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IHCTPYKIIA
JJIS1 MEeIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 3aC00y

JAJALMH Il ®OCPAT
(DALACIN C PHOSPHATE)

Cknao:

oiroua pewosuna: clindamycin;

1 M1 po34HMHY MICTHTh KIiHAAMIIMHY docdaty 150 Mr (BiamoBigae OCHOBI KIIHAAMIIIUHY );
00NOMIJICHI peuoguHU: CITUPT OCH3WIIOBHH, TUHATPIIO €eTaT, BOAA IS iH €KIIIH.

Jlikapcbka ¢opma. Po3unH 1151 16 €KITIN.
OcHosHi @izuko-Ximiuni e1acmueocmi: Ipo3opuii 6e30apBHUM POIUHNH.

dapmakoTepaneBTHYHA rpyna. AHTHOaKTepiadbHI 3acO0M JJIi CUCTEMHOI'O 3aCTOCYBaHHS.
Maxpomiau, ninko3amian ta ctpentorpamini. Koq ATX JOIF FO1.

Dapmakonoziuni enacmueocmi.

Dapmakoounamika.

Hirouoro pedoBuHow mnpenapary [lamamun L[ Pochar € wiiHAaMIIUH — HaMiBCUHTETHYHHM
AQHTUOIOTHK, 110 CHHTE3YEThCS 3 JIHKOMIIMHY NUITXOM 3aMitieHHs 7-(R)-TiapokcuiabHOl rpynu
7-(S)-xmoporpymoro.

MexaHi3m jaii.

Kninnaminus 3B’ a3yeThbes 3 cybonunuiero 50S 6akrepiaibHOi puOOCOMH Ta MPUTHIUY€E CHHTE3
O1yKa.

Kningaminua Moxe YMHUTH OaKTepUlUIHy a00 OaKTepioCTaTUYHY IO 3aJIeKHO BiJl Yy TIIMBOCTI
OpraHi3My Ta KOHIICHTpaIlli aHTHO10THKA.

MexaHi3MU Pe3UCTEHTHOCTI.

Mix KIIHIaMILIKHOM 1 JIIHKOMILIMHOM ICHY€ TIOBHA IepeXpecHa pe3uCTEeHTHICTh. PEe3UCTEeHTHICTh
y cTa(iJOKOKIB 1 CTPENTOKOKIB HaWYacTillle BHHHUKAE 4Yepe3 METHIIIOBaHHS crenudiuHux
nykineotuaiB y PHK 23S pubocomanbhoi cyboaunuii 50S, sika MOXKe BU3HAUUTH MEPEXPECHY
PE3UCTEHTHICTh 1O MakpoidiaiB 1 crpenrorpamiHiB B (¢penorun MLSg). PesucrenTtHi 10
MaKpOJIIB 130JITH IIUX OpraHi3MiB HEOOXIJHO MEpeBIPATH Ha 1HAYKOBAHY PE3UCTEHTHICTh 0
JIHKOMIIMHY/KJIIHAaMILIHY 32 gonoMoroo D-tecty.

[Iramu Staphylococcus aureus, gyTiuBi 10 METHIMITIHY, 3a3BUYail BHSBISIOTh YYTIMBICTD 10
KniHgaminuay. KimiHaamilnmH Mae 3HauyHy aKTHUBHICTH IIOJ0 BEJTHKOI KUTHKICTh IITaMiB
PE3UCTEHTHHUX 0 MeTHIIHY cTtadinokokiB (MRSA). Ilpore 3a HasBHOCTI 3HAYHOI KUIBKOCTI
PE3UCTEHTHHX 10 KiiHAaMiluHy MRSA-1TamMiB BUKITIOYA€THCS MOMKIIMBICTB 3aCTOCYBaHHS 1IbOTO
npenapary ajs JIIKyBaHHs 1H(EKIId, CIPUYNHEHUX [IUMHU OpTraHi3MaMHu, 03 MPOBEICHHS TECTIB




Ha YyTIMBICTH. IN VItro aesiki pe3sMCTEeHTHI OO0 €pUTPOMILMHY IITaMH CTa(iIOKOKIB BiIHOCHO
IIBUJIKO Ha0YBaIOTh PE3UCTEHTHOCTI 10 KIIHAAMIIUHY.

