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OcHnogni ¢hizuxo-ximiuni énracmusocmi: BiJl OUIOT0 10 Maibke OLIOro Konbopy TaOJEeTKH, BKPHUTI
000JIOHKOI0, 13 TUCHEHHAM «ZY V» 3 oj1HOro 60Ky Ta «600» 3 iHIIOrO.

dapmakoTepaneBTHYHAa rpyna. AHTHOaKTepiajdbHI 3acoO0M Ui CHUCTEMHOI'O 3aCTOCYBAaHHS.
Kox ATX JO1X X08.

Dapmakonoziuni eracmusocmi.

Dapmakoounamika.

3aranbHi XapaKTepUCTUKH.

JliHe30/MiT — CHHTETHMYHHUH aHTHOAKTepiadbHUN Ipemapar, IO HAIEXHUTh 10 HOBOIO Kiacy
AHTUMIKPOOHHMX 3aCO0iB - OKCa30JIiIMHOHIB. BiH BUSIBISE aKTUBHICTH IN VItro mpotu aepoOHUX
IpaMIIO3UTUBHUX OakTepii Ta aHaepoOHUX MikpoopraHizMiB. JliHe30:i1 BHOIPKOBO MpPUTHIUYE
cuHTe3 OlNKIB OakTepiii vepe3 yHIKIbHHN MexaHi3M nii. BiH Oe3mocepeaHbo 3B’S3y€ThCA 13
pubocomamu Gakrepiit (23S 3 50S cyOonuHMIE) Ta NEPENIKOHKAE YTBOPEHHIO (PYHKI[IOHATIBHOTO
1HiI1F0I040T0 KoMIuiekey 70S (BaKJIMBOTr0 KOMIIOHEHTA MPOIIECY TPAHCIISIIIT).

[Nommpenictb HAOYTOI PE3UCTEHTHOCTI MOKE 3MIHIOBAaTHCS reorpadiyHo Ta y yaci A OKpEMUX BHIIB,
ToMy OaXaHO cHHUpaTHCS Ha MICLUEBY 1H(GOpPMAII0 CTOCOBHO PE3UCTEHTHOCTI MIKPOOPIaHi3MiB,
0COOJIMBO MpH JIIKYBaHHI TSOKKUX 1H(QEKIiH. Y pa3i HEeOoOXIAHOCTI, KOJM piBEHb MNOUIMPEHOCTI
PE3UCTEHTHOCTI MIKPOOpPraHi3MiB Ha MICIEBOMY pIiBHI € TakuM, IO KOPHCTb BiJ 3aCTOCYBaHHSI
JKapChKOTO 3aco0y, MpWHAHMHI CTOCOBHO /O NESKHX BUAIB 1H(EKIiH, BUKIWKAE CYMHIBH, CIiJl
3BEpHYTHCS 32 KOHCYJIBTAIII€IO /10 eKCIIepTa.

YyTiuBi MIKpPOOpPraHi3Mu

I'pammosutuBHI aepoOHI  Mikpoopranizmu: Enterococcus faecalis, Enterococcus faecium*,
Staphylococcus aureus*, koarymasoneraTuBHi  cradimokoku, Streptococcus —agalactiae*,




Streptococcus pneumoniae*, Streptococcus pyogenes*, Group C streptococci, Group
G streptococci.

I'pamnio3utuBHi  aHaepoOHi  Mmikpoopranizmu: Clostridium  perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus species.

PesucrentHi mikpoopranizmu: Haemophilus influenza, Moraxella catarrhalis, Neisseria species,
Enterobacteriaceae, Pseudomonas species.

*KuniniyHa e(heKTUBHICTH OyJia MPOJEMOHCTPOBAHA JIJIsl Uy TIAMBHUX IITaMiB 3T1IHO 3 3aTBEPKEHUMH
MOKa3aHHSAMHU.

Xoua JiHE30JI1]1 IEMOHCTPYE ACsSKY aKTHBHICTH IN Vitro mportu Legionella, Chlamydia pneumoniae
ta Mycoplasma pneumoniae, HeZOCTaTHLO JAHHUX I MiATBEPIKECHHS KIHIYHOI e()EeKTHBHOCTI B
[IUX BUTIAJIKAX.

IlepexpecHa pe3UCTEHTHICTh

MexaHi3Mm Jii JiHE30IiIy BiIpi3HSETHCSA BiJl TAKOTO IHMIMX KJIAciB aHTHOIOTHKIB. JloCHimKeHHS
KIHIYHAX ~ mTamMiB ~ (METHIMIIHPE3UCTEHTHUX  CTa(iIOKOKIB,  BAHKOMIIMHPE3UCTCHTHUX
CHTEPOKOKIB, a TAKOX MEHIIWIIH- 1 ePUTPOMIIIMHPE3UCTCHTHUX CTPENITOKOKIB) IN VItro mokasyTh,
110 JIIHE30J 11/ 3a3BHYali aKTUBHUHN BiJHOCHO MIKpOOpPraHi3MiB, CTIHKHX JO OJHOTO YM JACKIJIBKOX
IHIINX KJIaCiB aHTUMIKPOOHUX areHTIB.

CTiliKicTh 10 JIiHE30Iily OB’ s13aHa 3 TOUKOBUMHU MyTanismu B 23S pPHK.

Dapmaxokinemuxa.

[IpemapaTt 3UBOKC MICTUTH JIHE30Ii], IO € O10JOTIYHO AKTUBHOIO PEYOBHUHOIO Ta METa0O0II3yeThCA
710 HEAKTUBHUX MOXI1THHX.

AGcopoiis

JliHe30milT 1HTEHCHMBHO BCMOKTYETBCS TICIIA MEPOPANTBHOTO 3acTOCYBaHHs. MakcumaabHa
KOHIIEHTpAallig y TUIa3Mi KPOBI JIOCSTA€ThCS MPUOIU3HO yepe3 1-2 ToAMHM Micis 3aCTOCYBaHHS, a
abcomroTHa 010IOCTYIHICTh Mpemnapaty craHoBUTh Oym3bko 100 %. Tomy JiHE30Mi7 MOXKHA
3aCTOCOBYBATH NEPOPaIbLHO a00 BHYTPIIIHFOBEHHO 0€3 KOPEKIIii 103H.

JIiHe301111 MO’KHA 3aCTOCOBYBATH HE3aJI€KHO BiJ MpUiloMy k1. Yac 10 JOCATHEHHS MaKCUMAaJbHOI
KOHIIeHTpauii 30uburyeTbesd 3 1,5 1o 2,2 rogunu, a Cmax 3HMKYeTbCs Mpubau3Ho Ha 17 % mpu
3aCTOCYBAHHI JIIHE30J11y 3 1KEI0 3 BHCOKMM BMICTOM >kupiB. IIpore 3aranbHa ekcno3uilis, sika
omiHroetses 3a AUCp-w, m0o10Ha B 000X BUITaAKAX.

Posnonin

JocmimxenHs: papMaKOKIHETHKY MOKa3aju, M0 JIIHE30JI1l MBUAKO PO3MOIISETHCA Y TKaHUHAX 3
nobpoto nepdysieto. [Ipubnuzno 31 % nine3omiay 3B’s13yeTbes 3 OUTKaMU TIa3MU KPOBI, 1 1€ HE
3aleXUTh Bl KOHLEHTpauii npenapary. O0’eM po3noauTy JiHE30/ily B PIBHOBAKHOMY CTaHl y
3JI0POBHX JIOPOCTHMX J0OPOBOJIBLIB CTAHOBUTH y cepeqHboMy 40-50 1.

[Ticns GaraTokpaTHOTO BBEJAEHHS KOHIIEHTPAIIO JIHE30Jiy BHU3HAYadd B PI3HUX pIIUHAX B
OOMEXeHOi KUIBKOCTI YYaCHUKIB-JOOpOBOJBIIB Yy JOCHDKeHHAX ¢a3u 1. BigHomeHnHs
KOHLEHTpALi JIIHE30J11]ly B CJIMHI JI0 KOHIIEHTpaIlil y 1a3Mi KpoBi ctaHoBWIIO 1,2:1, a BiTHOIIEHHS
KOHIICHTpALi JTIHEe30J1iy B TIOTi 10 KOHIEHTpaii y mia3mi kposi — 0,55:1.

Meta6omnizm

JIiHe30:11 mepeBaXHO METAa0O0i3y€ThCS IIISIXOM OKUCIEHHS MOP(OIIHOBOTO KUIbLS 3 YTBOPEHHIM
JIBOX HEAKTUBHUX TMOXIHUX KapOOHOBOI KHUCJIOTH 3 PO3IMKHEHHM KUIbLIEM: METabomITy
aMIHOETOKCIONTOBOI KHcIoTH (A) i Metabomity riapokcierunriinuny (B). INepenbauaerscs, mio
MeTabomiT A yTBOPIOEThCS (EPMEHTATUBHHUM LUISIXOM, TOJl SIK YyTBOpPeHHS MeTabonity B
OIIOCEPENIKOBY€ETHCSI He()ePMEHTATUBHUM MEXaHI3MOM, [0 BKJIIOYA€ XiMiYHE OKHMCJIEHHS B YMOBAax
in vitro. docmimkenHs in VItro mpoaeMOHCTpyBaIH, IO JiHE30JIi MiHIMaJIbHO METa0Oi3y€EThCS 3
MO>KJIMBOIO y4YacTIO y LIbOMY Iporeci cucteMu nuroxpomy moaunu P450. IIpore merabomiuni
MUTSIXH JITHE30JT1Ty /10 KIHIIS HE BUBYCHI.

Busenenns

HenupxoBuil kjipeHc cTaHOBUTH MNpHOIM3HO 65 % BiA 3arajJbHOTO KIIpEeHCY JiHe30miay. Y
piBHOBaXkHOMY cTaHi npuban3Ho 30 % 1o3u npenapary BUSBISIETHCS B CeUl Y BUIVIAI JIHE30iay,
40 % — y Burmsaai metabomity B 1 10 % — y Bursini merabomity A. CepenHiii HUPKOBHH KIIIPEHC
miHe3omixy craHoBuTh 40 MII/XB, IO BKa3ye Ha KaHajiblieBy peabcopOrito. Jlinesomia y kaii




NPAKTUYHO HE BHU3HAYAETHCA, TOMAI SIK MPUOIM3HO 6 % 1no3u mpenapaTy BUSBISETHCS B Kalli y
BUTJIsi1 MeTabomiTy B 13 % — y Bursiai metabomity A.

