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IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

YNnbTpekc
(Ultrex)

Cknag:

Aitoya peyosmHa: clindamycin;

1 KancynamicTuTb KniHgamiumHy 150 mr a6o 300 mr;

[OMOMIKHI PEYOBMHU: NaKTO3M, MOHOTIAPAT; KPOXMasb KYKYPYA3AHWUIA; TaNbK; MarHito creapar;

o6onoHKa kancynu no 150 mr: TBepamin xenatnH Capsugel posmip 1 (TutaHy giokeug (E 171), xenatuH,
6apBHNK 10A 1 HYOpHUIA);

060n0HKa Kancynu no 300 mr: TBepanii xenatuH Capsugel po3mip Oel (TutaHy giokeng (E 171), xenatuH,
6apBHUK 10A 1 YopHWIA);

cknag 6apBHMKa 10A1 4opHOro: Lienak, okcua 3anisa YopHuin (E 172), nponineHrnikons (E 1520), aMoHito
rigpokens (E 527).

JlikapcbKa thopma. Kancynu.

OcCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI:

Kancynu no 150 mr: TBepAi XenaTuHOBI Karcynm 6inoro Konbopy, po3mip 1, 3 Hanmcom «CLIN 150», 3arnoBHeHi
6iNIMM KpUCTaiYHUM MOPOLLIKOM;

kancymm no 300 mr: TBepAi >KenaTuHOBI Kancynu 6inoro Konbopy, po3mip Oel, 3 Hanucom «CLIN 300,
3arnoBHeHi 6INNM KpUcTaniyHUM NMOPOLLIKOM.

dapmaKoTepaneBTUYHa rpyna.
AHTnbaKTepia/ibHI 3ac00M NS CUCTEMHOTO 3acTocyBaHHs. JliHko3zamign. Kog ATX JO1F FO1.

dapmakosoriyHi B1acTmnBOCTI.

PapmakoanHaMIKa.

MexaHi3m fii. KniHgamiunH BiAHOCUTLCA A0 aHTUGIOTMKIB rpyny NiHKo3amigiB. MexaHi3M Aii KniHgaMiuuHy
6a3yeTbCA Ha NPUrHiYeHHi 6iocnHTe3y Ginka LWNAXOM 3B’Si3yBaHHA 3 cyboauHuueto 50S Ta BNAMBOM AK Ha
36ipKy prbocom, Tak i Ha npouec TpaHcnauil. Xova KniHAamiLuHy ¢ocdar HeaKTUBHWIA in Vitro, LWBWAKWIA
rigponis in vivo MepeTBOPHOE MOro Ha aHTMOaKTepiasbHO aKTUBHWIA KNiHAAMIUMH. Y 3BUYaHUX [03ax
KMiHAAMIUVH JeMOHCTPYE 6aKTEPIOCTaTUYHY aKTUBHICTb.

dapMaKoKiHETUYHWIA/(hapMaKoAMHaMiYHWI B3aEMO3B’ 130K. EheKTUBHICTb Gyae iCTOTHO 3anexaTu Big vacy,
BMNPO/OBX SKOr0 PiBEHb PEYOBMHM NEPEBULLYE MiHIMaNbHY iHFi6ytouy KoHUeHTpauito (MIK) ana npuyunHHOro
nartoreny (%4/MIK).

MexaHi3M PO3BUTKY Pe3UCTEHTHOCTI. Pe3NCTEHTHICTb 0 KNiHAAMILMHY HalvacTille BUHMKAE Yyepe3 MyTauil Ha
CalTi 3B'A3yBaHHA aHTMO6iIOTMKIB pPPHK abo MeTuMoBaHHA crneuyu@ivyHnx Hykneotngis y 23S-pPHK
cy6oamHui 50S. Lii 3MiHM MOXYTb 3YMOB/IHOBATU MEpPEXPecHy Pe3VUCTEHTHICTb in Vvitro J0 Makponigis i
cTpentorpamiHie Tuny B ((peHOTUN MLSB). Pe3UCTEHTHICTb iHOAI 3yMOB/MeHa 3MiHaMn y pubocomMasibHUX
GinKax. Pe3NCTEHTHICTb Y CTa(INOKOKIB i CTPEMTOKOKIB rOMIOBHMM YWHOM Oyfe pesy/nbTaToM MifgBULLEHOT
iHTerpauil MetTunbHUX rpyn y 23S-pPHK (Tak 3BaHa KOHCTUTYTUBHa ML SB-pe3uCTEHTHICTb), L0 3HAYHOMO
MIipOK0 3HMXKYE 3B’A3yBa/ibHY atiHHICTb KAiHAAMIUUHY [0 prboCcOMW. BinblUicTb METULMNIHPE3UCTEHTHUX
wramis S. aureus (MRSA) Mae KOHCTUTYTMBHUI MLSB-theHOTMN i, OTXKe, € KNiHAaMILMHPE3UCTEHTHUMMU.
ToMmy iHeKLiT, CIPUYMHEHI PE3UCTEHTHUMI [0 MaKpONifiB CTadifIOKOKaMu, He Cnif nikyBaTu KniH4aMIiLUHOM
HaBITb NPU NPOLEMOHCTPOBAHIN in Vitro YyTNINMBOCTI BHACNILOK PU3MKY CeNneKLiT Nij vac NikyBaHHA MyTaHTHUX



mailto:

LUTaMiB i3 KOHCTUTYTUBHOO ML SB-pe3nCcTeHTHICTIO.

LLITaMy 3 KOHCTUTYTVMBHOK ML SB-pe3anCTEHTHICTIO AEMOHCTPYIOTb MOBHY MEPEXPECHY PE3UCTEHTHICTb MiX
KMNIHAAMIUMHOM | NIHKOMIUMHOM, Makponifamu  (Hanpuknag, asutpomiuMHOM,  KNapuUTPOMILMHOM,
EpPUTPOMILMHOM, POKCUTPOMILMHOM, ChipamiuMHOM), a TaKoX CTpentorpamiHoM B. Pe3UCTEHTHICTb [0
KNiHAamiuMHy MOXe OyTW iHAYKOBaHa Makponijamu B MaKponigope3suCTEHTHUX OGakTepialbHUX i301Tax.
IHLYKOBaHY pPe3VCTEHTHICTb MOXHA MiATBEPAUTM 3a LOMOMOro MeToAy AMCKIB (4MCKO-Angy3iiHoro D-TecTy)
abo MeTo0M PO3BeAEHHS Y BY/bIAOH.

