IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CYJIBIIEPA30OH?

(SULPERAZONE?)

CKnao:
Oitoui peuoguHu: cynpbakTaM/1edorepas3oH;

1 dbnakon micTuTh 623 Mr cynb0akTaMy HaTpiio, o ekBiBaneHTHO 500 Mr cynpbakTamy, Ta 623 Mr
1edorepa3ony HaTpilo, 110 ekBiBaneHTHO 500 Mr 11edonepa3oHy;

1 dbnaxon mictuth 1246 Mr cynpbakTamy HaTpiio, 1o ekBiBameHTHO 1000 Mr cynbpbakTamy, Ta
1246 mr nedonepal3oHy HaTpito, 110 ekBiBaneHTHO 1000 Mr nedomepa3ony.

0onoMidCHI pe4oBUHU: BiCYTHI.

JlikapcbKa ¢popmMa. [Topo1IoK st pO34YUHY AJIS iH'€KITiN.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: TIOPOIIOK Bif 6i/10T0 mO Maiixe 0ilOr0 KOIbOPY, II0 He
MICTUTh CTOPOHHIX YaCTOK.

dapMakoTepaneBTHYHA rpyna. AHTH6aKTepianbHi 3aco0u [ CUCTEMHOT0 3aCTOCYBaHHs. [HIITi
Oeta-nmakTaMHi aHTHOioTUKY. Lledanocnopunu TpeThoro mokoinusg. Kog ATX JO1D D62.

dPapmakonoziuHi e1acmueocmi.
dapmakoduHamika.
Cynbrnepa3oH” € koMOiHaIiE0 CyTb0aKTaMy HaTpilo Ta medorepa3oHy HaTpilo.

CynbbaKkTaM HaTpilo € TIOXiTHOIO PEYOBHUHOI OCHOBHOTO MEHILUIIIHOBOTO sigpa. BiH € He060pOTHUM
inribiTopoM OeTa-maKTaMa3u Ta 3aCTOCOBYETHLCS TiTbKY MMapeHTePaIbHO. 3a XiMiYHOI CTPYKTYPOIO I1e
cynbboH HaTpilo neHinuminaTty. Mictuth 92 Mr HaTpito (4 MEkB) Ha 1 rpam. CynpbakTam - fyxe
JIETKO PO3YMHHUY Y BOOI KPUCTaIIYHUY ITOPOIIOK Maiixke 6inoro konbopy. MonekynsgpHa Maca
CTaHOBUTH 255,22,

edomnepa3oH HATPIiIO - Ile HAIBCUHTETUYHUH IedamocnopuHoBul aHTHOIOTHK III MOKOMTiHHS
IIMPOKOTO CIIEKTPa Ail, 1[0 3aCTOCOBYETHLCS TilIbKU IMapeHTepanbHo. MicTtuth 34 mr HaTpito (1,5 MEkB)



Ha 1 rpam. Lledonepa3oH - 1€ TIETKOPO3YMHHUY Y BOOi KPUCTATIYHUM ITOPOIIOK 0il0oTr0o KOIbopy.
MornekynsipHa Maca CTaHOBUTH 667,65.

MexaHism 0ii.

AnTH6aKTepianbHUM KOMIOHEHTOM JiKapCchKoro 3acoby Cymbnepa3oH” € medonepasoH -
nedanocnopus Il TOKOMiHHS, IO Ai€ TPOTH YyTINBUX MiKPOOPTaHi3MiB y CTafil aKTUBHOI
MYJIbTUILTIKALIl IIIX0M IPUTHIYeHHS 610CUHTE3y MYKONENTUAY KIiTUHHOI cTiHKU. CynpbakTaMm He
Ma€ BUpaxKeHoi aHTubOaKTepiaTbHOI aKTUBHOCTI, 32 BUHATKOM aKTUBHOCTI IpoTu Neisseriaceae Ta
Acinetobacter. OgHak 6ioxiMiuHi mocmigKeHHsS Ha 0e3KIiTHHHUX OaKTepiaJbHUX CUCTEeMaXx IMOKa3alld,
1110 cy/b0aKTaM € HeoOOPOTHUM iHTiIGITOPOM HalBaXKJIKBIlINX OeTa-TakTaMas, 1[0 MPOAYKYIOThCS
MiKpoopraHizaMaMu, pe3uCTeHTHUMU [0 0eTa-mTaKTaMHUX aHTUOIOTHKIB.

[Totentian cynbpbakTamy IIOA0 3arnodiraHHs AecTPYKIlil IeHinuiHiB Ta edaroCcIopuHiB
PE3UCTEHTHUMU MiKpoopraHiaMaMu OyB MigTBEPAKEHUN Y XOMi HOCHiAXKEeHD LiTiCHUX
MiKpOOpraHi3MiB 3 BAKOPUCTAHHSM PEe3UCTEHTHUX IITaMIB, IIif Yac IKUX CylTbOaKTaM
IIPOIEMOHCTPYBAB BUPaXKEHUM CHHEPTi3M 3 MeHillnTiHaMu Ta LedanocnopruHaMu. OCKinbKu
cynbbaKTaM TaKOXK 3B'SI3YETHCS 3 NEeSKUMU NEeHIIUIiH3B 13yl0unuMy 6iTkaMy, 4aCTO YyTJIUBI IITaMU
CTalOTh BPa3/IMBIIIAMA [0 Aii JiKapceKoro 3acofy Cymnbnepas3oHn”, Hix 0 [il ofmHOro redonepasoHny.

Kom6inamist cynp6akTamy Ta medornepa3oHy € akTUBHOIO IIPOTH BCiX MiKpOOPraHi3MiB, YyTIUBUX [0
edomnepa3ony. KpiMm TOro, crioctepira€TbCsi CUHEPTi3M Ail (3HUKEHHS MiHiMalbHUX KOHIEHTPAaLlii
KoMOiHallii, 1110 TPUTHIYYI0Th MiKpOOPTaHi3Mu NMpr0IM3HO B 4 pa3u MOPIiBHIHO 3 TAKUMU
KOHILIEHTPAL[iIMU [JIs KOXKHOT0 KOMIIOHEHTa OKPEMO) IIPOTH Pi3HMX MiKpPOOpPraHi3MiB 3 HaMbiIbII
BHpaxKeHOI0 [Ii€10 IPOTU TaKUX MiKpoopraHiamiB: Haemophilus influenzae, Bunu Bacteroides, Bunn
Staphylococcus, Acinetobacter calcoaceticus, Enterobacter aerogenes, Escherichia coli, Proteus
mirabilis, Klebsiella pneumoniae, Morganella morganii, Citrobacter freundii, Enterobacter cloacae,
Citrobacter diversus.

Cynbrepa3oH” MPOSBIAE aKTUBHICTE in Vitro Mmoo MHXPOKOro CIeKTPa KIiHiYHO 3HaYyIHUX
MiKpOOpPraHi3Mmis.

I'paMIO3UTHUBHI MiKpOOpPraHiaMu:

- Staphylococcus aureus (mitamu, 110 TPOOYKYI0Th a0 He MPOAYKYIOTh NEHIUITiHAa3Y);
- Staphylococcus epidermidis;

- Streptococcus pneumoniae (roniepenHs Ha3Ba Diplococcus pneumoniae);

- Streptococcus pyogenes (6eTa-reMOJIITUYHI CTPEITOKOKY Tpymu A);

- Streptococcus agalactiae (6eTa-reMONITUYHI CTPENITOKOKY Ipymnu B);

- OinbIIiCTD iHIKX MTaMiB 6eTa-reMOJIITUYHUX CTPENTOKOKIB;

- 6araTto mtamiB Streptococcus faecalis (EHTEPOKOK).

