 8 r (To0TO Ho3a 1edonepa3oHy - 4 T) BHYTPIIIHHOBEHHO Y PiBHOMIPHO PO3MOTiNeHUX
mo3ax KOxXHi 12 romuH. PekoMeHIOBaHa MaKCHMaJjlbHa N00OBa Mo3a Cynb0aKkTaMy CTAHOBUTL 4 T (8 T
npemnapary Llebocyms6in’).

3acmocysaHHA nayieHmam 3 nopyweHow (PYHKUi€ HUPOK. [1030BUil peKUM IIpX 3aCTOCYBaHHI
npenapary [AJisd TiKyBaHHS Malli€HTiB i3 3HAaUHUM 3HUKEHHSAM (QYHKI[iN HUPOK (KJIipeHC KpeaTHHIHY
MmeH1re 30 MJ1/XB) IifIsiTae KOPEKIIii i3 MeTO0 KOMIIeHCallil 3HUKEHOT'0 KJIipeHCy CyIb0aKTamy.
[TamieHTaM 3 KitipeHCcOM KpeaTuHiHy 15-30 M/XB CiTif mpu3HayaTH Cy/Tb0aKTaM y MaKCHMabHil m03i
11, sika BBOOUTHCS KOXKHi 12 roguH (MakcuManbHa go0oBa fo3a 2 T cy/lb0akTaMy), a IallieHTaM 3
KJIipEHCOM KpeaTHHiHy MeHIle 15 MJI/XB CIlif Ipu3HadaTy cyiapbakTaM y MakKcuMaibHil 0o3i 500 mr,
sIKa BBOIUTHCS KOXHi 12 roguH (MakcuMasibHa 0o00Ba mo3a 1 r cynbbakTamy). [Ipu TSXKKUX
iHpeKIigsx MoXKe BUHUKHYTH HeOOXiTHICTh IOMATKOBOI0 TPU3HAYEHHS 1Ie¢orepa3oHy.

dapmakokiHeTHYHUY NPOGins CyIb0aKTaMy CyTTEBO IOPYIIYETLCS IIPU 3aCTOCYBaHHI reMOfiami3y.
TepMiH HamliBUBeeHHS 1le¢domnepa30Hy y IIa3Mi KPOBi IPU TeMOoianisi Jemo 3MeHIIyeThCA. TakKuM
YHUHOM, JO30BUY PEeKUM IIPU 3aCTOCYBaHHI [iai3y MOBUHEH MiAIATaTA KOPEKIIil.

KombiHosaHa mepanis. BpaxoByiouu MIMPOKUMA CIIEKTP aHTHOAKTepiaabHOI aKTUBHOCTI
cynb0akTamy/medornepa3ony, 6inmbIIicTs iHGEKIIN eeKTUBHO NTiKYIOThCSI MOHOTEPAITi€l0 JaHUM
npernapaToM. [IpoTe y IesKUX BUIagKax cyiabOakTaM/iedornepa3oH MOXKHa 3aCTOCOBYBATH B
KoMOiHaljii 3 iHmuMy aHTUOioTUKaMU. Y BUIIAOKy OJHOYACHOT'O 3aCTOCYBaHHS aMiHOTJIiIKO3UIiB
HeoOXigHO KOHTPOJIIOBATHA (PYHKIII HUPOK Ta IMEeYiHKYU YIIPOIOBK YChOT'0 KypPCY JTiKyBaHHS.

3acmocysaHHA nayieHmam 3 nopyweHow PyHKuieto neviHku. Kopekiisi qo3u Moxe 6yTy HeoOXiIHOIO
y BUIIafIKaX TSXKKOI 0OCTPYKILIMHOI JKOBTSHUII i TSIXKKUX 3aXBOPIOBaHb MediHKX ab0 Konu I1i o0uaBi
IIaTOJIOTil CYyIIPOBOIXKYIOThCSI MOPYIIEHHSAM QYHKIII HUPOK. [TallieHTaM 3 MOpyIIeHHSIMY GYHKITI1
MEeYiHKY Ta CYyMyTHIMU MOPYIIeHHIMHU QYHKIII HUPOK HEOOXiqHUN KOHTPOJIb KOHIIEHTpaIlil
1eonepa3ony y maa3Mi Kposi i mpu noTpebi - BignmoBifiHa KOPEKIlis [03u. Y BUMlafKaX BiCYTHOCTI
PEeTEeNbHOr0 KOHTPOJIIO 3a KOHIIEHTPAIli€l0 ITpelapary y I1a3Mi KpoBi fo3a Ledornepa3oHy He
IIOBUHHA NTEePEBUIYBaTH 2 T Ha [00y.