He3nauna HeNiHIMHICTS KIIPEHCY CIHOCTEpirajacss IpH MIABUINEHHI 03 JIHE30MiTy, IO,
OYEBHJIHO, € HACIIIKOM HHYKYOTO HUPKOBOTO 1 HEHUPKOBOTO KJIIPEHCY I[LOTO Tpernapary Mnpu Horo
BUIIMX KOHIEHTpauisx. [Ipore us pisHMIA y KilipeHci Oyja He3HauHa 1 HE BIUIMBAJA HA YSBHHM
Mepio/1 HaITiBBUBEICHHS.

Iayienmu 3 Hupkogow Hedocmamuicmio. DapMaKOKiHETHKA JIHE30JiAy HE 3MIHIOETBCS Yy
Mali€eHTiB 3 OyAb-SIKUM CTYIIEHEM HHMPKOBOI HEIOCTAaTHOCTI; MPOTE JIBa OCHOBHI METaOOIITH
JMHE30MMly KyMYJIOIOTHCS y TAI[iEHTIB 3 HUPKOBOIO HEIOCTATHICTIO 31 30UIBIICHHIM 1X
HaKOIMMYCHHS y MAIIEHTIB 3 BUIUM CTYTNEHEM TSHKKOCTI HUPKOBOI nucdyHkIiii. ®apMakoKiHETHKA
JiHE30Jiy Ta ABOX HOro MeTadoMiTiB TakoXk Oyja MOCTIKeHAa y MAIi€eHTIB 3 TepMiHAJIBHOIO
cragiero HUpKoBOi HemocTaTHOCTI (TCHH), siki 3HaXoaaThesa Ha remomiamisi. Y mocmimkeni TCHH
14 mamientiB orpumyBasin 600 mMr niHe3odiay KoxkHi 12 roguH mpotsrom 14,5 mHs. OCKiUTBKU
HE3JICKHO BiJl PYHKIIIT HUPOK JOCATATMCS OJHAKOB1 KOHIICHTpAIIIi JIHE30 i1y y IJ1a3Mi KpoBi, TO
JUTS TIAIIIEHTIB 3 HUPKOBOKO HEJIOCTATHICTIO HE PEKOMEHTy€E€ThCS TPOBOIUTH KOPEKITito 103u. [IpoTe,
BpaxoBYIOUHM BIACYTHICTh iHQOpMaIii Npo KIIHIYHY 3HAYYNIICTh HAKOMHYEHHS OCHOBHUX
METa0OMITIB, CNiJl 3BAXKHUTH JIOUUIBHICTH 3aCTOCYBAaHHS JIIHE3O0JIAy MAali€HTaM TpH HasBHOCTI
HHUPKOBOI HEJIOCTATHOCTI 1 MOTEHIIMHUX PU3HUKIB HAKOTIMYCHHS TakuX MeradouirtiB. I miHe3omin, i
71Ba MeTabOJIITH BUBOJATHCS 33 JOIOMOTO0 reMoiainizy. [Hpopmaris mpo BIUIMB EPUTOHEATEHOTO
nianizy Ha (GapMaKOKIHETHKY JIIHE30J1ly BIACYTHS.

Iayienmu 3 neyinkosoro nedocmamuicmio. DPapMaKOKiHETHKA JIHE30NITy HE 3MiHIOBajacs y
7 manieHTIiB 3 MOPYLIECHHSIM (DYHKIIIT MEYiHKU BiJ JETKOTO 0 CEPEIHbOrO CTYIEHS TSHKKOCTI (Kiac
A abo b 3a mkanoro Yainna — IT°10). Ha migcraBi HassBHUX JaHUX JJIS MALIE€HTIB 13 MOPYIICHHIM
GyHKIIT TEYiHKH BiJf JIETKOTO O CEPEeIHbOrO CTYIMEHA TSIKKOCTI KOPUTYBaHHS JO3H He
pexomennoBaHe. (dapMakoKiHETHKa y TMAIl€HTIB 13 MOpYIIEHHSAM (YHKIII TEYiHKA TSHKKOTO
CTYICHSI HE OI[IHIOBAIACs.

Kuiniuni xapakTepucTuku.

Ilokazannusa.

JlikyBaHHs 1H(EKUiHd, COPUYMHEHUX YYTIUBUMM IITaMaM{ BHU3HAUYEHUX MIKPOOPraHi3MiB, INpH
TaKWX CTaHax:

- HO30KOMiaJIbHa ITHEBMOHIS,

- HETOCITITaJIbHa MTHEBMOHIS,

- yckJaaHeHi iHgekuii mKipu Ta ii cTpyKTyp, 30KpeMa iHdekuii Ha ¢oHi aiadbetndHoi cronu 0e3
CYINYTHBOTO OCTEOMIi€NiTy, crhpuuuHeHi Staphylococcus aureus (METHIMTIHYYTIMBHMH Ta
METHIHIIIHPE3UCTEHTHUMH  130J1sTamMu), Streptococcus pyogenes ab6o Streptococcus agalactiae;
3UBOKC He OyB BUBUEHUH Yy JIIKYBaHHI BUPa3KOBUX MPOJICKHIB.

- HeyCKJaJHeHi iHQekuii mkipu Ta il CTPyKTyp, cmpuumHeHi Staphylococcus aureus (Tinbku
METHUITMTIHYY TIIMBUMHU 130J19TaMu) abo Streptococcus pyogenes;

- PE3HMCTEHTHI 10 BaHKOMIIMHY iH(eKIil, cnpuunHeHi mramu Enterococcus faecium, Bxmovaroun
1H(eK1ii, 110 CyNpPOBOKYIOThCS OaKTepiEMIELO.

3MBOKC HE TIOKa3aHMW JuIg  JIKyBaHHS  1H(EKMid, COpUYMHEHUX TpaMHEraTUBHUMHU
MIKpOOprasismMamu. Y pasi mijio3pu ado BUSBICHHS TpaMHETaTUBHOTO 30y THUKA MMOTPIOHO HETaitHO
pO3MoyYaTH crenudiuHy rpaMHeTaTUBHY TEparlio.

IIpomunokasanuna.

Binoma rinepuyTiauBicTh 70 J1HE30J111y a00 10 Oy1b-SKOT0 1HIIOr0 KOMIIOHEHTA Mpernapary.
3MBOKC HE CIIiJ] 3aCTOCOBYBATH Malll€HTaM, fKi NpUAMarOTh Oy/b-sKI MEAMYHI Npernapard, o
MPUTHIYYIOTh MOHOaMiHOKcuAa3zy A Ta B (Hanpuknan denen3uH, i3oxkapOOKcazug, ceJeriiiH,
MokJ100eMiT), a0 MPOTAroM JBOX THXKHIB MicCIs MPUIOMY TaKUX Ipenaparis.

3a BUHATKOM BHIQJKIB, KOJIM € MOXJIHUBICTb PETENBHOTO CIOCTEPEKEHHS Ta MOHITOPHUHIY
apTepialbHOTO TUCKY, 3UBOKC HE CJiJ MPU3HAYATH MAIliEHTAM 3 TaKUMH CYMyTHIMU KIIHIYHUMHU
CTaHaMH 200 OJTHOYACHO 3 MPUIOMOM HIDKUE3a3HAUEHUX IpenapaTib:

- HEKOHTPOJIbLOBaHA apTepialibHa rinepTeHsis, PeoXpoMOoUUTOMa, KapLUUHOI, THPEOTOKCUKO3,
OinmosisipHa aenpecis, mu30aQeKTUBHUN PO3JIajl, TOCTPI €Mi30A1 3aIaMOPOUYCHHS;



- 1HT16ITOPH 3BOPOTHOTO 3aXOIUICHHS CEPOTOHIHY, TPUIMKIIYHI aHTHIENpecanTH, aroHictu 5-HT1
pEelenTopiB  CEpOTOHIHY (TPUNTAaHM), TpsMi Ta HEMNPsAMiI CHUMIIATOMIMETHKH (BKJIIOYAIOUN
aZipeHepriydi  OpoHXoawiaTatopu, 1nceBioedeaput, (GEHUIMPONaHoiaMiH),  Ba3oNpecopu
(eminedpuH, HOpemiHeppUH), JONMAMIHEPriyHI CHOJMYyKH (JomamMiH, H00yTamiH), METHAMH abo
OycCIipoH.

Cain UpUNIUHUTA ~ TOMYBAHHS TPYIII0 TPOTATOM 3aCTOCYBaHHs TNpenaparty (AuMB. po3Iii
«3acTocyBaHHS y Mepioj] BariTHOCTI a00 TOAyBaHHS IPYIIIO).

B3aemooia 3 inwumu nikapcoKumu 3acovamu ma inuii 6uou 63aEmooii.

[Hri6ITOPU MOHOAMIHOKCH/IA3H

Jlinezomiyy € HecelneKTMBHUM 1HTiIOITOpoM MoHoamiHOKcuaasu (MAOQO) 3BopoTtHoi mii. VY
JOCITIDKEHHSAX B3a€MOJII1 JIIKAPCHKUX TpenapariB Ta JOCTIIHKCHHSIX 00 OE3MEeKH 3aCTOCYBaHHS
JiHe30miay Oyno OTpHUMaHO ayke 0OMEeXeHY KIJIbKICTh JaHUX MPO 3aCTOCYBAHHS JIIHE30MITy IS
JIKyBaHHS TAIli€HTIB, SKI OTPUMYIOTh CYIYTHE JIIKyBaHHsS TNpernapaTaMu, 110 CTBOPIOIOTH IEBHI
pu3uku BHaciuinok npurHideHHs MAO. Tomy 3acrocyBaHHS JIiIHE30JITy 3a TakKuX OOCTaBHH HE
PEKOMEHIOBaHe, SKIIO HEMOJIMBO NPOBOJUTH TMUJIBHE CIOCTEPEKECHHS Ta MOHITOPHHT CTaHY
narfienrta (quB. po3aim «IIportunokasants» ta «OCoOJIMBOCTI 3aCTOCYBAHHS).