Pifwe 3ycTpiyaloTbC MeXaHi3aMM Pe3UCTEHTHOCTI, SIKi BKNHOYaOTb MoAUdiKalito aHTMBIOTMKA Ta aKTUBHUIA
eontoke. ICHye NOBHA MepexpecHa Pe3vVCTEHTHICTb MK KNIHAAMILMHOM i fIHKOMIUMHOM. AK i Ana 6aratbox
aHTUBIOTMKIB, YacTOTa BMHUKHEHHS PE3NCTEHTHOCTI 3aleXWUTb Bif BUAY 6GakTepiii Ta reorpagiyHol 30HU.
YacToTa pesuCTeHTHOCTI 40 KNiHAAMIUMHY BULLA cepes MeTULUIIHPE3UCTEHTHUX CTadiIOKOKOBMX I30M14TIB Ta
MEHILUNIHPE3NCTEHTHNX MHEBMOKOKOBUX I30/1ATIB, HIX CEpes OpraHismis, YyTAMBKX [0 LMX PEYOBUH.
paHWYHi 3Ha4YeHHs. PO3MOBCIOKEHICTb HabyTOI Pe3NCTEHTHOCTI MOXe BapitoBaTU A1 OKPeMUX BUAIB
3a/1eXKHO Bif reorpagiyHOro nosioXKeHHs Ta yacy, i Tomy noTpibHa micLesa iHpopmallisa Woa0 Pe3nCTEHTHOCTI,
30Kpema npu NiKyBaHHI TSHXKNX IHPEKUi. AKLO eeKTUBHICTb KNiHAaMiUMHY NpUHaiMHI 00 AesKUX BUAIB
IHDEKUIM € CYMHIBHOI 3a paxXyHOK MICLEBOro XapakTepy Pe3UCTEHTHOCTI, CNif 3BEPHYTUCA 3a NOpafoo
ekcnepta. Oco6iMBO Yy BMNagKy THKKUX iHDEKLin abo HeepeKTMBHOCTI Tepanii cnif BCTaHOBUTM
MiKpO6ioNorivyHMiA fiarHo3 i3 BU3Ha4YeHHSAM MaToreHy Ta oro YyTaMBOCTI A0 KNiHAAMILMHY.

Pe3nCTeHTHICTb, fK MpaBWn0, BWU3HAYAETLCA KPUTepiaAMK  iHTepnpeTauii  4yTAMBOCTI  (FpaHUYHUMU
3HaYeHHAMM), BCTAHOB/IEHUMW EBPOMENCHLKUM KOMITETOM 3 TeCTyBaHHA YYT/IMBOCTI A0 MPOTUMIKPOBHUX
3aco6iB (EUCAST) ana cucteMHUX aHTUBIOTUKIB. TeCTyBaHHS KNiHAaMILMHY NPOBOAUAM i3 3aCTOCYBaHHAM
3BMYaHOr0 MeToAYy NOC/iOBHUX PO3BEAEHb.

"paHn4Hi 3HaueHHs 3a EUCAST (amB. Tabnmuto 1). (EBPONEnNCbKNin KOMITEeT 3 TeCTyBaHHS Yy TANBOCTI A0
MPOTUMIKPO6GHMX 3aC006iB).

Tabnmuga 1.
I"paHn4Hi 3HaYeHHA MIK (mr/mn) |diameTp 30HW TPaHUYHMX 3HAYeHb
(Mm)a
MikpoopraHiam UyTnmsuin Pe3sncTeHTHUA  [HyTnuBwii Pe3ncTeHTHUIA
Buayn Saphylococcusl3 £ 0,25mr/n - > 0,5Mr/n > 22A < 19A
Buan Sreptococcuse 0,5 mr/n > 0,5 mr/n > 176 < 17b
(rpynmn A, B, C,G)L.2
Sreptococcus £05mr/n > 05Mmr/n > 196 < 19b
pneumoniael
CTpenToKoKun rpynug 0,5 mr/n > 0,5 mr/n > 195 < 19b
«viridians»1
"paMHeraTnBHiI aHaepobu |£ 4 mr/n > 4 Mr/n He 3acTocoByeTbcAHe
3aCTOCOBYETHCH
"paMno3nTMBHI aHaepobu £ 4 mr/n > 4 Mmr/n He 3acTocoByeTbcAHe
3aCTOCOBYETHCH

KniHiyHi rpaHnyHi 3HaueHHs 3a EUCAST y Burnsgi tabnuui, sepcisa 8.0

1 |HaykoBaHa pesnCTEHTHICTb [0 KNHAAMILWHY MOXe BYTW BUSIBNIEHA LLASXOM BU3HAYEHHS aHTarOHIiCTUYHOI
AT MDK  KIIHAAMILWMHOM | Makponigamu. AKWO Pe3UCTEHTHICTb He BUAB/EHA, TO MOBIAOMAETHCA, LLO
NMPOBeAeHO MepeBipKY BIAMOBIAHO A0 KAIHIYHMX TPaHUYHMX 3HAYeHb. $KLIO TaKy BUAB/EHO, TO
MOBIAOM/AETLCA MPO «PE3UCTEHTHICTL» | PO3rNALAETHCA MOX/IUBICTb A0AAaBaHHA TaKOro KOMeHTaps 40 3BITY:
«KniHgamiyMH MOoXKe BUKOPWUCTOBYBATUCA A1 KOPOTKOYACHOI Tepanil MeHLI Cepio3HMX iHGeKLi WKipn Ta
M’ AKX TKaHWH, OCKifIbK/ PO3BUTOK KOHCTUTYTUBHOT PE3UCTEHTHOCTI MNif Yac Takoi Tepanii MasloiMOBIPHMWI».

2 KniHiuHe 3HauYeHHs iHAYKOBaHOI Pe3NCTEHTHOCTI A0 KNiHAamiuMHY B KOMOIHOBaHI Tepanii BaXKKUX iHeKL, i
S pyogenes, HeBifoMe.



3 IHOYyKOBaHa PesnCTEHTHICTb 40 KNIHAAMILUHY MOXe OYTW BUSBNEHA LUMIAXOM BU3HAYEHHS aHTaroHiCTUYHOT
AT MDK  KNiHAAMIUWMHOM | Makponigamu. AKWO Pe3nCTEHTHICTb He BUSAB/EHA, TO MOBIAOMSETLCA MPO
npoBefeHy MepeBipKy BIANOBIAHO [0 KAIHIYHMX TPaHUYHUX 3HaA4YeHb. HAKWO Taky BUAB/EHO, TO
MOBIJOM/ISETLCSA MPO «PENUCTEHTHICTb».

A [Na BUABMEHHA THAYKOBAHOT PE3VCTEHTHOCTI A0 KAIHAAMILMHY PO3MILLYHOTh AMCKM 3 epUTPOMILUHOM Ta
KniHaamiumMHOM Ha BifcTaHi 12-20 MM (Bif Kpato [0 Kpato) Ta BU3HAYatoTb aHTaroHiam (peHomeH D).

B [Na BUABMEHHS iHAYKOBAHOI PEe3NCTEHTHOCTI 40 KNIHAAMIUMHY PO3MILLYIOTb AMCKM 3 ePUTPOMILMHOM Ta
KniHgaMmiuMHOM Ha BifgcTaHi 12-16 MM (Big Kpato [0 Kpato) Ta BU3HaYarTb aHTaroHiam (peHomeH D).

a BMiCT AUCKY — 2 MKT KNiHAaMiLyHy

[iana3oHun KoHTponto AkocTi 3a EUCAST ans Bu3HaveHHs MIK Ta AMCKOBOT 30HM NpeACcTaB/eHi B Tabnmui 2.

Tabnus 2
KOHTponb sKoCTI WTamy NianaszoH MIK (mkr/mn) Nudpy3inHuniA gianasoH
(BiameTp 30HM Y MM)
Staphylococcus aureus 0,06-0,25 23-29
ATCC 29213
Streptococcus pneumoniae 0,03-0,125 22-28
ATCC49619

ATCC® ¢ 3apeecTpoBaHOK TOProBOK MapKOK AMEPUKAHCLKOT KONEKLLIT TUMOBUX Ky/bTYP.

P03N0BCHOMKEHICTb HABYTOI PE3UCTEHTHOCTI. PO3NOBCIOMAKEHICTb HABYTOI Pe3UCTEHTHOCTI Ha OCHOBI AaHUX 3a
OCTaHHI 5 poKiB, OTPMMaHUX Y paMKax HaliOHabHWX MPOEKTIB i3 Harfa4y 3a PesucTeHTHICTIO | JOCNiAXeHb
(cTaHOM Ha JTtoTunin 2018 p).

