IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

JAJIAIAH IT ®OCPAT

(DALACIN C PHOSPHATE)

CKkn1ao:
ditoua peuosuHa: clindamycin;
1 M1 po34YKHy MiCTUTH KiniHgaminuHy docdaty 150 Mr (BigmoBigae OCHOBI KITiHAaMIIIUHY);

0onoMidcHi pe4osuHU: CIUPT OEH3UIIOBUYM, OUHATPIO eleTaT, BOMA [JId iH €KIIiii.

JIikapcbKa ¢opma. Po3uun as in’ekiii.

OcHosHi (pizuko-ximiuHi 81acmugocmi: Ipo30puii 6e30apBHUN PO3UUH.

®dapMmakoTepaneBTHYHaA rpyna. AutubakTepianbHi 3aco0H [jIs1 CUCTEMHOT'O 3aCTOCYBAHHS.
Makpomigu, ninko3amigu Ta crpentorpamiau. Kog ATX JO1F FO1.

dPapmakonoziuHi e1acmueocmi.
dapmakoOuHamika.

[iro4oro pegoBuHOI0 npenapaTy Hanamus 1] Pocdat € KniHAaMilvH - HalliBCUHTETUYHUI
aHTUOIOTHUK, III0 CUHTE3YEThCA 3 TIHKOMIIMHY LIIAX0M 3aMimeHHs 7-(R)-TigpoKCuabHOI
rpynu 7-(S)-X7I0porpyImoro.

MexaHi3M mil.
Kninmawminun 3B’g3yeThes 3 cybomunuiieio 50S 6akTepianbHOl pub0COMHU Ta IPUTHIYYE CUHTE3 OiNKa.

Kningaminua Moxe 4YuHUTH OaKTepuluaHy abo 6aKTepiocTaTUYHY Mit0 3aJIe3KHO Bifl
YYT/IMBOCTI OpraHi3My Ta KOHIIeHTpallii aHTu6ioTHKa.

MexaHi3MH Pe3UCTEHTHOCTI.

Mix KIiHAaMIIMHOM i TIHKOMILIMHOM iCHY€E IIOBHA IIepexXpecHa Pe3UCTEHTHICTE.
Pe3ucTeHTHICTh ¥ cTa(iIOKOKIB i CTPENITOKOKIB HalyacTillle BUHUKA€E Yepe3 MeTUII0BaHHSI
cnenudiuaux Hykneotunis y PHK 23S pubocomansHol cybopunuii 50S, ska Moxe



BHM3HAUUTH IlepeXpecHy Pe3WCTEHTHICTh OO0 MaKpOJIifiiB i cTpenTorpaminiB B (peHoTun
MLS;). Pe3ucTeHTHi 10 MaKpOJIifiB i30/1TH IIUX OpPTraHi3MiB HeOOXigHO MepeBipATY Ha
IHIYKOBaHY PEe3UCTEHTHICTE 00 JIIHKOMIIUHY/KIIIHIAMIIIUHY 3a SOIIOMOr o D-tecTy.

[Itamu Staphylococcus aureus, 9yTNWBi 10 METULUIIIHY, 3a3BAYall BUSABISAIOTh YYTJIUBICTh
0o KiniHgaMminuHy. KiniHgaMilvH Ma€ 3Ha4YHY aKTUBHICTH IIOA0 BEIUKOIL KiJIbKICTh IITaMiB
PE3UCTEeHTHUX [0 MeTulUiHy cTadinokokiB (MRSA). [TpoTe 3a HasIBHOCTi 3HAYHOI KiJTbKOCTIi
PE3UCTEHTHUX [0 KiiHpaminuay MRSA-1mmTaMiB BUK/IIOUYAETHCSA MOXKIIUBICTh 3aCTOCYBaHHSA
IIbOT0 TIpenapaTy A JiKyBaHHS iHQEKIiN, CHpUYNHEHUX IIUMH OopraHisaMaMu, 6e3
IIPOBELEHHS TECTIB Ha YyTJIUBICTE. In Vitro ekl pe3uCTEHTHI 10 epUTPOMILUHY IITaMU
cTadiNoKOKiB BifTHOCHO IBUAKO HaOyBalOTh PE3UCTEHTHOCTI N0 KIiHAAMIIUHY.

Hux4e HaBeeHO 3a3BUYal PE3UCTEHTHI MiKPOOPTraHi3Mu:

aepoOHi rpamMHeraTUBHi OaIuIy;

- Enterococcus faecalis;

- Bumu Nocardia;

- Neisseria meningitidis;

- mrtamu Haemophilus influenzae (y MicIieBOCTi, ie YaCTOI0 € Pe3UCTEHTHICTh 10 aHTUOIOTUKIB).
I'paHnYHi 3HaYEHHS.

Hux4e HaBeeHO TPaHUYHI 3HAYEHHS YYTJIUBOCTI 0 KJIIHAaAMIIWHY 3TigHO 3 KJIachPiKali€
€BPOMENCHKOT0 KOMITETY 3 TECTYBaHHS YyTIMBOCTI 0O aHTUMIKPOOHUX IIpelapariB
(EUCAST) Big 2014 poky.

- Bunu Staphylococcus: uytnusi < 0,25 mr/n, pe3ucteHdTHi > 0,5 Mr/m.
- 'pyniu Streptococcus A, B, C, G: uytnusi < 0,5 Mr/1n, pe3uctenTHi > 0,5 mr/i.
- Streptococcus pneumoniae: 4wytnusi < 0,5 mMr/in, pe3uctedTHi > 0,5 Mr/i.

- AHaepoOHi rpaMITO3UTUBHI MiKpoopraHi3mu (3a BuHITKOM Clostridium difficile): uyTmusi
< 4 Mr/n, pe3ucTeHTHi > 4 Mr/m.

- AHaepoOHi rpaMHeraTuBHi MiKpOOpTraHi3Mu: YyTIUBI < 4 Mr/J, pe3UCTEeHTHi > 4 Mr/JI.

[NourmpeHicTh HaOyTOI PE3UCTEHTHOCTI.

[TomupenicTh HaOyTOI PE3UCTEHTHOCTI [AJIST OKPEMUX BUIIB MOXKE BapiloBaTUCS 3a/IeKHO Bifl
MiCIIEBOCTi Ta 3 YaCOM, TOMY PEKOMEHAYETLCS OTPUMATH MiCIleBY iHGOpPMAIlio Ipo
PE3UCTEeHTHICTh, 0COONMMBO B pPa3i JIiKyBaHHS TSAXKKUX iHQEKIIiX. 3a moTpebu Ciifl 3BepHYTUCS
3a MMOopajoio 0 eKCIIepTa, SKIIO MOIIUPEeHICTh PE3UCTEHTHOCTI B IIEBHIM MICIIEBOCTI DOCSATAE
TaKUX PO3MipiB, 110 OOLIBHICTh 3aCTOCYBAHH IIpeliapaTy IPUHAVMHI IPU AesKUX TUMAX
iH(deKIIi! CTaBUTHCS IIifl CYMHIB. 30KpeMa, PEKOMeHAYEThCS BUKOHYBATH MiKp0o0OioIoTiuHy
MiaTHOCTHKY 3 Bepudikallieto 30yIHMKa Ta MOT0 YyTIUBOCTI OO JTiHKOMIIIMHY/KIiHAaMIlIUHY
IpU TAKKUX iHDeK1isx abo HeeeKTUBHOCTI Teparrii.



Hux4e HaBe#eHO OaHi OIS KIiHAaMIUHY, 110 0a3yI0ThCS Ha €BPONENCHKIX MOHITOPUHTOBUX
pocnipxeHHax y 2013 poi.

3a3Buyuai YyTINWBi OpraHisMu.

- Aepo0OHi rpaMIIO3UTHBHI MiKpOOPTraHi3Mu:
Actinomyces israelii’;

Staphylococcus aureus (4yTIUBUN OO0 METULIUIIHY);
Streptococcus agalactiae;

CTPenTOKOKHU rpynu Viridans.

- AHaepoOHi MikpoopraHiamu:

Bunu Bacteroides® (3a BuHsITKOM B. fragilis);
Bumu Fusobacterium®;

Bunu Peptococcus’;

Bunu Prevotella;

Bunu Veillonella®.

- [ammi mikpooprasizmu:

Chlamydia trachomatis®;

Clamydophila pneumoniae’;

Gardnerella vaginalisa;

Mycoplasma hominis2.