IToreH1tiiini B3aeMOil, 1110 MIPU3BOAATH 0 ITIABUIIIEHHS apTEPIAIILHOIO TUCKY

VY 310poBUX JTOOpPOBOJBIIIB 3 HOPMAJbHUM apTepialbHUM THCKOM JIIHE30JIiJl MOCHIIIOE ITiIHOM
apTepialibHOTO THUCKY, CIIPUYMHEHUN TiceBaoedepuHOM Ta (EHUIMPONAHONIaMIHY T1POXIOPUIOM.
OpHoyacHe 3acTOCyBaHHA JiHE30diAy Ta 1nceBioedenpuHy abo (deHimmponaHoJaMiHy
TAPOXJIOPUAY MPU3BOJIUTH JO 3POCTAHHS CUCTOJIYHOTO apTepialibHOrO THUCKY B CEpeAHbOMY Ha
30-40 MM pT. cT. TOpPIBHAHO 31 3pocTaHHsAM Ha 11-15 MM pT. CT. Tia BIUIMBOM BHHSITKOBO
miHe3zomiay, Ha 14-18 MM pT.cT. T BIUIMBOM  BUHATKOBO  1ceaoedeapuny  abo
deninmponanonaminy, Ta Ha 8-11 MM pT. CT. IpH 3aCTOCYBaHHI MWIANe00. AHATIOTIYHUX JOCTIIKEHb
3a y4YacTIO TAIIEHTIB 3 TIMEPTEH31€I0 HE MPOBOMMIA. PEKOMEHIOBAHO PETEIbHO MiAOUpaTH 03|
IpenapariB, sIKI BUSBISAIOTH Ba30IPECOPHUI BILIMB, BKJIIOYAOUN A0(aMiHEpriyHi npenaparu, 1mood
oTpuMatu OaXaHUW pe3ynbTaT NpU KOMOIHOBAHOMY 3aCTOCYBaHHI JIIHE30JIJy 3 IHUMH
npenapaTram.

IloTeHI1iiiHl cEpOTOHIHEPTIUHI B3aEMOIIT

[ToTentiiini B3a€MO/IiT MIXK JITHE30JI1]IOM Ta IEKCTPOMETOP(paHOM BUBYAIHU Y TOCTIPKEHHI 3 Y4acTIO
3JI0pOBUX JIOOPOBOJIBIIB. YYaCHUKM OTPUMYBaJIM JekcTpoMmeropdan (aBi no3u mo 20 mr 3
iHTepBajgoM 4 roarHN) y KoMOIHaIii 3 JiHe301110M a00 0e3 HbOoro. Y 3J10pOBUX JOOPOBOJIBIIIB, K1
OTPUMYBAJIU JIIHE30J1]] Ta IeKCTpoMeTop(haH, He CIIOCTEPIraJiv MposBIiB CEPOTOHIHOBOTO CHHIPOMY
(cTiTyTaHICTh CB1IOMOCTI, MapeHHs, 3aHEMOKOEHHS, TPEMOP, MAaTOJOTTYHUN pyM sIHELlb, IOCUJICHE
MOTOBU/IIJICHHS, TIEPIIPEKCis).

JlocBing micaspeecTpaiiHOr0O BUKOPHUCTaHHS: OyJI0 OTPMMAHO OJIHE TIIOBIJIOMJICHHS MI0JI0
BUHUKHEHHS TPOsBIB, MOMIOHMX 0 MpPOSABIB CEPOTOHIHOBOTO CHHJIPOMY, y TMAaIli€HTa, SKUH
MpHUiiMaB JIIHE30I1]1 Ta IeKCTpoMeTopdaH, 11 MPOSBU 3HUKIU MICs BIAMIHM 000X Mpenaparis.
[IpoTsiromM KJIiHIYHOTO BUKOPUCTaHHS JIIHE30JIi1y Ta CEPOTOHIHEPTiYHUX MpenapaTiB, BKIIOUAIOYH
AQHTHUJICTIPECAHTH, TaKi K CEJIEKTHBHI iHTiIOITOpH 3BOpoTHOrO 3axomieHHs ceporoniny (CI33C),
MOBIIOMJISUIOCSL  TIPO  BUMAJKU PO3BUTKY CEPOTOHIHOBOTO CHHAPOMY. TakuM YHMHOM, Xoua
KOMOIHOBaHE 3aCTOCYBaHHS IMX TMpenapariB mpoTurnokaszaHe (auB. po3ain «IIpoTumokasaHHs»),
JMIKyBaHHSA TAII€HTIB, JUIsL SKUAX JIIKYBAaHHS SK JIHE30J1A0M, TaK 1 CEpOTOHIHEPTIYHUMHU
mpernapaTamMy Ma€e BUpIlIajgbHE 3HAYEHHS OMKMCAHO Y P03l «OcobIMBOCTI 3aCTOCYBaHHSI.
BukopucranHs y noeJiHaHHI 3 HACHYEHUMHU THPAMIHOM MPOJYKTaMHU

VY naiieHriB, sSKi OTPUMYBaJIM JIHE30J1J Ta TUpaMiH Yy KuibkocTi MeHm HiDK 100 mr, He
CIOCTEpirajay 3HAYHOro Ba3ornpecopHoro edexty. Lle cBimuuTh NMpo HEOOXIAHICTH YHMKATH JIMILE
HaJTUIIIKOBOTO CTIO’KMBAHHS MPOAYKTIB Ta HAIOIB 3 BEJIMKUM BMICTOM THpPaMiHy (a came — 3puImx
CHpIB, JPDKIKOBHX EKCTPAKTIB, HEJAUCTHIBOBAHUX QJIKOTOJBHUX HAMoOiB Ta (EepMEHTOBAHUX
MPOJIYKTIB 3 COEBUX 0001B, TAKUX K COEBUM COYC).

[IpemapaTu, ki MeTab0IIi3YIOThCS 32 IOTOMOT OO IuToXpomy P450

Jlinezomiy He 3a3Ha€ METAOONMIYHHMX TIEPETBOPEHH 1M/ BIUIUBOM (EPMEHTATUBHOI CHCTEMHU
nuToxpomiB P450 Ta He mpurHiuye (yHKLIT )KOJHOTO 3 KIIHIYHO 3HAYYIIUX 130()0OpM IIUTOXPOMY
P450 momunu (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). AHanoriuyHo, JIHE30JI1]l HE CIPUYMHSE 1HITYKIIii
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i30pepmentiB muroxpomy P450 y mypiB. Tomy He O4IKyeTbCS BIUIMBY JIIHE30JAy Ha
(hapMaKOKIHETHKY 1HIUX JIIKApChKUX 3ac00iB, siki MeTabomizyroTbes CYP450.

Pugpamniyun. Brinus pudamninuHy Ha (papMakOKiHETHKY JIHE30Jiy BHUBYAIM Y INICTHAIISATH
3I0POBUX JIOPOCIUX JOOPOBOJIBIIIB YOJIOBIYOI CTaTi, SKUM BBOAWJIM JiHe30Jia (600 Mr nBivi Ha
JCHb TPOTAroM 2,5 nHsA) y KomOiHamii 3 pudamminuaom (600 Mr onuH pa3 Ha JeHb MPOTATOM
8 nHiB) Ta 6e3. Pudamninun 3HMKyBaB oKa3HUKHA Cmax Ta AUC niHe3ominy B cepennboMy Ha 21 %
(90 % Al 15, 27) ta 32 % (90 % M1 27, 37) BianoBigHo. MexaHi3Mm Takoi B3aeMoiil Ta 11 KIIiHIYHE
3HAYEHHS HEBIAOMI.

Bapghapun. lpu nonaBanui BaphapuHy 10 Kypcy JIIKyBaHHS JIIHE30JIIJOM y PIBHOBOKHOMY CTaHi
cnocrepirann 10 %  3HmMKeHHS  cepeaHboro  MakcumaibHoro MHC  (MixxHapogHOTrO
HOPMAaJi30BaHOTO CIHIBBIJHOIIEHHS) MPH OJHOYACHOMY 3actocyBanHi, mpu npomy AUC MHC
3HIKYBanach Ha 5 %. JlaHux mpo maifi€eHTiB, Kl OAHOYACHO OTPUMYBAJIU BaphapuH Ta JiHE30Ii,
HEJOCTaTHBO JUIS OI[IHKY KJIIHIYHOTO 3HAYCHHSI, SKIIO BOHO €.

AHTUO10TUKH

Aszmpeonam. ®apMakoKiHETHKA JIIHE30iy a00 a3TpeoHaMy HE 3MIHIOETHCS MPHU OJHOYACHOMY iX
3aCTOCYBaHHI.

I'enmamiyun. ®apMaKkoKiHETHKA JIIHE30Ji1y a00 reHTaMilMHy HE 3MIHIOETBCS MPH OAHOYACHOMY X
3aCTOCYBaHHI.

JlocmipkeHHs in VItro npoaeMOHCTPYBaJIM aMTUBHICTh 200 iHAN(EPEHTHICTh MIX JIIHE30JIiI0M Ta
BAaHKOMIIIMHOM,  T'€HTaMIIMHOM,  pudammiHoM,  iMIEHEM-IIMJIACTATUHOM,  a3TPEOHaAMOM,
aMITIIHIIIHOM, CTPETITOMILITHOM.

AHTHOKCHJIAHTH

[Tpu omHOYacHOMY 3acTocyBaHHI mpemnapary 3 Bitaminom C abo BitramiHoMm E kopuryBaHHS 103u
JHE30J11/1y HE PEKOMEH]IyE€ThCS.

Ocoonueocmi 3acmocyganns.