Hwxye HaBeieHO 3a3BUYall pE3UCTEHTHI MIKPOOPTaHi3Mu:

— aepoOHI rpaMHEraTUBHI OallnIy;

— Enterococcus faecalis;

— suau Nocardia;

Neisseria meningitidis;

— mrramu Haemophilus influenzae (y miciieBocTi, /1€ 4acTOr0 € pe3UCTEHTHICTh 10 aHTHOIOTHKIB).
['paHuYHi 3HAYCHHS.

Hwxue HaBeeHO TpaHWYHI 3HAYCHHS YYTJIMBOCTI M0 KIIHAAMIIUHY 3TiIHO 3 KiAcHQiKaIli€ro
€BPOIEHCHKOTO KOMITETY 3 TECTyBaHHS YYTIUBOCTI 0 aHTUMiKpoOHUX mpenapartie (EUCAST)
Big 2014 poky.

- Buau Staphylococcus: uytnusi < 0,25 mr/n, pesucrentsi > 0,5 mr/i.

- I'pymnm Streptococcus A, B, C, G: wytiusi < 0,5 mr/i, pe3ucrentsi > 0,5 mr/m.

- Streptococcus pneumoniae: aytausi < 0,5 mr/mn, pesucrentri > 0,5 mr/i.

- AHaepoOHI rpammo3uTUBHI Mikpoopranismu (3a BunsTkom Clostridium difficile): wyTmusi
<4 mr/n, pe3ucTeHTHi > 4 mr/m.

- AHaepoOHi rpaMHeraTUBHI MIKpPOOPTaHi3MH: YyTIUBI < 4 MI/J, pe3UCTEHTHI > 4 MI/11.
[TomupeHicTh HA0YTOT PE3UCTEHTHOCTI.

[Tommpenictb HAOyTOI PE3UCTEHTHOCTI ISl OKPEMHUX BHUIIB MOXKE BapirOBAaTHCS 3aJIe)KHO BiJ
MICIIEBOCTI Ta 3 4YacoM, TOMY PEKOMEHIYEThCS OTPHUMATH MICIEeBy iH(OpMAIiI0 Mpo
PE3UCTEHTHICTh, OCOOIUBO B pa3i JiKyBaHHS THKKUX iH(eKIiil. 3a moTpedu ciiiJi 3BEpHYTHCS 3a
MOPaJIok0 JI0 €KCIepTa, SIKIIO MONIMPEHICTh PE3UCTCHTHOCTI B TICBHIM MICIIEBOCTI JIOCSATA€ TaKHX
pPO3MIpiB, IO AOUIIBHICTh 3aCTOCYBaHHS IMpenapary MpPUHANMHI NpU AEIKUX TUNaxX iH(eKii
CTaBHUTHCS IiJI CyMHIB. 30KpeMa, PeKOMEHAYEThCS BUKOHYBAaTH MiKpPOOiOJIOTIYHY JiarHOCTHKY 3
Bepudikaiiero 30yJHMKAa Ta HOro 4YyTIMBOCTI JI0 JIHKOMIIUHY/KIIHAAMILUHY TPH TKKUX
1H(pekisX a00 HeeeKTUBHOCTI Teparii.

Huxue HaBeneHo AaHi Uil KIIHAAMIIUHY, 110 0a3yIOThCS Ha €BPOMEHCHKUX MOHITOPMHTOBHX
nociimpkenasx y 2013 porti.

3a3BUYaif YYTAUBI OPraHi3MHU.

- AepoOH1 TpaMIO3UTHBHI MIKPOOPTaHi3MHU:

Actinomyces israelii?;

Staphylococcus aureus (4yTauBHit 10 METHIIATIHY);

Streptococcus agalactiae;

crpentokoku rpymu Viridans.

- AHaepoOHi MIKpOOpTaHi3Mu:

suu Bacteroides? (3a sunstkom B. fragilis);

Buau Fusobacterium?;

suu Peptococcus?,;

Buu Prevotella;

suu Veillonella?.

- [H11i Mikpoopranizmu:

Chlamydia trachomatis®?;

Clamydophila pneumoniae?;

Gardnerella vaginalis?;

Mycoplasma hominis?,

MikpoopraHizMiu, Ha0yTa pE3UCTEHTHICTE SIKHX MOKE COPUYNHITH IPOOIEMU.