MikpoopraHiamu, HabyTa Pe3UCTEHTHICTh SIKUX MOXKe CIPUYNHATH TPOOIEMH.
- Aepo0OHi rpaMIO3UTHBHI MiKpOOpraHi3Mu:

Staphylococcus aureus (Pe3UCTEHTHUAM [0 MeTI/ILII/IJ'IiHy)b;

Staphylococcus epidermidisb;
Staphylococcus haemolyticus;
Staphylococcus hominis;

Streptococcus pneumoniae (y IesSKUX €BPOMENCHKUX KpalHax piBeHb pe3ucTeHTHOCTI 20-49 %).

- Aepo0OHi rpaMHeraTUBHI MiKpOOpraHi3Mu:



Moraxella catarrhalis®.

- AHaepoOHi MikpoopraHismu:

Bacteroides fragilis;

Clostridium perfringens (Builli piBHi pe3ucTeHTHOCTI B IcmaHnii (10-20 %));
BUnU Peptostreptococcus (Buii piBHI pe3ucTeHTHOCTI B Icmawii (10-20 %));
Bunu Propionibacterium.

[TpupoOHO PE3UCTEHTHI MiKPOOPraHi3Mu.

- AepoOHi rpaMIIO3UTHBHI MiKpOOPTraHi3Mu:
Bumu Enterococcus;

Listeria monocytogenes.

- Aepo0OHi rpaMHEraTHBHI MiKPOOPraHi3Mu:
Escherichia coli;

Bunu Klebsiella;

Neisseria gonorrhoeae;

Pseudomonas aeruginosa.

- AHaepoOHi MiKpoopraHizmMu:

Clostridium difficile.

- [Hwi MikpoopraHismu:

Mycoplasma pneumoniae;

Ureaplasma urealyticum.

*OHoBIeHa iH(pOPMaIlis He JOCTYIIHA.

*[IloHaitMeHIIIe B OHOMY €BPOIEICEKOMY PETiOHi 3apeecTpoBaHO piBeHb PE3UCTEHTHOCTI IIOHA
50 %.

° BinpuIicTh 130/151TiB MAIOTh TPUPOMHO IIPOMiKHY PE3UCTEHTHICTb.

Bys0 mpogeMOHCTPOBAaHO aHTArOHICTUYHY Ai0 MiXK KJTIHIaMIiIIMHOM, €ePUTPOMIIIUHOM i
O/MM3bKUMU 3a XIMiYHUM CKJIafloM MakpoJsigamu. He 0y710 mpoeMOHCTPOBaHO
QHTATOHICTUYHOI il MiX KJIiHOaMIIIMHOM i IeHiluIiHaMu.

He3Baxaroun Ha Te, 110 KJIiHAaMILIUHY TiAPOXJIOPUL aKTUBHUM In Vivo Ta in Vitro,



KIiHmaMinuHy docdar i KniHgaMinuHy majabpMiTaT HeaKTHUBHI in vitro. I[IpoTe 00uUfBi CIONTyKH
IIIBUAKO TiAPOJTi3yI0THCS in Vivo 00 aKTUBHOI OCHOBH.

dapmakoKiHemuka.

AGcopOrris.

Yepes 1-3 roguHu micnsa BHYTPIIHbOM s130B01 iH'€KIIil 600 Mr KimiHgaMminuHy docdaTy
MIiKOBMM PiBEeHb KJIiHOaMIiIIMHy B CUPOBATII KPOBi cTaHOBUB 9 MKr/mi. Ilig KiHelb
BHYyTpimHboBeHHOI iHdy3ii 300 Mr mpoTsarom 10 xB i 600 Mr nmpoTtsrom 20 XB BigmoBigHO OyIn
NOCATHYTI IMIKOBI piBHI B CUpOBaTIi KpoBi 7 MKr/Mi i 10 MKI/MII BifillOBiHO.

Y Tabnuui 1 HaBe#meHo cepenHi piBHI KniHgaMinuHy dhocdaTy B CUPOBATII KPOBI MicCis oro
3aCTOCYyBaHHA. PiBHI KIIIHAAMIIIMHY B CHPOBATIII KPOBL MOXKYThH YTPUMYBATUCS BUILE
MiHiMabHUX iHTiOyI0uuX KoHIleHTpauii (MIK) in vitro ons HabinmbIn YyTIUBUX OPTaHi3MiB,
KOJY KJTliHgaminuuy ¢ocdaT 3aCTOCOBYIOTh KOXKHi 8-12 rogus qopociuM ado KOXKHi
6-8 roguH AiTAM mIISXoM 0e3repepBHOI BHYTPIIIHbOBEHHO] iH(GY3il. KoHLIeHTpaIril

PiBHOBa>XHOT'0 CTaHY HOCSATAIOTHCS IIiC/IST TPETHOI NO3H.

Tabnuis 1

TTo3a Kningamimnms, Kningaminuay ¢gocdar,
MKT/MJI MKT/MII

/Topoci (nicas 00Csi2HeHHSA PIBHOBANXCHO20 CMAHY)

300 mr B/B mpoTtarom 10 xB KOXHi 8 rogux 7 15

600 mr B/B mpoTsirom 20 XB KOXKHi 8 rogun 10 23

600 mr B/B mpoTsarom 30 XB KOXKHi 6 TOOUH 10,9

600 mr B/B npoTsirom 30 XB KOXKHi 8 rogun 10,8

900 mr B/B mpoTsirom 30 XB KOXKHi 8 rogun 14,1

900 mr B/B mpoTsirom 30 XB KOXKHi 12 rogun 11 29

1200 mr B/B mpoTsarom 45 xB KoxHi 12 rogua |14 49

300 Mr B/M KOXKHi 8 rogun 6 3

600 Mr B/M KOXHi 12 roguH 9 3

Timu (nepwa 0o3a)’

5-7 Mr/kr B/B npoTsAroM 1 rogusu 10

3-6 MI/KT B/M 4

5-7 MI/KT B/M 3

' TlamieHTH gaHOI IPYNHX IPOXOAUIM JIIKYBaHHS HasBHUX iH(EKIIil.

Posmopmin.

3B’s13yBaHH4 3 OinkaMu ctaHoBUTh 40-90 % Bif 3acTocoBaHoil o3u. [Ipu mepopaabHOMY
3aCTOCYBaHHI HaKOIIMUYEHHS He CIIOCTepPiraaocs.

KningaMinuH 1erko MpOHUKAE y OibIIICTh PiouH i TKAHUH OpraHi3My. Y KiCTKOBi#M TKaHUHI
KOHIIEHTpAllis IpenapaTy cTaHOBUTh mpubnmu3Ho 40 % (20-75 %) Bim mOCATHYTOrO PiBHS B
CHPOBaTLi KPOBi; y rpyaHoMy Moot MaTtepi - 50-100 %; y cunosianbHi¥ pigusi - 50 %; y
MOKpPOTi - 30-75 %; y nmepuToHeasnbHi# piguHi - 50 %; y KpoBi nnoma - 40 %; y rHoi - 30 %; y
nyieBpanbHii piguHi - 50-90 %. [IpoTe KIiHgaMINIVH He IPOHUKAE Y CIIMHHOMO3KOBY PiAUHY,



HaBiTh y pa3i MEHIHTITY.

BiorpaHcdopmatiis.

[lepion HamiBBUBEOEHHS KITiHAAMIIIMHY CTaHOBUTEL NTPubNu3Ho 1Y2-3%2 rogunu. Llew vac €
melro OiNbIIMM Y MallieHTiB 3i 3HAYHO 3HUKEHOI0 QYHKITEIO MTedyinky abo HUPOK. [IpoTe
KOPUTYBaTHU PEXKUM [I03yBaHHS B pPa3i mopyiieHs GYHKIN] IediHKu a0 HUPOK CEPEeTHbOTO
CTYIIeHs TSAXKKOCTI He CIIifl.

KningaMminuH BigTHOCHO iHTEHCUBHO MeTab0/Ii3y€eThCs.

HocnigXeHH4 in vitro B MiKkpocoMax IEYiHKY Ta KUIIEYHUKY JIIOOUHY [10Ka3asiy, 110
KJIIHOaMIIMH ITIepeBaxKHO OKUCTIOEThCA CYP3A4, 3a He3HauHoi yuacti CYP3AD5, 3 yTBOpeHHSIM
KTiHgaMinuHy CyIb(QOKCUAY Ta OPYTOPSAFHOT0 MeTaboiTy N-IecMeTUKIiHgaMiluHy.

BuBenenns.

BuBemenHs cTaHoBuTh 10-20 % i3 ceuelo i mpubnu3uo 4 % 3 KajoM y MiKpo6ionoriaHo
aKTUBHiU popMi. PemTa BUBOOUTHCSA ¥ BUTTISAAI 6107I0TIYHO HEAKTUBHUX MeTa0OJTiTiB.

BuBeneHHs mepeBakKHO BigOyBa€eThCS 3 JKOBYIO Ta KaJIOM.