Mienocynpecis

[ToBimomisiocss TNpo BUHUKHEHHS Mienocymnpecii  (30KkpemMa TMpo  aHeMilo, JIEWKOIEHilo,
MAHIUTOIICHIIO 1 TPOMOOIIUTONIEHII0) Y MAIlIEHTIB, Kl OTPUMYBAJIU JIIHE30J1]. Y TaKUX BUIAJIKAX
micis BIAMIHU JIIHE30MIy MOpPYIIEHI I'eMaTOoJOTiuHI MMOKa3HUKU MOBEPTAIMCS 0 PIBHA, SKUH
CrocTepiraBcst 10 TMOYATKy JIKyBaHHs. VIMOBIpHO, IO PH3MK PO3BUTKY X e(eKTiB OB’ A3aHMI 3
TPUBAJICTIO JIIKyBaHHA. Y TAI[I€EHTIB JITHBOTO BIKY 3aCTOCYBAaHHS JIIHE30MIIy MOXKeE
CYNPOBOJ)KYBAaTUCS OUIBII BUCOKMM PU3MKOM BUHUKHEHHS MATOJIOTIYHUX 3MIH KpOBI IOPIBHSHO 3
MOJIOJIIMMU TNalli€eHTaMU. Y MAaLi€HTIB 13 TSHKKOI0 HUPKOBOK HEJIOCTATHICTIO (HE3aJIeXKHO Bij TOTO,
Yl [POXOJATh BOHM TMpOLEAYypH Jlaii3y) MOXJIMBE [MIJBUIIEHHS 4YacTOTH PO3BHUTKY
TpoMbOoruToneHii. TakuM YMHOM, peTeIbHHI MOHITOPUHI (POPMYJIM KPOBI HEOOXITHHHM y TaKMX
rpynax TMali€eHTiB: TMall€eHTH 3 YXE€ ICHYIOUOI aHEMI€I, TIPaHyJIOIUTOIEHIE  abo
TPOMOOIIMTOINEHIEI0; TMAaLlI€HTH, SIKI OTPUMYIOTH CYIYTHI NpenapaTH, 3[aTHI 3HM)KYBaTH piBHI
reMoryiodiHy, 3MEHIIYBaTH KUIBKICTb (POPMEHUX €JIeMEHTIB KpoBi ab0 HEraTMBHO BIUIMBATH Ha
KUTBKICTh YW (DYHKILIOHAJIbHY aKTHBHICTh TPOMOOLMTIB; MAIliEHTH 3 TSHKKOI (OPMOIO HUPKOBOI
HEJIOCTAaTHOCTI; TAIli€eHTH, Kypc JiKyBaHHS sKkuX TpuBae moHaa 10-14 mHiB. 3actocoByBatn
JHE30M1T AJIs JIIKYBaHHS TaKUX TMAIli€HTIB OakKaHO JUIIE y MOENHAHHI 3 PETENIbHUM KOHTPOJIEM
PiBHIB reMOrI001Hy, 3araJibHOTO aHalli3y KpoBl Ta, SKILO MOXJIMBO, KIIBKOCTI TPOMOOIIUTIB.

SIKmIo mig Yac JiKyBaHHS JIIHE30J11I0M PO3BUBAETHCS 3HAUHA MI€JIOCYIIpECis, JIKyBaHHA HEOOX1THO
OPUMMHUTH. BHUHATKOM € BHIAAKH, KOJIU TMPOJOBKEHHS JIIKyBaHHS BU3HAHE aOCOJIOTHO
HEOOXiTHUM. Y TaKuUX CHUTyalisiX HEOOXiTHO NPOBOIAMTU PETEIBbHUI MOHITOPHHI ITOKA3HUKIB
3arajibHOrO aHaJli3y KpOBi Ta BOPOBA/XKYBATH BIAMOBIIHI CTPATETil JIIKyBaHHS.

Kpim TOro, peKOMEeH/J0BaHO HIOTHXKHS MPOBOAUTH MOHITOPHHI MOKAa3HMKIB 3arajlbHOIO aHali3y
KpOBi (BKJIIOYAIOYH BU3HAYCHHS PIBHS TeMOTJIO0IHY, KIJTBKOCTI TPOMOOIIUTIB, 3arajibHOI KiJIbKOCTI
JIEHKOLIUTIB Ta PO3TOPHYTOI JIeHKOUUTAapHOT (OPMYJIH) Yy TAII€HTIB, SKi MPOXOAATH JIIKyBaHHS
JITHE30J11/T0M, HE3aJI)KHO B1Jl MOYATKOBUX MOKA3HHUKIB aHAJTI3y KPOBI.

VY JocnmimKeHHSX 13 3aCTOCYBaHHSM HE3apPEECTPOBAHOIO JIKAPCHKOTO 3aco0y 3a TyMaHITapHOIO
mporpamoro (Compassionate USe) B rpyImi mamieHTiB, SKi OTPUMYBaIH JIiHE30 i1 Oinbiine 28 nHIB
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(MakcuManbHa PEKOMEHJOBAaHA TPHUBAIICTh JIKYBaHHS), CIOCTEpIraad MiABHILEHHS YaCTOTH
BUHUKHEHHS TsDKKoi aHemii. Taki mamieHTH dacTime mnoTpeOyBanu nepenuBaHHs Kposi. I[Ipo
BHIAQJIKU aHEeMil 3 MOTpeOOr0 y MepearBaHHI KPOBI TAKOX IMOBIIOMIISUIH y MOCTMApKETHHTOBUI
nepioa. Taka aHeMist 4acTille BUHUKAJIA y MMAIIEHTIB, KI OTPUMYBAJIH JIIHE30J11]] Olibine 28 JHIB.
[ToBimomisIOCS PO BUIIAIKKH CHAEPOOIACTHOI aHEMIl y MmicIsapeecTpamiiHuii mepioa. Y OUIbIIOCTI
BHUMAJKIB, Ui SKUX OyB BIJJOMHUH 4Yac BHHUKHECHHS aHEMii, JIIHE30JIJI 3aCTOCOBYBAIM ITOHA
28 nuiB. Ilicmst mpunMHEHHS 3aCTOCYBAaHHS JIHE30JiAy OUIBIIICTh TMAIEHTIB TOBHICTIO a0o
YaCTKOBO OJIy>KYBaJIM BHACIIIJIOK IMPOBECHHS JIIKyBaHHs aHeMii a00 HaBiTh 0€3 JIIKyBaHHS.
Jucbananc nokasHukie cmepmuocmi Y KUHIYHOMY OOCHIOJNCEHHI 3a YYacmio NayieHmis 3
iHQheKyiamMU KPOBOMOKY, MNO8 SA3AHUMU 3 BUKOPUCMAHHAM Kamemepie ma CAPUYUHEHUMU
2PAMNOZUMUBHUMU 30 OHUKAMU

VY Xoai BIZKPUTOrO JOCHIKEHHS 33 Y4acTIO MAIliEHTIB i3 CEPHO3HUMH BHYTPIIIHBOCYIWHHUMHU
1HEKIIAMH, CIPUYMHEHUMH BUKOPHCTAHHSM KaTe€TepiB, CIIOCTEPIraliyu 3pOCTaHHS CMEPTHOCTI y
rpymi Tali€eHTiB, SKUM 3aCTOCOBYBAJIM JIHE30MIJ, TOPIBHAHO 3 TpyHaMu JIKyBaHHS
BaHKOMIITMHOM/ TUKITOKcariTiHom/okcarmtinom (78 3 363 (21,5 %) mpotu 58 3 363 (16,0 %)).
OcHoBHHMM (DaKTOPOM BIUIMBY Ha MOKa3HUK CMEPTHOCTI OyJia HasBHICTh IPAMIIO3UTHUBHOI 1H(EKIIIT
Ha BUX1IHOMY DiBHi.

[Toka3HMKM CMEPTHOCTI y MAIiEHTIB 3 1H(EKIIsIMU, CIPUYMHEHUMH BUKIIFOYHO TPAMIIO3UTHBHUMU
opranizmMamu, Oysu cxoxi (mepeBaxkue criBBignomeHHs 0,96; 95% nosipuwmii intepsan 0,58—1,59),
anie y TpyIii JIIKyBaHHs JTIHE30J1i/I0M 4acTOTa JICTAIbHUX BUMAAKIB Oyia 3HauHo Buioo (p=0,0162)
y TaIi€HTIB 3 OyIb-SIKUM TOJATKOBUM 30yIHUKOM 200 BiJICYTHICTIO 30yHUKIB HAa BUXiJHOMY pPiBHI
(mepeBaxkne criBBigHoIIeHHs 2,48; 95% moBipumii inTepBan: 1,38-4,46). Haiibinpmuii qucoananc
CIOCTEpiraBcs IMiJ] Yac JIKyBaHHA Ta MPOTATOM 7 IHIB 3 MOMEHTY BiIMIHM JOCHIJIKYBaHOTO
npemnapaTy. bBulbLIiCTh MAIEHTIB y TPyl JIKyBaHHS JIIHE30J10M, Ha0yJIM IpaMHEraTuBHi 1H(peKii
IPOTSTOM JOCHIHKEHHS Ta TIOMEpiH Bif iH(EKIii, CHPUYMHEHNX TPAaMHETaTUBHUMU 30yTHUKAMHU,
Ta BiJ MOMiMIKpoOHHMX iHGekuii. Takum yuHOM, MpU YCKIaTHEHUX 1H(QEKLIsIX IIKIpU Ta M’ SIKHX
TKaHWH Yy TAILIEHTIB 31 BCTAHOBJICHOIO 200 MIJ03PIOBAHOI0 CYMYTHHOK 1H(MEKIIIEI, CIIPUIYUHEHOIO
rpaMHEraTUBHUMH 30YJHHKAMH, JIHE30MiJ CIiJ] 3aCTOCOBYBaTH JHIIE 3a BIJCYTHOCTI IHIIHX
BapiaHTIB JiKyBaHHS (AuB. po3nin «llokasaHHs»). 3a Takux OOCTaBUH HEOOXIAHO PO3MOYMHATH
napajesbHe JIKyBaHHS TPaMHEraTuBHOI 1H(EeKIi.

liapes ma konim, nog'si3ami i3 3acmocy8anHAM AHMUOIOMUKIB

IIpn 3acTocyBaHHI Maiike ycCiX AaHTHOIOTHKIB, BKJIIOYAIOUM JIHE30JI1Jl, MOBILIOMIISIIOCS PO
BUHUKHEHHsI Jiapei Ta KOJITYy, IOB’S3aHMX 13 3aCTOCYBaHHSM aHTUOIOTHKIB, BKIIIOYAIOUH
nceBoMeMOpaHo3Huii komit Ta moB’s3any 3 Clostridium difficile miapero (CDAD), TsKKicTb
IPOSIBIB SIKUX MOJKE BapilOBaTH BiJ MOMIpHOI Jiapei 10 KOJITY 3 JIETAJIbHUM HACHiJIKOM. Takum
YMHOM, Ba)KJIMBO BPaXOBYBAaTH MOJKJIMBICTh LbOTO J1arHO3Y Yy MAaLI€HTIB, Y AKUX MiJ Yac abo micis
3aCTOCYBaHHS JIIHE30JIi1y PO3BUBAEThCA Jiapes. Y pasi HassBHOCTI MiJJO3pHU Ha JI1apero Y KOJIT, 1110
MOB’s3aHI 3 3aCTOCYBaHHSM aHTUOIOTHKIB, a00 MpH MiATBEP/UKEHHI LbOTO A1arHo3y HEOOXiIHO
NPUITMHUTH MOTOYHE JIKYBAaHHS aHTHOAKTepiaJbHUMHU MpenapaTamMu (BKJIIOYAIOUW JIIHE30Mi]) Ta
HEraifHO pO3MOYaTH BIAMOBIAHI TEpameBTHYHI 3axoAd. Y TaKHUX CHUTYallisfX MPOTUIIOKA3aHe
3aCTOCYBaHHS IMpenapaTiB, Kl MIPUTHIYYIOTh IEPUCTATIBTUKY .