I'paMHeraTuBHI MiKpoOpraHi3MHu:

- Escherichia coli;



- Bupnu Klebsiella;

- Bunu Enterobacter;

- Bunu Citrobacter;

- Haemophilus influenzae;

- Proteus mirabilis;

- Proteus vulgaris;

- Morganella morganii (monepenHst Ha3Ba Proteus morganii);
- Providencia rettgeri (monepenHsl Ha3Ba Proteus rettgeri);

- Bunu Providencia;

- BUNM Serratia (BKmIo4Yao4uu S. marcescens);

- Bupgu Salmonella Ta Shigella;

- Pseudomonas aeruginosa Ta pesxi inmi sugu Pseudomonas;
- Acinetobacter calcoaceticus;

- Neisseria gonorrhoeae;

- Neisseria meningitidis;

- Bordetella pertussis;

- Yersinia enterocolitica.

AHaepoOHi MiKpPOOpPraHi3Mu:

- rpaMHeraTHBHi Oauunu (BKIo4aouu Bacteroides fragilis, inmi Bugu Bacteroides Ta BUmu
Fusobacterium);

- rpaMIIO3UTHBHI Ta TpaMHETraTUBHI KOKM (BKJII04atouu BUgu Peptococcus, Peptostreptococcus
ta Veillonella);

- rpaMno3uTHBHI Oanunu (Bkitovyatouu Bunu Clostridium, Eubacterium ta Lactobacillus).

BCTaHOBJIEHO TaKWil fiama30H YyTIXBOCTI [0 mpenapaTy Cynbliepas3on’.

MiHimanvHi iH2ibyroui koHueHmpauii (MIK) (MKe/mMA, iK KOHUeHmpauii uegonepasoHy):

QyTnuBi < 16

[TpomixHi 17-63

Pe3ucTeHTHI > 64




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

UyTausi =21
[TpomixkHi 16-20
Pe3uCcTeHTHI =15

s Bu3HaueHHS MIK MoXKHa 3aCTOCOBYBaTH CEPiliHI pO3BEOeHHS JIIKapChKOT0 3aCc0o0y
Cynbnepa30H® 3a JOTIOMOT0I0 METOMY PO3BeieHHs B arapi abo O6ynbiioHi. PeKOMeHI0BaHO
3aCTOCYBaHHS TECTY YYTIIMBOCTI OUCKa, 110 MicTuTh 30 MKT cysmb6aKTaMy Ta 75 MKT 1ledoriepa3o0Hy.
JlaGopaTopHa BifHOBIML «IyTNHBUI» O3HAYAE, [0 Tepamis npenaparoM Cynelepa3oH”, iMOBIpHO,
Oynme epeKTUBHO BIIMBATH Ha MiKpOOPraHi3aM-30ygHUK iH(eKIIil, a BigmoBiib «pe3UCTEHTHUN»
O3HayYae, 110 TaKui e(peKTUBHUY BIIJIUB € MaJIOUMOBIpHUM. BiAmoBigh «IIpoMikHUI» 03HAYAE, 110
MiKpOOpraHiaM Moxe OyTH YyTIMBEM [0 penapaTy Cymblepa3oH” IpU 3aCTOCYBaHHI OCTAHHLOTO Y
BHUIIUX [03ax a00 SKIIO0 iHEKIlis po3BUHYJIACh ¥ TUX TKAaHWHAX YM PifHHAX OpraHiamy, me
IOCSATal0ThCS BUCOKI KOHIIEHTpallii aHTHOioTHKa.

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

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

dapmakokiHemuxka.

Posnmomin.

CepenHi 3HaYeHHS MaKCUMaIbHUX KOHIIEHTpalill cynb0akTaMy Ta ledonepa3ony micis
BHYTPIIIHEOBEHHOTO BBEIEHHS IIPOTSITOM 5 XBUJIMH Pa30Bol 103U 2 T (y cruiBBigHOImeHHi 1 : 1)
npenapaty Cynbrnepa3on” (1 r cyns6akTamy 1 r riedomnepasoHy) y 3MOpPOBKX J0OPOBOIBIB CTAaHOBUIIA
130 ta 236,8 mkr/mn BignosinHo. Lle cBiguuTh npo Ginbimuit 06’em po3nopiny (Vd) cynbbakTamy

(Vd = 18,0-27,6 m) mopiBHsAHO 3 po3noginom nedomnepasony (Vd = 10,2-11,3 ).

CepenHi 3HaUeHHs MaKCUMaJIbHUX KOHIIEHTpalliil cynb0akTaMy Ta Ledonepasony micis
BHYTPIITHEOBEHHOTO BBEIEHHS MPOTATOM 15 XBUIMH pa3oBoi 7o3u 4,5 T (y cuiBBigHOIIEHH] 1 : 2)
npenapaty Cynbsnepa3on” (1,5 r cynsbakTamy 3 T nedonepa3oHy) y 300pOBUX HOGPOBOIIBIIIB
cta”HoBunu 88,3 Mkr/mi Ta 416,1 MKI/MJI BinoBimHO.

MakcumanbHi KOHIIEHTpallil cynb0akTamy Ta 1edorepa3oHy y CUPOBaTII KPOBI MicIs mepioro
BHYTPIIIHBLOM 130BOT0 BBefeHHs 1,5 r npenapaty Cynsnepa3orn” (0,5 r cynsbakTamy 11
nedomnepa3oHy) y 3M0OPOBUX JOOPOBOJIBIIB cTaHoBU/Ma 11 MKr/mn Ta 45,3 MKr/Mi i 29,9 MKr/Mn Ta
58,4 MKT/MII BiflIOBiIHO MiCJig BBEJEHHS CHOMOI JO3M IIPHU 3aCTOCYBaHHI ITpenapaTty KOxHi 12 roguH.



BuBegeHHs.

IIpu 3acTocyBaHHi npenapaty Cyibnepa3on’ npu6au3no 84 % no3u
cynb0akTamy Ta 25 % mo3u nedomnepa3oHy BUBOIUTHCSA HUPKaMH. BinbuiicTh
H03M nedonepas3oHy, Mo 3a/IHIIAIACh, BUBOOUTHLCA 3 KOBUO. Ilicisa
BBeJleHHs npenapaty Cyabnepa3oH’ cepeHill nmepioJ HaniBBHBeIeHHS
Cy/1b0aKTaMy CTAaHOBHTH NpPHOIN3HO 1 roguny, a nedgomnepa3ony - 1,7 rogunu.
KoHuleHTpaIlii y mi1a3Mi KpoBi nmponopuiini 1o BBegeHoi mo3u. Ili mani
BiAnOBigaoTh paHime ony0j1iKoOBaHHM pe3yjabTaTaM ()apMaKOKiHETUYHOI O
TOCTiIXKEeHHsI ITUX KOMIIOHEHTIB MPH iX OKpeMoMYy 3aCTOCYBaHHi.

ITicns BHYTPIlIHEOM I30BOT0 BBefeHHs 1,5 r mpemapaty Cynbnepas3on” (0,5 r cynbbakramy i 1 T
1eonepa3oHy) MaKCUMallbHi KOHIIEHTpalii cynb0akTamy i 1edonepas3oHy y maa3Mi Kposi
pocsAranucs y mepion yacy Bif 15 XBUJIMH [0 2 TOOUH IIICNIA BBeieHHd IIpenapaTy. CepenHi 3HaueHHSA
MaKCHMaJIbHUX KOHIIEHTpalliX y 11a3Mi KpoBi cTraHoBunu 19 i 64,2 MKr/M s Cy/ib0akTamy Ta
1edorepa3ony BigIoOBigHO.