[TediampuyHi nauieHmu 8ikom 8i0 2 0o 18 pokis 3 odcupiHHAM i dopoci 8ikom 8id 18 0o 20 pokie 3
OHCUDIHHAM.

AHamni3 (hapMakKOKiHETUYHUX JaHUX Yy Malli€eHTIB 3 0KUPIHHAM - Y AiTel BikoM Bif 2 10 18 pokiB Ta
mopocnux BikoM Bif 18 no 20 pokiB - MpogeMOHCTPYBaB, 1110 KIIipeHC KITiHgaMilluHy Ta 06’eM
PO3Ioniny, HopMaJli30BaHi 3a 3arajbHOI0 Maco0 Tijla, TIOPIBHAHHI 3 BINNOBIIHUMY [I0Ka3HUKAMU Y
IAIi€HTIB 3 HOPMAaJIbHOK MacCol0 Tina.

KniniyHi XxapaKTepHCTHKH.
Iloka3aHnHs.

KningaMinuH MOKa3aHUU 719 JTIKyBaHHS TAXKKUX iHQEKIIil, CIpUINHEHUX YYTIUBUMHU [0
HBOTO IIITAMaM¥ T'PAMIIO3UTUBHUX aePOOHUX MiKPOOPTaHi3MiB, TAKUX K CTPEITOKOKH,
ITHEeBMOKOKH Ta CTa(iTOKOKYU, ab0 4yTIUBUMU aHaepOoOHUMU OakTepisiMu (IUB. PO3MIin
«DapMakoaIuHaAMiKa»).

- [HdeKIIi]l BepXHixX qUXalbHUX IIJIIXiB: XPOHIYHUN CUHYCHUT, CIPHYNHEHNUY aHaepOOHUMHU IITaMaMH.
KninpmamiimmH MOXKHa 3aCTOCOBYBATH AJI JTIKYyBaHHS [E€SIKHAX BUMAMKIB XPOHIYHOTO THITHOTO
cepegHboro OTUTY abo SIK MOTIOMiXKHY Tepariio B KoMOiHallil 3 aHTH6ioTUKaMU, aKTUBHUMU ITPOTHU
aepoOHUX rPpaMHEraTUBHUX MiKpoopraHi3MiB. [loka3aHHS He IMOUIMPIOETHCS Ha iHGeKI], cipuynHeHi
H. influenzae (muB. po3mgin «®apmMakosoriyHi BmacTuBOCTI»). KimiHmaMiluH MOXHa TaK0XK
3aCTOCOBYBATH [JId JIiKyBaHHS PelUANBIiB GapUHTOTOH3UIIITY.

- [ndexkIil HUKHIX TUXalIbHUX IINISXiB, BKII0OYal0uX iH(eKIiiiHe 3arocTpeHHS XPOHIYHOT0o GPOHXITY Ta
ITHEBMOHII.



- Taxki iHGeKil mKipy Ta M’'IKUX TKaHUH, CIPUYMHEH] YyTINBUMHU MiKpOOPTraHi3MaMu.
- Indexiril KicToK i cyrno0iB, BK/II0Yal0Yy OCTEOMIENIT i CENTUYHUM apTPUT.

- Tsaxkxki riHekonoriuHi iHGeKIii, BKIII0Yaloyn 3aalbHi 3aXBOPIOBAHHS OPraHiB MaJioro Tasa.
MoHoTepariito KIiHgaMIIuHOM TaK0XK MOXKHA 3aCTOCOBYBATHU IIPYU LIEPBINUTaX, CIPAYNHEHUX
Chlamydia trachomatis.

- BayTpimuboyepeBHi iH(deK1ii, BKII09alouy IEPUTOHITA Ta abmoMiHanbHi abcuecH.

- CenTunieMis Ta eHIOKapAUT. B oKpeMux BUIaikax cenTuiieMii Ta/abo eHgOKapauTy, CIPUYNHEHUX
YyTJIMBUMU MIKpOOpPraHiaMaMy, OTPUMaHO HaJleXXHY BIiANOBiAL Ha KiniHgaMinuH. [Ipote gis
nmiKyBaHHS 1MX iHGEKIIiN mepeBaxKHO 3aCTOCOBYIOTh OaKTEePUIUIHI ITperapaTy.

- CtroMaTosnoriuHi iH¢eKIIii, BKITI0Yaloun MepiomoHTaaIbHUM abcliec i mepiogqoHTHUT.

- Tokconnasmosui ennedarnit y xsopux Ha CHII. TTalieHTaM i3 HeNepeHOCUMICTIO CTAaHAAPTHOTO
JiKyBaHHS KJTiHIaMIIlMH MOXHa 3aCTOCOBYBaTU B KOMOiHallil 3 mipuMeTaMiHOM.

- [TreBMmoHIis, cnipuyrHeHa Pneumocystis jirovecii, y xsopux Ha CHIJI. ITauierTam i3
HellePeHOCUMICTIO CTaHAAPTHOIO JIiKyBaHHS KJIiHAaMIiIWH MOXkKHa 3aCTOCOBYBaTU B KOMOiHamil 3
IPUMaxiHOM.

- TaXKKa Mamnspid.

- [IpodinakTriKa eHOOKapAUTY V NALli€HTIB i3 aleprieio/rinepyyTauBiCTIO 10 MEHIIUTIHY.

- [TpodinakTrka paHoBoOl iH(}eKIii MpK onepaTUBHUX BTPYYaHHSAX V HiJISHII TOJIOBU Ta IIHI.
Kninpaminuuy gocdat, po3unHeHu# y pizionoriuHoMy po34mHi, MOKHA 3aCTOCOBYBATH IS

iHTpaonepaniiHoro 3poIeHHS XipyprigyHol OinsgHKHU.

- [TonepenXKeHHs IEPUTOHITY Ta iHTpaabooMiHanbHUX alclieciB micis nepdoparii i
IOCTTPaBMaTUYHOl KOHTaMiHallil TPy 0GHOYAaCHOMY 3aCTOCYBaHHI 3 aMiHOTTIKO3UIHUMUI
aHTubioTMKaMu (reHTaminHOM abo ToOpaMiluHOM).

4K i gns Bcix aHTUOIOTUKIB, TEpe NpU3HAUYeHHIM KITiHAaMilMHy HeoOXiIHO 03HANOMUTUCS 3
indopmatiiero 110710 3amobiraHHs BUHUKHEHHIO MiCIIeBOI PE3UCTEHTHOCTI, a TAKOXK 3
odimitHIMKY PEKOMEHIAIlIAMY 00 TPU3HaYeHHS aHTUOI0THKIB.

IIpomunoka3aHHs.

['imepuyTIUBICTE O Hif0Y0l PEYOBUHHU, TIHKOMIIIMHY a00 JOMOMIXXHUX PEUOBUH, 3a3HAYEHNX B
po3amini «Ckmag».

[udexuiiauit MeHiHTIT (IUB. PO3Min «OCOOIMBOCTI 3aCTOCYBaHHS»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

By1o nponeMOHCTPOBaHO aHTArOHICTUYHY [i0 MiXK K/IIHAaMIIIMHOM, ePUTPOMILIUHOM 1



ONMM3bKUMU 3a XiMiYHUM CKJIafoM MaKpoJIiflaMu.

Byrno BusiBi€eHO, 110 KIiHAaMilllH, SKUY BBOASATH IIIISXOM iH'€KIIil, Ma€ BIaCTHUBOCTI
HEeUPOMYCKYISIpHOTO 6JI0KaTOpa, 1[0 MOXKe IMiICUTI0OBATH [il0 iHIINX HEUPOMYCKYIISIPHUX
611okaTopiB y oprani3mi. ToMy KiiHgaMilluH citifg 3 06epeXHiCcTIO MpU3HavYaTH NallieHTaM, sKi
3aCTOCOBYIOThH TaKi IIpenapaTy, IK BEKyPOHili, pPOKYPOHil, TeHTaMil[iH, panaKypoHii (i3
MarHieM) abo MaHKypPOHi#. ByB onucaHuii CHHEPTiYHUY BILIUB iHIINX aHTHOIOTUKIB pa3oM i3
KJTiHIaMilIIMHOM Ha HEMPOMYCKYISAPHi 6110KaTopu. Yepes 1ie 3aCTOCYBaHHS aHTUOIOTHUKIB
pas3oM i3 M'I30BUMHU pelaKCcaHTaMu MOTPedye 0COONMMUBOI yBary, OCKiIbKY CUHEPTiYHa Iis
BHACJIiOK TaKoi KOMOiHallil MOXKe CIIpUYMHSATH OinbIl rmu0oKy M’ g30BYy pelakcalliio Ta
3aTpUMyBaTU OfyXKaHHS.

