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Cknap:

ditoya peyosura: linezolid;

1 1abnetka micTuTb NiHe3oniay y nepepaxysakHi Ha 100 % peyosuHy 600 mr;

00NOMiXHI  peyosuHU:  LeNtN03a - MIKPOKPUCTaNiuHa;,  KPOXManb  KyKypyA3AHWI;
TiAPOKCUNPONINLENoN03a; HaTpito KpoxmanbriikonaT (Tun A); marHito cTeapar; cymii Ans
nokputTA «Aquarius Preferred HSP BPP218011», o MicTUTb ripoKcunponinmeTnLentonosy,
TutaHy piokeua (E 171), KonoBigoH, MonifekcTpo3y, monieTuneHrnikonb, TpuraiLepuan
CepeaHbOro NaHLora.

Jlikapcbka popma. TabneTku, BKpUTi nniBkoBoo 060M10HKOH.
OcHosHi i3uKo-ximiuxi 8nacmusocmi: TabneTku, BKpUTI NAIBKOBOK 06010HKOK 6inoro abo
Maiixe 6inoro Konbopy, 0BanbHoT Gopmu, 3 ABOONYKNOK NOBEPXHEIO.

(apmakoTepaneBTHYHa rpyna. AHTHOaKTepiabHi 3aC061 ANA CUCTEMHOTO 3aCTOCYBaHHS.
Kon ATX JOTX X08.

(DapmakonoziyHi enacmusocmi.

OapmaroduHamika.

3aranbHi xapakTepucTuki.

JliHe30nip — CMHTETYHA PEYOBHHA, LLIO HANEXNTb 40 HOBOTO KNacy aHTUMIKPOOHIX 3aC06iB —
0KCa30/1iANHOHIB. BiH BUABNAE aKTUBHICTB in vitro npoTy aepobHX rpamno3nTUBHIX baKTepili
Ta aHaepobHuX MikpoopraHi3mis. JliHe3onin BMGIpKoBO mpurHiuye cuHTe3 6inkis GakTepiit
uepe3 yHiKanbHuil MexaHi3m Aii. BiH 6e3nocepeHbo 38'A3yeTbea i3 pubocomamm bakTepiii
(235 3 50S cybopmHUMLb) Ta MepeLiKOfKAE YTBOPEHHI (GYHKLiOHANbHOrO iHiLitoloyoro
Komnnekcy 70S (Baxn1BOro KOMMOHEHTa NpoLecy TpaHcnALi).

MowmpeHicTb HabyToi pe3nCTEHTHOCTI MOXe 3MiHIOBaTUCA reorpadiuko Ta y vad Ans
OKpemuX BUAIB, TOMy 6axaHo CupaTuea Ha MicueBy iHGOPMALLito CTOCOBHO Pe3NCTEHTHOCTI
MIKpoOpraHi3mis, 0co6n1Bo Npu NiKyBaHHI TAXKMX iHdeKUit. Y pa3i HeobXiAHOCTI, Konw piBeHb
NOLLMPEHOCTi Pe3UCTEHTHOCTI MIKPOOPraHi3MiB Ha MicLLeBOMY PiBHi € TaKIM, LLIO KOPUCTb Bifl
3aCTOCYBaHHA NiKaPCbKOro 3acoby, NPUHAMHI CTOCOBHO A0 AeAKMX BUAIB iHdeKLIil, BUKNMKAE
CYMHIBY, CNifl 3BEPHYTUCA 32 KOHCYNbTALI€0 [0 eKcnepTa.

YyTnuBi mikpoopraniamu

[pamno3uTuBHi aepobHi  mikpoopranismu: Enterococcus faecalis, Enterococcus faecium®,
Staphylococcus — aureus®,  koarynasoHeraTuBHi - cTainokoku, Streptococcus agalactiae®,
Streptococcus pneumoniae*, Streptococcus pyogenes™, Group C streptococci, Group G streptococci.
[pamno3uTugHi  aHaepobHi  mikpooprawismu: Clostridium  perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus species.

Pe3vctenTHi mikpooprawismu: Haemophilus influenza, Moraxella catarrhalis, Neisseria species,
Enterobacteriaceae, Pseudomonas species.

*KniniyHa eQeKkTUBHICTb Oyna NpOAEMOHCTPOBaHA ANA UYTMMBMX LWTAMiB 3rigHO 3
3aTBePIPKEHNMY NOKA3aHHAMM.

Xoua niHe3onin AeMOHCTpYe AeAky aKTUBHiCTb in vitro npotw Legionella, Chlamydia
pneumoniaeta, Mycoplasma pneumoniae, HefLOCTaTHbO AaHUX ANA NIATBEPAXKEHHA KNiHIYHOT
edeKTUBHOCTI B LX BUNAAKaX.

[epexpecHa pe3nCTeHTHICTb

MexaHi3m gii nike3onipy Bifpi3HAETHCA Bif TAKOO iHLIMX KNACiB aHTUOIOTHKIB. [loCNifXeHHs
KNHIYHUX  WTaMiB  (METULMAIHPe3NCTEHTHUX  CTAQINOKOKIB, BaHKOMILVIHPE3UCTEHTHIX
€HTEPOKOKIB, @ TaKOX MeHiLuniH- Ta epUTPOMILMHPE3NCTEHTHUX CTPenTOKOKIB) in vitro
N0Ka3yloTb, LU0 NiHE30Mif 3a3B1NYaii aKTUBHUI BIAHOCHO MiKPOOPTaHi3MiB, CTillKIX [0 0AHOTO
UM AeKINbKOX iHLLMX KNaCiB aHTUMIKPOOHUX areHTiB.

(rifikicTb A0 niHe30nipy NoB'A3aHa 3 TouKoBUMY MyTaLiamu B 23S pPHK.

Oapmarokinemuka.

JlikapcoKuit 3aci6 Jlive3oniguH MicTuTb niHe30nig, LWo € 6ionoriyHo aKTUBHOK PeyoBUHOI Ta
MeTaboni3yeTbCA 10 HeaKTUBHMX MOXIAHMX.

A6copbuis

JliHe3omia HTEHCMBHO BCMOKTYETbCA MiCNA NepopanbHOro 3actocyBaHHA. MakcumanbHa
KOHLieHTpaLlif y nna3mi KpoBi AOCATAETbCA NpuBAN3HO Yepe3 1-2 roAuHI NiCNA 3aCTOCYBaHHS,
a abconioTHa BiofocTynHiCTb Npenapaty cTaHoBUTL 6an3bKo 100 %. Tomy niHe3oMia MOXHa
3aCTOCOBYBATM NepopanbHo abo BHYTPIlLHbOBEHHO Ge3 Kopekuii po3n. JliHesonia MoxHa
3aCTOCOBYBATY HE3aNexHo Bif npuitomy ixi. Yac A0 AOCATHEHHA MAKCUMANbHOT KOHLEHTpaLii
36inbLuyeTbea 3 1,5 10 2,2 roANHY, (max 3HIKYETLCA NPUBNN3HO Ha 17 % Npu 3acToCyBaHHi
niHe3071iay 3 Keto 3 BUCOKNM BMICTOM XupiB. [poTe 3aranbHa eKcno3iis, Aka OLiHIETbCA 3a
AU(O_m, noziibHa B 060X BUMajKax.

Po3nogin

[NlocnigkeHHa GapmaKoKiHeTUKIN MoKa3anu, o NiHe30Miz WBIMAKO Po3NOAINAETLCA Y TKaHUHAX
3 flo6poto nepdy3ieto. MpubansHo 31 % ninesonipy 38'a3yeTbca 3 Ginkamu nnasmu Kposi, i Le
He 3aneXuTb BiZ KOHLEHTpaLil npenapary. 06'em po3noainy niHe3onigy y piBHOBAKHOMY CTaHi
¥ 300pPOBUX AOPOCNAX L06POBONbLLIB CTAHOBUTS Y cepefHbomy 40—50 . Micna baratokpatHoro
BBE/IeHHA KOHLeHTpaLlito NiHe30/iay BU3HAYanu B PisHUX pidlHaX B 06MexeHoi KinbKocTi
YYaCHNKIB—A06pOBONLLIB Y AocnimkeHHAX ¢a3u 1. BigHoweHHA KoHueHTpauii niesonipy
B C/IMHI [0 KOHLEHTpauii y nnasmi KpoBi cTaHoBuno 1,2:1, a BiAHOWEHHA KOHLeHTpauii
niHe3071iy B N0Ti 40 KOHLEHTpaLji y nnasmi kposi —0,55:1.