[Ticnsa 6araTopa30BOT0 BBeleHHS IIpeliapaTy He MOBiIOMIISANIOCS PO IKiCh CYTTEBI 3MiHU ¥
(papMaKOKiHeTHIIi KOMIOHEHTIB TiKapChKoro 3aco0y Cynblepa3oH” Ta He CIocTepiranacs ix
KyMYyJIsLisl IpU 3aCTOCYBaHHI 4yepe3 KOoXkHi 8-12 roguH.

IlauieHmu 3 nopyweHHAMU (YHKUII neviHku.

Ius. po3nin «OcobIUBOCTI 3aCTOCYBAHHS».

IMauieHmu 3 nopyweHHAMU (PYHKUIl HUPOK.

V malieHTiB 3 MOpPyLUIeHHAM QYHKIII HIPOK Pi3HOTO CTYIeHs TAKKOCTI, SKMM BBOIUIU CyJIblIepa3oH”,
3arayibHUi KJlipeHc cyabbaKkTaMy B OpraHi3Mi 3HaYHOIO MipOI0 KOpPeJioBaB 3 BU3HAYEHUM KITipeHCOM
KpeaTuHiHy. Y mallieHTiB 3 HeQyHKI[IOHYI090l0 HUPKOIO Iepiof] HalliBBUBeeHHS CyIbbakTaMy OyB
3HAYHO A0BLIKM (y cepenHboMy 6,9 19,7 rogvHu 3a JaHUMU Pi3HUX OOCIIAXKEHb). 3aCTOCYBaHHSI
reMofiasni3y 3HayHO 3MiHIO€ Iepiof] HaMiBBUBEIEHHS, 3arajIbHUM KJIipeHC opraHi3amMy Ta 06’eM
posmnominy cynb0akTamy. He criocTepiranocs 3HaYymuX BiTMiHHOCTeH V hhapMaKOKiHETHIII
1edornepa3oHy y NallieHTiB 3 HUPKOBOIO HELOCTATHICTIO.

ITauieHmu AiMHb020 BIKY.

dapMaKOKiHeTHKY Ipenapaty Cy/bllepa3oH” BUBYAIH y HAILiEHTIB JIITHLOTO BiKy 3 HOPYIIEHHSM
GYHKIIII HUPOK Ta MOPYIIeHHAM QyHKINI nevinku. OOuaBa KOMIIOHEHTH IIpernapary, cyiabbakTaM i
nedonepas3oH, MaIy JOBIINUH ePiof HAliBBUBEIeHHS, HUKYNM KJTipeHC Ta Oinbimi 00’eM Po3mominy
TIOPiBHSHO 3 BiATIOBiGHMMY MMOKa3HUKAMU Y 3MOPOBUX N0OPOBOIbLIiB. PapMaKOKiHETUYHI JaHi ays
cynb0akTaMmy moOpe KOpemooTh 3i CTyleHeM MOpYyIIeHHS QPYHKINI HUPOK, TOMi SK HaHi o
1edornepa3ony goOpe KOPeTh 3i CTyIeHEM MOPYIIeHHST PYHKIIII TeYiHKHU.

imu.

HocmimKeHHs, 10 TPOBOOUIY 3 YYaCTIO [IiTel, TPOgeMOHCTPYBaJIX BilCYTHICTh Oyab-IKUX iCTOTHUX
3MiH y papMaKOKiHEeTHIi KOMIOHEHTIB npenaparty Cylblepa3oH’ HOPIBHAHO 3 TaHUMH AJIS JOPOCIIHX
TallieHTiB. Y OiTel cepenHill mepion HamiBBUBeeHHS CyTb0aKTaMy KOJIMUBABCS Bif

0,91 mo 1,42 rogunu, a medomnepasony - Big 1,44 mo 1,88 rogunu.



CynpbakTaMm Ta nedomnepa3oH 4oOpe PO3MOAINAIOTHCS Y Pi3HUX TKaHMHAX Ta PiAMHAX OpraHi3My,
BKJIIOYAlOYH KOBY, XKOBYHUU MiXyp, WIKipy, anleHAuKC, GhassomnieBi Tpyou, S€YHUKY, MaTKy Ta iH.

HeMmae mokasiB Oynp-1Ko0l (hapMaKOKiHETUYHOI B3a€EMOIil MixK cynpbakTaMoM i nedornepa3oHOM IIPH iX
cyMiCHOMy 3acTocyBaHHi y GopMi mpenapaty Cynbiepa3on”.

Lledomepa3oHn He 3amimrae OinipybiH y MicIsx 3B'I3yBaHHS 3 IPOTEiHAMU IJ1a3MU KPOB.

KriniuHi xapaKTepUCTHKH.
IToka3zanus.

[TpemapaT 3aCTOCOBYIOTH IS JTIKyBaHHS iHGEKIiN, CIPUYNHEHUX YyTIUBUMU IITaMaMi
MIKpOOpPraHi3Mis:

- iH(deKIIil puxanbHUX MUIAXIB (BePXHIX i HUKHIX BiAisiB);

- iH(deKIIil ceHOoBUBIAHUX LINAXiB (BePXHiX i HUXKHIX BigmimiB);

- MIEPUTOHIT, XONEIUCTUT, XOJAHTIT Ta iHIIi iH(}eK1lii YepeBHOI TOPOXKHUHY;
- CeIITUIEeMid;

- MEHIHTIT;

- indexIil mKipu i M’ IKUX TKaHUH;

- indekii KicTok i cyrmo0is;

- 3anajibHi 3aXBOPIOBAHHS OPTraHiB Majioro Ta3a, €eHIOMETPUT, TOHOpes Ta iHmIi iHdeKil
CTaTeBUX OPraHiB.

IIpomunoka3aHHs.

linepuyTnuBIiCT MO AifoumMx pedoBuH (cynbbakTaM, 1edomepasoH), no 6eTa-rmakTaMiB abo g0 Gyab-
SIKHX [OTIOMIXKHUX PEYOBHUH.

B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Komb6iHosaHa mepanis. 3Baxkalyy Ha MHAPOKKUH CIIEKTDP aKTUBHOCTI, JIiKapCceKuii 3aci6 Cynpiepa3on”
MOXKHa 3aCTOCOBYBATH [JIs JTiKyBaHHS OinbiiocTi iHdekIriti. OgHak 3a MeBHUX IT0Ka3aHb
Cyneliepa3oH” MOXKHa 3aCTOCOBYBATH Pa3oM 3 iHIIMME aHTHOIOTHKaMH. [IpK OMHOYACHOMY
3aCTOCyBaHHI aMiHOTTIiKO3UiB (AKB. po3min «Cmocib 3acToCyBaHHS Ta J03U») HEOOXimHO
KOHTPOJTIOBaTH (PYHKII1 HUPOK POTATOM yChOTO KypCy Teparil (quB. po3nin «HecyMicHICTE»).

Ankoeosv. Ilpu BxKUBaHHI aIkOT0JII0 ITifl YacC KypCy JIIKyBaHHSA Ta IPOTATOM D [HIB IiCNA
3aCTOCyBaHHS 1edomepa3oHy Bif3Havasly TaKi peakilil, IK MOYePBOHIHHS 00MYYs, MiTIUBICTS,
roJIOBHMI Oinb, Taxikapais. AHanoriuyHi peakiii crocTepiranucs i mpy 3aCTOCYBaHHI OeSKUX IHIITUX



medarnocrnopuHiB. I1alieHTiB CITig monepenXkaTy PO MOXKIUBI MOOIUHI peakilil, 110 BUHUKAIOTh IIPU
BXXMBAHHI alKOT0IbHKX HAIOIB IIif] 9ac 3aCTOCYBaHHA JIiKapChKoro 3acofy Cymnbiepa3oH”.
[TamieHTaM, 1110 TOTPeOYIOTH IITYYHOTO Xap4YyBaHHS (IIepopanbHOro a0 mapeHTepaIbHOro0), He CIIif
BBOJIUTY PO3UMHH, 1110 MiCTSITh €TAHOII.