Kninpaminuu MeTabomisyeTsest nepeBaxkHo CYP3A4 ta meHmoo Mipoio CYP3A5 3 hopMyBaHHAM
OCHOBHOTO MeTaboIiTy KITiHAaMilluHY CynbGOKCUAY Ta APYropsimHoro Mmetabomity N-
necmetunkiingaminnay. Tomy inri6itopu CYP3A4 Ta CYP3AS (Taki Sk puTOHaBip, nomiHasgip,
inguHaBip, KOOIIIMCTAT, KETOKOHA30JI, iTPAaKOHA30JI, BOPHKOHA30JI, IT03aK0HA30JI, KJIAPUTPOMIITHH,
TeNiTPOMILNH, rpeundpyToBUl CiK, Heda30q0H) MOXKYTh 3HUXKYBATH KJlipeHC KIiHAaMIiIUHy, a
iHOyKTOpY 1IKX i30(epMeHTIB MOXKYTh 30iNbIIyBaTH KIipeHC KIiHAaMIiluHy. Y IPUCYTHOCTI MOTYKHUX
ingykTopiB CYP3A4, Takux sk pudaMIIilliH, CJIifi TPOBOAUTY MOHITOPUHT 100 BTPaTU e(eKTUBHOCTI.

HocmimKeHHS in vitro oKa3yioTh, 10 KJliHgaMinuH He € iHribitopom CYP1A2, CYP2C9, CYP2C19,
CYP2E1 a6o CYP2D6 i numie nomipHo iHridye CYP3A4. ToMy KJTiHiYHO 3HAUYIIi B3aEMOIii Mik
KJTiIHOaMIiIIMHOM Ta IIpenapaTaMy, 1110 MeTabomi3yioThes umu CYP-pepMeHTaMu, € MamoiMOBIDHUMU
IIpY IX OQHOYAaCHOMY 3aCTOCYBaHHi.

AnTaroxictu Bitaminy K.

[ToBimoMIISITIOCH TIPO MigBHUINEHI TOKAa3HUKY Koarynsiii (mpoTpoMOGiHOBUY Yac/ MiKHapogHe
HOpMaJli3oBaHe CIIiBBiIHOIIEHHS) Ta/ab0 KPOBOTeYY Y IMAIiEHTIB, SKi 3aCTOCOBYIOTh KITIHOAMILIIUH Y
KoMOiHalii 3 aHTaronictamu Bitaminy K (Hampukiapn 3 BappaprHOM, alleHOKyMapoJioM Ta
bnyirmionoM). ToMy TaKuM TMalliEeHTaM CJIifi YaCTO MPOBOOUTH MOHITOPUHT KOATYJISIIil.

Oco06.1ueocmi 3acmocyeaHHsi.

ocdaT He CJIif BBOOWUTHU IIIIX0OM BHYTPIITHLOBEHHOI OOJIIOCHO] iH’EKITL B
Hepo3BeneHin dopwMi. [TpemapaT clig 3aCTOCOBYBATH MIIAXOM iHMY3il IPOTATOM IPUHANMHI

10-60 xBunuH (OuB. po3nin «Cmocib 3acTOCYBaHHS Ta HO3U»).

[ToBimomIsNIOCS PO TSAKKi peakllil rinepyyTAUBOCTI y HALi€HTIB, IKi OTPUMYyBasHU JIiKyBaHHS
KJTIHIaMiIIMHOM, BKJTIOYal0uM CEPHO3Hi peakiril 3 60Ky IIKipH, TaKi SK peakllis Ha JTikapCchbKuii 3acib 3
eo3uHodimnieo i cucremaumu npossamu (DRESS-cunnpom), curgpom CriBeHca -[I:KOHCOHA,
TOKCUYHUM elliflepMaJbHUY HEKPOJIi3 Ta TOCTPUU reHepasli3oBaHuY eK3aHTEeMaTO3HUM IyCTYIb03. Y
pasi BUHMKHEHHS peakliii rinepyyTanBoCcTi abo cepi03HUX peakiliil 3 00Ky IIKipu 3aCTOCYBaHHS
KJIIHAAMIUWHY CIIi NIPUNUHUTYU Ta IPU3HAYUTU HaJleXKHe JIIKYBaHHS (OUB. PO3OLIH
«[Iporunoka3anHsa» Ta «I106iuHi peakIii»).

ITpemapat Hanauus L ®ocdaTt micTuth OeH3unouil cuupt (9,45 Mr/min). BeH3uIOBUH CIIUPT
MOXKe BUKIUKATH aHadiTaKTOIoHI peakirii.



BHyTpilIHbOBEHHE BBEJeHHS KOHCEPBaHTa OEH3UIIOBOTO CIIMPTY acCOIlif0BalIOCS 3 PO3BUTKOM
Ccepro3HuX MOGIYHUX peakllill i TeTaJbHUM HACJIiIKOM Y AiTel, BKII04Yal4du
HOBOHAPOMXKeHUX. Taki SABHUIla XapaKTePU3yIOTLCS MPUTHIYEeHHSM IIeHTPalbHOI HEPBOBOI
CHCTEMHU, MeTaOOJIiYHUM allufi030M, TaCIliHT-IUXaHHIM, CepPIeBO-CYAMHHOIO HeIOCTaTHICTIO
Ta TeMaTOJIOTIYHUMHU aHOMaJlisiMH (TaCHiHT-CUHAPOM). | X04a 3BMYaiiHi TepaneBTAYHI 03U
IThOT0 JTIKAPCHKOTO 3aC00y MiCTATH OEH3UIOBUM CIIUPT V KiTbKOCTSX, 110 3HAYHO MEHIII 3a
KiTbKOCTi, TTOB’s13aHi 3 PO3BUTKOM TaCIIiHT-CHHAPOMY, MiHiMalbHa KiJbKiCTh 0€H3UI0BOTO
CIIUPTY, 3a KOl MOXKe 3'IBUTHUCS TOKCUYHICTh, HeBigmoMa. [Ipenapar ciif 3aCTOCOByBaTH
nuIIe 3a MoTpedu, SIKII0 HeMa€E albTePHAaTHBHUX BapiaHTiB. IlalieHTaMm i3 mopyueHHsIM
GyHKIIII mediHky ab0 HUPOK BeIUKi 03K Mpenapary Ciif mpu3HadaT 3 00epexkHICTIO Ta
IIepeBaXxKHO IJ1s1 KOPOTKOCTPOKOBOIO JIIKYBaHHS Yepe3 PU3UK HAaKOIMMUYEHHS Ta TOKCUYHOCTI
(MmeTabomiunuit aruno3). HemoHoIeHi HEMOBISATA Ta HEMOBJISATA 3 HU3bKOI0 MAaCOIO Tijla IIPU
HapOOKEeHHI MOXKYTb OyTH OiNlbILI CXUJIBHUMHU 0 PO3BUTKY TOKCUYHOCTI. He crif
3aCTOCOBYBATH IIpemnaparTH, 10 MiCTITb OEH3UIOBUM CIIUPT, [JIg JTiKyBaHHS HEIOHOIIEHUX
a00 TOHOIIIeHUX HOBOHAPOIXKEHUX HEMOBJISIT 6e3 HaraabHOI MoTpe6u. BeH3UI0BUi CIIUPT MOXKE
CIPUYUHUTH TOKCHYHI Ta aJiepriyHi peakiil y HEMOBJIAT Ta [iTel BiKOoM [0 3 POKiB.