ITayieHmu aimHbo20 8iky. Ius. po3nin «PapMakOKiHETHKA>.

Jimu. 3Bu4ariHa [03a IIpernaparTy I_leq)ocymaGiHyé IS giTed cTaHoBUTH Bim 40 mo 80 Mr/Kr Macu
tina/go0y (To6To 20-40 Mr 1edomepa3oHy/KI MacH Tina/moby), piBHOMIpHO po3mofineHa Ha
2-4 mo3u.



CuiBBigHomeHHsT |[CynbbakTam/ Tlo3a TTo3a

e ornepa3oH cynb0aKTamy edornepa3ony

(mMr/kr macu Tina/mo6y) |(Mr/kr macu Tina/mo6y) |(Mr/kr macu Tina/mo6y)
1:1 40-80 20-40 20-40

[Tpu TsaxkKUX ab0 pedpakTepHUX iHPEKINAX 110 03y MOXKHA MigBULIMTH 0o 160 Mr/Kr Macu Tina/mo0y
(80 mr nedonepa3ony/Kr Macu Tina/go0y), piBHOMiIpHO po3minuBiiH ii Ha 2-4 [mo3u (AKUB. PO3MiN
«Oco6MMBOCTI 3aCTOCYBaHHS»).

HoeoHapoodoiceHi. HoBoHapOomKeHUM 1-T0 TUXKHS KUTTS IIpernaparT CIif BBOOUTH KOXKHi 12 roguH.
MakcuMasbHa fo00Ba J03a cyab0akTaMy [fis OiTel He MOBUHHA IepeBuiyBaTu 80 MI/KT Macu
Tina/mo6y (160 Mr/kr Macu Tina/mo6y npemaparty Llebocyns6iny’). V Bumagkax, Koau € HeoOXiTHOIO
mo3a nedornepas3ony, o mepesuirye 80 Mr/Kr Macu Tina/go0y, HOOATKOBY H03Y 1edorepasoHy CIlifg
3aCTOCOBYBaTH OKpeMo (IuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

BHympiwHb08eHHe 88e0€HHA.
Ina KpalnuHHOI iHQY3ii BMiCT KoxKHOro ¢prnakoHa npenapaty Llebocynsbiny’ cin BimHOBUTH
BIfIMIOBIAHIN KiNTBKOCTI 5 % BOOHOTr0 PO34YUHY AeKCTpo3H, 0,9 % po3unHy HATPiO XJIOPUAY AT

in’exnii abo Bogu OIS iH'€KITiH, a MoTiM po3BecTH [0 20 MJI THM CAMUM PO3YHHOM 3 ITOJAJIBIINM
BBEIEHHSAM IIPOTAToM 15-60 XBUIHUH.

BioHo8/1eHHA.

3arajbHa mo3a [ExBiBasieHTHA Jo3a 00’eM MakcuMaJsbHa KiHIleBa
(m) cynbOakTaMm 1edornepasoH (T) PO3UYMHHUKA [KOHIIEHTpAIlisa (Mr/mi)
1 0,5 0,5 3,4 125125
2 11 6,7 125125

JlakTaTHUM PO34YXH PiHrepa € MpUUHSITHUM PO3YMHHUKOM [IJi IIPOBEIeHHS BHYTPIlIHbOBEHHOI
ingysii, ane He Oy MEePBUHHOTO BifHOBNIEHHS (OUB. po3ain «HecyMicHICTB»).

I7s BHYTPILIHEOBEHHO] iH’€K1Iii BMiCT KOXKHOTO (hjlaKOHA CJIifi PO3BOAUTH, SIK OIKMCAHO BUIIE, Ta
BBOJUTY MPOTATOM IIIOHAUMeEHIIe 3 XBUINH.

BHympiwHboM’ 1308€ 880€HHA.

2 % pO3YUH Mif0KalHy TiAPOXJIIOPUAY € IPUAHATHUM PO3YMHHUKOM [JIS IPUTOTYBaHHS PO3YUHY AJISA
BHYTPIIITHBEOM S30BOT0 BBEIE€HHS, ajie He [JIs1 IEPBUHHOI0 PO3BefeHHs (OuB. po3ain «HecymicHICTE»).