B3aemo0is 3 peuosuHaMu, W0 8UKOPUCMOBYHOMb NPU NposedeHHi 1abopamopHux aHaaisia. ITpu
3acTocyBaHHI po3unHy beHenukTa abo PemniHra Moxe BUHUKHYTH XUOHO-ITO3UTHBHA Peakilisd Ha
TJII0OKO3Y B Cedi.

Oco06.1ueocmi 3acmocye8aHHs1.

I'inepuymausicmby. [10BiOMIISI0CSA PO BUIIaAKKU PO3BUTKY TSIXKKUX, & iIHKOJIY i JIeTalbHUX peaklin
rinepyyTnuBocCTi (aHaGimakKTHYHUX peaklliii) y NallieHTiB, SKi OTpUMyBaJii Tepaliio 6eTa-
JTaKTaMHUMH a60 11e¢haloCIIOPUHOBUMY aHTHOIOTUKAMU, BKII0Yal0uu cynabO0aKkTam/iedornepa3oH.
P03BUTOK TaKMX peakiliii YacTillle CIIoCTepiraeTbcs B 0Ci6 3 peakiisiMy rinepyyTIHBOCTI 10 6araThox
aJepreHiB B aHaMHE3I.

[Tepen moyaTKoM Teparii cynpbakTaMom/11edorepa3oHoM CIifl peTeIbHO JOCTIIUTA aHAaMHE3
TallieHTa IIO0A0 PeakKlliii rimepuyTauBOCTI [0 1edanoCIoPHUHiB, IeHinuiHIB ab0 iHIIKUX TiKapChKUX
3aco0iB (muB. po3min «[IpoTunoka3aHHI»). AHTHOIOTUKY CITifg 3 00epPeXKHiCTIO MPU3HaAYaTH
malfieHTaM, sKi IPOSIBISIOTE aJIeprilo B Tik uM iHImi# dhopMi, 0coOIHMBO Ha TiKapChKi 3ac00H.

[Tpu pO3BUTKY ayieprigyHUX peakliiii 3aCTOCYBaHHS Ipenapary CJIif IPUIUHUTH Ta NIPU3HAYUTH
BifmoBigHe NiKyBaHHS. TSXKKi aHadinakTUyHi peakilii mOTpeOy0Th HEraltHOTO 3aCTOCYBaHHS
eniHe¢puHy. 3a noTpedu CJIi MPOBECTH OKCUTEHOTEPalilo, 3aCTOCYBaTH BHYTPIIIHHLOBEHHO CTEPOIAHI
mpernapaTty, 3a6e3meynTy MPOXigHICTh AUXaMbHUX MUISXIB, BKIIIOYAOYH iHTyO0Aalio (IUB. PO3Min
«ITTo6iuHi peakirii»).

[ToBimOMIISINIOCS IPO BAMAAKKA PO3BUTKY LIKIPHUX peakilii TSKKOT0 CTyIIeHs, iIHKOJIA 3 JIeTalbHUM
HaCJIiIKOM, TaKUX IK TOKCUYHUM elifjiepMaJIbHUN HEeKpoi3, cuaapoM CTiBeHca - [[2KOHCOHa Ta
ekchomiaTHBHUY IePMaTHUT, y MAIliEHTIB, SKi 3aCTOCOBYyBanu cynbbakTaM/1edornepa3oH. Y pasi
BUHUKHEHHS IIKiPHOI peakil TSIKKOT0 CTyIeHs Teparliio cyas6akTaMoM/iedornepa3oHoM CIIif
IPUIIMHUTY Ta PO3NOYATH BiANOBiAHE JTiKyBaHHS (OUB. po3min «[1obiuHi peakii»).

3acmocysaHHs npu nopyweHHAx GyHKYii neviHku. Lledonepa3oH 3HaYHOIO MipOI0 BUOINSAETHCS 3
JKOBYIO. Y TAIliEHTIB i3 3aXBOPIOBAaHHAMU ITe4iHKM Ta/ab0 0OCTPYKIIi€I0 XKOBYOBUBIIHUX IIJIAXIB
mepion HaniBBUBeIEeHHS Ile(ornepa30Hy i3 CUPOBAaTKU KPOBI, SIK IIPABUIIO, ITIOOOBXKYETHCS, a
BUBE[IEHHS i3 ceuero MOCUTI0EThCSA. HaBiTh IpH TAXKKUX NOPYIIEeHHAX (YHKIIIl IeUiHKY B XKOBYi
CIIOCTEPIraloThCsA TepalleBTUYHI KOHIIEHTpPAIlil Ileornepa3oHy i CIIOCTEPIraeThCS JUIIe MOJOBXKEHHS
Iepiony HalliBBUBeNeHHA y 2-4 pa3u.

KopuryBaHHS 0031 Moxke OyTH HeOOXimHUM y pa3i TAKKO0I 06CTPYKIIii 2KOBUOBHBITHUX IIUISXIB,
TSKKUX 3aXBOPIOBaHb NeUiHKK ab0 y pasi mopyieHdb GyHKIIII HUPOK, 110 OB’ g3aHi 3 Oyab-IKUM i3
TaKMUX CTaHIB.

Y nmatieHTiB i3 mopyieHHIMU QYHKIII TeYiHKY Ta CyNIyTHIM MOPYIIeHHIM QYHKIIii HUPOK MOTPiOHO
KOHTPOJTIOBaTH KOHIIEHTpallifo 1ledoriepa30oHy y CUPOBATIIi KPOBi Ta Y pa3i HeoOXigHOCTI KOPUTyBaTH
IOo3yBaHHS. Y TaKUX BUIafKax 0e3 peTebHOTO KOHTPOJII0 KOHIIEHTpallill y CHpOBaTILi KPOBi 03a
1eonepa3oHy He TOBUHHA IIEPEBUILNYBATH 2 T/m00Y.

3azanvHi 3acmepesceHHA. T10BIHOMIANIOCS PO BUNIAJKU CEPUO3HUX KPOBOBUJIUBIB, iHOA] 3



JleTalbHUM HaACIigKOM, IIPY 3aCTOCYBaHHI cynbOakTaMmy/nedonepa3ony. fAK i npu 3acTocyBaHHi
iHmMX aHTUOIOTHKIB, y MAlli€eHTiB, SKi OTpuMyBanu cynsbakTaM/uedonepasoH, CrocTepirapcs
nedinuT BiTaminy K, 10 cipuYuHANO KoarysaonaTiio. MexaHi3M LIbOT0 SIBUINA, iMOBIPHO, IIOB’I3aHUMI
i3 TpUrHiYeHHSIM KUIIKOBOI OaKTepianbHOI (HI0pH, 1110 B HOPMi CHHTe3Yye 1iel BiTaMiH. [lo rpymnu
PU3HKKY HajlexkaThb NallieHTH 3 00MeXKeHUM XapuyBaHHIM, MajibabcopOilieio Ta MallieHTH, IKi
TpUBaNii yac mepebyBaioTh Ha IapeHTepalbHOMY (BHYTPIIIHEOBEHHOMY) XapuyBaHHi. Y Takux
IAIiEHTIB Ta MAl[leHTiB, Ki IPUUMAIOTh IePOPasIbHI aHTUKOATYJISHTH, CIIil KOHTPOJIIOBATH
nporpoMOiHoBuY Yac (ab6o MixkKHapogHe HOpMasli3oBaHe CIIiBBiTHOIIEHHS) 71T BUSIBIEHHS O3HaK
KPOBOTEYi, TPOMOOLIMTOIEHIi Ta rimompoTpoMbiHeMii i mpu HASIBHOCTI MOKa3aHb IPHU3HAYATH IPUHOM
BiTaminy K. V pa3i po3BUTKY TpuBaioi KPOBOTEUi, SKIIO HE BUSBJIEHO iHINX IPUYUH IILOTO SBUIIA,
CJIi[i IPUNIMHUTY 3aCTOCYBaHHS Cynb0aKTaMy/1edornepa3oHy.