JIikyBaHHS aHTUOAKTEPiaTbHUMU 3aco0aMy IIOPYIIYEe HOPMAJIbHUM CKJaf Mikpodropu
TOBCTOTO KHILIEYHUKY, 1[0 IPU3BOAUTE 00 HagMipHOro pocty Clostridium difficile. I1po 1ie
TIOBiIOMJISITIOCS TIifl Yac 3aCTOCYBaHHS MaiiXKe BCix aHTHOaKTepialbHUX ITpemnaparis,
BK/II04Yaroyu KiiHgaMminuH. CTymiHb TIKKOCTI TaKOl peakilil MOXKe BapifoBaTH Bif I€TKOl
miapei mo netanvHOTrO Komity. C. difficile mpogykye TokcuHY A i B, 110 cripusie pO3BUTKY
miapel, acoiiioBaHol 3 Clostridium difficile, i € TOTOBHOIO IPUYNHOIO PO3BUTKY
acotuioBaHoro 3 antudbiotukoM Komity. ltamu C. difficile, siKi IpPOAYKYIOTh TillEPTOKCHH,
CIIPUYMHSIOTH MiJBUIIEHHS 3aXBOPIOBAHOCTI Ta JIETATbHOCTI, OCKIiNIbKY I1i iHDeKITil MOXKYTh
OyTH Pe3UCTEHTHUMU N0 aHTUMIKPOOHOI Teparil Ta MOXYTh MOTPeOyBaTH IIPOBEIeHH ST
KOJIeKTOMil. 1151 hopMa KOJIiTy XapaKTepU3y€EThCS CIIa0KO0 BOMSHUCTOIO [Jiapeero, 10 MOXKe
IIPOTPECYBATH [I0 TSKKOI XpOHIYHOI fiapel, TeMKOIIMTO3Y, IPOMIACHHUIII Ta TSXKKUX KOJIK YV KHUBOTI, SKi
MOXKYTh CYIIPOBOAXKYBATHCS BUIiIIEHHSIM KPOBi abo cnudy. bes mpoBegeHHS MOAabIIOro JiKyBaHHS
MOK€ BUHUKHYTH IIEPUTOHIT, IIOK i TOKCUYHUE MerakojaoH. CupuunHeHUN aHTUOI0THKaMy KOJIiT
MOKe BUHUKATH Yepe3 2-3 TUXKHI Micis 3aBepleHHs JIiKyBaHHS KiliHgaMinmHoM. HeoOximHO
peTenbHO 30MpaTH aHaMHe3, OCKiJIbKHY ITOBIJOMIISIOCS IIPO BUIAAKH BUHUKHEHHS Hiapei,
cupuunHeHoi C. difficile, 6inbin HiXK Yepe3 [iBa MiCAIIi mMic/IsA 3aCTOCYBaHHS aHTHOAKTepiaTbHUX
3aco0biB.

Y Bcix nanieHTiB i3 miape€ro, 110 BUHKKIIA ITiCIg 3aCTOCYBaHHS aHTHUOIOTUKIB, HEOOXiTHO PO3TISTHYTH
MOXKJIMBICTh BUHUKHEHHS fiiapei, cupuuyuHeHoi C. difficile. BoHa Moxe porpecyBaTH 0 KOJITY,
BK/TI0UAI0OYH IICeBAoMeMOpaHO3HUM KOMIT (OuB. po3min «[1o6iuHi peakii»), 31 CTynieHeM TSIKKOCTi Bif
JIETKOT0 [I0 JIeTalIbHOTO. Y pa3i mimo3pu abo migTBepaKeHHS Oiapel, 0B’ g3aHol i3 3aCTOCyBaHHAM
aHtuOioTUKiB, ab0 acorifioBaHOro 3 aHTUOIOTUKOM KOJITY JTiKyBaHHS aHTUOI0THKaMU, BKITIOYA0YU
KITIHOaMIilIWH, CJIiI MPUIAHUATY Ta HeTalHO BXKUTH BiAIIOBIMHUX TEPAMIEBTUYHMUX 3aX0MdiB. Y BUIIagKax
CepenHbOl TAKKOCTI Ta B TAKKHUX BUMIAAKAX CJIifl PO3TJISHYTH MOXKJIMBICTh 3aCTOCYBaHHS PiiUH Ta
eJIeKTPOJIiTiB, OaTKOBOTO BBefleHH OifKiB i MiKyBaHHS aHTHOaKTepiaTbHUMU 3aco0aMH, 1110 MaloTh
KJTiHiYHy e(eKTUBHICTD IOA0 JIiKyBaHHA KOMiTY, cipuurHeHoro Clostridium difficile. 3acobu, 110
IPUTHIYYIOTh IEPUCTANIbTUKY, V Iill CUTyalil IpoTUNOKa3aHi. [[iarHOCTyBaHHSI CIPUYNHEHOT 0
aHTUOI0TMKAMU KOJITY, SIK IPaBUJIO, I'PYHTYETHCS Ha KITHIYHUX cuMnToMax. [{iarHO3 MOXHa
IiATBEPOUTH €HIOCKOIIi€l0 Ha HasBHICTh ITceBOoMeMOpaHO3HOro Koty abo BusiBneHHsM Clostridium
difficile Ta TOKCUHIB y Kai.



Heo0xifmHO YyHUKATH 3aCTOCYBAHHS TiKApChKUX 3aC00iB, SIKi 3yNMUHSIOTh IEPUCTATIBTUKY KUIIEYHUKY .

Kninpawmitun ciifg 06epekHo Mpr3HadaT 0cobaM i3 HasgBHICTIO B aHaMHe3i IITyHKOBO-KHAIITKOBUX
3aXBOPIOBaHb, 30KpeMa KOJIiTy. AcollilioBaHul 3 aHTHOIOTUKOM KOJIIT i miapess BUHUKAIOTh YacTillle Ta
y Oinbi Ts2KKUX hopMax y BUCHAXKEHUX TallieHTiB Ta/a00 y malieHTiB MITHHOTO BiKY.

Ockinbku KITiHIaMIlIMH He IPOHUKAE B HaJIEXKHiM KiIbKOCTi 0 CIMHHOMO3KO0BOI PiiHY, KOT0 HE CIIif
3aCTOCOBYBATH [JIs JIIKyBaHHS MEHIHTITY (OUB. PO3nin «IIpoTUnIOKa3aHH»).

In vitro 6ym0 TpoIeMOHCTPOBAHO, 110 KTiHAaMIlIMH Ta €PUTPOMILIMH MalOTh aHTArOHICTUYHY [il0.
Yepes Mooicau8y KAiHIYHY 3HAUYYIIICTh I[LOTO SBUILA 1X HE CJIifl 3aCTOCOBYBaTH OJHOYACHO (IUB.
po3min «B3aeMomist 3 iHIMMMY JTiIKApPCHKUMHU 3ac00aMM Ta iHIIi BUOKW B3aEMOIIN»).

[Tpu TpuBasoMy IiKyBaHHi CIIif IPOBOOUTH IEYiHKOBI Ta HUPKOBI QPyHKILIOHAIbHI TPOOH.

HeuacTo noBigoMIsI0Cs PO TOCTPE yPaXkeHHT HUPOK, BKII0Yal0UX TOCTPY HUPKOBY HEOOCTATHICT.
Y manieHTiB 3 HaBHOIO HUPKOBOIO OUCHYHKIIEIO Ta Y MAlli€HTIB, SKi IPUUMAIOTh CyIyTHI
He(POTOKCUYHI IIpenapaTH, CIIifl PO3TISHYTH MOXKJIMBICTh MOHITOPUHTY (YHKIi1 HUPOK (OUB. PO3MiN
«ITo0OiuHi peakirii»).

3acTocyBaHHA KIiHAaMIIUHY QocdaTty MOXKe CIPUYMHATA HagMipHUM PIiCT HEYYTIMBUX OPraHi3MiB,
30KpeMa IPiKIKOBUX T'PHUOiB.

Kninmaminus, iMOBipHO, Ma€ BIaCTUBOCTI HEMPOMYCKYISIPHOT0 610KaTopa, I0 MOXKe IifICUITIOBaTH
Mifo iHIIMX HeUpPOMyCKyIsIpHUX 610KaTOpiB. ToMy KiiHmaMIiIuH ciif 3 06epekHiCTIO TpU3HadyaTi
malieHTaM, gKi 3aCTOCOBYIOTh TakKi IIpernapaTy (OUB. po3ain «B3aeMopis 3 iHIIUMU JTiIKapChKUMU
3aco0aMH ¥ iHII BUOKA B3AEMOIINA»).

[TanieHTaM 3 rinep4yyTIUBICTIO B aHaMHe3i CIlif Ipu3HadaTy 3 00epeXkHiCTI0 KIiHaaMinuHy gocdar.

Kninmawmitus ciif 3 06epekHICTIO 3aCTOCOBYBaTH IallieHTaM i3 HUPKOBOIO Ta/abo IediHKOBOIO
HEJOCTaTHICTIO TSKKOT0 CTYIIEeHS, ITOB'I3aH0I0 3 TAXKKUMU MeTaboIiYHUMYU cTaHaMU. Y pasi moTpedu
3aCTOCYBaHHS BUCOKUX [103 CJIi CTEXKUTHU 3a PIBHEM KIIIHOAMIIMHY B CUPOBATII KPOBI (OUB. pO3Min
«Croci6 3aCcTOCYBaHHS Ta HO3U»).

Lle#t mikapcbkui 3aci6 MicTuTh MeHIIe 1 MMonb (23 Mr)/go3y HaTpito, TOOTO TPAKTUYHO BiTbHUM Bif
HaTpik.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BaritHiCTb.