3a3Bunyali YyTIvBI BUAN.

Aepo6Hi rpamno3nTMBHI MiKpoopraHiamu: 6e3 n\>k
- Actinomyces israelii °

- Gardnerellavaginalis ©

- Saphylococcus aureus (METULMATHYYTIMBUIA)

- Streptococcus pneumoniae

- Streptococcus pyogenes

- CTpenToKOKM rpynu «viridians» °°

AHaepo6Hi MikpoopraHiamu: 6e3 N>k
- Bugu Bacteroides © (3a BuHATKOM B.fragilis)
- Clostridium perfringens °

- Buan Fusobacterium °

- Bugu Peptoniphilus ©

- Bugu Peptostreptococcus ©

- Buan Prevotella ©

- Bugu Propionibacterium°©

- Buan Veillonella®

IHLWI MiKpoopraHiamu:

- Chlamydia trachomatis °

- Chlamydophila pneumoniae °

- Mycoplasma hominis °

Buan, ona skmx HabyTta pesucTEHTHICTb MOXE ABAATMUCA NPOBIEMOLO.
Aepo6Hi rpamno3nTMBHI MiKpOOpraHiamu:

- Staphylococcus aureus

- Saphylococcus aureus (METULMNTHPE3UCTEHTHWIA) +

- Saphylococcus epidermidis +




- Staphylococcus haemolyticus
- Saphylococcus hominis
- Staphylococcus agalactiae

Aepo6Hi rpamHeraTUBHI MiKpoOpraHiamu:
- Moraxella catarrhalis $

AHaepo6Hi MiKpoopraHiamu:
- Bacteroidesfragilis ©

Pe3nCTEHTHI MiIKpOOpraHismu.

Aepo6Hi rpamno3vTBHI MIKPOOPraHiamu:
- Bugu Enterococcus

- Listeria monocytogenes

Aepo6Hi rpamHeraTUBHI MiKpOOpraHi3Mmu:
- Escherichia coli

- Haemophilus influenzae

- Bugu Klebsiella

- Pseudomonas aeruginosa

AHaepo6Hi MiKpoopraHismu:
- Clostridium difficile

IHLWI MiKpoopraHiamu:
- Mycoplasma pneumoniae
- Ureaplasma urealyticum

° Ha momeHT ny6nikauii OHOBMEHMX fdaHWX He 6yno. OCHOBHa niTepaTypa, CTaHAapTHa nitepatypa i
peKoMeHZaLliT 3 NiKyBaHHA NMPUMYCKakoTb HAsABHICTb YyT/IMBOCTI.

$ MpupogHa YyTAMBICTb BINbLLOCTI LUTaMiB 3HAXOAUTLCSA Y MPOMIKHOMY fianasoHi.

+ LLloHaliimeHLe B OIHOMY PerioHi YacToTa pPe3anMCcTeHTHOCTI nepesmLLye 50 %.

A 3ara/ibHWiA TepMiH 419 NO3HAYEHHS reTeporeHHoI rpynu BB CTPENTOKOKIB. YacToTa pesrucTeHTHOCTI MOXe
BapitoBaTK 3a/1€XKHO Bif BiAMNOBIAHMX BUAIB CTPENTOKOKIB.

dapmakoKiHe TVKa.

Pe3opbuis, posnofin Ta 3B's3yBaHHS 3 6ifIKaMW. BIigMIHHICTL MiXK NOXiAHUMKM  KNiHAAMIUMHY, WO
3aCTOCOBYBa/INCA, MONArae /iMLIe Y Yaci BCMOKTYBaHHA Ta po3LueneHHs eqipis. Ticng uboro KaiHgamiuuH
MPUCYTHiVi B OpraHismi y BUrnsgi BiflbHOi OCHOBM (aKTuBHa hopma). Moro edipu cnii BBaxkaTu nonepegHnKamm
NiKapcbKOro 3acooy.

[icna mepopasibHOro 3aCcTOCYBaHHA KMIHAAMILUMHY Tigpoxaopus i KniHAaMIiLuHYy 2-nanbmitaTy rifpoxnopu
LUBMAKO Ta Maike MOBHICTIO BCMOKTYHOTbCA 3i LLMTYHKOBO-KMLIKOBOI0 TpakTy. OAHOYaCHUI Npuinom i aewo
YMNOBINIbHIOE BCMOKTYBaHHA. [Mpu 3aCTOCYBaHHI HaTWe MaKCMMaslbHI KOHLEHTpauil y cupoBsaTtLi Kposi
JocAraloTbea nNpubnnsHo vepes 45-60 XBUAKUH, a NPV 3aCTOCYBaHHI NICAsA ign — NPUGIN3HO Yepe3 2 Fo4NHN.
[Micnsa nepopasibHOro 3aCTOCyBaHHA OAHOKPATHOI 03K 150 mr a6o 300 Mr KOHLeHTpaLii cTaHOBNATL Bif 1,9
£0 3,9 mkr/mn Ta Big 2,8 fo 3,4 MKr/Mn BiAMoBIAHO (3aCTOCYBaHHA HaTLLE).

3B’ 13yBaHHSA KNiHAaMILMHY 3 6inkamu Nna3My KPoBi 3aneXnTb Bif MOro KOHUEHTpau i’ Ta CTaHOBUTL Bifg 60 %
110 94 % y Mexkax TepaneBTUYHOIO AianasoHy.

KniHgaMiumMH Nerko NpoHWKae y TKaHUHW, MPOXOAWTL Kpi3b MnaueHTapHW 6ap’ep | HagXo4uTb Y rpynHe
MO0KO. [Andy3is B cybapaxHOigaibHUA NPOCTIP € HEAOCTaTHLOK HaBiTb MPU 3anasieHHi MO3KOBMX 060/10HOK.
Y KiCTKOBIl TKaHWHI [OCAraloTbCA BUCOKI KOHLEHTpaL,il.

bioTpaHchopMaLlis Ta BMBeAEHHS. Po3naj KniHAaMILWHY FON0OBHUM YMHOM BifOyBaeTbCs Yy nediHui. Jeski
MeTaboniTm € MIKpo6ioNoriYHo akTMBHMMMW. J1iKapCbKi 3acobu, WO [iloTb SK IHAYKTOPM MEYiHKOBUX
(hepMEeHTIB, CKOPOUYHOTb CEPELHI/ Yac YTPUMaHHSA KNiHAaMILWHY B OpraHi3mi.

JocnimpkeHHs in vitro Ha MIKpOCOMaXx MeYiHKY Ta KULLEYHWKY SII0AUHU NPOLEMOHCTPYBaIN, L0 OKUC/EHHS




KniHAamiumMHy Bif0yBaeTbCA rOM0BHUM 4MHOM 3a goromoroio CYP3A4 3 HesHayHow y4yacTio CYP3AS 3
YTBOPEHHAM KNiHAaMiUMHY Cynb(oKcuay Ta ApyropsagaHoro metabonity N-aecMeTUN-KNiHAaMiLMHY .
BuBefeHHA KniHAaMiuuHy BigbyBaeTbCa NpM6/IM3HO Ha 2/3 13 KanoM i Ha 1/3 3 ceyeto.

Mepiog HaniBBMBEAEHHS KNIHAAMILMHY 3 CMPOBATKW KPOBI CTAHOBWUTbL MPWUOAN3HO 3 TOAMHW Y A0POCIUX i
6113bKO 2 roAnHKU y AiTeir. Mpu nopyLweHHi (YHKLUIT HAPOK i MeYiHKOBI HefoCTaTHOCTI cepeAHbOro abo
TSXKKOIO CTYNeHs Nepiof HaniBBUBELEHHS MOLOBXYETbCS.