MeTabonizm

JliHe3onip nepeBaxHo MeTabONI3YETbCA WNAXOM OKWCNEHHA MOpdONiHOBOrO KinbLA 3
YTBOPEHHAM [BOX HEAKTUBHMX MOXIAHUX KapOOHOBOI KUCNOTU 3 PO3IMKHEHUM KiNbLem:
meTabonity amiHoeTokciouToBoi Kucnotw (A) i metabonity rigpokcietunrniunny (B).
Mepenbauaetbea, wWo Metabonit A YTBOPIOETHCA (epPMEHTATUBHUM LAAXOM, TOAi AK
YTBOpEHHA MeTabonity B onocepeaikoByeTbCA HedepMEHTATUBHUM MeXaHi3MOM, L0 BKNIOYAE
XiMiYHe OKMCNeHHA B yMOBaX in vitro. ocnimKenHA in vitro NpOAEMOHCTPYBanK, LU0 NiHe307iA
MiHIManbHO MeTaboni3yeTbca 3 MOXNUBOIK YYacTH Y LUbOMY MPOLECi CUCTEMM LIUTOXPOMY
ntopukn P450. Mpote metaboniyi wnaxv niHe3oniy 40 KiHUA He BUBYEHI.

BuBeseHHa

HeupkoBuit KnipeHC CTaHOBUTb NpU6MM3HO 65 % BiA 3aranbHoro KiipeHcy niHesonigy.
Y piBHOBaxXHOMY CTaHi npu6bausHo 30 % [o3M Npenapaty BUABAAETHCA B Cevi y BUMIAAI
ninesonigy, 40 % — y Burnagi metabonity B i 10 % — y Burnaai metabonity A. CepepHiit
HUPKOBMIA KNipeHC niHe30Mify CTaHoBUTb 40 MA/XB, LU0 BKA3y€ Ha kaHanbLiey peabcopbuito.
JliHe3onip y Kani NpakTUYHO He BU3HAYAETbCA, TOAI AK NpUbAM3HO 6 % [O3M Npenapary
BUABNAETLCA B Kani y BUrNALI MeTabonity B i 3 % — y Burnagi metabonity A. HesHauwa
HeniHiitHiCTb KNipeHcy crocTepiranaca npu MiABULLEHHI 1031 NiHE30MiAY, L0, 0YEBUAHO, €
HaCMiZAKOM HIXKYOrO HUPKOBOTO i HEHUPKOBOTO KNipeHcy Liboro npenapaty npu ioro BULLMX
KOHLieHTpaLiax. lpoTe A pi3HuuA y knipeHc Gyna He3HauHa i He BNMBanNa Ha yABHUIA nepiog
HaniBBMBEEHH.

TMayjenmu 3 Hupkogoto Hedocmamicmio. DapMakoKiHeTUKa NiHE30MiAY He 3MIHIOETbCA Y
NALeRTIB 3 OyAb-AKUM CTYNeHeM HUPKOBOT HEAOCTATHOCTI; MPOTe ABA OCHOBHI MeTaboniTu
niHe3oNipy KyMyMIoTbCA Y MAUEHTIB 3 HUPKOBOKW HeJOCTATHICTIO 3i 30inblueHHAM
X HaKOMMYEHHA Yy NALiEHTIB 3 BUWMM CTYNeHeM TAXKOCTI HUPKOBOT AMCOYHKLI.
(apmakokiHeTiKa niHe30niay Ta ABOX iioro MeTaboniTiB Takox 6yna AOCNiAXeHa Y navieHTis
3 TepMiHanbHoto cTaflieto HupkoBoi HegoctatHocTi (TCHH), AKi 3HaX0AATbCA Ha remogianisi. Y
gocnimxeni TCHH 14 nauienTis otpumyBany 600 Mr niHe3oniay KoxHi 12 roauH npotarom 14,5
AHA. OCKinbKK He3anexHo Bif GyHKLIT HUPOK AOCATANMCA 0HAKOBI KOHLIEHTPaLi NiHe3oniay
Yy NNasMi KpoBi, ANA NaLI€HTIB 3 HUPKOBOK HEJOCTATHICTIO He peKoMeHAYETbCA NPOBOAUTI
KopeKuilo Ao3u. [lpote, BpaxoByloun BIACYTHICTb iHdopMaLii MPO KNiHiuHY 3HauyLicTb
HaKoMMYeHHA OCHOBHMX MeTaboniTiB, CNify 3BAXMTU AOLINbHICTb 3acTOCYBaHHA NiHe3onipy
navieHTam Npu HaABHOCTI HUPKOBOI HEAOCTATHOCTI i MOTEHLiHMX PUNKIB HAKOMUUEeHHsA
TaKkux metabonirig. | nieonip, i ABa MeTaboniTh BUBOAATLCA 3a AOMOMOrOK reMogianisy.
IHpopMmaLiia npo BB NepuToHeanbHoro Aianiy Ha GapmakoKiHeTUKy niHe30oniay BiACYTHA.
TNayie#mu 3 nevikkosoto Hedocmamuicmio. DapmakokiHeTiKa niHe3onigy He 3miHioBanaca y 7
NALeRTIB 3 NOpYLLIEHHAM QYHKLT NeyiHKK Big Nerkoro o cepefHboro CTyneHa TAXKOCTi (Knac
A ab6o b 3a wkanoto Yaiinga—'to). Ha nifcTasi HaABHUX JaHUX ANA NALEHTIB i3 NOPyLLEHHAM
QYHKLi NeyiHKu Bip Merkoro o CepefHboro CTyneHA TAXKOCTI KOpUryBaHHA AO3M He
pekomeHzoBaHe. DapMaKoOKiHETUKa Y NaLieHTiB i3 nopyweHHAM QYHKUIT NeviHKn TAXKoro
CTyNeHA He OLiHIoBaNacA.

Kniniuni xapakrepucruku.

[oxazanns.
JlikyBaHHA iHQEKLill, CNPUYMHEHUX YyTAUBMMM LUTamamu aHaepobHuX abo aepobHUX
rpamMnoO3UTUBHUX ~ MIKPOOPraHi3MiB, ~ BKIOYalouM  iHQeKLii, 1o  CynpoBOAXYIOTbCA

bakTepiemielo, TaKi AK:

- HO30KOMianbHa MHEBMOHIs;

- HerocnitanbHa NHEBMOHif;

- YCKNaZHeHi iHGeKwii WwKipyn Ta il cTpyKTyp, 30Kpema ideKuii Ha Tni piabeTnyHoi cTonn
6e3 cynyTHLOro OCTEOMIENiTY, CNPUYMHEHi Staphylococcus aureus (MeTULNIHYYTAMBAMM Ta
MeTULMNIHpe3NcTeHTHIMI i3onaTamn), Staphylococcus pyogenes abo Staphylococcus agalactiae;
- HeycknaAHeHi iHekwii Wwkipyu Ta i cTpyKTYp, cnpuumHeni Staphylococcus aureus (Tinbku
MeTULMAIHYYTANBUMU i30n5Tamu) abo Staphylococcus pyogenes;

- iHQeKLi, CNpUUYMHEHi eHTePOKOKaMI, BKMIOYAIOUM Pe3UCTEHTHI A0 BAHKOMILIMHY LTaMu
Enterococcus faecium Ta faecalis.

fIKwo 36yAHUKI iHdEKLIT BKNKYAIOTb rpaMHeraTuBHi MikpoopraHiamu, KniHiYHO nokasaHe
npy3HayeHHA KoMbiHOBaHoi Tepanii.

lpomunokasanhs.

Bigoma rinepuyTnusicTb Ao NiHe3oniay abo 1o 6yAb-AKOro iHLLIOrO KOMNOHEHTa Npenapary.
JliHe30niawH He Cif 3aCTOCOBYBATY NaLlieHTaM, AKi MpuiiMaloTb 6yab-AKi MeAMYHi npenapatn,
1140 NPUrHiuytTb MOHOaMiHOKCUAA3y A Ta B (Hanpuknag deHen3uH, i3okapbokcasup, ceneriniu,
Mokno6emiz) abo npoTArom 2 TUXHIB MicnA NpuUitoMy Takux npenaparis.

3a BUHATKOM BUNAAKIB, KOMW € MOMNUBICTb PETENbHOTO MOHITOPUHTY apTepianbHOro TUCKY,
JliHe30nianH He CNif NPU3HaYaTI NaLlieHTaM 3 TaKUMU CynyTHIMY KNIHIYHUMU CTaHamu abo i3
CynyTHIM NPUOMOM TaKvX npenaparis:

- HEKOHTPONbOBAHA apTepiasnbHa rinepTeH3is, ¢eoXpomoLUTOMa, KapuWHOIA, TUPEOTOKCUKO3,
binonapHa fenpecis, WwWu3oahekTUBHMI po3nag, rocTpi eni3ofm 3anamopoyeHHs;

- iHri6iTopu 3BOPOTHOTO 3aXOMMEHHA CEPOTOHiHY, TPULMKAIYHI AHTMAENPECAHTH, aroHicTi
5-HT, peuenTopig cepoTowiHy (TpunTati), npAMi Ta HenpAMi CMNATOMIMETUKI (BKITH0UaI0UM
afipeHepriuni  GpoHxoaMnatatopy, ncespoedenpuH, GeHinnponaHonamin), Basonpecopy
(eniHedpuH, HopeniHedpuH), AonamiHepriuni cnonyku (sonamin, AobyTamit), netuauH abo
6ycnipoH.