SIK i mpu 3acTOCyBaHHI iHMKX aHTUOIOTHKIB, TPUBAJIe 3aCTOCYBaHHs npenapaTy Cynbiepa3oH” Moxke
IIPU3BECTH [I0 IIOCUJIEHOTO POCTY HEUYTINBOI Mikpodopu. [IpoTarom niKyBaHHS CIIifl peTeabHO
CIIOCTEpIraTy 3a CTAHOM IAIli€HTiB. fK i TP 3aCTOCYBaHHI iHIINX CUIBHOMIIOYUX CUCTEMHHUX 3aC00iB,
TIpY TPUBAJIOMY 3aCTOCYBaHHI JIiKapchKoro 3acofy Cymbrepa3oH” peKOMEHI0BaHO MePiofudIHO
KOHTPOJIIOBAaTHU HASIBHICTD MPOSBIB MOPYIIeHb QYHKIIIN CUCTEM OpPraHiB, BKIOYAIOYU OPYIIEHHS
GYHKIIIT HUPOK, ITeYiHKKY Ta KPOBOTBOPHOI CUCTEMH, 0COONIMBO Y HEOHOIIEHNX HOBOHAPOIKEHUX Ta
IHITTX HEMOBJIAT.

[Tpo BUHUKHEHHS fiapel, moB’sg3aHo1 3 Clostridium difficile, moBimoMIIsIIOCS IPX 3aCTOCYBaHHI Maixke
ycix aHTuOaKTepianbHUX 3aco0iB, BKIIIOYal04Yy Cyb0aKTaM HaTpito/medonepa3on HaTpilo. TAXKKICT
IIPOsIBiB MOKe OyTH Bif moMipHOI fgiapel 10 KOMITY 3 IeTalbHUM HaCJligKOM. 3aCTOCYyBaHHS
aHTubaKTepiaabHUX IIpernapaTiB 3MiHIOE HOpManbHy (HJIOPY KUIIEYHUKY Ta IPU3BOOUTE [0
nigBuienoro pocty C. difficile.

C. difficile nponyKkye TokcuHu A Ta B, 1110, ¥ CBOIO 4epry, CIIpHse PO3BUTKY Aiapel, I0B’'s3aHOl 3

C. difficile. lllTamu C. difficile, 1110 TPOAYKYIOTh TiePTOKCUHY, MigBUIIYIOTh 3aXBOPIOBAHICTD Ta
JIeTaJIbHICTh, OCKIIbKY TakKi iHdeKil MoXyTh OyTH PE3UCTEHTHUMH [0 aHTHOaKTepianbHOI Teparii Ta
MOXKYTb oTpedyBaTu KojekToMil. HeoOXigHO po3risigaTé MOXKIIKMBICTh IHOTO AiaTHO3Y Y BCixX
TIAllieHTIB i3 fmiape€lo, 1110 BUHUKAE MIPU 3aCTOCYBaHHiI aHTUOaKTepianbHOl Teparii. Heobxiguui
peTenbHUN aHali3 aHaMHe3y, OCKiJIbKU ITOBifOMIISIOCS IIPO PO3BUTOK fAiapel, mos’sg3aHoi 3 C. difficile
yepes 2 Micsli micg 3aBeplieHHsI aHTHOaKTepiabHOI Tepartil.

Himu.

CynbIiepa3oH’ eeKTHBHO 3aCTOCOBYETLCS HEMOBIIATAM, IIPOTe BCeGIUHMX JOCIIIKEHb 3aCTOCYBaHHS
IpenapaTty HefoHOIeHUM a00 NOHOIIEHUM HOBOHAPOIKEHUM He MPOBOAWIN. TOMYy Iepeq mo4aTKoM
TiKyBaHHS HEOOHOIIeHUX ab0 JOHOIIEHUX HOBOHAPOMIXKEHUX CITi[] PETEeTHHO OLIHUTH IOTEeHI[NHY
KOPHCTh Ta PU3UK Bifl 3aCTOCYBAHHS ITpemapary.

Y HOBOHapomxkeHux i3 0inipy6iHOBOIO eHIledaonaTieio 1edonepa3oH He 3aMilrye OimipybiH y Micsax
3B’sI3yBaHHA 3 IPOTEIHAMU IJIa3MU KPOBi.

[TepBuHHE aKyBaHHS LILOTO JIiKapPCHKOTr0 3aC00y MiCUTH JIaTEKCHY T'yMY, III0 MOXKe BUKJIUKATH
aJieprivHi peakiiil TSIKKOTO CTyIeHS.

1 ¢nakoH, mo MicTuTh 1 T nikapcekoro 3acoby Cymbrnepa3on” (500 mMr/ 500 Mr) MicTHTB 2,9 MMOJIB
(abo 67,06 Mr) HaTpi. 1 (IakoH, 10 MiCTATE 2 T TiKapchkoro 3acoby Cymnbmepa3os” (1000 mr/
1000 mr) mictuts 5,8 mmons (a6o 134,14 mr) Hatpito. Crig 6paTu [0 yBaru mio indopMalio npu
3aCTOCYBaHHI IpenapaTy malieHTaM 3 MopyieHHsaM QyHKIIi HUPOK abo malieHTaM, sKi
OOTPUMYIOTHCS OIETU 3 KOHTPOJIbOBAHUM BMICTOM HATpilo.



3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pyodoto.

BaeimHicmb. [locnigKeHHs BIIUBY JIiKapChKOTO 3ac00y Ha PENPOAYKTUBHY (PYHKIIiIO, 1[0 IIPOBOAUIIN
Ha IIypax, SKUM 3aCTOCOBYyBaIu [03H, 0 y 10 pa3iB mepeBulllyBaiu A03y AJA IIOOUHY, HEe BUSBUIIU
IOKa3iB moripiieHHs GepTUNIBHOCTI, @ TaKOXK TepaTOreHHOro BIuBy. CynsbakTaMm i nedomnepason
IIPOHMKAIOTH KPi3b MJIalieHTapHul 6ap’ep, ane BceGiyHMX Ta moOpe KOHTPOJIbOBAHUX MOCTiIXKEHb 3a
y4acTIO BariTHUX XIHOK He IIPOBOAUIIN. 3BaXKal4M Ha Te, 10 Pe3yJIbTaTu AOCIiAKEHb BIIJIUBY
IIpernapaTry Ha PeNponyKTUBHY (QYHKINIO yV TBAPUH He 3aBXAu OyIyTh TAKUMH XK IIPU 3aCTOCYBaHHI y
JTIONeH, CynbnepasoHé MOZKHa 3aCTOCOBYBaTHU Y [1€Piof BariTHOCTI JIUILIE [IPU HaABHOCTI YiTKUX
II0Ka3aHb.

ITepiod 200ysaHHs 2py00t0. Y TpyAHE MOJIOKO ITPOHUKAE TiJIbKM HEBEJIMKa YaCTUHA BBEIEeHOI 03U
cynb0aKTaMmy Ta Ledorepa3oHy. Cynbnepa30Hé ciif 3 o0epexkHICTIO MpU3HaYaTH XKiHKaM, SKi
TOMYIOTh TPYAII0, He3BaXKalouX Ha Te, 10 00U[IBi CKJIaOBi mpemnapaTy MPOHUKAIOTh Y TPYOHE MOJIOKO
y He3Ha4Hil KiTbKOCTI.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyeaHHi aeBmompaHcnopmom abo iHwumu
MexaHiamamu.