- AepoOHi TpaMIo3UTHUBHI MIKpOOPraHi3Mu:

Staphylococcus aureus (pe3ucTeHTHHIA 10 MEeTHIHITIHY)®;

Staphylococcus epidermidis®;

Staphylococcus haemolyticus;

Staphylococcus hominis;

Streptococcus pneumoniae (y aeskux eBpoIneichbKUX KpaiHax piBeHb pe3uctentHocti 2049 %).




- AepoOH1 rpaMHEraTUBHI MIKPOOPTaHI3MU:

Moraxella catarrhalis®.

- AHaepoOH1 MIKpOOpTraHi3MHu:

Bacteroides fragilis;

Clostridium perfringens (Buii piBui pesuctentrocti B Icnanii (10-20 %));
Buau Peptostreptococcus (Bui piBHi pesuctentHocTi B Icnanii (10-20 %));
Buau Propionibacterium.

[TpupoHO PE3UCTEHTHI MIKPOOPTaHi3MH.

- AepoOHi TPaMITO3UTHBHI MIKPOOPTaHi3MHU:

Buau Enterococcus;

Listeria monocytogenes.

- AepoOHi rpaMHETaTHBHI MiKPOOPTaHI3MH:

Escherichia coli;

suau Klebsiella;

Neisseria gonorrhoeae;

Pseudomonas aeruginosa.

- AHaepoOH1 MIKpOOpraHi3MHu:

Clostridium difficile.

- [H1mi MikpoopraHizmu:

Mycoplasma pneumoniae;

Ureaplasma urealyticum.

2 OnoBneHa iHopMarlis He JOCTYITHA.

®[[JonaiiMeHILe B OJHOMY €BPOIEHCHKOMY PEriOHi 3apeeCTPOBAHO PiBEHb PE3UCTEHTHOCTI HoHax 50 %.
¢ BinbIIICTh 13075 TIB MAIOTh MIPUPOAHO MPOMIKHY PE3UCTEHTHICTb.

byno mpoaeMOHCTPOBaHO aAHTArOHICTHUYHY JiI0 MK KIIHAAMIIMHOM, EpPUTPOMILUHOM 1
OJIM3bKMMU 3a XIMIYHUM CKJIaJIoM Makposigamu. He Oyiio nmpoaeMoHCTpOBaHO aHTAarOHICTUYHOI
i1 MK KIHAAMIIAHOM 1 HEHIIWIIHAMU.

HesBakarouun Ha Te, IO KITIHIAMIIMHY T1APOXJIOPU] aKTUBHHI IN VIVO Ta iN VItro, KiIiHIaMinuHy
docdar 1 kmiHAAMINUMHY ManbMiTaT HeakTUBHI iNVitro. Ilpore 0OWABI CHONYKH IIBHIKO
T1IpOITI3yIOTHCS IN VIVO 710 aKTUBHOI OCHOBH.

Dapmaxokinemuxa.

Abcopbuis.

Yepes 1-3 roauHu micis BHYTPIIIHbOM s130B01 1H ekiii 600 Mr kiiHgaMinuHy GocdaTy MmikoBuUil
piBeHb KIIHJAMINKWHY B CHpOBATIi KpoBi cTtaHOBUB 9 Mkr/mil. Ilin KiHelb BHYTPIITHbOBEHHOT
1HOy311 300 Mr npotarom 10 xB 1 600 mMr mpoTsirom 20 XB BiANOB1IHO OyJIU JOCATHYTI MIKOBI1 PiBHI
B CHPOBATIIl KpoB1 7/ MKI/MJI 1 10 MKI/MJT BiZITTOBITHO.

VY tabnuui 1 HaBeneHO cepeaHi piBHI KIiHAaMILUMHY (ocdaTy B CHpoBaTLi KpOBI Micis HOro
3acTtocyBaHHs. PiBHI KJIiHAaMILIMHY B CHPOBATIIl KPOB1 MOXYTh YTPUMYBATHUCS BUIIE MiHIMAIbHHUX
iHrioyrounx koHnentpamiin (MIK) invitro ans HaWOUIBII YyTIMBHX OpraHi3MiB, KOJIU
KIiHgaMimmeay  Gocdar  3acTOCOBYIOTH  KOXHI  8—12rogmH  gopociauMm  abo  KOXKHI
6-8 roguH niTAM nuiAxoM  OesnepepBHOI  BHYTpilIHbOBEeHHOi iHGY3ii. KonuenTparii
PIBHOBa)XHOT'O CTaHy JOCSATAIOTHCS MiCIIs TPEThOT 103H.