(i NPUNUHUTU TOAYBAHHA TPYAAK NPOTATOM 3acTOCYBaHHA Npemapaty (4WB. po3ain
«3aCTOCyBAHHA Y Nepiof BariTHOCTI ab0 rofyBaHHA rPyALI0.»).

_~-NHE3ONAVH

LINEZOLIDIN

B3aemodis 3 iHwumu nikapcokumu 3aco6amu ma iHwi 8udu 3aemoditi.

IHri6iTopu MoHoaMiHOKCMAa3M

Jline3oniguH € HecenekTBHUM iHribiTopom MoHoamiHokcupasn (MAQ) 3BopoTHoi i
Y pocnimKeHHAX B3aeMofii NikapcbKux npenapatiB Ta JOCNIMKEHHAX LoAo 6e3nekn
3aCTOCYBaHHA NiHe30NiAy 6yno oTpuMaHo Ayxe 06MexeHy KinbKicTb AaHNX NPo 3aCTOCyBaHHA
NiHe30Niy navieHTam, AKi OTPUMYIOTb CYNYTHE NIKYBaHHA Npenapatamu, Lo CTBOPIOIOTb NEBHi
pu3nKK BHacnipoKk npurkivenHa MAO. Tomy 3actocyBanHA npenapary JliHe30oniauH 3a Takux
00CTaBIH He peKoMeH0BaHe, AKILO HEMOXNUBUI PeTeNbHUA MOHITOPUHT CTaHy navjieHTa
(auB. po3pinu «[lpoTunokasaxHaA» Ta «0coBAMBOCTi 3aCTOCYBAHHAY).

ToTeHujiliHi B3a€EMOAIT, LU0 NPU3BOAATD [0 NiABULLEHHA apTepianbHOro TUCKY

€ 71aHi, o y 380poBYX 106POBOMbLIB 3 HOPMaNbHUM apTepianbHUM TUCKOM NiHE3071if NOCUmioe
nigfiom apTepianbHOro TUCKY, CMPUYMHEHWIA NCeBROeGeAPUHOM Ta (eHinnponaHonamiHy
rippoxnopugom.  OfHouacHe 3acTocyBaHHA  MiHesonmigy Ta  nceBpoedespuHy abo
(eHinnponaHonamiy rigpoxnopuay Npu3BoAUTb A0 3pOCTaHHA CUCTONIYHOTO apTepianbHOro
TUCKY B cepefHboMy Ha 30—40 MM PT.CT. NOPIBHAHO 3i 3pOCTaHHAM Ha 11-15 MM pT.CT. nig
BMNMBOM BUHATKOBO NiHE30MiAY, Ha 14—18 MM pT.cT. niZ BNANBOM nuLLe nceBgoedeapuHy abo
deHinnponaHonamixy, Ha 8—11 MM PT.CT. Npu 3acToCyBaHHi nnaLebo. AHanoriuHux JocnimKeHb
33 YuacTio NavieHTiB 3 rinepreHsielo He NpoBoAunN. PeKoMeH[0BaHO peTenbHo nigbupaTn
A03M, AKI NPOABNATL BAa30NPeCOPHUI BMAWB, BKMIOYaUM AopamiHepriui npenapaty,
106 oTpUMaTI GaxaHuii peynbtat npu kKombiHOBaHOMY 3aCTOCyBaHHi NiHe3oMiAy 3 UMMM
npenaparamu.

ToTeHuiitHi cepoToHiHepriyHi B3aemogii

MoTeHuiitHi B3aEmopii MiX NiHE30MAOM Ta JeKCTpoMeTophaHOM BUBYANM Y AOCTIZKeEHH 3
YYacTio 30p0BIX A06POBOMBLLIB. YuacHVKM 0TpUMYBany AeKcTpometopdaH (aBi 4o3u no 20 Mr
3 iHTepBanom y 4 roaunu) y KombiHavii 3 nie3onigom abo 6e3 Hboro. Y 310poBUX yuacHUKis,
AKi oTpuMyBanu nike3onig Ta AeKCTpomMeTopdaH, He cnocTepirany NpoABiB CepoTOHIHOBOrO
CMHAPOMY  (CNYTaHiCTb  CBIAOMOCTI, MapeHHs, 3aHENOKOEHHA, Tpemop, MaTonoriyHmit
pym'AHeLlb, NOCUNeHe NOTOBUAINEHH, rinepnipeKcis).

locTMapKeTuHroBWit 4OCBIA: 6yno OTPUMAHO OAHE MOBIZOMAEHHS LLOZO BUHVKHEHHA NPOABIB,
nopibHMX [0 NMPOABIB CEPOTOHIHOBOTO CUHAPOMY, Y MaLieHTa, AKWi MpuitMas niHe3onia Ta
JeKCTpoMeTOpdaH, Li MPOABY 3HUKAM NiCnA BiAMiHM 060X npenaparis.

[TpoTArom KniHiuHOro 3acToCyBaHHA NiHE30MAY Ta CePOTOHIHEPTiYHIX NpenapariB, BKKYaoum
QHTUIENPECaHTI, TaKi AK CeneKTUBHI iHribiTopu 3B0POTHOO 3axonneHHA cepotoriy (CI33C),
6Gynw onucaHi BUNAZKM PO3BUTKY CEPOTOHIHOBOTO CMHAPOMY. TaKUM YMHOM, X04a KOMOiHOBaHe
3aCTOCYBaHHA VX Mpenapatis NpoTinoKasaHe (auB. po3gin «[lpoTunokasaHHa»), NikyBaHHA
NaUieHTIB, ANA AKMX NiKYBaHHA AK NiHE30NIAOM, TaK i CGPOTOHIHEPriYHMMM NpenapaTamin Mae
BUpiLUANbHE 3HaUeHHs, onicaHe y po3gini «0cobAMBOCTi 3aCTOCYBaHHSAY.

3aCT0CyBaHHA Y NOEHAHHI 3 HACMYEHNMM TUPAMiHOM NPOZYKTaMu

Y nauieHTiB, AKi oTpuMyBanW niHe3onif Ta TMpamiH y KinbkocTi meHwe 100 mr, He
cnocTepirani 3HauHoro BasonpecopoHoro edekry. Lle BiguuTb npo HeobXiAHICTb YHUKATH
NnLe HAANULWKOBOrO CNOXWBAHHA NPOAYKTIB Ta HanoiB 3 BeAMKUM BMICTOM TupamiHy (a
came — 3pinux cupiB, APIKAKOBUX eKCTPAKTIB, HEANCTUNBOBAHMX aNKOTONbHIX HamMoiB Ta
(epMeHTOBaHIX MPOAYKTIB i3 coeBUX 606iB, TaKIX AK COEBMIA COYC).

lpenapaty, AKki MeTaboni3ylTbCA 3a ONOMOrot0 LuToxpomy P450

TliHe3onip He 3a3Hae MeTaboniyHMX nepeTBOPeHb Mif BMAMBOM (epMeHTaTUBHOI CUcTeMU
uuToxpomie P450 Ta He npurHivye GyHKLIi XOAHOTO 3 KNIHIYHO 3HAUYLLVX i30hOPM LIUTOXpOMY
P450 nioguim (1A2, 209, 2C19, 2D6, 2E1, 3A4). AHanoriuHo, niHe3onin He CpUYMHAE
iHAYKLIT i30depmenTiB LuToxpomis P450 y wwiypis. ToMy He ouikyeTbca BRAMBY Nie30Miay Ha
(hapMaKoKiHeTUKy iHLLMX nikapcbKux 3aco6iB, Aki MeTabonizytotbea CYP450.

Pugpamniyun. Bnnve pudamniumHy Ha GapmakokiHeTuky niHe3onidy BuBYanu y 16 310poBux
LOpOCMX [06POBONBLB YONOBIYOI CTaTi, AKIM BBOAWNN NiHeonia (600 Mr ABivi Ha poby
npoTArom 2,5 AkA), y Kombiavii 3 pudamniumHom (600 mr 1 pa3 Ha 406y npotarom 8 AHiB) Ta
6e3. PudamniLinH 3HIXKYBaB NOKa3HUKN me T1a AUC nike3onigy B cepegHbomy Ha 21 % (90 %
[115,27) Tay cepeprbomy Ha 32 % (90 % [l 27, 37) BignoBigHo. MexaHi3m Takoi B3aemopii Ta
1 KNiHiYHe 3HaYeHHA HeBiAOMI.

Bapapun. Npn gonasaxHi BapdapuHy fo Kypcy NikyBaHHA NiHE30MIAOM Y PiBHOBaXHOMY
cTani cnoctepiran 10 % 3HIKeHHA cepefHboro Makcumanbhoro MHC npu opHouacHomy
3actocyBanHi, npu ubomy AUC MHC 3HuxyBanack Ha 5 %. [laHux npo nawieHTis, AKi 0fHOYacHO
OTPUMYBaNM BaphapyH Ta NiHe30Mif, HeOCTaTHbO ANA OLHKY KNIHIYHOTO 3HAUeHHs, AKLLO
BOHO €.