Jlakmoauuoos

[ToBimomiIsIOCS TIPO PO3BUTOK JIAKTOAIIMI03Y MPH 3aCTOCYBaHHI JiHe301ay. [lamienTn, y akux mifg
yac 3aCTOCYBaHHS JIIHE30JiAy BHHHKAIOTh CHMIITOMH Ta TMPOSIBU METaOOJIIYHOTO auuaos3y,
BKJTIOYAIOYN PEIUANBYIOUY HYJIOTY a00 OJtoBaHHSA, OUTh Yy KWUBOTI, HU3bKUU PiBEHb O1KapOOHATIB
a0o0 TiMepBEeHTUIISIII0, TOBUHHI HETaliHO 3BEPHYTHUCS 3a MEIUYHOIO JJOTIOMOT0o0. Y pa3l pO3BUTKY
MOJIOYHOKHCJIOTO alUA03y HEOOXIJHO 3BRKUTH KOPHUCTH MOAAIBIIOTO JIIKYBAaHHS JIIHE30JIOM Ta
MOTEHIIHI PU3UKH.

Jucghynxyia mimoxomnopitl

JIiHe30:1]1 MPUTHIYYy€E MITOXOHIPiaJbHUIA CUHTE3 OUIKIB. Y pe3yibTaTi bOr0 MPUTHIYEHHS MOXYTh
pO3BHBATUCS Taki MOOIYHI peakiiii, sIK JIAKTOALMAO3, aHeMis Ta Hedponartisa (mepudepudHa Ta
30poBoro Hepsa). Lli siBuINa OB TOMIMPEH] IPH 3aCTOCYBaHHI penapaty Oinbiie 28 AHiB.
Tlomenyitini 63aemM00ii, WO CNPUUUHAIOMb NIOBUUWEHHS APMEPIATbHOZO MUCKY

3a BUHATKOM BHIAJKIB, KOJM MOXJIMBE CIIOCTEPE)KEHHS 3a NallleHTaMH II0J0 WMOBIPHOTO
MIJBUIICHHS  apTepiaiIbHOTO  TUCKY, JIIHE30JIJ HE CJiJ [Opu3HA4YaTH  Malli€eHTaMm 3



HEKOHTPOJIbOBAHOIO apTEPialibHOIO TiNepTeH3i€r0, (PEeoXpOMOLUTOMOIO, THPEOTOKCUKO30M Ta/abo
CYMyTHIM NMPUAOMOM TaKWX THIIB JIKAPCHKUX 3ac00iB, K MpsMi Ta HEMPSAMI CHMIATOMIMETHKH
(mampuknan — mceBmoedeqpuH), Bazompecopw  (Hampukiax — emiHeppuH, HOpemniHehpuH),
nodamineprivni 3acobu (Hanmpukiaza rodamid, 100yTaMiH).

Cepomoninoguti cunopom

Hanxonunm crioHTaHHI MOBiZOMIIEHHS HPO PO3BUTOK CEPOTOHIHOBOTO CHHIPOMY, IMOB'SI3aHOTO 3
OJIHOYACHUM 3aCTOCYBaHHSM JIIHE30JiJly Ta CEpPOTOHIHEPriYHHX NpernapariB, BKIIOYAIOUH
AHTHUJCTIPECAaHTH (Taki SK CEIECKTHBHI iHriOITOpH 3BOPOTHOro 3axormieHHs ceporoniny (CI33C)).
ToMy onHOuYacHe 3acTOCYBaHHS JIIHE30M1ly Ta CEPOTOHIHEPriYHUX IMpernapaTiB MPOTUIIOKA3aHE
(muB. po3nin «I[IpoTunokazanHsy»), 3a BAHATKOM BHUIIAKIB, KOJIM 3aCTOCYBAaHHS SIK JIIHE30JI11y, TaK 1
OJIHOYACHE 3 HUM 3aCTOCYBAHHSI CEpPOTOHIHEPIiYHUX MpernapaTiB Mae BHUpilIalibHEe 3HAUCHHA. Y
TaKMX BUMNAJKaX MAIl€HT Ma€ 3HAXOAMTUCH MiJ MUIBHUM CIIOCTEPEKEHHSIM 3 METOI BUSBICHHS
O3HAaK Ta CHUMIITOMIB CEPOTOHIHOBOTO CHHAPOMY, TaKUX SK MOPYIIEHHS KOTHITHBHOI (DYHKIIII,
rinmepmipekcis, rineppediekcis Ta MopymeHHs: KOOpAUHAIIl pyXiB. Y pa3i BUHUKHEHHS O3HAK YU
CHMIITOMIB JIIKap Ma€ PO3TJITHYTH MOXJIMBICTh BiJIMIHM TOTO 4M iHIIOTO Tpenapary. Ilicns BigMiau
CEpOTOHIHEPTIYHOTO MpernapaTy MOKJINBE BUHUKHCHHS CAMIITOMIB BiMIHH.

Iepughepuuna neiiponamis ma Hetiponamis 30p08020 Hep8a

[ToBimomIsIocst PO PO3BUTOK Mepr(eprudHoi HelpomnaTii, a TaKoK HelporaTii 30poBOro HepBa Ta
HEBPHUT 30pPOBOT0 HEPBA, AKi 1HOAI MPOrpecyBalid A0 BTPATH 30pY, Y MAaLI€HTIB, SIKI OTPUMYBAIH
JiKyBaHHs mpernapaToM 3UBOKC. Taki MOB1IOMIICHHS y TIEpITy Yepry CTOCYBaIKCh MAII€HTIB Y SKUX
Teparis TpuBaia Ouiblne 28 AHIB (MakCHMallbHA PEKOMEHI0BaHA TPUBANICTD JIKYBaHHS).

VYciMm marieHTaM HEOOXiHO MOBIIOMIIATH JIKap MPO BHHUKHEHHS CHUMIITOMIB HOPYILIEHb 30Dy,
TaKUX SK 3MIHU TOCTPOTH 30Dy, 3MIHU KOJIILOPOBOTO CIIPUIHSATTS, HEUITKICTh 30py a00 BUIIaJaHHS
YaCTUHU TOJSA 30py. Y MOAIOHMX BHIIaJKaX PEKOMEHJOBAHO TEPMIHOBO MPOBECTU OIS 3
HAIpaBJICHHSAM /10 O(TAIBMOJIOTa, SKIIO0 HEOOXinHO. SIKIIO MalieHT mpuiiMae 3WBOKC MPOTATOM
OUTBII Hi’K PEKOMEHT0BaHi 28 JTHIB, HOMY HEOOXI1THO PETYIISIPHO MIEPEBIPSATH 3ip.

VY pasi po3BuTKy nepudepruyHoi Helpomarii abo HeipomnaTii 30poBOro HeEpBa HEOOXITHO 3BAXKHUTH
KOPHCTb MOAAJIBIIONO JIKyBaHHS 3UBOKCOM Ta MOTEHIIHHI PU3UKU.

MosxnuBe NiABUIIEHHS PU3UKY PO3BUTKY HEHpoMaTiii Mpu 3acTOCYBaHHI J1HE30JI11y Malll€HTaM, 5Kl
MpOXOoJATh a00 HEeNIOJaBHO NPOXOJWIM TEparilo aHTHOAKTepladbHUMM IpernapaTamMu Jyis
JKyBaHHS TyOepKyJIbO3Yy.

Cyoomu

[ToBiomIsIOCs PO BUMAAKH CY/IOM Y MALlI€HTIB, K1 OTPUMYBAJIU TEPaIiio Mpernaparom 3UBOKC. Y
OUTBIIOCTI BUMA/IKIB MOBLAOMIISIIM PO TakUi (akTOp pU3UKY, K CyJOMHU B aHamHe3l. [laiienTam
He0OX1HO TOBIIOMIISITH JTIKapiB, SIKIIO Y HUX paHillle BUHUKAIU CYJIOMH.

Ineibimopu moHoamiHokcuoasu

Jline3ouni € HeceNeKTUBHUM 1HTiOITOpoM MoHoaMiHoKkcuaasu (MAO) 3Bopotnoi naii. Ilpote B
7103axX, sIKI 3aCTOCOBYIOTH Ul aHTHOAKTepiajJbHOI Teparii, BIH HE MPOSBISE€ aHTUAEIPECUBHOTO
epexTy. Y JOCHIDKEHHSX B3a€EMOJIl JIKAapChbKUX MpernapariB Ta JOCHIDKEHHAX Oe3neKu
3aCTOCYBaHHSI JIIHE30/Ay OyJI0 OTpHMaHO JyXe€ OOMEXKEHY KUIbKICTh JaHUX MPO 3aCTOCYBAHHS
TMiHE30Mily [JS JIIKYBaHHS OCHOBHOTO 3aXBOPIOBaHHS Ta/ab0 OAHOYACHOTO JIIKyBaHHS
npenapaTamu, Ki MOXKYTb HECTH MEeBH1 pu3HKHU BHac1ok npurHiduenHs MAO. Tomy 3actocyBaHHS
JHE30Jily 3a TakuX OOCTaBMH HE PEKOMEHJOBaHE, SKIIO HEMOXIJIHWBO IPOBOAUTH IHIIbHE
CIIOCTEPEKEHHS Ta MOHITOPUHT CTaHy maiienTa (auB. po3ainn «[Iportunokazanusa» ta «B3aemonis 3
IHIIMMH JTIKapChKUMU 3ac00aMU Ta 1HIII BUIU B3a€MOJIIN» ).