IlaHi Ipo 3acToCyBaHHS KJIIHAaMIilMHYy BariTHUM XiHKaM B | TpuMecTpi BariTHOCTI €
oOMexeHUMU. KniHgaMillnH TPOHUKAE KPi3b MTALEHTY. Y KIIHIYHUX JOCTiIXKEHHIX 3
y4acCTIO BariTHUX XKiHOK CUCTEMHE 3aCToCyBaHHSA npenapaty [Hanauus LI ®ocdat y mepiopn 11
Ta III TprMeCTpiB BariTHOCTI He acoLlil0BaI0Cs 3 MigBUIIEHOI YaCTOTOK BPOAXKEHUX
aHoMariu. [locnmigXeHHS Ha TBapHHAX He IPOeMOHCTPYBaiu Oyib-IKOT0 MPsiIMOro abo
HEIIPSMOT0 IIKiAJIMBOTO BIIJIUBY Ha PENIPOOYKTUBHY (PYHKIIifO.

BeH3uoBUi CIUPT 30aTHUY IPOHUKATH KPi3b MIIaleHTy (OuB. po3min «OcobauBOCTi
3aCTOCYBaHHS»).



K nmonepenXyBaJbHUU 3aXifl, IPOTATOM I TPUMeCTPY BariTHOCTI Kpallle yHUKaTH
3actocyBaHH4 npenaparty amamuH L ®ocdat. [IlutTaHHS PO 3aCTOCYBaHHS IIpenapary y
nepiop II Ta III TpuMeCTpiB BariTHOCTI MOXKe PO3TJISOaTUCS JIIKapeM IIiC/Is BCTaHOBJIEHHS
BIITOBIAHOT'0O [AiarHO3y.

TonyBanHs rpynoo. KniHgaMinue y KoHIEHTpalil 0,7-3,8 MKT/MI BUSIBISIBCS Y TPYOHOMY
MOJIOII MaTepi IpY epopalbHOMY Ta ITapeHTepaJbHOMY 3aCTOCYBaHHI. Yepe3 MOXKINBUMI
PO3BUTOK CEPUO3HUX MOOIYHUX peakIliil y OiTel, dKi nepedyBaloTh Ha IPYOHOMY
BUTO[IOBYBaHHI, KIIiIHAaMIil[MH He CJIifl 3aCTOCOBYBaTH XKiHKaM, IKi TOOyIOTh I'PyAai0 (OuB.
po3ain «Oco0IMBOCTI 3aCTOCYBaHHS»).

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Kninmaminus He BiuBae a0 YMHUTL He3HAYHUM BIIMB Ha 30AaTHICTh KePYBaTH TPAHCIIOPTHUMHU
3acofaMu Ta IPaIoBaTH 3 iHIMUMU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
03W.

Cnocib 3acTocyBaHHS Ta J03W HeOOXigHO BU3HAYATH 3a CTYIIeHEeM TSKKOCTi iH(eKIril,
CTAHOM IIalliEeHTa Ta YyTJUBICTIO MIKPOOPraHi3My, 110 BUKJIMKAE 3aXBOPIOBAHHS.

Kningaminunay gocdat npu BHYTPIIHHOM I30BOMY BBE[€HHI ITOTPiOHO 3aCTOCOBYBATH
HEepPO3BeIEeHUM.

[lepen BHYTPIIIHbOBEHHUM BBEJIEHHSIM KITiHOAMIIMHY QocdaT HeoOXimHO po3BeCTH (IUB.
«Crocib 3acTocyBaHHS. Po3BeleHHS Ta IMBUAKICTL iHDY3il 151 BHYTPILTHEOBEHHOTO
BBeIeHHSI» HUXKYe).

Lopocai (BHympiwHb08eHHO abo 8HyMpiwHbOM 23080). [I11s1 TiKyBaHHS BHYTPIITHhOYEPEBHUX
indexkiriyi, indexkiriii opraHiB Masoro Tasa B XiHOK Ta iHIIUX TSXKKUX iHQEKIIid cTaHmapTHa mo0oBa
mo3a KiningaMinuHy ¢ocdaty ctaHoBUTh 2400-2700 Mr (3a 2, 3 abo 4 BBeOeHHS PiBHUMHU [[03aMH) i,
SIK TIPABUJI0, 3aCTOCOBYETHCS B KOMOiHAIll 3 TPUUHATHUM aHTUOIOTUKOM, AaKTUBHUM IIOMO
rpaMHEraTUBHUX aepoOHUX MiKPOOpPTraHi3MiB.

[T MeHII yCKTafHeHuX iHheKil, CHpUuYnHEeHNX OiNIbII YyTANBUME MiKpOOpraHizMamy,
BI[IMOBIAb Ha JIIKYBaHHA MOXKE CIIOCTEPIraTUCh IIPU 3aCTOCYBaHHI HUKYUX [03:
1200-1800 mr Ha moOy (3a 3 abo 4 BBeleHHS PiBHUMU O03aMH).

Iopocnum ycCIimHo 3acTocoByBanu fo3u go 4800 mr mofneHHO.
3acTocyBaHHS Pa30BOIl [03U BHYTPILIHbOM 130B0 MoHaA 600 M He peKOMeHI0BaHoO.

JlikyBaHHS 3amna/lbHMX 3aXBOPIOBaHb OPraHiB MajIoro Tasa: KiiHgaminuey ¢ocdat 900 mr
BHYTPIITHROBEHHO KOXKHi 8 rofguH y KoM0iHallii 3 MpUMHATHAM aHTUOI0THKOM, aKTUBHUM



IIOJ0 I'PpaMHeraTUBHUX MIKPOOPraHi3MiB (HanmpUKiag reHTaMillMHOM, 2 MI/KT Ileplia [o3a Ta
mani 1,5 Mr/Kr KoXHi 8 TogvH), malliEHTaM i3 HOpMaJIbHOI (PYHKIi€I0 HUPOK. Lle nmiKyBaHHS
CJIif TPOMIOBKYBATH NMPUHAWMHI 4 moOu. 3 MOSIBOIO KITiHIYHMX 03HAK MTOKPAIIEeHHS CJIif
IIPOMIOBXKUTH JIiIKyBaHHS 1le Ha 2 goOu. [lari cilif meperTH [0 epopalbHOT0 3aCTOCYBaHHS
KJTiHmaMinuHy rigpoxnopuny B mo3i 1800 mMr Ha mo0y (3a KinbKa IPHUOMIB) 0O 3aKiHYEeHHS
TIOBHOT'O KypCY JiKyBaHHS, 110 CTaHOBUTH 10-14 mib.

Himu.
Io3y KIIiHmaMilKWHY CITif IpU3HadYaTH 3 YpaxXyBaHHSM 3arajbHOl MacH Tijla He3aJeXHO Bifl 0XKUPiHHS.
MaxkcuMarnbHa 7o00Ba f03a He TIOBUHHA ITePEeBUIyBaTH 03y AJIST JOPOCIIHX.

Ilimu eikom 8i0 1 micaus (8HympiwHb08eHHO abo BHyMpilWwHbOM 13080). IIpemapaT 3aCTOCOBYIOTh Y
no3i 20-40 mr/kr Ha moby 3a 3 abo 4 BBeNeHHS PiBHUMHU N03aMHU).

3actocyBanHd mpenaparty Hanauus L ®ocdar miTsim BikoM 10 3 POKiB MOKa3aHO TiIbKY y pasi
HarajbHOI mOTPedu (OuB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»).

Iayienmu 3 nopyweHHAM (pyHKUii HUpok ma/abo nevinku. HemMae HeOOXiMHOCTI B KOPUTYBaHHI
[03Y TallieHTaM i3 MopyleHHsIM QyHKIIil HUPOK. ['eMopiani3 i mepuToHealbHUM Miai3
Hee(eKTUBHI [IJI1 BUBeJeHHS KIiHOaMillMHy 3 KPOBI.

Y namieHTiB i3 nmopymeHHIM QYHKIII TeYiHKY CepefHbOro Ta TSKKOTO CTYIIeHs CIIOCTepiraBcst
IIOAOBXEHUY Nepiof HalliBBUBEOEHHS KIIHAaMIIUHY. AKII0 KIiHAaMIilH 3aCTOCOBYBAaTH KOXKHI

8 roguH, HAaKOIMYeHHS BUHUKAE B IOOOUHOKUX BUIIafKaX. TOMy 3HMKEHHS [I03U He BBaXKa€ThCA 3a
HeoOXigHe.

ﬂ03yBaHHH IIpu CHeLT,I/I@i‘-IHI/IX ITOKa3aHHAX.

Tokconaa3mosulu eHuyepanim y xgopux Ha CHI]I.