AnTubiotukn

A3mpeoram. DapmakokiHeTiKa niHe3oniay a6 a3TpeoHamy He 3MIHIETbCA NPY OBHOYACHOMY
3aCTOCYBaHHi LWX npenaparis.

TeHmanmiyur. DapmakokiHeTvKa niHe30Mify a60 reHTaMiLIHY He 3MIHIOETbCA NPV 0HOYACHOMY
3aCTOCYBaHHi LWX npenaparis.

[JlocnizpkeHHa in vitro NPOAEMOHCTPYBANW AAUTUBHICTb a60 iHAMDEPEHTHICTb MixX niHe3onifom
Ta BaHKOMILMHOM, TeHTaMillHOM, pudamniHOM, iMineHeM-LuNacTaTMHOM, a3TpeoHaMoM,
amMniLnuNiHOM, CTPeNTOMILHOM.

AHTMOKCUAAHTH

llpn ofHouacHomy 3acTocyBaHHi npenapaty 3 BitamiHom C abo BitamiHom E npoBoguty
KOPeKLito 403V NiHe301ify He PeKOMEHAYETbCA.

0Oco6nueocmi 3acmocyeaHHs.

Mienocynpecia

Mosigomnanu npo Bunagku mienocynpecii (3okpema aHemii, neiikoneHii, naHuuToneHii i
TPOMOOLUTONEHi) Y AeAKUX NauieHTiB, AKi 0TpUMyBany NiHe3onia. € AaHi, Wo nicna BigMiHu
NiHe30NiAy reMaTonoriyHi NOKa3HUKK MOBEPTanNCs A0 PiBHA, AKWI CNOCTepiraBca A0 noyaTky
NikyBaHHA. IMOBIPHO, pU3nK po3BUTKY LUX eGeKTiB NOB'A3aHMil 3 TPUBANICTIO NiKyBaHHA. Y
NALeRTIB NITHLOrO Biky 3aCTOCYBAHHA NiHE30MiAY MOXe CYNPOBOAXYBATUCA Binblu BUCOKMM
PU3MKOM PO3BUTKY NaTonoriyHux 3MmiH KPOBi MOPIBHAHO 3 MONOALMMM NavieHTamn. Y
NALEHTIB i3 TAXKOW HUPKOBOIO HEMOCTATHICTIO (HE3aneXHo Bif TOro, UM NPOXOAATb BOHM
npowezaypy Aianisy) MOXnuBe NiABULLEHHA YacTOTV PO3BUTKY TPOMOOLUTONEHIT. TaKM UnHOM,
peTenbHMii MOHITOPUHT GOPMYAY KPOBI HEOOXiAHMIA ANA TaKuX rPYN NALERTIB: NaLieHTH 3 yxke
iCHYI040K0 aHeMielo, rpaHynouuToneHieio abo TpomboLTONeHi€lo; NaieHTn, AKi OTpUMYIOTH
CynyTHi NpenapaTw, 3AaTHi 3HIXKYBATU PiBHi reMOrnobiHy, 3MeHLLyBaTH KinbKicTb GopmeHmx
efleMeHTiB KpoBi abo HeratMBHO BMAMBATU HA KinbKicTb YM QYHKUiIOHNbHY aKTUBHICTb
TPOMOOLUTIB; NALEHTH 3 TAXKKOK GOPMOK HIPKOBOT HEAOCTATHOCTI; MALLiEHTH, KYpPC NiKyBaHHA
AKUX TpuBae binblue 10—14 AHiB. 3acTocoBYBaTI NiHE30MIA ANA NIKYBAHHA TaKMX NaLlieHTiB
6axaHo NuLLe y NOEAHAHHI 3 PeTeNbHUM KOHTPONEM PiBHIB remMorso6iHy, 3aranbHoro aHanisy
KPOBI Ta, AKLLO MOXIBO, KiNbKOCTi TPOMOOLUTIB.

fIKWo nig vac nikyBaHHA NiHe30Mi40M PO3BUBAETbCA 3HAYHA MI€NoCynpecia, NikyBaHHA
HeoOXiHO MpU3YNUHUTU. BUHATKOM € BMMAZKW, KOMM MPOJOBKEHHA NiKYBaHHA BU3HaHe
abeonioTHO HeoOXiAHMM. Y TaKuX CMTyauiax HeoOXiAHO NPOBOAUTM PETeNbHMA MOHITOPUHT
NOKA3HYKiB 3aranbHoro aHanisy KpoBi Ta BNPOBaJKyBaTy BiANOBIAHI CTpaTerii NikyBaHHA.
Kpim Toro, pekomeH/10BaHO LLOTVXHA NPOBOAUTI MOHITOPUHT NOKa3HIKIB 3aranbHoro aHanisy
KpOBi (BKMIOYalOUM BU3HAUeHHA PIBHIB remorno6iHy, KinbkocTi Tpom6ouwTiB, 3aranbHoi
KinbKocTi neiikowuTiB Ta po3ropHyToi NeiikoLuTapHoi popmyni) y naienTis, Aki npoxoaaTb
NiKyBaHHA NHE3071iA0M, He3aneXHO Bif M0YaTKOBYX NOKA3HUKIB aHaNi3y KPOBI.

Y BOCNifKEHHAX i3 33CTOCYBAHHAM He3apeecTpOBaHOT0 NiKapcbKoro 3acoby 3a rymaHitapHow
nporpamolo (compassionate use) B rpyni nawienTis, Ak oTpUMyBanu niHe3onia npotarom 28
LHIB (MaKkCManbHa pekoMeHZOBaHA TPUBAMICTb NiKyBaHHA), CMocTepiranu MiABULIEHHA
YacToT BUHUKHEHHA cepito3Hoi aHemii. Taki nawieHTn vacTiwe notpebyBanu nepenuBaHHa
KkpoBi. llpo Bunagku aHemii 3 notpebolo y nepenuBaHHi KPoOBi TakoX MOBIJOMAANN Y
NOCTMAPKeTUHIoBOMY nepiofi. Taka aHemia uacTille BUHUKaNA y NaLienTiB, AKi 0TpuMyBanu
NiHe30nig GinbLue 28 AHiB.

TakoX y NOCTMapKeTUHrOBOMY Mepiodi MOBIAOMMANOCA NMpO BMNAZKM CUAepobnacTHoi
aHemii. Cepesl BUNAZKiB, AnA AKwx 6YB BiZOMMI Yac NoYaTKy NikyBaHHA, 6inblicTb nawieHTiB
oTpumyBana nikesonin binble 28 pwig. Micnd npunuHeHHA 3acTocyBaHHA niHesonipy
6inbLLICTb NaLieHTIB MOBHICTIO ab0 YaCTKOBO 0AyXKyBanu BHAaCNiAOK NpoBe/eHHsA NiKyBaHHA
aHeMmii a60 HaBiTb 6e3 NikyBaHHA.

[lncbanaHc nokasHUKIB NETanbHOCTI Y KNiHIYHOMY AOCHIKEHHI 3 YyacTi MmauieHTiB 3
iHOeKUiAMN KPOBOTOKY, MOB'A33HUMM 3 BWKODUCTAHHAM KaTeTepiB Ta CNpUYMHEHUMY
IPamMno3NTUBHUMY 36yIHUKAMN

Y xoAi BIAKPUTOr0 AOCTIMKEHHA 3 YUacTio NALEHTIB i3 CePIAO3HUMI BHYTPILUHBOCYANHHAMMN
iHGeKLiAMN, CIPUYMHEHNMI BUKOPUCTAHHAM KaTeTepis, CnocTepirani 3pocTaHHA NeTanbHoCTi
y Tpyni NauieHTiB, AKAM 3aCTOCOBYBanM INiHe30MiA, MOPIBHAHO 3 rpynamin NiKyBaHHA
BaHKOMILIMHOM/ AMKNOKcALMAiHOM/OKcawuniHom (78 3363 (21,5 %) npon 58 3 363 (16,0 %)).
OcHoBHUM ()aKTOPOM BMAUBY Ha MOKA3HMK NeTanbHOCTI 6yna HaABHICTb rpamno3nTUBHOI
iHQeKLii Ha noyaTKoBOMY PiBHI.