3acmocyeanns y no€oHauHi 3 HACU4eHUMU MUPAMIHOM NPOOYKMAMU

[MamienTam ciin peKOMEHIyBaTH YHUKATH CIIOKMBAaHHS BEJTMKOI KUTBKOCTI MPOAYKTIB, 30araueHuX
TUpaMiHOM (JIUB. po31in «B3aemois 3 iHIMME JTiKapchKUMU 3ac00aMU Ta 1HIII BUIU B3a€MOJIIN» ).
TI'inoanikemis

[ToBimomieHHS, OTpUMaH1 y MICISAPEECTPALIMHIN TTepio, CBIIYaTh PO BUIAIKH CUMIITOMAaTHUYHOT
rimoriikeMii MpHM 3acTOCYBaHHI JIIHE30JiTy, HECeNeKTHUBHOrO iHribiropy MAO 3BOpoTHOI nii, y
MaIi€HTIB 3 IYKPOBUM Jia0eToM, SKI NPUWMAIOTh IHCYJIIH ab0 TMepopaibHI TiMOTJIIKEeMidH1
npenapatu. Ilpuitom geskux inriGitopie MAO mnoB’s3aHuMi 3 TINOTNIIKEMIYHMMHU €Mi30/1aMHu Y
XBOpHX Ha IIyKpOBUH [ia0eT, sfKI OTPUMYIOTH 1HCYJIH a0o0 TIMOMTIKEeMIuHI 3aco0u. Xoda
MPUYMHHUHN 3B’S30K MK JIIHE30JIIOM 1 TIMOTJIIKEMI€I0 HE BCTAHOBIEHO, MAIIEHTIB 3 IIYKPOBHM
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niabeToM CIij| MomepekaTH MPO MOTEHIIHY TIMOTIIKeMIYHY Ppeakililo IMiJl 9ac 3aCTOCYBAaHHS
JIHE30JT1 Ty .

VY pa3i BUHUKHEHHs TiHoriikemii Moke OyTH MOTpiOHE 3MEHIIEHHS 03U IHCYNiHy a0o
NEPOPATBHOTO  TIMOTJIIKEMIYHOTO 3aco0y YW NPUIIMHEHHS 3aCTOCYBAaHHS IEpOPAIBHOTO
TIIOTIIIKEMIYHOTO 3ac00y, 1HCYIIIHY YU JIIHE30JI11y.

T'inonampiemis ma/a6o cunopom Headeksammoi cekpeyii anmuoiypemuunozo copmony (CHCAHI)
VY martieHTiB, SKi OTPUMYBAJIHU JIIHE30JI1/I Y TOCTMAPKETUHTOBHI MEPi0J, CIIOCTEPITAIMCh BUITAIKK
rinoHaTpiemii Ta/abo CHHIPOMY HeaJaeKBaTHOI CEKpEIlii aHTHUIyPETUYHOTO TOPMOHY. Y 3a3HauYCHUX
BUIAQJKaX O3HAKUM Ta CHMITOMHU BKIIOYAJIHU CIUTYTaHICTh CBIJJOMOCTI, COHJIMBICTb, 3arajibHy
CMalKiCTh, a y TSHKKHUX BHUITQJIKAX MPU3BOAWIN 1O JUXaTbHOI HEIOCTATHOCTI 1 HAaBITh CMEpTI.
PexomeHy€eThCsl perysisipHHiA KOHTPOJb DPIBHS HATPil0 B CHUPOBATI KPOBI Yy JITHIX JIOJEH, y
MAIli€HTIB, AKI NMPUIMAIOTh IIypeTUKH, Ta B IHIIUX MALI€HTIB i3 PU3MKOM TrimoHaTpiemii Ta/abo
CHCAJAI' mix yac 3acTocyBaHHs JIIKapchbKoro 3aco0y 3WBOKC. SIKIIO 3’SBIAIOTHCS O3HAKH Ta
cumntomu rinmoHarpiemii Ta/abo CHCA/I', HeoOXiTHO MPHUIUHUTH MPUUOM JIIKapPChKOTO 3aco0y i
BXKUTH BIAMOBITHUX IMiITPUMYBaIBHUX 3aXO/IiB.

Cynepingexyis

Brnus ine3omiay Ha HOpMallbHY MiKpo(]hIopy HE BUBUABCS y KIIIHIYHUX BUPOOYBAHHSX.
Buxopuctanus aHTHOIOTHKIB 1HOAI MOXE MPHU3BOAUTH [0 HAIMIPHOTO POCTY HEUYTIMBUX
oprani3miB. Hampukmnan, npubnuzno y 3% mamieHTiB, $AKi OTPUMYBaId JHE3OMT Y
PEKOMEHIOBAHUX J103aX, MPOTITOM KJIIHIYHUX JIOCIIKEHb CIIOCTEPIraau BUHUKHEHHS KaHAUI03Y,
OB’ SI3aHOTO 3 3aCTOCYBaHHAM Mpernapary. Y pa3i BUHUKHEHHS cyrnepiHdekiii mij Jyac JiKyBaHHS
CJIZI B)XUBATH BIAIIOBIIHUX 3aXO/1B.

Ocobnusi epynu nayienmis

3acToCOBYBaTH JIIHE30JI ] JIJIS JIIKYBaHHS TAIIEHTIB 3 TSDKKOK HHUPKOBOKO HEOCTATHICTIO CIIJ 3
00EPEeKHICTIO Ta JIUIIE Y CUTYAIisIX, KOJU O4iKyBaHA KOPUCTH € OIJBIIOI0 32 TEOPETHYHHHA PH3UK
(mmB. po3ain «Crocib 3acTOCyBaHHS Ta JT031»).

3acTOCOBYBAaTH JIIHE30JIIJl JUISl JIIKyBAaHHS TMAIIEHTIB 3 TSDKKOK TEYIHKOBOI HEIOCTaTHICTIO
PEKOMEHIYETHCS JIMIIE Y CUTyallisiX, KOJU OYIKyBaHa KOPUCTh € OLIBIIOI0 32 TEOPETUUHUN PU3UK
(muB. po3nin «Crocid 3acTOCyBaHHS Ta JO3H»).

Hemae HeoOX1AHOCTI B KOPEKIii J03M MpenapaTy 3aJeKHO BiJl CTATi Malli€HTA.

THopywenus chepmunvroi ¢hynxyii

JIiHe3011171 3HMKYBaB (PEPTUIIBHICTD Ta CIPUUUHSAB BIAXUICHHS MOP(OIOTIYHUX MMOKA3HUKIB SIKOCTI
CHEpMHU y 3J0POBHX JOPOCIMX CaMIIB ILIypIB NPHU PIBHAX EKCIO3ULIi, MPUOIU3HO TaKUX, IIO
OUIKyIOThCA y JoAei. 1li 3Minu mManu o6opoTHuid xapakTep. [Ipo MOXKIUBICTh BIUTUBY JIIHE30JIITY
Ha PErpoayKTUBHY (DYHKIIIIO YOJIOBIKIB HEB1IOMO.

Kniniuni sunpobysanus

Bbesneka Ta epekTUBHICTE 3aCTOCYBaHHS JIIHE30JI1 Ty OUTbIe 28 THIB HE BCTAHOBIICHI.

VY KOHTpPOJBOBAHMX KIIHIYHMX BHUIIPOOYBaHHSAX HE OpajM y4acTh Malli€HTH 3 MPOJIEXKHAMH a0o
IIIEMIYHUMU YPOKEHHSIMH, TSHKKUMU OIMIKaMH YM TaHTPEHOr0. BiAMoBiAHO, MOCBIA 3aCTOCYBaHHS
THE30JI1Ty JUIs JIIKYBaHHS TAKUX CTaHIB OOMEKEHUH.

[TosiBa GakTepiil, pe3UCTEHTHUX JI0 TIKAPCHKOTO 3aC00Y

ManoiiMOBIpHO, 1110 TNpU3HAUEHHS IMpernapary 3UBOKC Y pa3l BIACYTHOCTI J1arHOCTOBAHOL
6akrepianbHOi iH(peKLii a00 3 MPOPITAKTUYHOIO METOI0 IPUHECE IIKOTY Malli€HTOBI 200 301IBIIUTh
PHU3UK MOSIBU OaKTepiid, pe3UCTEHTHHUX JI0 JIIKAPCHKOT0 3ac00y.

3acmocysanns y nepiod eazimmocmi ado 200y8anus zpyoon.

3acTocyBaHHs Y 1epioJi BariTHOCTI. JlaHi 1040 3aCTOCYBaHHS Mpenapary 3UBOKC BariTHUM KIHKaM
oOmesxeH1. Pe3ynpTatu nociikeHb Ha TBapHHAX MPOJEMOHCTPYBAIU HAsBHICTbh PENpPOTyKTHBHOT
TOKCHYHOCTI. [TOTeHIIHHNIA PU3UK IS JTFOAMHU HassBHUN. 3UBOKC HE CITIJI 3aCTOCOBYBATH Y TIEPiOT
BariTHOCTI, OKPIM BHUITIKiB, KOJIU OYIKyBaHa KOPUCTbH MEPEBUIILYE MOTCHLIHHUI PH3HK.
3acTocyBaHHs y IEpioJl TOAYBaHHS rpyAt0. Pe3ynpTaT JOCHIKEHb HA TBapUHAX IOKAa3aly, 110
JHE30Ji1 Ta WOro MeTaboNiTH MOXYTh NMPOHUKATH y TpyaHe Moioko. OTxe, Cif NMPUIHHUTH
TOAYBaHHS IPyAJII0 IPOTArOM 3aCTOCYBAaHHS IIpenapary.




30amuicms eniueamu Ha WIBUOKICMb PeaKkuyii npu KepyeanHi aemMompancnopmom abo iHuwumu
MexaHizmamu.

Heo0xigHo monepemKaTi NalieHTiB PO MOXIIMBICTh PO3BUTKY 3aIllaMOPOUYCHHS a00 CUMITOMIB
nopyueHHsa 30py (auB. po3ain «OcobmuBocti 3acTocyBanHs» Ta «llo6iuHi peakuii») mig vac
pUHoOMY JIIHE30J1iTy Ta PEKOMEHIyBaTH iM HE KEPYBAaTH aBTOMOOILJIEM 1 HE MPAIOBaTH 3 1HIIUMH
MeXaHi3MaMH Yy pa3i BUHUKHEHHS [[UX CUMIITOMIB.

Cnoci6 3acmocysannsa ma 0o3u.

TpuBanicTh JiKyBaHHS 3aJIe)KHUTh BiJ 30yJHMKA, JOKANi3amil Ta TSHKKOCTI iH(EKINl, a TaKoX Bij
KJIIHIYHOTO e(peKTy Teparrii.