KniHgamiymH He BUBOAMTLCA LLAXOM fianiay.

biogocTynHicTb. A6COMTHA 6i0A0CTYNHICTL  KNiHAaMmiuMHy ©6yna BU3HauyeHa Yy pamKaxX KiHIYHOro
pocnifpkeHHs (1994). KoxkeH i3 16 340poBUX A06POBO/bLIB Y0/10BIYOT cTaTi oTpumyBas 600 Mr KniH4aMILUHY
BHYTPILLUHbOBEHHO (Y hopMi KniHAaMiunHy ocdaty) i nepopanbHO (2 Kancynum, KoXHa 3 aKux Mictutb 300 mr
KNiHAaMiUMHY Ti4poXiopuay).

MepeaymoBa 3aCTOCYBaHHS — Ha MOPOXKHI LLMYHOK.

CepefHi apuMeTMYHI 3HaYeHHs (MA), cTaHdapTHe(-1) BiAXUNeHHS (S) | cepefHI reomMeTpuyHi 3HadyeHHs (MG)
nicns nepopanbHOro Ta BHYTPILLHLOBEHHOTO (B/B) 3aCTOCYBaHHS.

Tabnuus 3.

[MoKasHuKK MepopasibHO B/B

mA IS mG |mA s mG
MakcumasibHa KOHUEHTpauis y niasmMi Kposi 53 [0 B2 [11,1 39 |106
(Crmax) [MKr/mn]
Mnowa nig KpMBoK KoHUeHTpauis-yac (AUC) 169 61 159 31,8 6,7 [311
[MKr/mn*rog]
Yac MakcuManbHOT KOHLEHTpaLiT y nnasmi KpoBi 0,76 (0,36 [0,70 (0,46 |0,10 [0,45
(tmax) [roa]

KniHIYHI XapaKTePUCTUKW.

lNoka3aHHA.

["oCTpi Ta XpOHiYHI 6aKTepiasibHi IHPeKLiT, CNPUYNUHEHT YYTIMBUMW A0 KNiHAAMILMHY NaToreHaMm, 30KpemMa:
- iHheKLiT KICTOK i cyrno6is;

- IH(peKUiT A4iNsAHKK ByXa, HOCa Ta ropna;

- IH(beKUiT 4iNsHKKM 3y6iB i Wwenen;

- THOPEKLIT HYXKHIX AMXabHUX LUNSAXIB;

- iH(beKLiT Ta30BOT Ta YePEBHOI AINAHKMN;

- IH(PeKUiT XXIHOUMX CTaTEBUX OPraHis;

- THOpeKUIT LWKIpKY Ta M’ AKUX TKaHWH;

- CKapnaTuHa.

Mpn TSXKKIA KNIHIYHIA KapTUHI cnovaTtKy Cnif NpoBOAMTW NiKyBaHHS NiKapCbKUMK 3aco6amMu, WO MICTATb
KNiH4aMiLMH Ta AKi NOBINIbHO BBOAATL Y KPOBOHOCHY CYAMHY (LLASAXOM iH(Y3ii).

IMpoTnnoKasaHHA.

MigBuLLEHa YYTAMBICTb A0 KNiHAAMILMHY, NIHKOMIUUHY abo [0 6yAb-AKOi3 4OMOMIKHUX PeYOBUH npenapary.
YnbTpeKc He NiAX0ANUTb ANS NiKyBaHHS MEHIHTITY, OCKIifIbKA KOHLEHTpaUis aHTUOI0TUKaA, SiKa AOCAraeTbCs Y
CMMHHOMO3KOBI PifnHI, € HAATO HU3LKOIO.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLi BUAM B3aEMOLIN.

AHTaroHism (iHAyKoBaHa PesnCTEHTHICTb) CMOCTepirasca in vitro MK KAiHZAMIUMHOM Ta epuTPOMILUHOM
00 NiArpyny Makposigope3ncTeHTHUX bakTepianbHUX i30M14TiB. O6uaBa npenapaty He Cif 3aCTOCOBYBATU
OAHOYaCHO 3 OrfiiAy Ha NOTeHLiHe KNiHIYHE 3HaYeHHS, 38 BUHATKOM BMNafKiB, KOW NPOBOAWAN BiAMNOBIAHI
TECTU Ha YyT/UBICTb.

MaToreHHi MiKpoopraHi3aMu eMOHCTPYHOTb NePEXPECHY PE3UCTEHTHICTb 40 KNIHAAMILWHY Ta NIHKOMILUHY.
BHacnigok nputamaHHUX npenapaTy Y NbTPeKc BNacTUBOCTEN LOA0 6/10KYBaHHA HepBOBO-M’ A30BOI
nepegadvi BiH MOXKe NOCUNIOBATW e(heKT M’ A30BUX penakcaHTiB (Hanpuknag eipy, Ty60KypapuHy, NaHKypoHito
ranigy). Lie Moxe nNpu3BOAMTU [0 BUMHWKHEHHA Mif Yac onepawiil HeoudikyBaHWUX 3arpo3MBUX ANS XKXUTTH



cuUTyauiin. Takum YMHOM, Y IbTPEKC CNif 3aCTOCOBYBATM 3 06EPEXHICTIO NauieHTaM, SKi OTPUMYHOTb 3a3HaueHi
BULLE NTIKAPCbKI 3aCO0W.

Mpy cynyTHLOMY 3aCTOCYBaHHI mpenapaTty YNbTPeKC HafiiHiCTb NpoTM3anigHOro eqekTy nepopasibHUX
KOHTpaLEeNnTMBIB € CyMHIBHOI. TOMY Mif Yac NiKyBaHHA npenapaToM Y NbTpeKc Cnif f04AaTKOBO 3aCTOCOBYBATU
IHLLIT METOAM KOHTpaLenwii.

AHTaroHicTu BiTamiHy K. [na nauieHTiB, AKi 3aCTOCOBYHOTb KiHAAMILUUH Yy KOMOGIHAUiT 3 aHTaroHictamu
BiTamiHy K (Hanpvknag BapapvH, aueHOKymaposn Ta (iyiHAIoH), NoBIAOMAAAM NPO NiABULLEHI NMOKa3HUKU
pocnimkeHb  Koarynsauii - (NpoTpom6iHOBMIA  Yac/MiDXXHapoAHe HOpMani3oBaHe CniBBIAHOLLUEHHS) Ta/abo
KpoBoTeuy. TOMy TakvM MmavieHTam Cif, 4acTo NPOBOAUTIN MOHITOPUHT Pe3y/bTaTiB AOC/IIKEeHb Koarynauii.
KniHgamiymH MeTaboni3yeTbCa ronoBHUM YMHOM 3a gornomoroto CY P3A4 i MeHLLOK Mipoto — 3a [0MOMOror
CYP3A5 3 yTBOpPeHHAM OCHOBHOro MeTaboniTy KAiHAaMILUHY Cynb(OoKCUay Ta APYropsgHoro metabonity
N-gecmeTtun-kniHgamiuuny. Omxke, iHri6itopu CYP3A4 i CYP3AS5 MOXYTb 3MEHLUUTY KNIPeHC KNIHAAMILUHY,
a IHAYKTOpW LMX i30hepMeHTIB — NIABULLMTIL KNIPEHC KAiHAAMILUUHY. [py 3aCTOCYBaHHI MOTY)KHUX IHAYKTOPIB
CY P3A4, Hanpuknag pudamniymHy, cnif 34iicHI0BaTU MOHITOPUHT LOAO BTPATN ePEKTUBHOCTI.