BcTaHoBnEHO, 1110 HG(I)OCYHb6iHé € CYMICHUM 3 BOZIOIO IJid iH'€K1id, 5 % po3umHOM mekcTtpo3y, 0,9 %
PO34YHMHOM HATpilo XJIOpUAY, 5 % po3drnHOM AeKCTpo3u B 0,225 % po3uuHi HATpito xmopuny Ta S5 %
nekcTpo3010 y 0,9 % po34uHi HaTpi0 XJIOPUAY B KOHIEHTpaliax Big 10 Mr redonepa3ony ta 5 Mr
cynsbakTamy Ha 1 M i mo 250 mr 1tedonepa3ony ta 125 mr cynsbakTamy Ha 1 M.



JlakmamHut po3uuH PiHeepa. [I71s BITHOBJIEHHS CJIifi BUKOPUCTOBYBATH CTEPUIbHY BOAY [OJIS iH' €Kil
(muB. po3min «HecyMmicHicTh»). HeoOXigHUM € OBOETAIHE PO3BeeHHs 3 BUKOPHUCTAHHSIM CTEPUIIbHOL
BOMY OJIs iH' €Ki (IuUB. TAONMUI0 BUIIE); IOTIM OTPUMAHUN PO3YMH CITiJ] PO3BECTH JTAKTATHUM
po3unHOM PiHrepa mJisi OTpUMaHHS KOHIEHTpallii cynb0akTamy 5 Mr/mia (oo 2 My abo 4 MJ1 T04aTKOBO
po30aBreHoro po3uuHy ciif gogatu 50 M abo 100 M MakTaTHOTO po3uuHy PiHrepa BifmoBigHO).

JlidokaiH. 17151 BiZTHOBIEHHS CIIifl BAKOPUCTOBYBATH CTEPUIIBHY BOAY O iH'€KIIU (AUB. PO3MiN
«HecyMiCHICTB»).

Bynp-siK1it HEBUKOPUCTAHUM MPOAYKT ab0 Bigxoau MOTPiOHO YTHITi3yBaTH BiAIIOBIMHO 10 MiCIIEBUX
BHMOT.

Himu. TIpenapaT MOxKHa 3aCTOCOBYBaTH AiTAM (IUB. BUIIE).

ITepedo3yeanns. IHpopMariii 110710 TOCTPOi TOKCUYHOCTI e orepa3oHy HaATPilo Ta CynbOaKTamy
HATPilo y JIofiedl HefoCTaTHLO. [lepeno3yBaHHs NpenapaTty MOXe CIPUYMHATH IPOSIBY, 11O SBISIOThH
co6oto nocuneHi nobiuni edextu. Crnig 6paTu [0 yBaru, 10 BUCOKi KOHIIEHTPaIlil 6eTa-TaKTaMHUX
aHTUOIOTHKIB Y CHHHHOMO3KOBIl PifMHI MOXKYTh CIPUYKHSITYA HEBPOJIOTiUHI peakilii, 30KpeMa
cymomu. Ockinbku 1edornepasoH i Cymb0aKTaM BUIINMSIOTHCS i3 CUCTEMM HMUPKYIISIIL IITSIXOM
reMofianisy, s npoleaypa Moxe IOCUII0BAaTH eliMiHallilo IIpenapaTy 3 OpraHi3my y BUIIaAKy
Iepeno3yBaHHS y MAlli€HTIB 3 MOPYIIEeHHSIM (QYHKIIil HUPOK.

ITo6iuni peakuii.

CynbbakTaM/uedornepa3oH 3arajaoM fo0pe mepeHoCUThCS. BinmbImicTh MoO6iYHNX peaklliii € IETKOTO
a00 IOMipHOTO CTYTEHS TSXKKOCTi Ta MalOTh CIPUSTINBUIM epebir Ipu TPUBAIIOMY JTiKyBaHHi.

[ToBimomsAnu Npo HUK4YeHaBe#eHi M0o0iYHi peakiiil, IO CIIOCTepiraaucs mif 4ac NpuiioMy mpenapary
Iedocyns6in®. YacToTa MoGiYHMX peaklili 3a3HadeHa fK: Ayxe gacto (= 1/10 ), gacTo (= 1/100 -

< 1/10), mewacTto (= 1/1000 - < 1/100), pigko (= 1/10000 - < 1/1000), my=xe pigko (< 1/10000),
YaCTOTa HeBiloMa (HEMOK/IMBO OIIiIHMTH 3a HasIBHOIO iH(pOpMaIIi€lo).