Pexomenarii 1mo/10 TpUBaJIOCTi JIIKYBaHHS, sIKI HABEJCHO HIDKYE, OYyJIM 3aCTOCOBaHI y KIIHIYHUX
JOCIiDKeHHAX. J{ns neskux BuaiB iHGEKIH Moxe OyTH JOpevyHa KOPOTIA TPUBAIICTh JIIKyBaHHS,
aJie 11e He OyJI0 OI[IHEHO y KIIIHIYHUX JTOCIIKCHHSX.

MakcumanbHa TPUBANICTh JIiKyBaHHA — 28 nHiB. be3neka Ta e(eKTUBHICTH 3acCTOCYBaHHS
JHE30J1i/1y ToBIIE HiX 28 THIB HE OyJIM BUBYCHI.

He notpi6HO miABUIIEHHS! PEKOMEHJOBAHUX 03 a00 TPUBAJIOCTI JIIKYBaHHSA y pa3i iH(eKIil, ki
CYIIPOBOJKYIOTHCS OaKTepieMi€ro.

PexoMenarii o0 103yBaHHS BIAMOBIIHO /10 MOKAa3aHb HABEJICHO B TA0JIUIII HUXKYE.

[NamienTn, miKyBaHHsA SKAX OyJIO PO3MOYATO 3 MPU3HAYECHHS 3WBOKCY JUIS BHYTPIIIHBOBEHHUX
1HQY31H, MOXXyTh OyTH NepeBe/ieH] Ha JIIKyBaHHS 3UBOKCOM [yl MEPOPAIBHOIO 3aCTOCYBaHHS. Y
TakoMy pa3l migbip no3u He MOTPiOeH, OCKUTbKM Oi0AOCTYMHICTH JHE30Jiay Tpu HpuiioMi
BHYTPILIHBO cTaHOBUTH Maiixke 100 %.

[Toka3zaHHs J1o3a Ta croci0 3acToCyBaHHS PexomeHnnoBana
Hopocii Ta mitu TPUBATICTD JIKyBaHHS
BiKOM BiJ 12 pokiB (mi6 mocmian)
Ho3zokomiasibHa THEBMOHIsI 600 mr BHYTpIIIHEOBEHHO™ 200 10-14
Herocnitanbaa mHeBMOHisS nepopanbHO KOXHI 12 roanH
(30xpema dhopmu, 110
CYTPOBOIKYIOThCS
OaKkTepieEMIEI0)

VYcknaaHeHi iHekuii mKipu
Ta 11 CTPYKTYP

[Hdexuii, CIPUYUHEH] 600 mr BHYTpIIIHEOBEHHO™ 200 14-28
Enterococcus faecium, nepopanbHO KOXHI 12 roanH

PE3UCTEHTHUM bi (o)

BaHKOMIIIMHY, 30KpemMa

1Hpexii, SIK1

CYIIPOBOJIKYIOTBCS

OaKTepieEMIEI0

Heycknanneni iHdpekuii | Hopocii: 400 Mr nepopaibHO KOXKHI 10-14
HIKIPH Ta ii CTPYKTYpP 12 rogun*

Hitu Bikom Bix 12 pokis: 600 mMr
nepopagbHO KOXHI 12 rognH

* 3acTOCOBYIOTH IIpemnapar B iHIIIH JiKapchKiil GopMi 3 MOMKIIMBICTIO BiATIOBIAHOTO T03yBaHHS.
MakcumanbHa /103a i1 JOPOCINX 1 AiTel He moBuHHA niepeBuiryBatu 600 mr 2 paszu Ha 100y .
3acmocysanus nayienmam aimnvoeo 6iky. Hemae notpedu B KOpeKllii 103u.

3acmocyseanna nayienmam 3 Hupkogorw Hedocmamuicmio. Hemae moTrpeObu B Kopekuii 103H.
Ockinbku mpubmu3Ho 30 % [03M BUBOIUTBHCS MPOTIArOM 3-TOJUHHOTO CEAaHCY TeMoJlianisy,
po3noyaToro uepe3 3 roJWMHU MICHIsl BBEACHHS Mpenapary, HalieHTaM, SKi OTpUMYBalu MOJ10HE
JMKyBaHHS, JIHE30JIJ CHiA TpU3HAYATH TMichs Tremojiamizy (muB. po3min «Dapmakoioriddi
BJIacTUBOCTI. DapMaKOKiHETHKAY).

3acmocysanus nayicumam i3 neuinkogoio Hedocmamuicmio. Hemae morpedu B KOpeKIii J03u. (AUB.
po3 i «®apmMakosIoriuHi BIacTHBOCTI. PapMaKOKiHETHKAY).



Mimu.

[Ipenapar y ganiit gikapcekiit opmi MprU3HAYAOTH AITSAM BiKOM Bij 12 poKiB.

Ilepeoo3ysanns.

Crennivyauil aHTUOT HEBIJOMUM.

He Oy1o 3apeecTpoBaHO BUIAJIKIB ITEPE03YBaHHS.

VY pa3i nepeno3yBaHHs MMOKa3aHE CUMIITOMATHYHE JIKYBaHHS Pa3oM i3 MPOBEICHHSM 3aXOiB 00
MIATPUMKH  piBHSA KiyOoukoBoi ¢inbrpamii. I[Ipubnuzno 30 % mnpuitHaToi 103u mpemnapary
BUBOJIUTHCS MPOTATOM 3 TOAMH TeMO/Iiai3y, ajle HeMa€ JaHUX 1010 BUBEACHHS JIIHE30i Ty i Yac
MpoIeayp MEPUTOHEATBHOTO Aianizy abo remonepdysii. JIBa OCHOBHHMX METAaOONITH JIIHE30JIi Ty
TaK0> BHBOJISATHCS IUISTXOM TeMOiali3Yy.

Io6iuni peakuyit.

3a3HaueHa iH(popMaIllisl IPYHTYEThCSI Ha JAaHUX, OTPUMAHHUX 13 KIIHIYHUX JOCHIDKEHb, B SKHX
ounpme 2000 qopocnux MaIieHTiB OTPUMYBAIM PEKOMEHIOBaH1 103U Mpenapary 3UBOKC MPOTATOM
nepioay 1o 28 aHIB.

HaiiyacTimuMu MOOIYHUMHU peakIisiMy, MPO SAKI MOBIAOMIISIIOCH, IO MPU3BOAMIMA IO BiJIMIHH
npemapary, OyJau TOJIOBHUH Oiunb, miapes, Hynora Ta OmroBaHHs. [lpuGmm3Ho 3 % marfi€HTiB
MPUIMHUAIIY JIIKYBaHHS Yepe3 PO3BUTOK 3yMOBIIEHUX MpenapaToM MOOIYHUX pPeaKIliil.

JlongatkoBi moOiYHI peakiii, mpo sKi MOBiIOMIISUIOCS TICIsl BUXOAY MpernapaTy Ha PHHOK, BKIIOUYCHI
70 TIepeNiKy HIKYE 13 3a3HAUYEHHSM YacTOTH BUHUKHEHHS SIK «4acTOTa HEBiZOMay», OCKUIbKH
94acTOTYy BUHUKHEHHS HE MOYKHA BCTAHOBUTH 32 HASIBHUMU JIAHHUMH.

[To6iuHi peakiii, Mpo sKI MOBIIOMIISIIOCS MPOTATOM JIKYBaHHS, HABEIEHO HIDKYE 3a TaKOIO
kimacudikamiero gactotu: gayxe dacto (> 1/10); gacrto (Bim > 1/100 mo < 1/10); Hedacto (Bix
>1/1000 mo < 1/100); piako (Bim > 1/10000 mo < 1/1000); myxe piako (< 1/10000); wactoTa
HEBiZIOMa — YaCTOTY HE MO’KHA BCTAHOBHUTH 32 HASIBHUMU JaHUMH.

Inghexyii ma ineazii: 4acTo — KaHAWA03, OPAIBHHN KaHIUI03, BariHAJIBHUN KaHIUI03, TPHOKOBI
iH(dexIii; HeyacTo — BariHiT, piIKO — aHTUOIOTHKACOI[IHOBAaHI KOJITH, BKIIOYAIOYH
MICEBIOMEMOPAHO3HMIA KOTIT*.

Poznaou 3 6oxy cucmemu Kkposi ma nimgpamuunoi cucmemu: 4YacTO — aHEMIS*T; HEYACTO —
NeiKoNeHis*, HeUTpOoreHiss, TPOMOOLUTONEHIsI*, e03uHO(LIISI; PIIKO — MAaHIUTOIEHIA™; yacToTa
HEBIJIoMa —Miesiocympecis™®, cuaepoOaacTHa aHeMis ™.

Posnaou 3 6oky imynnoi cucmemu: 4acToTa HeB1IoMa — aHa(IAKCIS.

Po3znaou 3 b6oxy memabonizmy ma xapuyéawHs.: HEYACTO — TIMOHATPIEMIsS; YacTOTa HEBIJOMa —
JaKTOAIM103*.

Po3znaou 3 60ky ncuxixu: 4acto — 6€3COHHSI.

Hesponociuni posnadu: 4YacTo — TOJOBHUH Oinb, INepBepcii cMaky (MeTaliyHHHM MpHCMak),
3araMOpPOYCHHS; HEYaCTO — CYJIOMHU™, TimecTe3is, mapecresisi; 4acToTa HEeBiJJOMa — CEPOTOHIHOBUM
cuHIpoM**, nmepudepuyuHa Helponartis™.

Po3znaou 3 60ky opeanie 30py: He4acTO — 3aTyMaHEHUH 31p*; piAKoO — AePeKT Mo 30py™; yacToTa
HEBiZloMa — 30poBa HeWpomaTis™®, HEBpUT 30pOBOTO HepBa*, BTpaTa 30py™*, 3MiHa 30pOBOrO
BITUYTTA™, 3MiHa CIIPUIHATTS KOJIBOPY*.

Posnaou 3 boky opeanie cnyxy ma pienosaeu’. He4acTo — N3BIH y ByXax.

Posnaou 3 6oxy cepys: He4acTo — apuTMis (Taxikapmis).

Posnaou 3 6oky cyoun: yacto — aprepianbHa rinepTeHsis; HeyacTo — TPAaH3UTOPHA ilIeMiYHa aTaka,
(bnediT, TpomO0dIIeOIT.