MoKa3HWKN  NeTanbHOCTI Y  NauieHTiB 3 iHQeKUiAMYM, CNPUYNHEHMMU  BUHATKOBO
TPaMno3UTUBHUMY OpraHiamamu, 6ynn cxoxi (nepeBaxHe cniBBigHoweHHa 0,96; 95 %
#oBipunii iHTepgan: 0,58—1,59), ane y rpyni nikyBaHHA NiHE30MIAOM YacTOTa NeTanbHUX
BUNaZKiB Gyna 3HauHo BuLLoto (p=0,0162) y navjienTiB 3 byaAb-AKIM [0AATKOBUM 36YAHUKOM
b0 BifCYTHiCTIO 30YAAHNKIB Ha NMOYaTKOBOMY PiBHI (NepeBaxHe CniBBiAHOWEHHA 2,48; 95 %
LoBipunii iHTepBan: 1,38—4,46). Haitbinblwumii aucbanaHc cnoctepiraBca nig yac nikyBaHHA
Ta NpoTAroM 7 JHIB 3 MOMEHTY BifMiHM A0CNiAKyBaHoro npenapary. binbiwictb navienTis y
rpyni NiKyBaHHA NiHe30MiAOM Habynu rpamHeraTuBHi iHdeKLii npoTArom AOCNIAXeHHA Ta
nomepAn Bif iHeKLjit, CNPUYMHEHIX TPaMHeraTUBHUMY 36yAHIKaMM, Ta Bif NONIMiKPOOHIX
iHOEKL. TaKUM YHOM, NpY YCKNAZAHEHNX IHOeKLiAX WKIPK Ta M'AKUX TKAHWUH Y NaLliEHTIB 3i
BCTAHOBNEHOI0 60 Nif03PIOBAHOI0 CYNYTHBOK iHEKLi€l, CMPUYMHEHOK TPAMHEraTUBHUMM
36yaHuKamu, NiHe3oMia4 CNif 3acTOCOBYBaTM MuLe Y pasi BiACYTHOCTI iHWWMX BapiaHTiB
nikyBaHHA (aue. po3pin «[lokasaHHA»). 3a Takux 0OCTaBMH HeobXiAHO PO3MOYMHATI
napanenibHe NikyBaHHA rpamMHeraTuBHOi iHdeKLii.

[Tos’a3aHi 3 3acmocysanxAm aHmubiomucis diapes ma konim

Mpu 3acTocyBaHHi Maitxe ycix aHTUGIOTUKIB, BKMKualoun MiHe3onid, noBigomnanu npo
BUHUKHEHHA Aiapel Ta KOMiTy, MOB'A3aHMX i3 3aCTOCYBAHHAM aHTUGIOTUKIB, BKMKOUaKuM
nceegomembpaHo3Huii konit Ta noe’aay 3 Clostridium difficile piapeto (CDAD), TaxkicTb
NpoABIB AKX MOXe BapiloBaTy BiJi NOMIPHOT Aiapei 40 KONITY 3 NeTanbHUM HaCNiAKOM. Takum
YMHOM, BaX/BO BPAX0BYBATU MOXAUBICTb LbOTO AiarHo3y Y NawieHTiB, y AKWX nij yac abo
nicnsA 3aCT0CyBaHHA NiHEe30Niy PO3BUBAETLCA Aiapes. Y pasi HAABHOCTI Ni03py Ha Aiapeto um
KOJIIT, NOB'A3aHMIA i3 3aCTOCYBAHHAM aHTUGIOTUKIB, b0 Npu NiATBEPAXKEHHI LbOro AiarHo3y
HeobXiZHO MPUNMHUTY NIKYBAHHA aHTUOaKTepianbHUM npenapatamu (BKMKYaloun NiHe3onia)
Ta HeraitHo BXWTK BiANOBIAHNX TepaneBTUYHUX 3aX0AiB. Y Takux CUTYaUiAX NpoTUNOKa3aHe
3aCTOCYBaHHA Npenapartis, AKi NPUTHIYYIOTb NepUCTAbTUKY.

Jlakmoayuoo3

Mpu 3acTocyBaHHi NiHe3onidy NOBIZOMAAAM Npo PO3BUTOK NakToaumao3y. Mauiextam, y
AKUX Mifj YaC 3acTOCYBaHHA MiHE30MiAYy BUHUKAKOTb CUMNTOMYM Ta MpoABUM MeTaboniuHoro
auuao3y, BKAKYAlOUM peuuauByloyy Hynoty abo 6ntoBaHHA, 6inb y XMBOTI, HU3bKMIA
piBeHb GikapboHaTiB abo rinepBeHTUNALl0, HEOOXIZHO HeraiiHo 3BepHYTUCA 33 MeAUYHOI
A0MOMOrot0. Y pa3i po3BUTKY MONIOYHOKUCIONO aunA03y CRif 3BaXUTH KOPUCTb NOAANBLLOTO
NiKYBaHHA NiHE301iA0M Ta NOTeHLiiiHi PU3NKN.

Jucehynryia mimoxoHdpiii

JliHe3onip npurHiuye MiToXoHApianbHMiA CHTe3 6inKiB. Y pe3ynbrati LbOro MPUTHIYeHHA
MOXYTb PO3BMBATUCA TaKi MoOiuHi peakuii AK NaKToauWZo3, aHemia Ta Heilponaris




(nepudepuura Ta 3opoBoro Hepsa). Lli ABuwWA nowmpeni npu 3actocyBaHHi npenapaty
npotarom binbLue 28 AHiB.

TTomeryjtiHi 83a€mo0il, wjo cnpuyuHAMb NIOBULLEHHA apmepiansHo20 mucky

3a BUHATKOM BUNAJKIB, KON MOXNMBE CNOCTEPEXEHHA 33 NaLieHTaMK LLUOAO MiABULLEHHSA
apTepianbHOrO TUCKY, NiHE30MiA He CNiZ MpM3HauaTW nauieHTam 3 HeKOHTPONbOBaHOK
apTepianbHolo  rinepTeH3ieto, (eoxpomMoLMTOMOI0, TUPEOTOKCMKO30M Ta/abo  cymyTHIm
NpuitoMOM  TakuxX TUMIB MiKapcbKux 3acobiB AK: NpAMi Ta HempAMmi CUMNATOMIMETMKN
(Hanpuknag nceegoedeapuH), BasonpecuH (Hanpuknap eniHeppuH, HopeniHedpuH),
Zfodaminepriuni 3acobu (Hanpuknag Aodamin, 4o6yTamiH).

(epomoniHosuli cuHopom

Haaxoaunu cnoHTaHHi NOBiAOMAEHHA NPO PO3BUTOK CEPOTOHIHOBOrO CUHAPOMY, NOB'A3aHOMO
3 0JHOYACHUM 3aCTOCYBAHHAM NiHE30Mify Ta CEPOTOHIHEPriYHMX NMpenaparis, BKMKYaloun
aHTUAENPecaHTN (TaKi AK cenekTUBHI iHri6iTopy 380POTHOTO 3axonnenHs cepotoity (CI33C).
TakiiM UMHOM, OfHOYACHe 3aCTOCYBAHHA MiHE30MiAY Ta CePOTOHIHEpriYHMX mpenapatis
npoTunoKasate (41B. po3zin «[poTUNOKa3aHHA»), 33 BUHATKOM BUNAZKIB, KON 3aCTOCYBAHHA
AK NiHe3071iay, TaK i OAHOYACHe 3 UMM 3aCTOCYBAHHA CEPOTOHIHEPriyHUX Mpenapatie Mae
BUpilLAnbHe 3HAueHHA. Y Takux BUNAAKaX MaLieHT MOBMHEH 3HAXOAWTUCH Mif MUAbHUM
CNOCTEPEXEHHAM 3 METOl0 BUABNEHHA CUMNTOMIB CEPOTOHIHOBOrO CUHAPOMY, TaKuX AK
NOPYLUEHHA KOTHITUBHOI GYHKLIi, rinepnipekcis, rineppednekcia Ta nopylueHHA KoopanHaLi
pyxiB. Y pasi BUHMKHEHHA TaKuX CUMNTOMIB NiKap MOBUHEH PO3INAHYTU MOXAMBICTH
BiiMiHM Toro uv iHwworo npenaparty. Mlicna BigMiHN CepoTOHIHepriYHOro Npenapary Moxavse
BUHUKHEHHSA CUMTOMIB BigMiHN.

[epucpepuyra Heliponamis ma Hetiponamis 30p08o2o Hepea

Y nauieHTiB, AKi oTpuMyBanW NiKyBaHHA MiHE30MiAOM, MOBIROMAAAN MPO PO3BUTOK
nepudepuyHoi Heliponarii, a Takox Heiiponatii 30poBOro HepBa, AKa iHOAI Mporpecysana Ao
BTpaTy 30py. Taki NOBIROMMEHHSA, y NepLly yepry, CTOCYBanuCh NaLi€eHTiB, AKi oTpumMyBany
NiKYBaHHA NPOTATOM 28 AAHIB (MaKCUManbHa peKoMeHA0BaHa TPUBANiCTb NiKYBaHHA).

Ycim navieHtam HeobXigHO pekomeHZyBaTV MOBIAOMAATM NPO CUMNTOMM NOPYLUEHHA 30pY,
TakKi K 3MiHY FOCTPOTY 30pY, 3MiHI KONbOPOBOTO CPUIIHATTA, HEUiTKiCTb 30py a60 BUNafaHHA
YacTuHK nona 3opy. Y nodibHuX BUNaAKax peKkomeHZOoBaHO TepMiHOBO MPOBECTU OrAL 3
HanpaBneHHAM [0 0QTanbmonora, AKWO HeobXxigHo. flKILO nauieHT npuitmae niHesonia
npoTArom binbLL HiXk pekoMeHA0BaHi 28 AHiB, liomy HeobXiAHO perynapHo nepesipATy 3ip.