Tabmums 1
Ho3a Kningaminus, Kninpaminuny ¢ocdoar,
MKT/MII MKT/MII

Jlopocni (nicas 0ocsienenHs pieHO8ANCHO20 CMAHY)

300 mr B/B poTsiroM 10 XB KOHi 8 roIuH 7 15

600 mr B/B mpoTsiroM 20 XB KOKHi 8 TOJIMH 10 23

600 mr B/B ipoTsiroM 30 XB KOKHI 6 TOJIUH 10,9

600 mr B/B ipoTsiroM 30 XB KOHi 8 roIUH 10,8

900 mr B/B ipoTtsirom 30 XB KOXHI 8 TOAMH 14,1

900 mr B/B poTsiroM 30 xB KOXkHi 12 roanH 11 29




1200 mr B/B mpoTsirom 45 XB KOHI 12 roguH 14 49
300 Mr B/M KOHI 8 TOIUH 6 3
600 mr B/M koxkHI1 12 ronua 9 3
Jlimu (nepwa dosza)*

5—7 mr/kr B/B ipoTsiroM 1 roguuu 10

3—6 MI/Kr B/M 4

5-7 mr/kr B/M 8

! MauienTr naHOT rPyIM IPOXOMMIIN JIIKyBaHHS HASBHHUX iH(EKIIiil.

Posmnoin.
3B’si3yBanHs 3 Oinmkamu ctaHoBuTh 40-90 % Bim 3actocoBanHoi mo3u. Ilpu mepopaibHOMY

3aCTOCYBaHHI HAKOTIMYEHHS HE CIIOCTEPIranocs.

KiningaMinyH JIeTKO TMPOHUKAE Yy OUIBIIICTh PIMH 1 TKAHWH OpraHi3My. Y KICTKOBiIM TKaHWHI
KOHIICHTpaIlis mpernapary craHoBUTh npubau3Ho 40 % (20-75 %) Big MOCATHYTOro piBHS B
CUpOBaTLi KpoBi; y rpyaHoMmy mosoni matepi — 50-100 %; y cunoBianbHii piguni — 50 %; y
MokpoTi — 30—75 %; y nepuroneansHiil piguai — 50 %; y kposi mioga — 40 %; y raoi — 30 %; y
wieBpaibHiil piguni — 50-90 %. [Ipore kiiHAAMIIKMH HE MPOHUKAE Y CIIMHHOMO3KOBY PiIUHY,
HaBiTh Yy pa3i MEHIHTITY.

biorpancdhopmaiiis.

[epion HamiBBUBEACHHS KIIHAAMIIIMHY CTaHOBUTH npubmm3Ho 172—3% rogunu. Llei gac e gemo
OUTBIIUM Yy TAIIEHTIB 31 3HAYHO 3HIKEHOI (PyHKII€0 nevyinku abo Hupok. IIpore xopuryBaru
PEXHM JI03yBaHHS B pasi MOPYIICHb QYHKIIT IEYIHKH a00 HUPOK CEPEIHBOTO CTYIICHS TSIKKOCTI
HE CIII.

KiingaminuH BiTHOCHO IHTEHCUBHO METa0OJi3yEThCS.

Jocmimkenns in Vitro B MikpocoMax NeYiHKH Ta KUIICUYHUKY JFOINHH TOKAa3aJIH, 0 KJIiHAaMIIInH
nepeBaxHo okucmoeTsesi CYP3A4, 3a neznaunoi yuacti CYP3AS, 3 yTBOpEHHSIM KIIIHAAMIIUHY
CyIb(pOKCUIY Ta IpyropsaHoro Mmeradbonity N-aecMeTHIKIIHAAMIIIHY .

BuBeneHHs.

Busenenns cranoButs 10—-20 % i3 ceuero 1 npuban3Ho 4 % 3 KajioM y MiKpoOi10JI0TiYHO aKTHUBHIH
¢dbopwmi. Pemra BUBOAUTHCS Y BUTIISII O10JI0T1YHO HEAKTHUBHUX META0OJIITIB.