Posnaou 3 6oky winynkoso-kuuiko6oco mpaxkmy: 4acto — jaiapes, HyJ0Ta, OJIOBaHHS, JIOKaJIbHUIHI
abo re”epaiizoBaHuil OUIb y JKHUBOTI, 3aM0p, JUCIHEICis; HEYacTO — MaHKPEaTuT, racTpUT, 3IyTTH
KHMBOTA, CyXICTb y POTi, TJIOCUT, YacTi PiJKI BUIOPOXXHEHHS, CTOMAaTHUT, poO3iaaud abo 3MiHa
KOJIBbOPY S3HMKA; P1IKO — 3HEOApBIIEHHS MTOBEPXHIi 3y0iB.

Posnaou 3 6oxy eenamobiniapnoi cucmemu: 4YaCTO — BIAXWIEHHS Bl HOPM IOKa3HMKIB
(yHKIIIOHATBHUX TEYiHKOBUX mpo0, 30iumbmieHHs piBHIB AJIT, ACT abo myxHoi ¢ocdarasu;
HEYacTO — MiABUIICHHS 3aralbHOTO OUTipyOiHy.

Poznaou 3 6oxy wxipu ma niowxipnoi KiimKoSuHu. YacTO — CBEpODK, BHUCHI, HEYACTO —
KpOIIMB'sIHKA, JAEPMATUT, HaJAMipHE MOTOBHIIJICHHS; YacTOTa HEBiIOMa — OyJIbO3HI YpaKCHHS
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mKipyu, Taki sk cuHapoMm CriBeHca — JI)KOHCOHa Ta TOKCHYHHUH emiepMalbHUM HEKPOIi3,
aHrioeneMa, aJionelris.

Posnaou 3 60ky Hupok i ceuosudinbHoi cucmemu: 9acTo — TIJBUIICHHS a30Ty CEYOBHUHH KPOBI;
HEYACTO — HUPKOBA HEJOCTATHICTh, MIABUIIICHHS KPEaTHHIHY, MOJIypisl.

Posnaou 3 60xy penpodykmuenoi cucmemu ma MONOYHUX 3d703. HEYACTO — BYJIbBOBAriHAJIbHI
MOPYIICHHS.

3acanvhi po3nadu: 4acTo — rapsuKa, JIOKaai30BaHUH O1Tb; HEYaCcTO — 03HOO, BTOMA, CIIpara.
Jlocnioscenns. bioximis: 4acTO — MIABUINEHHS JIAKTATAETIAPOreHa3W, KPEaTHMHIHKIHA3W, JINa3H,
aminazu abo MOCTHpaHIiaIbHOTO (HE HATIIE) PIBHSA TJIOKO3M, 3HIKCHHS 3arajabHOro Oilka,
anpbOyMiHYy, HATpPIF0 Ta KaJbIliiO, IMJABUIICHHS a00 3HWXKEHHS pIBHA Kajilo abo OikapOoHaTYy;
HEYACTO — MiJBUIICHHS pIiBHSA HATpPif0 ab0 KaJbIlil0, 3HIKEHHS TJIFOKO3UW 0€3 TOoJoIyBaHHS,
MIJIBUINCHHS a00 3HWKEHHS PIBHA XJIOPHAIB. ['eMaroJioris: 4acTo — IMiJBHUIIEHHS KUIBKOCTI
HeiTpodiniB abo e03uHOM1IIB, 3HIKEHHS TeMOTII00iHY, TeMaTOKPUTY a00 KiIBKOCTI €pUTPOLIHTIB,
IJIBUIICHHS. a00 3HIKCHHSI KUIBKOCTI TPOMOOIIMTIB a00 JICMKOITUTIB, HEYACTO — IIiABUIIICHHS
KUTBKOCTI PETUKYJIOIMTIB, 3HIKEHHS KUTBKOCTI HEHTPO]1iiB.

* TuB. po3ain «Oco0aMBOCTI 3aCTOCYBaHHS».

** Jlus. po3nimu «I[Iporumnokazanus» ta «B3aeMomis 3 IHITUMU JIIKAPCHKUMH 3acO00aMM Ta 1HIII
BUJIU B3a€EMOJIIi1».

T Ilig 9ac KOHTPOJIBOBAHUX KIIIHIYHUX JOCITIKEHB, B SKHX JIIHE30JI1]] 3aCTOCOBYBAJIM Y TEPiOJI JI0
28 nmuiB, y 2,0 % mnamieHTiB BiA3HAuajmacs aHeMis. Y pasi 3acTOCYBaHHS HE3apeeCTPOBAHOTO
JiKapchKoro 3aco0y 3a T'yMaHITapHOIO Iporpamoro (Compassionate Use) 3a y4acTio MaIli€eHTIB 3
1H(eKLIsIMH, 1110 3arPOXKYIOTh JKUTTIO, Ta CYIyTHIMHU 3aXBOPIOBAHHSIMU BiJICOTOK MAIlI€HTIB, Y SKUX
BUHHKJIA aHEMIsl Micisl MpUioMy JIiHe30miay npotsrom < 28 nuis, ctanoBuB 2,5 % (33 3 1326) y
nopiBasHHI 3 12,3 % (53 3 430), ski mikyBamucs > 28 nauiB. CriBBimHOIICHHS 3adiKCOBaHUX
BHITAJKIB TSDKKOI aHeMii, BHKJIMKAHOI 3aCTOCYBAHHSM JIIKQpPCHKOTO 3aco0y, M0 MOTpeOyBasio
nepenuBanHs KpoBi, craHoBui0 9 % (3 3 33) y marieHTiB, 0 JiKyBaIucs npotsrom < 28 JHiB, Ta
15 % (8 3 53) y THX, XTO JIKYBaBCs MIPOTITOM > 28 JIHIB.

[ToGiuHi peaxiiii, MOB’s3aH1 13 3aCTOCYBAHHSAM JIIHE30J1/1y, 5IKi OyJIM OLIHEH] B PiAKMX BUIAAKaX K
peaxiii TSHKKOTO CTyNeHs: JIOKaIi30BaHUI a0A0MiHaIbHUI O171b, TPAH3UTOPHUH 1IIEMIYHUIN Hamaz
Ta apTepiajbHa TirnepTeH3is.

VY NocTMapKeTHHIOBHM Mepioj MOBIIOMIISUIM MPO BUIAJAKUA CHUMIITOMATUYHOI TIMOIJIIKEMII MpH
3aCTOCYBaHHI JIIHE30JIi/1y, HeCeJIeKTUBHOrO 1Hri6iTopy MAQO 3BOpOTHOI [1ii, MalliEHTaM 3 IyKpPOBUM
niaberom, [Ki NpUKHMAalOTh 1HCYJIH abo mepopaibHi TinoriaikeMmiuHi npenapatu. [lpuilom geskux
iHr161TOpiB MAO 1NOB’s13aHUI 3 TNOIIIKEMIYHUMH €Mi30[JaMHM y XBOPUX Ha IIyKpOBUH aiaber, siKi
OTPUMYIOTH 1HCYJIIH 200 TIOrIiKeMIYH1 3aCO0H.

VY nari€eHTiB, SKi OTPUMYBAJIH JIHE30J11 Y HOCTMApKETUHIOBUM MEPioJl, CIOCTEPIraIuCh BUIAAKH
rinoHarpiemii Ta/abo CHHAPOMY HEaJIeKBAaTHOI CeKpellli aHTUA1YPETHUYHOTO TOPMOHY. Y 3a3HauE€HUX
BUMAJKaX O3HAKM Ta CHUMIITOMH BKJIOYAIM CIUTYyTaHICTh CBIOMOCTI, COHJIMBICTb, 3arajlbHy
CaOKICTh, a Y TSHKKUX BHIMAAKAX MPU3BOIWIN 0 TUXAITBHOI HEIOCTATHOCTI 1 HABITH CMEPTI.
3simyeanus npo nido3prosauni nodiuHi peaxyii

3BITYBaHHS PO M1JO3PIOBaHi MOOIUHI peakiii micis peecTpallii JiKapchKoro 3aco0y Mae Ba)JINMBe
3HavyeHHs. Lle nae 3mory 3xiiicHIOBaTH Oe3nepepBHUI MOHITOPUHT CIiBBIJHOIIEHHS PU3HK/KOPUCTD
3aCTOCYBaHHA Jikapcbkoro 3acoOy. KpamidixoBaHux mpamiBHUKIB y cdepl OXOpPOHU 370pOB’s
IpOCATh 3BITYBaTH Mpo OyIb-iKi Mio3proBaHi HeOakaHi peakiii BiAMNOBITHO JIO JIOKAJIbHOL
CUCTEMH 3BITHOCTI.

Tepmin npuoamnocmi. 3 poxu.

YMmoBu 30epiranns. 30epiraTi B OpUriHaNbHIN YIAKOBII NpH Temrnepatypi He Buiie 25 °C
y HEZIOCTYITHOMY JIJIsl ITEH MiCIIl.

YnakoBka. Tabnetku o 600 mr; mo 10 Tabnetok y 6micrepi; mo 1 ogHoMy Onictepy B KapTOHHIH
KOpoOTIi.

Kareropis Binmycky. 3a penenrom.
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Bupo6nuk. [1paiizep @apmacrorikans JIJIC/Pfizer Pharmaceuticals LLC.

Micue3Haxo:KeHHsI BUPOOHHUKA Ta ajJpeca Micls MPOBAJIKEHHS HOro AisIbHOCTI.

Kwm 1.9, Poyn 689, Bera baiis 00693, ITyepro Piko, CHIA/Km 1.9, Road 689, Vega Baja 00693,
Puerto Rico, USA.

abo*

Bupoouuk. [1daiizep Menrodexuaypunr Jovunenn ['m6X.

Micue3HaxokeHHs1 BAPOOHHUKA Ta ajpeca Miclsi NPOBAJIKEHHS HOro AisIbHOCTI.
Berpibmrerre @paitdypr, MycBanbaans 1, 79090 @paiidypr, Himeuunna.

JlaTa ocTAHHBOTO NepPerJsay.
02.09.2022

* B incmpykyii, wo 6Kk1a0eHa 8 KapmoHHy KOPOOKY, 3a3HAUAEMbCA Tuue 00UH 6UPOOHUK (MO, WO

3a0IsAHUL OJ151 UNYCKY cepii).
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