Yci Huxk4e3a3HaueHi mobivHi peakiiii HaBeeHO BiOTIOBIAHO [0 KJaciB cucteM opraniB MedDRA y
MOPSIKY KITiHI9YHOI BaXKJTUBOCTI.

Knacu cucteM opratiB [JactoTra [TobiuHi peaxiiii
3 60Ky cucTeMu KpoBi Ta |[Iyxe 4acTo |HeliTpomeHis', TeiiKoneHisa', mpsMa MO3UTHBHA Poba
niMbaTH4HOI CUCTEMHU Kym0Gca', 3HUKEHHS PiBHS TeMOrIoGiHy', 3HUKeHH

PiBHSI TeMaTOKPUTY', TPOMOOLUTONEHis'

JacTo KoarynomnaTis*, eosunodimis’
HacToTa [inonpoTpoMbineMmisi, aHeMis, TimonpoTpoMOiHeMis,
HeBimoMa [TOIOBXKEHHS ITPOTPOMOIHOBOTO Yacy.

3 60Ky iMmyHHOI cucTemu [JacToTa Hadinaktuunuit mok[|', aHadinakTUYHa peakist,
HeBimoMa aHa@inaKToIHA peaxllis’, BKII04aoyuy MoK*,

rinepyyTauBicTE*




3 00Ky HEpPBOBOI HeuacTo ["onmoBHUY 0ifib, 3HUXKEHHS 3aracy KOHIeHTpallil
CUCTEMU anbOyMiHy, Ipu JTiKyBaHHI HOBOHaPOIXKeHUX i3
PKOBTSIHUIIEIO TTiIBUILYE PU3UK PO3BUTKY OinipyOiHOBOI
eH1edanonarii
3 60Ky CyAMHHOI JacToTa KpOBOBUIUB (BK/IIOYAIOYM JI€TAIbHUAM HACTIOOK),
CLICTEMU HeBimoMa BaCKyJIiT*, apTepiaibHa rinotessis*
Opapukappis/Taxikap/is, KapaioreHHUH 10K, 3yITUHKa
cepus.
3 6OKy IITYHKOBO- Jacto [iapes, HymoTa, 6/1I0BaHHS
KUIIIKOBOT'0 TPAKTy HacToTa [TceBmoMeMOpaHO3HUYU KOMT* cymepindekiii,
HeBigoMa rimepecTesii c11M30B0i 000TOHKY IOPOXKHUHY POTaA.
3 6oky remnarobimiaproi |Iyxe dacto |[ligBuIeHHS piBHS alaHiHaMiHOTpaHCdepasu',
CUCTEMU MifBUINEHHS PiBHA acrapTaTaMiHOTpaHcepasu',
MifBUINEHHS PiBHA TyX)HOI PpocdaTasu KPoBi',
6inipy06in
HacTo [TinBuINeHHs PiBHsA Oilipy0iHy B KpPOBi'
YacToTa PKoBTsaHUISI*
HeBigoMa
3 00Ky LIKipu Ta HeuacTto CBep0ixk, KPOIIKMB'THKA, epuTeMa
MiMKIPHUX TKAHUH JactoTa ToKCUYHUI emifepMabHuil HEKpOli3*,
HeBimoMa exchoniaTuBHMI gepMaTuT, cuaapoM CTiBeHca -
[>KOHCOHA, MaKyJIONany/Ib03Hi BUCUTIAHHS
3 60Ky HUPOK Ta HacToTa [ematypis*
Ce4OBUMOINBHOI CUCTEMHU [HEBimOMa
3aranbHi po3nagu Ta HeuacTo ®rebiT y Micui BBemeHHs, 6inb y Micli iH €KIil,
peakiiii y MicIli BBeOeHHS mipeKkcis, 03H00, ICEeBOONO3UTHBHI pe3yIbTaTu IIpu
[penaparty BU3HAYEHHI BMICTY I'JIIOKO3H B Cedl
HehepMEHTaTUBHUMY METOIaMHU.
3 00Ky muXabHOI HeuacTo JlapuHTrocmna3M, OpoHX0CIa3M y NallieHTiB 3
CcuCTEMU OpPOHXiaTbHOI0 aCTMOIO B aHaMHe3i Ta XPOHIYHUMHU
00CTPYKTHBHUMU 3aXBOPIOBAHHSAMHU [UXaJIbHUX
MIsIXiB. PigkKo: anepriyHuii pUHIT, DUCITHOE.