Hamamus L ®ocdart cnipg 3actocoByBaTé ¥ 7031 600-1200 Mr KoxHi 6 TOAWH yIPOAOBXK
2 TuxkHiB, 10TiM - 300-600 Mr mepopaibHO y BUTJIAA] KAlCyJl KOXKHI 6 TOOUH. 3a3BU4Yau
IIOBHHUU KypC JiKyBaHHS TpuBac€ Bif 8 o 10 TuxkHiB. Yriponosxk 8-10 TuXHIB He0OXigHO
3aCTOCOBYBATH IIipMeTaMiH ITepopaabHo B 1031 25-75 Mr Ha mo0y. Pa3oM i3 BUCOKUMU
Io3aMu MipuMeTaMiHy CJIifi 3aCTOCOBYBaTH (GoIieBy KUCIOTY B fo3i 10-20 mr Ha mo0by.

ITHeeMmoOHi A, cnpuyuHeHa Pneumocystis jirovecii, y xeopux Ha CHI/I.

[Tpenapat 3aCTOCOBYIOTH IIIIXOM BHYTPIIIHbOBEHHOI iH(Y3il B 1031 600-900 Mr KOXKHi
6 ropun a6o 900 Mr koxkHi 8 roguH npoTarom 21 mobu B KoMmObiHalii 3 mpuMaxiHoM y m03i
15-30 mMr Ha goOy mepopasnbHO yIpogoBx 21 moowu.

TAxcka manapis.

Lopocai. I'moKOHAT XiHIMUHY: HaBaHTaXyBaJlbHa f03a CTAHOBUTH 10 MI/KI BHYTPIIIHOBEHHO
npotsarom 1-2 ropuH, notiMm - 0,02 Mr/Kr/xB, 6e3nepepBHa iH}Y3is TPOTIATOM IIOHANMEHIIIE

24 ropvHY (aIbTePHATUBHUM PEXUM [03YBaHHS HaBe[eHU! B IHCTPYKUil A1 MEIUYHOTO
3acTocyBaHHA xiHiguHY). Koy mIinpHiCTh Mapa3uTiB gociarHe < 1% Ta maIi€HT 3MOXKe 3aCTOCOBYBATH



JiKapchKi 3acobu nepopanbHO, HeOOXiMHO TONMOBHUTH JIiKyBaHHS 3aCTOCYBaHHAM XiHiHYy ITepopasibHO
y 0O03i, 3a3HaueHil BuUlle, Ta KIiHAAMIIIUHY A7 IepOPaIbHOr0 3aCTOCYBaHHA ¥ 103i 20 Mr Hito4oil
PEeYOBUHU/KT/OeHb (H03y pO3hieHo Ha 3 3aCTOCYBaHHS Ha NEHb YIIPOAOBXK 7 OHIB).

SIKIII0 maIieHT He MOXKe 3aCTOCOBYBATH JIIKAPChKi 3aco0M IepopaIbHO, CITifl BBECTH
HaBaHTaXyBaJIbHy J03y KJIIHOaMINWHY, 10 CTaHOBUTH 10 MT [iI040l PEYOBUHU/KT BHYTPIITHEOBEHHO,
IIOTIM 5 MT [il04Y0l PEYOBUHU/KI BHYTPIITHEOBEHHO KOXKHi 8 roguH. Ciif yHUKATU IIBUAKOTO
BHYTPIIIHEOBEHHOTO BBeieHHS. HeoOxXigHO mepeiiT Ha IepopajibHe 3aCTOCYBaHHS KITiHAaMIiIUHY
(mo3a myid mepopaIbHOTO 3aCTOCYBaHHSI HaBe[eHa BUIlle), SIK TiJIbKY MallieHT 3M0XKe 3aCTOCOBYyBaTHU
nikapchKi 3acobu nepopanbHo. Kypc nikyBanHs TpuBa€e 7 OHIB.

Himu. ['MoKOHAT XiHiOAWHY: TaKa cama J03a B MT/KT Ta peKOMeHfallil, K A JOPOCTHUX, i
KJIIHOaMIIMH AJI IepopaabHOro 3acTocyBaHH: 20 Mr Ail040l pe4OBHUHU/KT/OeHb (H03y
po3[inieHo Ha 3 3aCTOCYBaHHS Ha MO0y YIIPOMOBXK 7 MHIB). fKIIO MaIliEeHT HE MOXKe
3aCTOCOBYBaTH JIiIKapChKi 3ac00U mmepopasibHO, BBOOUTH HaBaHTaXKyBalbHY H03Y
KiniHgaminuay 10 Mr [if090l pe4OBUHU/KT BHYTPIIIHBOBEHHO, @ MOTIM 5 MT Jil040l
PEeYOBHHU/KT BHYTPIIIHLOBEHHO KOXKHIi 8 TOgrH. YHUKATH MIBUAKOTO BHYTPIIIHLOBEHHOTO
BBefeHH. [lepenTu Ha KIIiHAAMIIMH Y BiflIOBiOHIYN JTiKapchKii (popMi (mepopasibHa 1034,
3a3HavyeHa BUIIE), K TiIbKY MallieHT 3M0Ke 3aCTOCOBYBATH JIiIKapChKi 3aC00U mepopasnbHo.
Kypc nikyBaHHs TpuBa€ 7 OHIB.

ITpoginakmuka eHokapdumy y nauieHmis, yymausux 00 NeHiyuaiHy.

¢k anbTepHATHUBHE JiKYBaHHS, SKIIIO HEOOXiqHO MapeHTepasnbHe 3acTocyBaHHsS: 600 Mr
KIiHAaMinuHy GocdaTty BBOOUTHA BHYTPIIIHBOBEHHO 3a 1 TOOMHY [0 IPOLERYPH.

ITpoginakmuka iHpexyil npu XipypeivHUX 8MpPYYaHHAX y OiAAHYI 204108U MA WUI.

900 mr kningaMinury ¢ocdary, podunreroro B 1000 ma dizionorivyHOro po3vuHy,
3aCTOCOBYBATH OJIs1 TPOMUBAHHS yYpaXkKeHOl JiNITHKY IIifl Yac XipyprivHoro BTpy4aHHS B
OiNSTHIT TOJIOBY Ta IIHI Iepej 3aKPUTTSIM PaHHU.

Cnocib 3acToCyBaHHS.
PossedeHHss ma weudKicmy iHQY3ii 0151 BHYMPIiWHbOBEHHO20 8BE0EHHS.

KoHueHTpanis kjiiHgamMilliHy B pO3BEA€HOMY CTaHi He Ma€ nepeBullyBaTy 18 Mr/MJl, a IIBUOKICTh
ingys3ii He mae nepeBuiyBaTu 30 Mr/xB (muB. po3min «ITo6iuni peakiii»). CTaHOapTHI 3HaYEHHS
MBUAKOCTI iHQY3ii HaBegeHO HUKYE:

Ilo3a |KineKicTh po3urvHHUKA[Jac BBEIEHHS
300 mr |50 Mn 10 xB
600 mr |50 Mn 20 xB
900 mr [100 Mmn 30 xB
1200 Mmrf100 mn 40 xB

He pekoMeHOy€eThCS IPOBOAUTH BHYTPIIIHBOBEHHI iH(Y3ii B g03aX, sAKi nepeBuilyoTs 1200 Mr Ha
TOOVHY.

HeBuxopucranui nikapchKuii mpenapaT ado BigXo[u CJIiff yTUJIi3yBaTH BiATIOBIIHO 0 MiCII€BUX
BHMOT.



Himu.

He 3acTOCOBYIOTh HEIOHOLIEHUM MIiTSM Ta HOBOHapomxkeHuM, OCKinbKY [Hananus LI ®ocdar
MiCTUTh OEH3UIOBUYM CIUPT (muB. po3min «Oco6IMBOCTI 3aCTOCYBaHHS).

He 3acTtocoByBaTu moBuie 1 TUXKHS OiTSAM BiKOM [0 3 POKIiB, SIKIIO TiMbKM IiKapeM He OyIo
PEKOMEH0BAHO iHIIe.

[Tig yac 3acTocyBaHHS IpenapaTy AiTsaM (BikoM o 16 pokiB) 6azkaHO BeCTU HaJleXkHe
CIIOCTEpPEeXkKEeHHS 3a QYHKIIIMU OpraHiB Ta CUCTEM OpraHi3My.

Ilepedo3yeanHns.

TOKCHUHICTS KITiIHAAMIIWHY He 0B g3aHa 3 [03yBaHHSIM. [lepeqo3yBaHHS He CIIPUYUHSIE
crieninivHNX cuMITOMiB. ['eMopiani3 i mepuToHeanbHUM Aiani3 HeeeKTHUBHI IJIs BUBEIEHHS
KJIIHOaMIIMHY 3 CUPOBAaTKU KPOBI.

ITo6iuni peakuii.