Kniniynuit gocBin 3acTocyBaHHS cynbOaKTaMy/ledolepa3oHy Oa€ MifcTaBy BBaXkKaTH, 1110 BIIUB
JIiKapChKOT0 3aco0y Ha 3MaTHICTh MallieHTa KepyBaTU aBTOTPAHCIOPTOM ab0 IpalfoBaT 3 iHIMUMU
MeXaHi3MaMy MaJTOUMOBIPHUN.

Cnoci6 3acmocyeaHHsi ma do3u.

Cynbrepason’ (Kom6inamis cynbn6akTaMy HaTpio/ledonepa3oHy HaTpiio) BUNYCKAETHCS Y (hIaKoHax i
3aCTOCOBY€ETHCS JINIIE TapeHTEePaIbHO.

Kombinamist cynp6akTamy HaTpiro/medonepa3oHy HaTPio IpeacTaBieHa y BUTISAI CyX0ro MOPOIIKY
71 BiMHOBIIEHHS y cliBBigHOIIEeHHi 1 : 1 y mepepaxyHKy Ha BinbHUU CcynbOaKTaM Ta 1e¢orepa3oH.
®nakoHHU i3 mopoiKoM y criBBigHomeHHi 1 : 1 mictaTe ekBiBasieHT 500 Mr 500 mr ta 1000 mr

1000 mr cynsbakTamy Ta 1edornepa3oHy BifMIOBIAHO.

Iopocai. 3Buyaitia mo3a mpemnapary Cynblepa3oH” I JOPOCINX CTAHOBUTh 2-4 T Ha 106y (To6TO
Bim 1 mo 2 r nedonepa3ony Ha 0o0y) BHYTPIITHEOBEHHO a00 BHYTPIIIHEOM S130BO B PIBHOMIpHO
PO3MOoIineHux go3ax KoxHi 12 rogus.

CuiBBigHomeHnHs: |[CynbbakTam/ TTo3a I1o3a
1edornepasoH (T) cynb0akTamy (r) edomnepasony ()
1:1 2-4 1-2 1-2

ITpu TAXKKuX a60 pedpakTepHUX iHMeKIisx H060BY K03y IiKapchKoro 3acody Cymblepa3oH’ MOXKHa
nigBuImuTH 10 8 r (To0TO mo3a 1edonepas3ony - 4 T) BHYTPIIIHLOBEHHO Y PiBHOMIPHO PO3MOIineHUX



mo3ax KOxHi 12 roguH. PekoMeHOOBaHa MaKCHMaJlbHa N00OBa M03a Cynb0aKTaMy CTAaHOBUTL 4 T (8 T
npernapaty Cynbepason’).

ITopyweHHA ¢pyHKUii neviHku. [JuB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS».

ITopyweHHs ¢pyHKUii HUpOK. PexxuM no3yBaHHS IIPX 3aCTOCYBaHHI IIpenapary CyJ1131'1epa30Hé crmip
KOPUTYBATH OJIS MAllieHTiB 3i 3HAUHUM 3HUKEHHAM QYHKIIil HUPOK (KJTipeHC KpeaTHHiIHY MeHIIe
30 M11/XB) 3 MeTOI0 KOMIIEHCallil 3HNKEHOT0 KJIipeHcy cynbbakTaMy. [larieHTam i3 KitipeHcoM
KpeaTuniny 15-30 My/xB cifg npu3HayaTy cynbb6akTaM y [03i, He Oinbire 1 1, Ky CIIif BBOGUTH
KOXHi 12 roguH (MakcuManbHa 0o0O0Ba fo3a cynbbakTaMy - 2 T'), a MallieHTaM 3 KIIipeHCcoM
KpeaTUHiHy MeHIle 15 MJI/XB CIlif IpU3HaydaTu Cyib0akTaM y mo3i, He Oinbie 500 Mr, sIKY BBOOSATH
KOXHi 12 roguH (MakcrManbHa 0o0OoBa fmo3a cynbbakTaMy - 1 1). [Tpu TAXKKUX iHDEKILigX MoxKe
BUHUKHYTH HEOOXigHICTH JOJATKOBOTO 3aCTOCYBaHHA Ilehorepa3oHy OKPEMO.

dapMmakoKiHeTHYHNUM NMPodins cyab6aKTaMy CyTTEBO 3MiHIOETHCS TIPY NTPOBEIEHHI reMopianmisy.

[Tepion HaniBBUBeOeHH Ile(onepa3oHy i3 CUPOBAaTKU KPOBi IIPU reMofiai3i Aelo 3MeHIIyEThCH.
OTXe, pexKuM [03yBaHHS CIIi[I BCTAHOBUTH BIfIIOBIOHO [0 IIepiofy HAiami3y.

ITayieHmu aimHbo20 8iky. Jus. po3nin «PapMakOKiHETUKA».

Iimu. 3Buuaiina mo3a npemnapaty CyJbllepa3os” [s fiTed craHoBUTS Bif 40 mo 80 Mr/KT Macu
tina/go0y (To6To 20-40 Mr 1edomepa3oHy/Kr MacH Tina/moby), piBHOMIpHO po3mopineHa Ha

2-4 no3wu.
CniBBigHomeHHs |CynbbakTam/ Tlo3a ITo3a

edonepas3ox Cynb0aKTamy edornepa3ony

(Mr/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 J03y MOXKHA MigBALUTH A0 160 Mr/Kr Macu Tina/go0y
(80 Mr uedonepa3oHy/Kr Macu Tina/mo6y), piBHOMIpHO PO3minuBIIY ii Ha 2-4 [03U (AUB. PO3MiN
«Oc06IUBOCTi 3aCTOCYBAHHS»).

HosoHapoodoiceHi. HoBoOHapomKeHUM 1-T0 TUXKHS XKUTTS IIpernapaT CJli BBOOUTH KOXHi 12 roguH.
MakcuMmarnbHa o0oBa go3a cynb0akTaMy OISl OiTel He IOBUHHA nepeBunyBaTy 80 MIr/Kr Macu
Tina/mo6y (160 Mr/kr Macu Tina/mo6y niKapcekoro 3acoby Cymbliepa3on’). Y BUNanKax, KOJH €
HeoOxiIHOI0 103a Ledornepa30Hy, 1110 nepesutlye 80 Mr/Kr Macu Tina/mo0y, HOOATKOBY HO3Y
1eonepa3oHy CIIifl 3aCTOCOBYBaTHA OKpeMo (OuB. po3min «OcoOMMBOCTi 3aCTOCYBaHHS»).

Cnocib 3acmocy8aHHs.

BHympiwHbo8eHHEe 88€0€HHA.

s KpannuHHOI iHdY3ii BMIiCT K02KHOTro pakoHa J1iKapchkoro 3acoby CynbIepa3oH® CIIifi BiTHOBUTH
y BiOIIOBiHIN KiTbKOCTI 5 % BOAHOr0 po34uHy gekcTpo3u, 0,9 % po3uuHy HATPiO XJIOPUAY O
in’exnit abo Bogu muIst iH'€KIiH, a moTiM moBecTH 10 20 MJI THM CaMMM PO3YHMHOM 3 ITOHAJTBIIAM
BBeIeHHSAM IpoTsaroM 15-60 xs.



BioHO8/1eHHA.

3aranbHa J03a [EXBiBaJeHTHA [03a 06’eM MaxkcuMasbHa KiHIleBa
(r) cynbO0akTam nedornepasoH (T) PO3YMHHMKA [KOHIIEHTpAIlis (Mr/MiI)
1 0,5 0,5 3,4 125125
2 11 6,7 1251 25

JlakTaTHUM Po34uH PiHrepa € NpUUHATHUM PO3YUHHUKOM [JIS IPOBEAEHHS BHYTPIiIIHHOBEHHOI
ingya3il, ane He OIS TEPBUHHOTO BigHOBIEHHS (IUB. PO3Min «HeCyMiCHICTH»).