YacTtoTa nobiyHUX peakilii BigmoBigHO [0 Knacudikamii Pagyu MixkHapogHUX HaYKOBO-MEIUUYHUX
oprasizamiu CIOMS III: gyxe gacTto: = 1/10 (= 10 % ), wacto: = 1/100-<1/10 (=1 % - < 10 %),
HeyacTo: = 1/1000 - < 1/100 (= 0,1 % - < 1 %), 4acToTa HEBifOMa: HEMOXKJIUBO OL[IHUTH YaCTOTY 3a
HasBHOIO iH(opMalii€ro.

* TloOiuHi peakiril, TPo SKi MOBiHOMIISIIIN ¥ TOCTMAapPKETHHT OBU Tepio.

"'V pospaxyHKM 9acTOTH NOGIYHMX peakllili CTOCOBHO BifXWUIeHb 1a00paTOPHUX IIOKA3HUKIB Bif
HOpMHM OYyJIM BKJTIOYEHI BCi OCTYIHI Tab0opaTOpHi 3HAYEHHS, BKITIOYA0UM MMOKA3HUKY TAIliEHTIB i3
TIOPYIIeHHSMH Ha IM0YaTKOBOMY PiBHi. Takuil KOHCEPBATUBHUY Minxim OyB B3sITUH 3a OCHOBY 4epes
Te, 1110 I0YaTKOBa iH(dopMalis He Ja€e 3MOry gudepeHIIiioBaTy Migrpyny Nali€HTiB i3 MOPyIIeHHIMA
Ha [M0YaTKOBOMY DPiBHi, fIKi Manu 3Hauyllli 3MiHU y TabopaTOPHUX ITOKa3HUKAX, 110 OyIu 1oB’s3aHi i3
JIiKyBaHHSIM, Ta IAlli€HTiB, SKi He Malu TaKUX 3MiH.

[TopyuieHHs 3a TAKMMHU NTOKa3HUKaMU SIK piBeHb JIEMKOLUTIB, HEUTPO(DisiB, TpPOMOOIUTIB,
remMoryio6iHy Ta TeMaTOKPHUTY, CIIOCTEPiraaucs TiTbKY Y XOi mocigxKeHb. [TigBUIlIeHHS Ta 3HUXKEHHS
PiBHIB He IudepeHLi0BaIn.



¥ Hagxomusu TOBiIOMITEHHS IIPO JIeTalbHi HaCIigKu.

ITosidomaeHHs npo nido3prosaHi nodbiuHi peakuii.

[Ticns peecTpatii TikapchKoro 3aco0y myzKe BaXKJIMBO IOBITOMIISITH IIPO Iifm03pIoBaHi mobiuHi peakiril.
ITe nae 3MOr'y IPOBOAUTYU MOHITOPUHT CIIBBIIHOIIEHHS MiXK KOPUCTIO 1 pU3UKaMU, 0B’ I3aHUMU i3
3aCTOCYBaHHSIM ILIbOTO JTiKapchKoro 3aco0y. CriBpoOiTHUKIB CHCTEMHU OXOPOHU 3[0POB’SI IPOCATh
3BiTyBaTH IIpo Oyab-gKi Mif0o3pioBaHi MOGiYHI peakilil BiIIOBIAHO 40 BUMOT 3aKOHOLABCTBaA.

Tepmin npudamHocmi. 2 POKH.

YmoBH 30epiranns.
30epiraTtu B OpuriHaabHIY yIaKOBIi IpU TeMIlepaTypi He Buile 25 °C.

30epiratu B HEAOCTYITHOMY [JIS HiT€U MiCIIi.

HecymicHicmb.