JocnifpKeHHs in vitro 4eMOHCTPYIOTh, WO KniHAamiunH He iHrioye CYP1A2, CYP2C9, CYP2C19, CYP2EL
a6o CYP2D6 i nuwe nomipHo iHrioye CYP3A4. OTxe, KNiHIYHO BaXKNMBI B3aEMOAIT MiXK KNiHAAMILMHOM i
npenaparamu, LLLO 3aCTOCOBYHOTbCA OAHOYACHO Ta MeTaboni3ytoTbes uumn CY P-thepmeHTamu, MasIoMOBIPHI.

Oco6MBOCTI 3aCTOCYBaHHS.

YnbTpekccnif 3 06epeXxHiCTHO 3aCTOCOBYBATW TaKUM KaTeropisM nayieHTiB:

- 3 MOPYLUEHHAM (PYHKLIT NeYiHKu;

- 3 NOPYLLEHHAMWN HEPBOBO-M’ 30BOT Nepejadi (MiacTeHis rpasic, XxBopoba NapKiHCoHa);

- 3 HaABHICTIO B aHaMHe3i LLTYHKOBO-KULLIKOBUX 3aXBOPIOBaHb (Hanpyknag, 3anaseHHs TOBCTOT KALIKN);

- 3 aTonieo;

- 3 a/eprisgMm Ta acTMOlO.

MpUMiTKa: YNbTPEKC He CAifl 3aCTOCOBYBATW NallieHTam i3 roCTPUMU IHPEKLIAMU ANXanbHUX LWSAXIB, AKLLLO
BOHW CNPUYNHEHI BipyCamu.

YnbTpeKkc He NiAX0AWUTb ANA NiKyBaHHSA MEHIHTITY, OCKi/lbKM KOHLEHTpauil aHTMOioT1Ka, WO AOCAratTbes Y
CMWHHOMO3KOBI PiWHI, € HAATO HU3bKUMMU.

MoBifoMNANN MPO TSKKI peakuii rinepyyT/IMBOCTI Y MALIEHTIB, AKI OTPUMYBaN NiKyBaHHSA KNiHAAMILWUHOM,
BK/IHOHAOUN CepinosHi peakuii 3 60Ky LWKipW, Taki SK peakuisi Ha NiKapcbKuii 3aci6 3 eo3unHodinieto i
cucteMHumy  nposisamn  (DRESS-cuHgpom), cuHgpom CTiBeHCa—[)KOHCOHA, TOKCUYHWIA enigepMasibHUiA
HEKPO/i3 Ta TrOCTPUIA reHepani3oBaHWA €K3aHTEMATO3HUIA NyCTynb0o3. Y pasi BUHUKHEHHS peakwuil
rinepyyTnMBOCTI abo CeprMo3HUX peakLliini 3 60Ky LWKIpWM NiKyBaHHA KAIHAAMILUWMHOM Cfif NPUNUHATKA Ta
MPU3HAYUTU HaNIEXXHE NiKYBaHHSA (AMB. po3ain «poTunokasaHHsa» Ta «106i4HI peakLii»).

["oCcTpe ypaKeHHs HUPOK.

PigKICHI BMNAafKM roCTPOro YypaKeHHS HUPOK, BK/KOYaKOUM rOCTPY HUPKOBY HeAOCTaTHICTb. Tomy chif
PO3IAHYTU MUTAHHA MPO MOHITOPUHT (PYHKLIT HAPOK Y MawieHTIB, AKI OTPUMYIOTb TPUBaASTY Tepanito, fKi BXe
MaloTb MNOPYLUEHHA (YHKLUIT HMPOK abo npuiiMaroTb CynyTHI HedpOTOKCUYHI npenapath ( AuB. Po3ain
«[06iYHI peakuii»).

Mpw foBroTpmBasiomy NikyBaHHi (MpoTtarom 6inbwe 10 AHIB) NOKa3HUKKW KNIHIYHOTO aHasli3y KpPoBi Ta QYHKLIT
MeYiHKW | HUPOK CAif, perynspHo nepesipaTu.

[oBrotpvsane i MOBTOPHE 3aCTOCYBaHHA NpenapaTty YNbTPeKC MOXe NMPU3BOAUTA [0 PO3BUTKY CynepiHgeKuit
abo KOMOHi3auil LWKIipY Ta C/IM30BUX OOOMIOHOK PEe3UCTEHTHUMK MiKpoopraHisMamn abo ApDKIKOBMMMU
rpuéamu.

iz yac 3acToCyBaHHA Maiixe BCiX aHTMbaKTepia/ibHNX Npenaparis, y TOMY YACAi KNiHAAMILUHY, NOBILOMNSANN
Npo BUHUKHEHHS aiapel, cnpuumHeHoi Clostridium difficile (CDAD) 3i CTyneHem TSXKKOCTI NPOsiBIiB Bif Nerkoi
Aiapel fo KoNiTy 3 eTalbHUM HacnigKoM. JTikyBaHHS aHT1baKTepiaibHUMK npenapaTaMmu nopyLlye HopMasbHy
(h/10py TOBCTOT KULLIKM, L0 NMPU3BOAUTL A0 HagmipHoro pocty C. difficile.

C. difficile npogykye TokcuHu A i B, wo cnpuse po3suTky CDAD Ta € MepllionpuynuHO PO3BUTKY
«@HTMbioTMKacouinoaHoro konity». LUtamu C. difficile, WwWo npoAykyloTb TriNepTOKCUH, CIPUYUHSAOTD
MiABWLLEHHS 3aXBOPHOBAHOCTI Ta NeTa/lbHOCTI, OCKINIbKW Ui iHQeKUiT MOXyTb OyTW HeuyyTIMBMMMU [0
NPOTMMIKPOGHOT Tepanii Ta NOTpedyBaTV NPOBEAEHHS KONEKTOMIT.

Cnig posrnagatv MOXNUBICTb BUHWKHeHHS CDAD y BCiX NauieHTIB i3 [fiapeeto BHACNILOK 3aCTOCYBaHHA
aHTM6ioTMKIB. HeobXigHO peTenbHO 36MpaTh aHamHe3, OCKINbKX MOBIAOMAANN NPO BMNagku po3suTky CDAD



y nepiog Ao ABOX MicALiB MIiCA 3aCTOCYBaHHS aHTMOaKTepianbHUX npenapartis. MoXnuee NporpecysBaHHsA [0
KONITY, y TOMY YMC/li NCeBAOMeMOPaHO3HOI0 KOMITY, CTYMiHb TSXKOCTI IKOro MOXKe BapitoBaTW Bif 1erkoro 4o
NeTasibHOro HacniaKy.

Mpy BCTAHOBNEHHI AiarHo3y aHTM6ioTMKacoLiioBaHOI diapei abo aHTMGIOTMKACOLINOBAHOrO KONITY YM Mnpu
HasBHOCTI Nif03p Ha Taki CTaHW 3aCTOCyBaHHS aHTMGaKTepianbHUX 3aco06iB, BK/OYaOUM KniHAamiuuH, cnif
BIAMIHATM Ta pO3MOYaTh 3aCTOCYBaHHA HA/IEXHUX TepaneBTUYHMX 3axofiB. J1ikapcbKi 3acobu, fki
NPUrHIYYOTb NEPUCTaIbTUKY, Y Uil CUTYyaLiT NPOTMNOKa3aHi.