BuBenenHs nepeBaKHO BiIOYBAETHCA 3 )KOBUIO Ta KaJlOM.

Kuiniuni XapakTepucTHKH.

Ilokazanns.

Kningaminus noka3zanuit 1uist TIKyBaHHS TSOKKUX 1HGEKIINH, CIPUYUHEHUX YyTIUBUMHU J0 HHOTO
HITaMaM{ FPaMIIO3UTUBHUX aepOOHUX MIKPOOPTaHi3MiB, TAKUX SK CTPENTOKOKH, THEBMOKOKH Ta
cTadi10KOKH, a00 YyTIMBUMHU aHAEPOOHUMU OaKTepisIMU (IUB. po3aia «PapMakoJUHAMIKAY).

- IHdexuii BepXHIX IUXaTbHUX LUISIXIB: XPOHIYHMM CHUHYCUT, CIIPUYMHEHUN aHAepOoOHUMU
mramamu. KiTiHIaMIIMH MOKHa 3aCTOCOBYBATH IS JIIKYBaHHS JESIKUX BUMAJKIB XPOHIYHOTO
THIHOTO CepeHbOr0 OTUTY abo SIK JONOMIDKHY Tepamilo B KOMOiHamii 3 aHTHOIOTHKaMH,
AKTUBHUMH NPOTH a€POOHUX I'PaMHETaTHBHUX MiKpoopraHi3MiB. [TokazaHHs HE TOUIMPIOETHCS HA
iHdekii, cnpuunneni H. influenzae (nuB. posnin «®apmakosoriudi BIacTUBOCTI»). Kiinnaminux
MOYKHa TaKOK 3aCTOCOBYBATH JUIs JIKYBaHHS PELUANBIB (DapUHTOTOH3UIIITY.

- IHdekuii HUKHIX AMXANbHUX IUIAXIB, BKJIIOYalOuM 1H(EKIIHHE 3aroCTpeHHs XPOHIYHOIO
OpOHXITY Ta THEBMOHIi.

- Tsoxki 1H(EKIT WKipy Ta M AKUX TKaHWH, CIPUYMHEH] Yy TIAMBUMHU MIKPOOpraHi3MaMHu.

- [Hdexii KicToK 1 cyrno06iB, BKIIOUAOYH OCTEOMIENIT 1 CENITUYHUN apTpUT.

- Tsokki riHeKosoTiuHI 1HGEKIN], BKIOYAIOYN 3arajibHI 3aXBOPIOBAHHS OpPraHiB Majoro Tasa.
MoHoTepamnio KIHJIAMIIMHOM TaKOX MOXHA 3aCTOCOBYBATH MpPH LEPBILMUTAX, CIPUYMHEHUX
Chlamydia trachomatis.

- BHyTpimHbouepeBHi iHEKIIT, BKIIOYAIOYX MEPUTOHITH Ta ab0MiHANIBHI a0CIeCH.



- Cenrtunemis Ta eHAOKapauT. B oOkpeMHX BHUMNAIKax CeNTHUIEMii Ta/abo EHIOKapAuTY,
CIPUYMHEHUX YYTJIMBUMHU MIKPOOpTaHi3MaMH, OTPUMAaHO HaJIe)KHY BIANOBiAb HA KIIIHAAMIIHH.
[Ipote s miKyBaHHS KX 1HOEKITIH TepeBaKHO 3aCTOCOBYIOTh OAKTEPHITUIHI MPETapaTy.

- Cromarosoriuai iH(eKIii, BKIIYaYH MePio0OHTAIbHUNA abCIec 1 MepioOHTHUT.

- ToxcommazmoBuii eHnedanit y xBopux Ha CHIJ[. Ilamientam 13 HemepeHOCHMICTIO
CTaHJAPTHOTO JIIKYBaHHS KJIIHAAMIIMH MOXHA 3aCTOCOBYBAaTH B KOMOiHAIi 3 TIpUMETaMiHOM.