AMiHo21iKo3uOu. Po34nHM NTiKapChKOTO 3aco0y I_[e(bocyﬂb6iHé Ta aMiHOTJIIKO3UiB He CIIif
Oe3nocepegHbO 3MilllyBaTH, OCKIJIbKY MiK HUMHU icHy€ (pisnuHa HeCyMiCHiCTh. fKIo KoMGiHOBaHa
Teparis mpenapaToM Ta aMiHOTTIKO3UAaMHU € HeoOXimHO, CJIil 3aCTOCOBYBATH iX IOCITiHOBHY
PO3MiNbHY KpalIuHHy iHdY3ilo i3 3aCTOCyBaHHSIM 0KPEMOI BTOPUHHOI BHYTPIIIHbOBEHHOI TPYOKOBO1
CHCTEeMHU, IIPH IIbOMY IIepBUHHA BHYTPIIIHbOBEHHA TPYOKOBa CHUCTEMA IIOBUHHA OyTU peTeIbHO
IIPOMUTA BigIIOBIAHKMM PO3YMHOM Y IIepepBi MiXK iHy3isiMU 3a3HaUYeHUX IpenapaTiB. Takox
IOIIBHO, 00 MPOTIroM J00u iHTepBaau MiX BBeIEeHHSIMHU IperapaTy Ta aMiHOTJIiKO3UMiB Oy 1o
MOXKJIMBOCTI MaKCUMaJIbHUMU.

JlakmamHut po3uuH PiHeepa. IlepBuHHEe PO3BeNeHHS JJaKTaTHUM PO34YnHOM PiHrepa He
PEKOMEHAYETLCS Yepe3 HeCYMICHICTh. [IpoTe 3acTOCyBaHHS OBOETAIIHOTO IIPOLIECy PO3BEAEHHS, IIPU
SKOMY [IePBUHHUM PO3YUHHUKOM € BOfa IJ1s iH'€KIiU, [O3BOJIsI€ YHUKHYTUA HECYMICHOCTI IPU
TIOJIa/IbIIIOMY PO3BefleHHi TaKTaTHUM Po3uynHOM PiHrepa. [ po3YyMHEHHS MOTPiOHO
BUKOPHUCTOBYBaTH CTEPUJIbHY BOAY A iH'€KIiN. [Ipy momanbuioMy po3BefeHHi Cllifl 3aCTOCOBYBaTH
IBOETAIIHUI METO[, IIPX SKOMY CTepHJIbHA Bofa O iH'ekIii (po3ain «Cnocib 3acTocyBaHHS Ta
Io3u») Hafasi PO3BOAUTHCS TAaKTaTHUM PO3UMHOM PiHrepa mo KOHIEHTpallil cynb0akTaMmy 5 Mr/MIT
(BUKOPHUCTOBYETHCS PO3BEHEHHS 2 MJI IIEPBUHHOTO Po3unHy B 50 M1 a00 4 MJI IEPBUHHOTO PO3YMHY B
100 mn nakTaTHOTrO PO34uHYy PiHrepa).

JlidokaiH. [lepBuHHE pOo3BegeHHS 2 % PO3YMHOM JIiI0OKAalHy HEe PEKOMEHI0BaHO Yepe3 HeCYyMiCHICTb.
[IpoTe 3aCcTOCYBaHHS ABOETAIHOTO METOAY PO3BEAEHHS, IIPU SKOMY II€PBUHHUAM PO3YUHHUKOM € BOOa
IJIS1 iH'€KIIiH, MO3BOJIS€ YHUKHYTU HECYMIiCHOCTI IIPU IOJaIbIIOMy PO3BeHeHHi 2 % po3unHOM
JimoKainy rigpoxyopuny. s po3uyrHeHHs IOTPiOHO 3aCTOCOBYBAaTU CTEPUILHY BOAY AJIS iH’ €KITii.
Ins mocarHeHHS KOHIeHTpalid 1edonepa3ony 250 Mr/mi abo Bullle TPy IOJaIbIIOMY PO3BeIeHHi
CJIifl 3aCTOCOBYBATH OBOETAIHUM METOJ, IIPU IKOMY CTepuJibHA BOfa O iH €KI[ii Hagami
PO3BOOUTECA 2 % PO3UYMHOM JIifOKalHy IO OTPUMaHHS PO3UUHY, SKUU MICTUTE 10 250 Mr



medormnepasony i 125 mr cynsbakramy Ha 1 M mpubmu3Ho B 0,5 % po34uHi migoKalHy TimpoXIopunmy.

YmnakoBKa. 1 a6o 5 ¢pakoHiB Y KApTOHHIN KOPOOIIi.

KaTteropisa Bigmycky. 3a pel.l;el'[TOM.

BupoOHHUK.
Xaynt ®apma Jlatina C.p.j.

Haupt Pharma Latina S.r.L.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Micls MpoBaIXKeHHS HOTr0 Tis/TbHOCTI.
Bopro Can Mikene C. C 156 km. 47, 600 - 04100 JIaTtina (JIT), ITamis.

Borgo San Michele S.S 156 km. 47, 600 - 04100 Latina (LT), Italy.