[71g BHYTPITHEOBEHHOI iH'€K1Iil BMICT KOKHOTO (hjlaKOHA CJIifi PO3BONUTH, SIK ONMCAHO BUIIE, Ta
BBOOUTH NIPOTATOM IIOHAUMEHIIIe 3 XBUJIUH.

BuympiwHboM’ A308€ 88€0€HHA.

BcTaHOoBNEHO, 110 Cynbr[epa:aOHé € CYMICHUM 3 TaKMMU PO3UYMHHUKAMU: Bofa O iH €Ki, 5 %
po3uuH gekctposy, 0,9 % po3uuH HaTpito xmopuny, 5 % po3uyuH aekcTpo3u y 0,225 % po3uuni
HaTpilo xjopuay Ta 5 % po3unH gekctpo3u y 0,9 % pos3uuHi Hatpio xnopuny. Lleponepason
CyMiCHHMY IIpU KOHILIEHTPaIlifax B miana3oHi Big 10 go 250 mr Ha 1 mn po3uuHHUKa. CynpbakTaM
CyMiCHUM IIPK KOHI[EHTPaLisgxX B Aiama3oHi Bifg 5 §o 125 mr Ha 1 M1 pO3YMHHUKA.

JlakmamHut po3uuH PiHeepa. [I71s BiTHOBJIEHHS CJIifi BUKOPUCTOBYBATH CTEPUIbHY BOAY [AJIS iH' €Kil
(ouB. po3min «HecyMicHicTh»). HeoOXigHUM € OBOETAIHE PO3BeleHHS 3 BUKOPHCTAHHSIM CTEPUIIbHOL
BOMM [IJIST iH'€KIiM (OuB. TAONUIlO BUIE); TIOTIM OTPUMAHUN PO3YMH CIIifl pO3BECTH JIAKTAaTHUM
po3unHOM PiHrepa misi oTpuMaHHS KOHUEHTpalii cyapbakTamy 5 Mr/mi (go 2 mit abo 4 M1 T0o4aTKOBO
po36aBeHoro po3uuHy ciig gogatu 50 M a6o 100 M1 TakTaTHOTO Po3uuHy PiHrepa BifmoBigHO).

JIidokaiH. 2 % po34uH JigoKalHy TigpOXIOPUAY € IPUMHATHUM PO3UMHHUKOM OJI IPUTOTYBaHHS
PO34YMHY AJI BHYTPILIHLOM I30BOT'0 BBEEHHS, ajle He [JISl IePBUHHOT0 PO3BeOeHHs. [111s
BiZHOBJIEHHS CJIii BUKOPUCTOBYBATH CTEPUIbHY BOAY [AJIS iH' €Kil (ouB. po3min «HecyMiCHICTE»).

Bymb-siK1it HEBUKOPUCTAHUM MPOAYKT a00 Bigxomu MOTPiOHO YTHIIi3yBaTH BidIIOBITHO 10 MiCIIEBUX
BHMOT.

Iimu. JlikapcbKuit 3acib 3aCTOCOBYIOTh [iTSIM (IUB. BUIIIE).

Ilepedo3yeanHns.

[HdopMmariii 110710 rocTpPoi TOKCUYHOCTI Iedorepa3oHy HaTpPilo Ta cynpbaKTaMy HaATpilo y iomei
HenocTaTHbO. OUIKy€eThCS, 110 TePefo3yBaHH IIpernapaTy MoXe CIPUYUHATH IIPOSBY, 110, TOJIOBHUM
YUHOM, € TIOCUJIEHHSM HO0T0 00iYHUX e(eKTiB, PO SKi IOBIJOMIISANIOCS IIPU 3aCTOCYBaHHi
npenapaty. Criig OpaTu [0 yBaru, 110 BUCOKiI KOHIIEHTpallil 6eTa-TaKTaMHUX aHTUOIOTHKIB Y
CIIMHHOMO3KOBIU PifMHI MOXYTh CIPUYMUHSITA HEBPOJIOTiUHI peakilil, y ToMy 4ucii cygoMu. OCKinbKu



1edorepa3oH Ta cynab0aKTaM BUIISIOTHCS i3 HUPKYIISAILI IIJITXOM reMofiiani3y, s Mpolleiypa MoxKe
IIOCHUJIIOBATH BUBEMIEHHS MIpelapaTry 3 OpraHi3aMy y padi mepeqo3yBaHHS Y MaIli€HTIB 3 MOPYIIEHHIM
GyHKIII HUPOK.

ITo6iuni peakuii.

CynbbakTam/medornepa3oH 3arajaoM goodpe mepeHocsaThes. binbiicTh Mo6iYHUX peakiliii € TerKoro
a00 IOMipHOTO CTYTEHS TSIXKKOCTi Ta MalOTh CIPUSITINBUM Mepebir Tpu TPUBAIOMY JTiKyBaHHi.

[ToBimomusiniocs Ipo HUXKYeHaBeOeHi Mo6iuHi peakilil, 1[0 CIIOCTepiranucs iy Yac IpuioMy
Ipernapary Cynbnepa30H®. YacroTa mobiyHKX peaklliii 3a3HadyeHa SK: oyxke gacTo (= 1/10 ), gacTo
(= 1/100 - < 1/10), Hewacto (= 1/1000 - < 1/100), pigko (= 1/10000 - < 1/1000), gyxe pigko

(< 1/10000), yacTtoTa HeBifoMa (HEMOXKIMBO OLIHUTHU 3a HasSBHOIO iHQOpPMAIIi€lo).

Yci Huxue3a3HaveHi M06iUHI peakilil HaBeleHO 3TigHO 3 KnacaMu cucteM opraHiB MedDRA y
MOPSIKY KITiHIYHOI BaXKJTUBOCTI.

Knacu cucteMm opratiB [JactoTra [To6iuHi peakiii
3 60Ky cucTeMu KpoBi Ta [[ly:Ke 4acTo HeliTponenis', nefikonexis', mpsgMa I03UTUBHA
TiM(paTUYHOI CUCTEMH npo6a Kym6ca', 3umKeHHs piBHA reMornobiny’,
SHIDKEHHS PiBHS TeMaTOKPHUTY' , TPOMOOIMTOIeHis'
JacTo KoarynomnaTis*, eo3suHodimis’
HacToTa [imomporpoMObiHeMis
HeBigoMa
3 00Ky iMyHHOI cucteMu [JacToTa AHadinakTruHuMi moK[[', aHadilakTHYHa peakmis*,
HEBiOMa aHadirakToifHA peaklia’, BKIIYal9H MOK¥,
rinepuyTnuBicTE*
3 60Ky HEpPBOBOI HeuacTo [onoBHUY Oinb
CUCTEMU
3 60Ky CyAMHHOI YacToTa KpoBOBUIUB (BKJIIOYAlOYH JIeTAIbHUYN HACIIiOOK),
cuCTeMHU HeBigoma BaCKYJIiT*, apTepianbHa rinoTeH3is*
3 00Ky LIIYHKOBO- JacTto [iapes, HynoTa, OMI0OBaHHS
KHIITKOBOT'O TPAKTY YacToTa [TceBmoMeMOPaAHO3HUM KOMTIT*
HeBiToMa
3 6oky remartobimiapHoi |[Iy>Ke 4acTo [ligBuIleHHs PiBHA alaHiHaMiHOTpaHchepasu',
CUCTEeMHU iIBUINEHHS DiBHS acnapTaTaMiHoTpaHcdepasu',
ifBUINEHHS PiBHA MTyX)HOI Ppocdarasu Kposi'
HacTto [ligBumenHs piBHA Gimipy6idy B KpOBi'
HactoTa DKoBTAHULIA*
HeBigoma
3 6OKy LIKipu Ta HeuacTo CBepbixk, KPONUB'THKA
MiIIKIPHAX TKAHUH JacTtoTa TOKCUYHUI eliflepMaibHUI HEKpoli3*, cuEapoM
HeBimoMa CriBeHca - JIkoHCOHA*', eKchoTiaTUBHUMA
mepMaTuT*, MaKyIOnaNnynb03Hi BUCHIK
3 60Ky HMPOK Ta JacTtoTa [emMaTypis*
CeUOBUOIILHOL CUCTEMHU [HeBimoMa
3arasibHi po3nagu Ta HeuacTto ®nebiT v Micui BBeieHHs, 6inb y Micti in’ekiiii,
peaxiril B MiCIli BBeIeHHS mipeKcisi, 03H00
npenapary




YacTroTa nobivHUX peakiliii BigmoBigHOo [0 Knacudikamii Pagu 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 %), yacToTa HEBifOMa: HEMOXKJIUBO OL[IHUTH YaCTOTY 3a
HasBHOMWO iH(opMalii€ro.