Y BunafKax rncesLoMeMopaHO3HOro KOJITY Bif, CepejHbOro [0 TSHXKKOro CTYNEeHs Cif po3rfisHy TN MOX/IUBICTb
3aCTOCYBaHHA PIAVHU Ta eNeKTPONITIB, LJOAATKOBOI 0 BXV1BaHHA NPOTETHIB Ta 3aCTOCYBaHHA aHTMOaKTEPiaSIbHUX
npenaparis, KNIHIYHO e(heKTUBHUX AN NiKyBaHHSA KONITiB, cnpnymHeHnx Clostridium difficile.

Y pasi NofoBXeHHsA Tepanii cnif NPoBecTy PYHKLiOHaIbHI NPOBKM NeYiHKN Ta HAPOK.

IHKONM NiKyBaHHA KNIHAAMILMHOM € MOX/MBOK a/lbTEPHATUBOKD Yy pasi aneprii Ha neHiuunin (migsuiLeHa
YyTAMBICTb A0 NeHiUMNiHY). NMepexpecHa anepris MK KNiHAaMILMHOM i NeHiuuniHOM HeBifoMa, i i pO3BUTOK
TaKOX HE OYIKYETbCA BHACNIAOK HAsABHOCTI CTPYKTYPHUX BigMiHHOCTE MK UMMWU peyoBuHamu. lMpoTe B
OKpeMnX BUMagkax MoBigoOMAANM MPO aHainakTUYHI peakuil (NiABULWEHY YYTAMBICTb) | Ha KNiHAAMIUUH B
0Ci6, AKI BXe Manu aneprito Ha neHiuwmniH. Lle cnig BpaxoByBaTW NpW 3acTOCYBaHHI KAiHAamiuuMHy ans
NiKyBaHHA NaLiEHTIB 3 aeprieto Ha NeHIUNIIH.

YnbTpeke mMictutb 214,08 mr abo 283,24 Mr nakto3u MoHorigpaty Ha 1 kancyny no 150 mr a6o 300 mr
BiANOBIAHO. Mpu 3acToCyBaHHI NpenapaTy BiAMOBIAHO 4O IHCTPYKLiN i3 [03YyBaHHS 3 KOXKHOK 03010 NauieHT
oTpumye Ao 856,32 Mr nakto3u. Lle BignoBigae 3aranbHili KiNbKOCTI NaKTO3uW, WO MICTUTLCA Y 4 Kancynax
npenapaty YnoTpekc 150 mr. MNauieHTam i3 piAKICHOK CNagKoBOK HEMEPeHOCUMMICTHO ranakTosn, gediynuTom
naktasu abo CMHAPOMOM MOPYLUEHOr0 BCMOKTYBaHHS I/IFOKO3W Ta ralakTo3un He Cif, 3aCTOCOBYBATH Y IbTPeKC

3acTocyBaHHA y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

3acTocyBaHHA Y nepioj BarirTHOCTI.

Pe3ynbTaTi BEMKOr0 AOC/IIPKEHHA 3 Y4YacTiO BariTHMX XXIHOK, fKi 3aCTOCOBYBa/IM KNiHAAMIUMH npoTsarom |
TPUMECTPY BariTHOCTI (BNAUBY KNIHAAMILMHY 3a3Ha/IM NPUOIN3HO 650 HOBOHAPOKEHMX),
He NPOAEMOHCTPYBa/IN MiABWLLEHHA 4acTOTW Baf PO3BUTKY Y HOBOHapOMkKeHMX. MpoTe HasBHI AaHi LI0AO
6e3neKn 3aCToCyBaHHA KNiHAaMILMHY Y Nepiof BariTHOCTI € HeOCTaTHIMU.

PesynbTat eKCrnepuMeHTaIbHUX LOCNIAKEeHb Ha TBapMHAX He NpUMycKatoTb HasgBHOCTI 6e3nocepeHLOro abo
0rnocepeKOBaHOr 0O LWKIANMBOro BMAMBY Ha nepebir BariTHOCTI, PO3BMTOK embpioHa/nnioga, nepebir nosoris
ab0 nocTHaTaIbHUIA PO3BUTOK.

KniHgamiumH NpoHMKae Kpisb niaueHTy. MpunycKaeTbes, WO B OpraHismi niofa AoCAraeTbCca TepaneBTuyHa,
eeKTUBHa KOHLEeHTpauis. Mpu 3acTocyBaHHI npenapaTty B Mepiog BariTHOCTI CNif pPeTeNbHO 3BaXyBaTu
KOPUCTb | MOX/INBI PU3NKK, NOB’ A3aHi 3 NIKYBaHHAM.

3acTocyBaHHS v Mepioj rofyBaHHS rpyaato.

KniHgamiLMH eKCKPeTyeTbCs Yy rpyAHe MOJIOKO MOAMHK. TloBiAOMAAAM NP0 HasBHICTb KNIHAAMILMHY Y
rpyLHOMY MOJOL NIOAMHN Y KOHLEeHTpauisx Big < 0,5 fo 3,8 MKr/mi npy CUCTEMHOMY 3aCTOCYBaHHI. Tomy B
HOBOHAPOIKEHUX, AKI NepebyBatoTb Ha rPYAHOMY roflyBaHHi, He MOXHa BUK/THOUUTY NOSBY TaKMX HebarkaHWX
eheKTiB Ha MiKpOg1opy LUTYHKOBO-KMLLIKOBOIO TPAKTY SIK: Aiapesi abo KPOB Y Kasli, CEHCUbinisalis, BUCUMaHHA
Ta KOJIOHi3aLisi CIM30BUX 000/IOHOK APDKIXKOBUMU rpmbamn. BHACNILOK PUSUKY PO3BUTKY TSHKKMUX NOBGIYHUX
peakLiin y HOBOHapPOMKEHNX, AKI NepedyBat0Tb Ha rPyAHOMY rofyBaHHI, XiHKaMm, fKi rogytoTb rpyaaro, He cnif
3aCTOCOBYBATU KNIHAAMILWH.

PenpoayKTBHA QYHKLLIS.

Pe3ynbTaTv [OCNIfXKEHb HAa TBapvHaxX He MNPOAEMOHCTPYBa/IM XOAHMX O3HAK MOPYLUEHb PEnpoayKTUBHOT
(yHKUIT. JaHnX Wwoa0 BNAUBY KNiHAAMILWHY Ha PENPOAYKTUBHY (DYHKLIKO NHOAVHN HEMAE.

34aTHICTb BNAMBAT Ha WUBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
KniHgamiumMH YMHWUTL Nerkuin abo NOMIPHUIA BNAMB Ha 3[4aTHICTb KepyBaTW TPaHCMNOPTHUMMK 3acobaMu abo
npautoBat 3 MexaHiamamu. [eski MoGiyHi peakuil (30KpemMa 3anamMOpPOYEeHHS, COH/IMBICTb, AMB. PO3AiN
«[M06IYHI peakuii») MOXYTb BNAMBATU Ha 3[aTHICTb KOHLEHTPYBATW yBary Ta Ha LUBWAKICTb peakuii; Tomy
BOHW MOXXYTb BNAMBATK Ha 34aTHICTb KEPYBATM TPAHCNOPTHUMM 3acob6amm abo npautoBaTh 3 MexaHi3amamu.

Cnocib 3acTocyBaHHA Ta [03MW.
YnbTpekc cnif 3acTocoByBaTW, 3anmBalOuM [OCTaTHbOK Ki/IbKICTIO PigvHN  (WoHaliMeHWwe 1 BeUKOH



CKNAHKOK BOAN), LLOO YHUKHY TN MOX/IMBOI0 NOAPA3HEHHS CTPaBOXO4Y.