Y pasi po3sutky nepudepuutoi Heliponatii abo Heiiponatii 30poBoro HepBa HeobXiaHO
3BaXUTN KOPUCTb NOAANbLLOTO NIiKyBaHHA NiHE30/1iA0M Ta NOTEHLIHI pU3NKK.

MoxnuBe 3pocTaHHA puU3nKiB PO3BUTKY Heiiponatil Npu 3acToCyBaHHi NiHe30.iay nauieHTam,
AKi npuiitMatoTb abo HelLofaBHO npuiimMany aHTubakTepianbHi npenapatv AnA NikyBaHHA
Ty6epKynbo3y.

(ydomu

logigomnanu npo BUMAAKA CYROM Yy MNaLi€eHTIB, AKi OTpUMyBanM Tepanito niHe30MigoMm.
Y 6inblwocTi BUNAaKiB NOBIZOMAAAM NPO TaKMii GaKTOp PUNKY AK CYAOMM B aHaMHe3i.
[auientam HeobxiHO NOBIZOMAATY NiKapa, NPO Te, LU0 Y HUX PaHiLLe BUHUKANN CYLOMM.
IHeibimopu MoHoamiHoKcudasu

Jline3onin € HecenekTUBHUM iHriGiTopom MoHoamiHokcuaasn (MAO) 3BopoTHoi Aii. Mpote B
[103aX, AKi 3aCTOCOBYIOTb ANA aHTU6aKTepianbHoi Tepanii, Bik He NPOABNAE aHTUAENPECMBHOIO
edekTy. Y BOCNimKeHHAX B3aEMOAN NiKapcbKX npenapatie Ta AOCHIMKEHHAX Oe3neku
3aCTOCYBaHHA NiHe30Mify 6yno oTpuMaHo fyxe 06MeXxeHy KinbKicTb JaHNX NPo 3aCTOCyBaHHA
niHe3onigy ANA NiKyBaHHA MaLi€HTIB 3 OCHOBHUMU 3aXBOPHOBAHHAMM Ta/abo cynyTHIM
NiKyBaHHAM npenapaTami, Npy AKUX BUHUKAIOTb NEeBHi PU3UKKM BHACNIAOK npurHivenHs MAQ.
Tomy 3acTOCYBaHHA NiHe30Miay 3a Takux 06CTaBUH He peKoMeHZ0BaHe, AKLLO HeMOXAMBHIA
PeTeNbHMil MOHITOPUHT CTaHy MavjienTa (AuB. po3dinu «[lpoTunokasaHHa» Ta «B3aemopia 3
iHLLMMM NiKapCbKMMU 33c06amMK Ta iHLLi BUAN B3a€EMORl»).

3acmocy8arHa y NOEOHAHHI 3 HacudeHuMU MupamiHom npodykmamu

MMaujenTam cnig pekomeHAyBaTU YHUKATW CMOXWUBAHHA BENUKOI KinbKOCTI MpOAYKTiB,
36araueHnx TMpamiHom (4. po3gin «B3aemopia 3 iHWMMM NiKapCbKMMM 3acobamu Ta iHLi
BUIM B3AEMOLII»).

linoenikemia

[loBinomneHHs, oTpUMaHi Yy nicnApeecTpaliiiHuii  nepios, CBiAYaTb MpO  BUMAAKM
CUMMTOMATYHOI rinornikemii Npy 3acTocyBaHHi Nie30niay, HecenekTuBHoro inribitopy MAQ
3BOPOTHOT Ail, Y MaLi€HTiB i3 LyKpOBUM AiabeTom, AKi npuiiMaioTb iHCyniH abo nepopanbHi
rinornikemiui npenaparu. lpuiiom aeskwx inri6itopis MAO noB’a3aHuii 3 rinornikemiyHumm
eni30Zamu y XBOpHUX Ha LiyKpoBUii AiabeT, AKi OTpUMYI0Tb iHCyRiH abo rinornikemiuHi 3acobu.
Xoua npuunHHMIA 3B'A30K MiX NiHE30Mi4OM i rinornikemielo He BCTaHOBMEHO, MALjiEHTIB 3
LyKpOBMM AiabeTom C/li monepegaru npo noTeHLiliHy rinornikemiuHy peakuilo nig vac
3aCTOCYBaHHA NiHe30niay.

Y pasi BUHMKHeHHA rinornikemii moxe OyTu noTpibHe 3meHLeHHA J03u iHCYniHy a6o
nepopanbHoro rinornikemMiyHoro 3acoby UM NPUNUHEHHA 3aCTOCYBAaHHA MNepopanbHoro
rinornikemiuHoro 3acoby, iHcyniHy abo niHe3onigy.

(ynepirdpexuia

Brinug nike3oniay Ha HopmanbHy Mikpodnopy He BUBYANH Y XOAi KNIHIYHUX BUNPOBYBaHb.
3aCTOCYBaHHA AHTUGIOTUKIB THOZI MOXe NPU3BOAMTU [0 HAZAMIPHOTO POCTY HeuyTAUBMX
opraHi3mis. Hanpuknag, npubausko y 3 % nauiextis, Aki oTpumysanu niHesonip y
peKOMeHZO0BaHUX [03aX, MPOTATOM KNiHIYHMX ZOCHIZXeHb CNOCTEpiranyl BUHUKHEHHS
KaHAMA03Y, NOB'A3HOI0 3 3aCTOCYBaHHAM npenapaty. Y pasi BUHUKHEHHA cynepindexuii nig
yac NikyBaHHA Cif BXIBAT! BiANOBIAHNX 3aX04iB.

Ocobnusi 2pynu nayiesmie

3acT0COBYBAT NiHE30A1iA ANA NiKYBAHHA NALIEHTIB 3 TAXKOIO HUPKOBOK HEJOCTATHICTIO CNig 3
00€epeXHiCTH0 Ta NLLIe Y CUTYaLLiAX, KoMK 0YiKyBaHa KOPUCTb € BiNbLLOK 33 TEOPETUYHMI pU3NK
(nmB. po3ain «Cnoci6 3aCTOCyBaHHA Ta 403u»).

3acT0COBYBATY NiHE30MiA ANA NiKYBAHHA NALIEHTIB 3 TAXKOI0 NEYIHKOBOK HEAOCTATHICTIO (g
3 00epexHicTio Ta NuLLe y CUTYaLisX, Koau 0YiKyBaHa KOPUCTb € Binbluok 3a TeopeTUyHuit
pu3uK (4nB. po3ain «Cnoci6 3acTocyBaHHA Ta 403u»).

(Cratb

Hemae HeobxigHOCTi B KopeKLjii 403 npenapaty 3anexHo Big cTaTi.

[MopyuwieHHs grepmuneHoi ghyHkyii

JliHe3onia 3HMXKyBaB GepTUNbHICTb Ta CNPUYMHAB BiAXUNEHHA MOPGONOTiYHMX NOKA3HUKIB
AKOCTi Cnepmut y 30pOBYX AOPOCIMX CAMLIB LUYPIB NPy PIBHAX eKCo3uyii, npubnusHo Takuy,
1140 0uiKytTbCA Y NtoAeid. Lii 3MiHM Manu 060poTHMii xapakTep.

Mpo MOXNMBICTb BNAMBY NiHE30MiAY Ha PENPOAYKTUBHY GYHKLl0 YONOBIKIB HEBIZOMO.
Kniiuni sunpo6ysanns

be3neka Ta edeKTUBHICTb 3aCTOCYBaHHA NiHe30Midy Npu Npuitomi iforo binblue 28 AHiB He
BCTaHOBIEH.

Y BOCRifKEeHHAX He 6panu yuacTi nauieHTy 3 JiabeTUYHUMIN YpaKeHHAMY CTOM, NPONEXHAMN
260 ilwemiyHuMK ypaxKeHHAMI, TAXKMMU onikamu abo raurpeHot. BignosigHo, pocsia
3aCToCyBaHHA NiHe30MiAY ANA NiKyBaHHA TakuX CTaHiB 0OMEXeHMiA.

[oABa 6aKTepiti, pe3nCTeHTHUX A0 NiKAPCbKOro 3acoby

ManoiimoBipHo, Lo NpU3HaueHHA NiHe30Miay y pasi BiACyTHOCTI AiarHoCToBaHoi 6akTepianbHoi
iHOeKLil a60 3 NpodinakTMUHOK MeTolo NpUHece WKoAY NaLieHTOBi abo 36iNbWNTL PU3NK
noABY 6aKTepili, pe3UCTEHTHUX A0 NiKapCbKOro 3ac0by.

3acmocysanhs y nepiod sazimrocmi abo 200y8atHA 2pydoio.