- IlueBmonis, crnpuunHeHa Pneumocystis jirovecii, y xsopux na CHIJ[. Ilamientam i3
HENEPEHOCUMICTIO CTAaHIAPTHOTO JIIKYBaHHS KIHAAMIIIMH MOXHA 3aCTOCOBYBAaTH B KOMOIHAIIIT 3
MIPUMaXiHOM.

- Tspkka Manspis.

- [IpodinakTrka eHIOKAPIUTY Y HAILIE€HTIB 13 aJIepri€ro/TinepyyTIMBICTIO A0 MEHIIUITIHY.

- IIpodinakTuka panoBoi iH(eKii IpU ONEepaTUBHUX BTPYUAHHSX y IUIAHII TOJOBH Ta UIHi.
Kninpaminuay ¢ocdar, po3unHenuid y (i3iojoriuHoMy po3uyMHI, MOXKHA 3aCTOCOBYBATH JUIS
IHTpaomepaifHoro 3poHIeHHs XipypPri4YHO1 TUTSHKH.

- TlomepemxeHHs TEpUTOHITY Ta iHTpaabaoMiHaNBHUX aOcmeciB micas mnepdoparmii i
NOCTTPaBMAaTHYHOI KOHTaMiHAIii MpPHU OJHOYACHOMY 3aCTOCYBaHHI 3 aMIiHOTJIKO3HUIHUMHU
aHTUO10TKaMH (TEHTaMIIIMHOM 200 TOOpaMIIIMHOM).

SK 1 g BCiX aHTHOIOTHKIB, Mepe]] MPU3HAYCHHIM KIIHIAMIIIUHY HEOOXiJTHO O3HAHOMUTHCS 3
iH(opMali€ero Mmoo 3armodiraHHs BUHUKHEHHIO MICIIEBOT PE3MCTEHTHOCTI, a TAKOX 3 o(iliiHUMH
PEKOMEHAAMISIMU 11010 TPU3HAYEHHS aHTHOI0THKIB.

Ilpomunoxazannus.

[nep4yTIHMBICTH 10 [11F0401 PEYOBUHH, JIHKOMIIIMHY a00 JTOMOMIKHUX PEYOBUH, 3a3HAYCHUX B
po3aim «Ckiamy.

[Hdexiiitnuit MeHIHTIT (AUB. po3ain «OCOOIUBOCTI 3aCTOCYBAHHSD).

B3aemooia 3 inwuumu nikapcoKumu 3acovamu ma inuwii 6u0u 63a€Mo0iil.

byno mnpoaeMOHCTPOBaHO aHTAroHICTHUYHY JiI0 MDK KIIHAAMIIMHOM, €pUTPOMILHMHOM 1
ONIM3BKUMU 32 XIMIYHUM CKJIaJIOM MaKpOJIiIaMHu.

Byno BusBieHO, 10 KIIHAAMIIWH, SKHA BBOJATH IUIAXOM 1H €Ki, Ma€ BIACTUBOCTI
HEHMPOMYCKYJISIpHOTO OJiOKaTtopa, IO MOXKE MiJCUIIOBAaTH Mil0 I1HIIUX HEHMpPOMYCKYJISIPHUX
OsiokaTtopiB y opraHizmi. ToMy KIIHIAMIIUH CIiJT 3 OOEPEKHICTIO MPU3HAYATH TAIll€HTaM, K1
3aCTOCOBYIOTh TaKi IpenapaTH, sk BEKypOHii, pOKypOHii, TeHTaMillMH, panakypoHii (i3 Mar#iem)
abo maHKypoHiil. ByB omnMcaHuii CUHEpPriYHMH BIUIMB IHIIMX aHTUOIOTHKIB pa3oMm 13
KJIIH/IaMiIIMHOM Ha HEHPOMYCKYJIsIpHI 6J10kaTopu. Yepes 1ie 3acTocyBaHHS aHTUOI0THKIB pa3oM 13
M’SI30BUMU pelakcaHTaMM MOTpedye 0coOIMBOI yBaru, OCKUIbKM CUHEPTIYHA 1Sl BHACTIAOK TaKOl
KOMOIHAIT MOKE CHPUYMHATH OLTbII IIIMOOKY M’SI30BY pellakcallilo Ta 3aTpPUMYyBaTH OJlyKaHHS.
Kningaminua  merabomnizyetbesi nepeBaxkHo CYP3A4 Tta wmenmoro Miporo CYP3AS 3
(opMyBaHHSIM OCHOBHOTO META0OMITY KIIHAAMIIIUHY CYIb(OKCHY Ta JPYTOPSAIHOIO METa0OIITY
N-gecmerunkiningaminuay. Tomy ixriditopu CYP3A4 ta CYP3AS5S (Taki sk puTOHaBIp,
JIOTiHABIp, 1HAMHABIp, KOOIKCTAT, KETOKOHA30J, iTPaKOHA30J, BOPHKOHA30J, IMO3aKOHA30I,
KJIQPUTPOMILIMH, TEIITPOMIILNH, TpernpyToBUil CiK, He(ha30J0H) MOXKYTh 3HHKYBAaTH KIIIpPEHC
KJIHAaMIIUHY, a IHAYKTOPH IUX 130()epPMEHTIB MOKYTh 301JIbIIYBAaTH KIIpEeHC KIIHIAMIIMHY. Y
OpUCYTHOCTI TOTYXHUX 1HAYKTOpiB CYP3A4, Takux sk pudpamminuH, Cciaig HTPOBOAUTH
MOHITOPHUHT I110/10 BTpaTH €(EeKTUBHOCTI.