Y pasi nigo3pn Ha iHgeKuito, CrpuinHeHy B-remoniTMYHMM CTPENTOKOKOM, abo y pasi HasiBHOCTI O3HaK
B-remoniTUYHOr o0 CTPENTOKOKY NiKyBaHHSA C/if NPOBOAUTI NPOTAroMm LoHariMeHLwe 10 gHiB.

Kancynv no 150 wmr.

Jlopocni. 3anexHo Big nokaniszauii Ta CTyneHsA TSHKKOCTI iH(eKuUiT 4opocnnm Ta 4iTAM BIKOM Bij 14 pokis
3acTocoByBatu 4-12 Kancy/ Ha fo0y (Lo ekBiBaneHTHO 0,6-1,8 r kniHAaMiLuHY).

[loboBa f03a po3noAINAETbCS Ha 4 NPUAOMMU.

[ns 3a6e3neyeHHs BULLMX 403 TaKOX iCHYHOTb NiKapcbKi 3aC06M 3 BULLMM BMICTOM aKTUBHOI PEYOBUHM.

Kancynu no 300 mr.

3anexxHo Bif Nnokanisauii Ta CTyneHs THKKOCTI IHEKLIT LOpoCcAnM Ta AiTAM BiKOM Bif 14 poKiB 3aCTOCOBYBATU
0,6-1,8 r KniHgamiunHy Ha fo6y. [1060Ba A03a PO3NOAINAETLCA Ha 2, 3 260 4 OKPEMMX NPUAOMN.

Tomy Ha go6y cnig 3actocoByBaTu 2-6 Kancyn npenapaty YnbTpekc 300 mr (Lo eksiBaneHTHO 0,6-1,8 1
KNiHAAMILWHY).

[ns giTeli Bikom A0 14 pokiB iCHYOTb NliKapCbKi 3aC00M 3 MEHLLUM BMICTOM aKTUBHOI PEYOBUHM.
3axBoproBaHHA NeYyiHKN. Y nauieHTIB i3 3aXBOPHOBAHHAM MEeYiHKM Bif MOMIPHO TSXXKOMO [0 TSXKKOro CTYMNeHs
nepiof HaniBBMBeAEHHS KNiHAAMILMHY NOAOBXEHWIA. 3a3BM1Yaid, SIKLLO Y IbTPEKC3aCTOCOBYBATU KOXHI 8 roguH,
3HMXKYBATW 03y He MOTPibHO. Ase 3a NauieHTaMK i3 TSXKKOH NeYiHKOBOK HeloCTaTHICTIO CAif cnocTepiratu
WOAO PiBHA KNiHAAMIUMHY Y Nna3mi KpoBi. 3afeXHO Bif OTPMMaHWX pe3ynbTaTiB MOXe OyTW HeobXigHUM
3HVKEHHS 1031 ab0 NOJOBXEHHS IHTEPBa/IB MiXK [03aMU.

3axBoptoBaHHS HUPOK. [Mpy 3aXBOPHOBaHHI HAPOK Nepioj HaniBBMBEAEHHS KNiHAAMILMHY NOOBXEHWIA; ane npu
MopYyLUEeHHI PYHKLIT HUPOK Nerkoro abo cepefHbOr0 CTYMEHsA 3HMXKYBATK 403y He MOTPibHO. MpoTe y NauieHTIB
i3 TAXKKOI HUPKOBOK HeOCTATHICTIO abo aHypIErD Crlif criocTepiraTy 3a piBHEM KNiHAAMILUMHY Y niasMi KPOBi.
3anexHo Bif pe3ynbTaTiB LMX BUMIPOBaHb MOXe OYyTW HEOOXIAHWUM 3HVKEHHS [031 abo, K afbTepHaTMBM,
MOJOBXEHHS IHTepBaniB MixX npuitoMamu o 8 abo HaBiTb 12 roguH.

emopgianis. KniHgamiuMH He BMBOAMTLCA LUMSXOM remogianidy. Tomy fio abo nicns nNpoBefeHHs remogianisy
3aCTOCyBaHHA LOAATKOBOI 403K He NOTpPibHe.

aiTn.

Kancynu npenapaty YNbTpekc He NiAXOAATb A4/1F 3aCTOCYBaHHA AITAM, AKI HE MOXYTb KOBTHYTM TX LIMMU.
Kancynu He fatoTb 3MOrv TOYHO A03YBaTU Npenapar B Mr/Kr, TOMY B AefKMX BUNaLKax Moxe OyTn HeobXigHUM
3aCTOCyBaHHS nNpenapaTy B iHLWI, 6iNbLLU 3pYUHIA NiKapcbKi Gopmi.

3anexxHo Bif nokanisauil Ta CTyneHs TSHKKOCTI iH(eKLiT 4iTAM BiIKOM A0 14 pokiB cnif 3actocoBysatut 8-25 Mr
KniHAamiuMHy Ha Kinorpam mMacu Tina Ha o6y, AvB. Tabnuuto 4.

Tabnuus 4.
Maca Tina KinbkicTb Kancyn Ha go6y (kancynu no 150 mr) KniHgamiuyunH, mr
20 Kr 3 Karcynu 450 mMr
30 Kr 4-5 Kancyn 600-750 mr
40 Kr 4-6 Kancyn 600-900 mr
50 Kr 4-8 Kancyn 600-1200 mr

[060Ba 1032 po3noAiNAeTbCa Ha 3-4 OKpeMux 403U. HAK NpaBusio, nepeBara HaLaeTbCA 3aCTOCYBaHHIO Y BUTNAAI
4 n0o3.

Nepeno3yBaHHSA.

[oTenep cumnTOMIB Nepefo3yBaHHSA He crocTepiranocs. MNpu HeobXigHOCTI MoKasaHe NMPOMMBAHHS LUMYHKA.
emogiania Ta NepuTOHeaslbHUA fiani3 He e(heKTMBHI WOAO0 BUBEAEHHS KNiHAAMILUHY 3 CMPOBaTKM KPOBI.
CneungivyHnin aHTUAOT HEBIAOMMIA.

Mo6iuHI peakuii.

Mo6iyHI peakuii, HaBeAeHi HMXKYe, OYNn BUSIBNEHI Y X041 KNIHIYHUX AOCMIIKEHb Ta MNPOTArOM CrOCTEPEXKEHb
nicna BMXOA4y Mnpenapaty Ha PUWHOK. Y KOXHil KaTteropii no6iyHi peakuii HaBefeHO 3a 4acTOTOK Ta 3a
KNiHIYHOK 3HAYYLLICTHO.



3a yacToTOro NoGIYHI peakLii MOAINATLCA Ha Taki KaTeropii: Ay>e yacto (= 1/10), yacto (Big = /100 go < 1

/10), HeuacTo (Big = 1/1000 go < 1/100), pigko (Big = 1/10000 go < 1/1000), ayxe pigko (< 1/10000),

yacToTa HeBifioma (He MOXKHa BCTaHOBUTM Ha NifcTaBi HasBHMX AaHWX). MobiuHi peakuil 3a3HaueHi y KOXHil

KaTeropii 3a 3HVKeHHAM CTYMNeHs TAKKOCTI.

IHeKLIT Ta iHBa3Il.

YacTo: nceBgoMeMOpaHO3HUIA KONIT* .

YacToTa HeBigoma: Konit, cnpnunHennii Clostridium difficile*, BariHanbHi iHdeku,i.