Y cnucKy HUXK4Ye HaBe[eHi Mo6iuHi peakilil, BU3HAYEHi ¥ XO[i KIiHIYHUX OOCTiAXKeHb Ta
CIIOCTepeXKeHb IiCIIg BUXOAY IpenapaTy Ha PUHOK, BIAMIOBIIHO [0 CUCTEMHU KJlaCc-OpraH i 4aCTOTH.
[ToGiyHi peakiii, BU3HAYEHI Mic/Is BUXOMY IpenapaTy Ha PUHOK, T03HaYeHi KypcuBoM. HacToTy
BM3HAUYEHO TaKUM YHHOM: JyxkKe 4acTo (= 1/10), wacto (= 1/100, < 1/10), HewacTo (= 1/1000,

< 1/100), pigko (= 1/10000, < 1/1000), myxe pigko (< 1/10000) i vacTtoTa HeBinoMa (He MoxKe OyTH
OlLliHeHa 3 JOCTYIHUX JaHuX). Y MexKax KOXKHOI I'PyIH 3a YacTOTOI0 00iYHi peakiiii mpefcTaBieHi B
MOPSIIKY 3HUXKEHHS CTYIEHS 1X TSIKKOCTI.

IHpexuii ma iHsasii.

Yacto: Pseudomembranous colitis (muB. po3ain «Ocob6IuBOCTI 3aCTOCYBaHHS»); KOMIT, BUKJIMKaHUN
Clostridium difficile.

YacToTa HeBiloMa: 8a2iHA/bHI iH(peKUii.

Po3aadu 3 6oky cucmemu kpogi ma aimgpamuyHoi cucmemu.

YacToTa HeBioMa: e03uHOGININA, a2paHy104,umo3, HelilmponeHis, MpoMboUUMONeHis, aetiKoneHis.
Po3aadu 3 60Ky imyHHOI cucmemu.
IyXe pigko: aHagirakmuyHul WoK.

YacToTa HeBifoMa: aHaginakmoioHa peakyis, aHapisakmuyHa peakyis, ezinepuymiaugicms. Po3aadu
3 O0Ky Hepeosoi cucmemu.

HeuacTo: mucressis.

Po3sadu 3 60Ky cepu.




HeuacTo: 3ynmuHKa OUXaHHS Ta CePIEBOI HisITBHOCTI*,

Po3sadu 3 60Ky CYyOuH.

YacTo: TpomOodediT.

HeuacTo: apTepianbHa rimoTeH3is**.

Po3aadu 3 60Ky wayHK080-KUWKOB020 MPAKMY.

HeuacrTo: miapes, Hymora.

[lyXe pigKo: KOJIT.

YacToTa HeBifoma: 0inb y KUBOTI, 6/TI0BaHHS.

Po3aadu 3 60Ky eenamobiniapHoi cucmemu.

YacTo: BimxuleHHs Bil HOPMU IIOKa3HUKIB QYHKIII MeYiHKY.
YacToTa HeBimoOMa: HCOBMAHUUA.

Po3aadu 3 60Ky wkipu ma nidwkKipHOi MKAHUHU.

YacTo: Makysonanyab03HuUl 8ucun.

HeuacTo: kponue’siHka, MynbTudhOpMHa epuTeEMa, CBepOixK.

YacToTa HEBifoMa: MoKCuU4HUl enidepmanvbHull HeKpoai3, cuHOpom CmigeHca - [IoHCOHCOHa,
MeOuKaMeHMO3Ha peakuis 3 eo3uHoisiero ma cucmemHumu cumnmomamu (DRESS-cuHOpom),
aHzioHe8pomMuyHull Habpsak, 2ocmpull 2eHepai308aHull eKk3aHMemMamo3Hull Nycmy1v03,
excoaiamueHuli depmamum, 6yab03HUL Oepmamum, KoponodibHutll sucun.

3 60Ky HUPOK i ceuosudinbHOI cucmemu.
YacToTa HeBioMa: 20cmpa HUpkosa Hedocmamuicmu”.

3aeasnvHi po3aadu ma peakuii 8 Micui 88e0eHHA.

HeuacTo: 6ins*, abciec*.
YacToTa HeBifoMa: Nn0OOpPa3HeHHA y Micui iH' exuii*.

*[110 peaxllito MOXXHa 3BECTH [I0 MiHIMyMy IIpu 30iliCHEHHI BHYTPIIIHEOM I30BUX iH €KIIi# TIMO0KO Ta
YHUKaI4¥ TPUBAJIOl KaTeTepu3allil Tiel caMol BEHH.

*PigkicHi Bumagku Oyau 3apeecTpoBaHi micas HaATO MIBUAKOIO BHYTPIIIHHLOBEHHOT'0 BBENEHHS (IUB.
po3min «Croci6 3acTocyBaHHS Ta HO3U»).

* MuB. po3min «OcoONIMBOCTI 3aCTOCYBAHHS».
Tepartito cifg TPUIMHUTH, SKIIO ITiJ Yac Hel BUHUKAE Tiapes.

Y pasi BUHUKHEHHS TSXKUX aHa(inaKTOIMHUX peakliii HeoOXimHO HeramHo BXKHUTHU 3aXO0IiB i3
3aCTOCyBaHHSM eniHepuHy (afpeHasiHy), KUCHIO Ta CTEPOIMiB /I BHYTPIIIHHOBEHHOTO



3aCTOCyBaHHS. Y pa3i moTpebu Cilif 3aCTOCyBaTH MEXaHIUHY BEHTHUIISLIIO JIeT€Hb, MOXKJIUBO, IIIJITXOM
iHTyOAarii.

3acTocyBaHHS KJiHOaMiIUHY docdaTy MoxKe CIPAUUUHATA HaAMIPHUM PiCT HEUYTIUBUX
MiKpoopraHi3miB, 30KpeMa ApikKAKO0BUX IPUOIB.

ITosidomaeHHs npo nido3prosaHi nobiuHi peakuii.

[ToBimoMnenHs npo mobiuHi peakiiil micnis peecTpariii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CHIBBiIHOIIEHHS KOPUCTh/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco6y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaKoX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIi] TIOBiOMJISITH TIPO YCi BUMIAAKHU Iif03PI0OBaHKX IMOOIYHMX Peakllii Ta
BifICyTHOCTI e(peKTUBHOCTI TiKapChKOro 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
(dbapMakoHarnsAmy 3a MocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 2 POKH.

YMoBH 30epiranssi.

30epiraTu npu Temnepatypi He Buile 25 °C y HeIOCTYIIHOMY AJISI MiTeM MiCIIi.

HecymicHicmo.

Huxx4de3a3HadeHi npenapatu ¢Gi3iYHO HECYMICHI 3 pO3YKMHOM KIIiHOaMinuHy gocdarty s
in’eK1Iil: aMmminumid, GeHiToiH HaTpito, 6apbiTypaTu, aMiHOGiNiH, TTIOKOHAT KaJbIlilo, CyIbdaT
MarHito, 11eTpuakCOH HATPil0 Ta UUIIPOQIIOKCAIIUH.

CymicHicmb.

Po3unnm KiniHgaMinuHy ¢ochaTty B 5 % OeKCTpo3iy BOAi Ta B PO34YHHI HATPIO XJIOPUAY, OO
SKUX JONAaHO HaBeJeHi HMK4Ye aHTHOIOTHKY B CTAHOAPTHIM KOHIIEHTPAllil, 3a/IMIIal0ThCs
cTabiTbHUMU MPOTSATOM IPUHAWMHI 24 TOOUH: aMiKallMHy cynbdaT, a3TpeoHaM,
eamanaony Hadart, neda3oiiH HaTpito, Ie0TakKCUM HATPilo, Ie(OKCUTUH HATPIIo,
nedTasuguM HaTpilo, NeTU30KCUM HaTPilo, TEHTaMIIKHY CylabdaT, HETUIMIIUHY CybdarT,
ninepalutiz i TobpamituH.

CyMiCHICTb i cTabiNbHICTD IIUX CyMilllel MOxKe 3MiHIOBaTUCS 3ajIe2KHO BiJ] KOHLIEHTPAIIil Ta
IHIIKX YMOB.

YnakoBka.


https://aisf.dec.gov.ua

[To 2 mn abo mo 4 M1 po3uuHy B ammymi. [To 1 ammymni y 6mictepi (ab6o 6e3 GmicTepa) B KapTOHHIN
KOpPOoOL1Ii.

Kareropis Bigmycky. 3a perenrtom.

BupoOHHK.
[paiizep Mentodexuypunr benbrigs HB/

Pfizer Manufacturing Belgium NV.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MO0 ajpeca MiCIlisi IPOBaIXKeHHs Jisi/IbHOCTI.
Perikcser 12, Ilyypc-Cint-Amanpc, 2870, bensris /

Rijksweg 12, Puurs-Sint-Amands, 2870, Belgium.