3acTocyBaHHA y nepiof BariTHOCTI. Hemae azieKBaTHUX aHUX OO 3aCTOCYBaHHA NiHe3oniay
BariTHUM KiHKam. Pe3ynbtaTn JocnigeHb Ha TBapuHaX NPOAEMOHCTPYBANM HaABHiCTb
PENpOAYKTUBHOI TOKCUYHOCTI. ICHYE NOTeHLiiiHMiA pu3uK AnA niofunu. JliHe3oniguH He cnig
3aCTOCOBYBATY Y Mepiof BariTHOCTI, OKPIM BUNAZAKIB, KOMM 0YikyBaHa KOPUCTb NepeBuLLye
NOTEHLIHWIA PU3NK.

3acTocyBaHHA y nepiof roflyBaHHA rpyaaio. Pesynbratit ZOCNIfXeHb Ha TBApUHaX NoKa3any,
L0 NiHe30if Ta if0ro MeTaboniTM MOXYTb NPOHUKATI Y TPyAHE MOAOKO. OTXKe, CNif MPUNMHUTY
TO/YBAHHA PyZAI0 NPOTArOM NiKyBaHHA NpenapaTom.

30amHicme 8naugamu Ha WeUOKicmb peakyii npu KepysawHi asmompancnopmom abo iHwumu
MeXaHi3Mamu.

HeobxinHo nonepeaatu nauieHTiB Npo MOXAMBICTb PO3BUTKY 3anamopouyeHHA abo
CUMNTOMIB MopyLUeHHA 3opy (aue. po3pin «OcobnuBocTi 3axopu 6e3neku» Ta «MobiuHi
peakuii») nig yac npuitomy NiHe30Midy Ta peKoMeHayBaTI iM He KepyBaTy aBTOMobineM Ta He
NpaLoBaTy 3 iHWKUMI MeXaHi3MaMK Y pasi BUHUKHEHHA Takux CUMNTOMIB.

Cnoci6 3acmocyeanHsa ma do3u.

TpuBanicTb NikyBaHHA 3anexmTb Bif 36yAHUKa, NoKani3awii Ta TAXKOCT iHOeKLil, a TakoX B
KniHiyHoro edekTy Tepanii.

PekomeHzauii Wopo TpuBaNoCTi NiKyBaHHA, AKi HaBeZeHo HUxue, Gynu 3acTocoBaHi y
KNiHiYHUX JocnidkeHHax. [na AeAkux BuAiB iHQeKuili moxe 6yTM JopeuHa KopoTiua
TPUBANICTb NiKYBaHHSA, ane Lie He 6yno oLiHeHO Y KNIHIYHUX AOCTIKEHHAX.

MakcumanbHa TpusanicTb nikyBaHHA — 28 AHiB. be3neka Ta epeKTUBHICTb 3acToCyBaHHA
nike30nify 0BLUE HiX 28 AHIB He 6yN1 BUBYeH.

He noTpi6Ho niaBuLLEHHA peKoMeHA0BaHNX 03 a60 TPUBANOCTI NiKYBaHHA y pa3i iHeKLiil, Aki
CYNPOBOAXYITHCA baKTEpiEMieto.

PekomeHzauii 1110710 103yBaHHA BIANOBIAHO [0 NOKa3aHb HaBeAEHO B TABNNLY HIKYe.
MawienTn, NikyBaHHA AKX 6yno po3noyaTo 3 Npu3HaueHHA NiHe30NiAY ANA BHYTPILIHbOBEHHIX
iHOY3ili, MOXyTb 6yTM nepeBefeHi Ha NikyBaHHA NiHe30Mi4oM ANA NepopanbHOro
3acTocyBaHHA. Y Takomy pasi nigbip 4031 He NoTpibHMii, ockinbKu GiogocTynHicTb NiHesonigy
NPV 3aCTOCYBaHHI NepopanbHo cknapae maitxe 100 %.

Tabnuuga 2
MokasaHHa [lo3a Ta cnoci6 3acTocyBaHHA PekomeHpoBaHa
P— TpUBanicTb
[Jlopocni 1a gitn ]
BiKOM Bifj 12 pokiB NKYBAHHA
(KinbKicTb 1i6)

Ho3o0KomianbHa 600 Mr BHYTPiLLHbOBEHHO™ 360 10-14
MHEBMOHiA nepopanbHo

KOXHi 12 rogun
HerocnitanbHa nHeBMOHiA (30kpema
Bopmu, LU0 CYNPOBOAXYIOTHCA
6bakTepiemieio)
YcknapHeHi indexwii wkipn Ta i
CTPYKTYp
IHdeKwii, cnpuunHeni Enterococcus | 600 Mr BHYTPiLUHbOBEHHO™ abo 14-28
faecium, pe3ncTeHTHUMI O nepopanbHo
BaHKOMILWHY, 30Kpema iHdeKwii, AKi | KoxHi 12 ropuH
CyNpoBOKYKTbCA baKTepieMiel
HeycknageHi indexuii wkipn taii | Jopocni: 400 Mr nepopanbHo 10-14
CTPYKTYp KOXHi

12 ropuH*

[liTn Bikom Big 12 pokis: 600 mr

nepopanbHo

KOXHi 12 roauH

* 3acToC0BYBaTY Npenapar B iHLLii nikapcbKiil Gopmi 3 MOXKIUBICTIO BIANOBIAHOMO 03yBaHHA
MakcumanbHa 03a Ans JOpoCX i AiTeil He Mae nepeBuLLyBaTi 600 Mr 2 pasu Ha 106y.
3acmocysanHa nayieHmam nimHb020 8iky. Hemae notpedu B KopeKLii 4o3u.

3acmocysanHa nayieHman 3 HUPKo8ok HedocmamHicmio

Hemae notpe6u B kopekuii go3n. Ockinbku npu6ausHo 30 % [031 BUBOAUTHCA NPOTArOM

3-roAUHHOrO CeaHcy remofianiay, po3noyaroro yepe3 3 roAnHn NicnA BBeAeHHA npenapary,
navjieHTam, AKi 0TpUMyBany NogibHe NikyBaHH, NiHe307i4 CNif NPU3HayYaTy NiCnA remogianisy
(mB. po3pin «Oapmakonoriui BnacTBocTi.» «DapMakoKiHeTUKa»).

3acmocysarHa nauieHmanm i3 nevirkogoto Hedocmamuicmio. Hemae notpebu B KopeKuii fo3u.
(am.. po3gin «OapmakonoriyHi BnacTuBoCTi.» «DapMaKoKiHeTUKa»).

Jlimu.
[penapart y AaHiit nikapcbiil popmi 3acTocoByBaTH AiTAM BikOM Bifi 12 pOKiB.

[epedo3ysanHs.

CneundiyHnii aHTAOT HeBifOMUIA.

He 6yno 3apeecTpoBaHo BUNaaKiB nepeso3yBaHH.

Y pa3i nepefo3yBaHHA MoKa3aHe CUMNTOMATUYHe NiKyBaHHA 3 NPOBeJEHHAM 3aX0AiB L4070
NiATPUMKN piBHA Kny6oukoBoi dinbTpavii. MpubnausHo 30 % npuitHaTol fo3u npenapary
BMBOAWTBLCA MPOTATOM 3 TOAMH reMofianisy, ane Hemae AaHuX LoA0 BUBeAeHHs Nnie3omigy
nif yac npouedyp neputoHeanbHoro Aianisy abo remonepdysii. [1sa nepBuHHUX MeTaboniTn
NiHe3071iAy TakoX BUBOAATLCA LLAAXOM reMogjianisy.

Mo6iyHi peakuyit.

3a3HayeHa iHdopMaLlia FPYHTYETHCA Ha AaHMX, OTPUMAHKX i3 KNIHIYHUX JOCTIMKeHD, B AKUX
6inbLue 2000 0pocANX NALEHTIB OTPUMYBaNU PeKOMeH/0BaHi 1031 Npenapary TepMiHOM 0
28 pHiB.

HaitvacTiwnmn nobiyHumn peakuiamu, npo AKi NOBIOMAANY, L0 NPU3BOAMAN A0 BiAMIHY
npenapary, 6yau ronoBHuii 6inb, Aiapes, HynoTa Ta 6mioBanHA. MpubausHo 3 % naviewTis
NPUNUHUIN NIKYBaHHA Yepe3 PO3BUTOK 3yMOBNEHIX NpenapaTom No6iuHIX peakiil.
[NlopaTkoBi no6iuni peakwii, Npo AKi NOBIROMAANOCA MICNA BUXOAY MPenapaty Ha PUHOK,
BKMIOYEHi A0 Nepeniky HiKue i3 3a3HaueHHAM YacToTH BIUHUKHEHHA AK «YacToTa HeBifOMa»,
OCKINbKM YaCTOTY BUHUKHEHHA He MOXHA BCTAHOBUTY 32 HAABHUMU AAHUMU.