3 60Ky cMCTEMU KPOBI Ta NiMKAaTUYHOI CUCTEMM.

YacTo: arpaHynoynTos*, HeMTPONeHis™ , TPOMOOLMTONEHIS* , NeKOoNeHis* , e03MHOQINis.

3 60KY iIMYHHOT CUCTEMM.

Pigko: MeanKameHTO3Ha rapsyka.

[y>Ke pifKo: aHainakTUYHa peakuis*®.

YacToTa HeBifloma: aHaiNakTUYHMIA LWOK* , aHathiNnakToigHa peakLis™, rinepyyTinBIiCcTb* .

3 60Ky HEpPBOBOT CUCTEMMN.

HeuacTo: cnOoTBOpPEHHSA CMaKy, 6/10Kafa HepBOBO-M’ 130B0T Mepesaui.

YacToTa HeBifomMa: 3anamopoYeHHs, COHIMBICTb, FO/IOBHUIA Biflb.

3 60KY LLTYHKOBO-KMLLIKOBOI O TPAKTY.

[ly>Ke 4yacTO: nogpasHeHHs CTpaBoxoay, e3odarit*, ctomatuT, iapes, 6inb y XXMBOTI, 6/1t0BaHHSA, HyO0Ta.

YacToTa HeBifjoma: BMpa3ka CTPaBoXom4y*.

"enaTobiniapHi po3nagw.

[y>Ke pigKo: TPaH3UTOPHUIA renaTuT i3 X0NecTaTUYHOK XXOBTAHULEHD.

YacToTa HeBifjoma: XXOBTAHMLA.*

[MopyLleHHs Po60TY HAPOK Ta CEYOBUAINEHHS.

YacToTa HeBifoMa: rocTpe ypaxeHHs HUPOK (4nB. Po3ain «OcobnnBOCTi 3aCTOCYBaHHS»).

3 60KY LUKipX Ta NiALWKIPHOT TKAHWHW.

YacTo: MakynonanynspHaek3aHTeMa, KoponogibHa ek3aHTema* , Kponue' sHKa.

PigKo: TOKCMYHWMIA enigepManbHUA Hekponis*, cuHapoM CTiBeHca—[>KOHCOHa*, cMHApOM Jlaienna, Habpsk

KBiHKe/aHriOHEBPOTUYHWIA HabpsAK*, eKctoniaTUBHWUIA AepMaTuUT*, OYNbO3HWIA AepMaTUT*, MynbTUHOPMHa

epuTema, cBepOiX, BariHiT.

[y>Ke pigKo: BUCMNAHHSA Ta YTBOPEHHSA MyXUPIB, peakLii rinepyyTiMBoCTi.

UacToTa HeBijomMa: peakuis Ha /NiKapCbKuid 3aci6 3 e03MHOGINIE | CUCTEMHUMM MNposiBaMU
(DRESS-cnHapom)*, rocTpuin reHepani3oBaHUin eK3aHTEMATO3HWUIA MYCTYNbO3*.

3 60Ky 0NOPHO-PYX0BOro anaparty Ta Crno/ly4HOi TKAHUHMW.

[y>Ke pifKo: noniapTpuT.

Pe3ynbTaTv 1abopaToOpHUX AOCTIIKEHD.

YacTo: BigXuieHHs Big HOPMY BIOXIMIYHUX NOKa3HUKIB PYHKLIT NEYiHKK.

* [Mo6iYHI peakuii, BUSBNEHI Mif Yac 3aCcTOCyBaHHS npenapaty nicns peectpauii (ame. po3ain «OcobnmBocTi

3aCTOCYBaHHSA»).

Mo6iyHi peakuii aHTMOIOTUKIB (eheKT Knacy).

UacTo npw 3acTocyBaHHI npenapaty Y bTPEKC MOXe pO3BMBATUCA NCEBLOMEMOPAHO3HUI eHTepoKoNiT. Ogpasy
nicns  BU3HAYeHHs (4iarHOCTYBaHHS) MCEBAOMEMOPAHO3HOIO EHTEPOKONITY JiKapio Chif  PO3rnsHyTH
MOX/IMBICTb MPUMMHEHHA 3aCTOCYBaHHA npenapaty Y/bTPeKC Ta pPo3novaTy HaeXHe JliKyBaHHA
(3acTocyBaHHA  cneuianbHUX — aHTMBIOTUKIB/XIMiOTEpaneBTUYHNX  3ac06iB i3 K/IHIYHO  [10BefEeHOH0
e(heKTUBHICTIO). JTiKapCbKi 3aC00U, L0 MPUTHIYYOTb NEPUCTANIbTUKY, MPOTUNOKa3aHi.

3acTocyBaHHA KiHAAMILUMHY MOXe MpW3BECTU O HaAMIPHOro POCTY IHLUMX KWLLIKOBUX MIKPOOPraHi3mis,
30Kpema rpuois.

IHKONM anepriyHi peakuii BUHWKAKOTL HaBiTb MIC/AA NEPLUOro 3actocyBaHHA. [ly>e PiAKO BUHMKAKOTb TAXKI
rocTpi anepriyHi peakuii, Taki fK aHaiNakKTUYHWIA LWOK. Y TakoMy BMMafKy 3acTOCyBaHHSI npenapaty
YnbTpeKc cnifi HeraHoO MPUMNUHUTA Ta BXWUTK 3BMYaHMX BIANOBIAHMX HEBIAKNAAHWX 3axoAiB (Hanpuknag
3aCTOCyBaTW aHTUriCTaMiHHI 3aco6u, KOPTUKOCTEPOigM, CMMMATOMIMETUMKU Ta NPU HeobXiAHOCTI MpoBecTu
LUTYYHY BEHTUNALIIO).

lMoBigoMeHHs MPO Nifo3ptoBaHi NO6IYHI peakul.

[Micna peecTpauii NiKapCbKOro 3acoby Ay»e BaXMBO MOBIAOMAATX NPO Migo3proBaHi NobiyHi peakuii. Lle gae
3MOry NPOBOAWTW 6e3MepepBHUI MOHITOPUHT CMiBBIAHOLIEHHS MIXX KOPWCTIO | pU3MKaMK, NOB’S3aHUMU i3



3aCTOCYBaHHAM LibOro MiKapcbKoro 3acoby. Jlikapsam chig 3BiTyBatv Npo 6yab-AKi Nigo3proBaHi No6iYHI peakuii
BiZNOBIAHO O BUMOT 3aKOHO/ZABCTBA.

TepMiH NpUAaTHOCTI.
YnbTpekc, kancynmno 150 mr, — 36 Micauis.
YnbTpekc, kancynm no 300 mr, — 36 micauis.

YMO0BW 36epiraHHs.

36epirati B OpUriHa/IbHIN ynakoBLi Npy TeMnepaTypi He BuLe 25 °C. 36epirati y HeAOCTYNHOMY ANa AiTei
MicLi.

YnakoBKa.

Ne16 (8x2): no 8 kancyn no 150 mr a6o 300 mr y 6nicTepi; No 2 6AiCTepn y KapTOHHI KOpooL,i.

Karteropis Bignycky. 3a peLenTom.

BupobHuK.
PiBothapm CA/
Rivopharm SA.

Micue3HaxomKeHHA BUPOOHMKa Ta afpeca Micusa NpoBaiKeHHS Moro AisnbHOCTI.
LleHTpo IHcema, 6928 MaHHo, LLBeiiLapis/
Centro Insema, 6928 Manno, Switzerland.