* TloOiuHi peakiril, TPo SKi MOBiHOMIISITIOCS] Y TIOCTMAPKETHHTOBUY IIE€Piof.

"V pospaxyHKM 9acTOTH MOGIYHMX peakllilii CTOCOBHO BifXWUIeHb 1a00paTOPHUX TOKA3HUKIB Bif
HOpMHM Oy BKJTIOYEHI BCi OCTYIHI TabopaTOpHi 3HAYEHHS, BKITI0YA0UM MMOKA3HUKY TAIliEHTIB i3
TIOPYIIeHHSMH Ha IM0YaTKOBOMY PiBHi. Takuii KOHCEPBATUBHUY Mmifxim OyB B3sITHUH 3a OCHOBY 4epes
Te, 1110 I0YaTKOBa iH(dopMallis He Ja€e 3MOTy gudepeHIiiioBaTy Migrpyny Nali€HTiB i3 MOPyIIeHHIMA
Ha [M0YaTKOBOMY DPiBHi, fIKi Maiu 3Hauyllli 3MiHU y TabopaTOPHUX ITOKa3HUKaX, 110 OyIu 1oB’s3aHi i3
JIIKyBaHHSIM, Ta IAlli€HTiB, SKi He Malu TaKUX 3MiH.

[TopyuieHHS 3a TaKMMHU ITOKa3HUKaMH, SIK PiBeHb JIEMKOIUTIB, HEUTPO(isiB, TPOMOOLIUTIB,
remMoryio6iHy Ta reMaTOKPHUTY, CIIOCTePiraaucs TiTbKY Y XOMi mocigxKeHb. [TigBUIlleHHS Ta 3HUXKEHHS
PiBHIB He Iu(epeHLi0BaIN.

¥ Hagxomusu TOBiIOMITEHHS IIPO JieTaabHi HACTigKu.

ITogidomaeHHs npo nido3pro8aHi nobiuHi peakuii.

[Ticns peecTpatiii TikapchbKoro 3aco0y myzKe BaXKJIMBO IOBIOMIISTH IIPO Iifm03pioBaHi mobiuHi peakiril.
Lle nae 3MOr'y IPOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS MiXK KOPUCTIO 1 pU3UKaMU, I10B'I3aHUMU i3
3aCTOCYyBaHHSIM LIbOTO JTiKapchKoro 3aco0y. CiBpoOiTHUKY CUCTEMU OXOPOHHU 300POB’S IOBHHHI
3BiTyBaTH IIpo Oymb-gKi Mif0o3pioBaHi M0GiYHI peakilil BiIIOBIAHO 4O BUMOT 3aKOHOLABCTBA.

Tepmin npudamHocmi. 2 POKH.

YmMmoBH 30epirannsi. 36epiraTi B OpUTiHaJbHIN YIAKOBIN TPy TeMIlepaTypi He Buite 25 °C.
30epiraté B HEOOCTYIHOMY IJISI OiTEW MicCIIi.

HecymicHicme.

AMiHO2iK03udu. Po3unHy nikapcekoro 3aco0y Cynbnepa3oH” Ta aMiHOTTIKO3M/IIB He CIIif
6e3nocepegHbO 3MilllyBaTH, OCKIJIbKY MiK HUMHU icHYe pi3ndyHa HeCyMiCHiCTh. fAKII0 € HeoOXigHICTh y
KoMOiHOBaHil Tepamnil npenapaTtoM Cymblepa3oH® Ta aMiHOTTTIKO3UAaMH, CIIifi 3aCTOCOBYBATH iX
IIOCNTiJOBHY PO3[INbHY KPAIJIMHHY iH(Y3i10, BAKOPUCTOBYIOYU OKPEMY BTOPUHHY CUCTEMY IS
BHYTPIIIHbOBEHHUX iH(Y3il, IpHU I[bOMY IIePBUHHA CUCTEMA [JI1 BHYTPIITHLOBEHHUX iH(Y3ill TOBUHHA
OyTH peTelbHO IIPOMUTA CXBaJIEHUM PO3UYMHOM Y IepepBi Mixk iHQY3igaMu 3a3HaYE€HUX MIpenapaTis.
Tako0X HOLIIBHO, 00 IPOTAroM f00H iHTepBaIy MiX BBe[leHHsSIMH npenapaTy CynbnepasoH” Ta
aMiHOTTiK03uAiB OyK 110 MOXKIUBOCTI MaKCHMaTbHUMH.

JlakmamHuti po3uuH PiHeepa. [lepBuHHE PO3BENEHHS TaKTaTHUM PO34YMHOM PiHrepa He
PeKOMeH/I0BaHe, OCKIJIbKY BCTaHOBJIEHO, 1110 11l PeYOBHMHM € HecyMicHUMHU. OHAK 3aCTOCYBaHHS



IBOETAITHOTO MIPOIIECY PO3BEECHHS, TPK IKOMY II€PBUHHUM PO3YMHHUKOM € BOa [JIs iH €KITiH, mae
MOXKJIUBICTh YHUKHYTH HECYMiCHOCTI ITPH IOMa/IbIIOMY PO3BEeeHHi TaKTaTHUM PO3UrHOM PiHrepa
(muB. po3min «Crocib 3acTOCYyBaHHS Ta HO3U»).

JIidokaiH. [lepBUHHE PO3BeieHHS 2 % PO3YMHOM JIifOKalHy HE PeKOMEHI0BAHO, OCKIiIbKY ITi
pevyoBUHU € HecyMicHMMU. OfHAK 3aCTOCYBaHHS JBOETAIIHOI'0 IIPOLIECy PO3BEAEHHS, IIPU IKOMY
IIePBUHHUM PO3UYUHHUKOM € BOJa AJ1d iH'€KIii, Ja€ MOXKJIUBICTh YHUKHYTHA HECYMICHOCTI IIpU
II0JIa/IbIIIOMY PO3BefieHHi 2 % po34MHOM JligoKaiHy Xjaopuny (auB. po3min «Cmocib 3acTocyBaHHS Ta
OO3U»).

YnakoBka. ITo 1 r (500 mr/500 mr) a6o o 2 r (1000 mr/1000 MT) OPOIIKY A7 PO3YUHY [T
in’ek11il y ¢pnakoHax, mo 1 abo mo 5 a6o mo 10 ¢grakoHiB y KapTOHHI# KOPOOIIi.

Kareropis Bigmycky. 3a peLenTom.

BupoOHHUK.

Xaynt ®apma Jlatina C.p.n. / Haupt Pharma Latina S.r.l.

Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca MicIsi MpoBaIXKeHHs HOr0 Tis/IbHOCTI.
Bopro Can Mimens C.C. 156 KM. 47,600 - 04100 Jlartina (JIT), Itamis/

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