Mobiuni peakuii, npo AKi NOBIAOMNANM NPOTATOM NiKyBaHHA, HaBEAEHO HIKYE 3a TaKol
Knacudikavieio yactoti: ayxe yacti (> 1/10), vacti (> 1/100, < 1/10), Hevacti (> 1/1000,
< 1/100), nooauHoki (> 1/10000, < 1/1000), pigkicHi (> 1/10000) i yactoTa HeBioma (He
MOXHa BCTaHOBITY Ha NiACTaBi HAABHIX AHNX).

IHgpekyii ma iHeasii: vacTi — KaHAMZ03, OPanbHWA KaHAMAO3, BariHaNbHUI KaHAWAO3,
rpubKoBi iHeKuii; HeyacTi — BariHiT; pigki — aHTUbioTMKOaCOLI0BaHI KONiTH, BKMIOYal0UM
nceBaoMemMOpaHo3HuiA KoniT*.

3 Goky cucmemu Kposi ma nim@amuyHoi cucmemu: YacTi — aHemia*t; HeyacTi — neiikoneria*,
HeiiTponeHia, TpombouuToneHia*, eo3uHodinis; piaki — naHuuTonenia*; yactota Heigoma —
Mienocynpecis®, cupepobnactHa aHemia™.

3 60Ky imyHHOT cucmenmu: YacToTa HeBiZoMa — aHadinakis.

3 Goky memaGonisMy ma Xap4y8aHHA: HeuyacTi — TiNOHATPIEMiA; yacToTa HeBifoMa —
naKToaLmpo3*.

3 60Ky ncuxiku: yacTi — 6e3COHHS.

Hesponoziyni po3nadu: uacti — ronoBHuii 6inb, nepsepcii cMaky (MeTaniuHmii npucvak),
3aMamMopoYeHHs; Heyacti — Cymsomu™, rinectesis, napectesif; yacToTa HeBigjoma —
CEPOTOHIHOBMIl CUHAPOM**, nepudepuyHa Heiiponatia®,

3 GoKy opeaie 30py: HeyacTi — 3aTyMaHeHHA 30py™; piaKki — AedeKT nona 3opy*; vacota
HeBifjOMa — 30p0Ba Heliponatia®, HeBPUT 30pOBOro HepBa®, BTpata 30py*, 3MiHa 30poBOro
BIfUyTTA®, 3MiHa CMIPUAHATTA KONbOPY™.

3 6oky opeanie cnyxy ma pigHo8azu: HeuacTi — A3BiH y BYXaXx.

3 6oKy cepys: HeyacTi — apuTMia (Taxikapgia).

3 6oky cyour: vacti — apTepianbHa rinepTeHsia; HeuacTi — TPaH3UTOPHA ilLeMiuHa aTaka,
bnebit, pombodnedir.

3 GoKy WITyHK0BO-KUWIKOB020 Mpakmy: YacTi — fiapes, HynoTa, 6NM0BaHHA, NOKanbHuil abo
reHepanizoBaHuii 6inb y XMBOTI, 3anop, AUCNENCia; HeyacTi — NaHKpeaTuT, racTpur, 3ayTTa
KIBOTA, CyXiCTb Y POT, IMOCT, YacTi Pifki BUMOPOXHEHHA, CTOMATUT, po3naan abo 3miHa
KOnbopy A31Ka; PiKi — 3HebapBeHHA NoBepxHi 3y6iB.

3 Goky 2enamobiniapHoi cucmemu: YacTi — BiAXUNEHHA Bil HOPM NOKA3HUKIB (YHKLIOHaNbHUX
neyvikoByX npob, 36inbiuenHs pisHi AJTT, ACT abo nyxHoi Gocdatasu; HeuacTi — NiABHLLEHHA
3aranbHoro Ginipy6iny.

3 Goky wkipu ma nioWKipHoi KNIMKoBUHU: uacTi — cBepOiX, BUCAN; HeuacTi — KpOMKB'AHKa,
[AepMaTyT, HaAMipHe NOTOBMAINEHHS; YaCTOTa HeBifOMA — 6YNbO3Hi ypaXkeHHA LLKipW, Taki AK
cuHapom (TiBeHca—[KOHCOHA Ta TOKCMYHWIA eniepManbHuii HeKponi3, aHrioefiema, anonedis.
3 Goky HUpoK | ce408UAIMbHOI cucmemu: YacTi — NiZABULLEHHA a30Ty CEYOBMHIN KPOBI; HevacTi —
HUPKOBA HeJJOCTaTHICTb, NiJABULLIEHHA KpeaTUHiHY, noniypis.

3 Goky penpodykmugHoi cucmemu ma MOMOYHUX 3/103: HeYacTi — ByNbBOBATiHANbHI
NOPYLUEHHSA.

3a2an6Hi po3n1adu ma nopyweHHs y micyi 86e0eHHs: YacTi — rapauka, 1okanizoBaHmii 6inb;
HeyacTi — 03H06, BTOMa, 6inb y MicLji iH'eKwii, cnpara.

Jlocnioxerns. bioximia: yacTi — NiABUILEHHA NaKTaTAeriAporeHasy, KpeaTuHiHKiHazm, ninasu,
aminasu abo nocTnpaxpianbHoro (He Hatile) PiBHA TMIOKO3M, 3HINKEHHA 3aranbHoro 6inka,
anbbymiHy, HaTpilo Ta KanbLito, NiABMLLEHHA abo 3HIKEHHA Kanilo abo Gikap6oHaTy; HevacTi
— MiABULEHHA HaTpilo ab0 KanbLiito, 3HUXKeEHHA KON 6e3 ronoayBaHHA, MiABULLEHHA
a0 3HIXeHHA Xnopugis. [emartonoria: vacti — NiABULLEHHA KinbKocTi HeiiTpodinia abo
€031HOQINIB, 3HIXEHHA reMornobiHy, remaToKpuTy abo KinbKOCTi epUTPOLWTIB, MiABULLEHHA
a0 3HWKEHHA KinbkocTi TpombouwTiB abo neiiKouuTiB; HeyacTi — MiABULIEHHA KinbKocTi
PETUKYNOLWTIB, 3HUXEHHA KINbKOCTi HeATpOdiniB.

* [lue. po3pin «0co6nnBOCTI 3aCTOCYBAHHSY.

** [IB. po3pinu «[poTunokasaHa» Ta «B3aemogia 3 iHLWMMM niKapcbkuMK 3acobamu Ta iHLi
BUAV B3aEMOAIN».

1 Tlig yac KOHTponboBaHUX KAiHIYHUX JOCHiIMKeHb, Y AKX NiHe30Mi4 3aCToCoBYBanu y
nepiog Ao 28 AHig, y 2,0 % navjeHTiB Bif3Hayanaca aHemis. Y nporpami i3 3acTocyBaHHAM
He3apeecTPoBaHOrO JiKapcbKoro 3acoby Mo rymaniTapHiit nporpami (compassionate use) 3
YUaCTI0 NALiETIB 3 iHdEKLIAMY, L0 3arpOXKyIOTb XKUTTIO, Ta CYNYTHIMI 3aXBOPIOBAHHAMY,
BI[ICOTOK MLi€HTiB, Y AKWX BUHWKNA aHeMiA MicnA npuitomy niHe3onigy npotarom < 28
[IHiB, CTaHOBMB 2,5 % (33 3 1326) nopiBHAHO 3 12,3 % (53 3 430), AKi nikyBanuca > 28 pHis.
CniBBiaHOWEeHHA 3adiKCOBaHMX BUNAAKIB TAXKOI aHemil, CMPUYMHEHOi 3aCTOCYBaHHAM
nikapcbKoro 3aco6y, Lo noTpebyBano nepenuBaHHA Kpoi, cTaHoBUN0 9 % (3 3 33) y nauiexTis,
AKi nikyBanuca npotarom < 28 AHig, 1a 15 % (8 3 53) y Tux, XTo NiKyBaBCA NpoTArom > 28 AHiB.
Mobiui peakwii, NoB'A3aHi i3 3acTocyBaHHAM NiHe30MiAy, AKi 6ynu oLiHeHi B pifkux BunaKax
AK peaKLii TAKKOro CTyMeHaA: noKanizoBauii abAOMiHanbHuit 6inb, TpaH3UTOPHMIA iLueMiuHmit
Hanaj Ta apTepianbHa rineprexsis.

TepmiH npuaaTHoCTi. 3 poku.

YmoBwu 36epiranHs. 30epiraTvt B opuriHanbHiil ynakoBui npu Temnepatypi He Bue 25 °C.
36epiratu B HefOCTYNHOMY ANA AiTeil Micui.

YnakoBka. o 10 Tabnetok y 6nicTepi, no 1 6nictepy B nauvi.
Kareropia Bignycky. 3a peuentom.
Bupo6Huk. AT «KuiBmeanpenapar».

Micue3HaxopkeHHsA BUpo6HUKa Ta afpeca MicLA NPOBaXKeHHA i0ro AiANbHOCTI.
YkpaiHa, 01032, m. Kuis, Byn. CakcaraHcbKoro, 139.

[Jlata octanHboro nepernapy. 11.12.2019
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