Jocmipkenns in Vitro moka3yroTh, mo KiiHgaMminuH He € iHriditopom CYP1A2, CYP2C9,
CYP2C19, CYP2E1 a6o CYP2D6 i aume nomipHo iHrioye CYP3A4. Tomy KIiHIYHO 3HAYYIII
B3a€MOJII1 MK KIITHIAMIIIMHOM Ta MpernaparaMu, mo MetadomizyoTees mumu CYP-hbepmerTtamu,
€ MaJOMMOBIPHUMH IIPU X OJTHOYACHOMY 3aCTOCYBAHHI.

AmnTarosictu Bitaminy K.

[ToBiOMIISIIOCH MPO MiABHINECHI MOKA3HUKU KOATYJIALii (MpOTpoMOiHOBUH 4Yac/ MiKHApOIHE
HOpPMaJTi30BaHe CITIBBITHOIICHHS) Ta/a00 KPOBOTEUY y MAIIEHTIB, sIKI 3aCTOCOBYIOTh KJIIHIAMIIIUH




y KoMOiHamii 3 a"TaroHicramu Bitaminy K (Hampukmnam 3 BapgapwHOM, alleHOKYMapoJIOM Ta
¢uyinnionom). ToMy TakuM marieHTaM CIiji 4acTO MPOBOAUTH MOHITOPUHT KOATYJIALLII.

Ocobaueocmi 3acmocy8anns.

Kningaminuay ¢ocdar He ciiji BBOJAWTU HUISXOM BHYTPIIIHHOBEHHOI OOMIOCHOI 1H’€KIii B
Hepo3BeseHid Qopwmi. [Ipemapar ciif 3acTocoBYBAaTH HUIAXOM iHQY3ii OpOTAroM HpUHAWMHI
10-60 xBunuH (auB. po3aia «Croci0 3aCTOCYBaHHS Ta JTO3U»).

[ToBimoMisIoCs: PO TSKKI peakiii TimepuyTIUBOCTI y MAIEHTIB, SIKI OTPUMYBAJIH JTIKYBaHHS
KJIIHJIaMIIITHOM, BKJIFOYAIOYM CEPHO3HI peakinii 3 OOKy IIKipH, Taki SK peakilis Ha JIKapChKUi
3aci0 3 eosuHodimiero 1 cucremHumu mnposisamu (DRESS-cunnpom), cunapom CriBeHca —
J>KOHCOHA, TOKCUYHHH eMiiepMaIbHII HEKPOJIi3 Ta TOCTPU TeHEepaTi30BaHUH €K3aHTEMAaTO3HUMA
MyCTYyJb03. Y pa3i BAHUKHEHHS peakii rinepyyTinBocTi abo Cepio3HUX peakiiil 3 00Ky HIKipu
3aCTOCYBaHHS KIIHAAMIIUHY CJIIJT TPUITUHUTH Ta MPU3HAYMTH HAJICXKHE JIIKyBaHHS (IUB. PO3ILIN
«IIporunokazanns» ta «I[1oGiuni peakmii»).

[Ipenapar Hanamuu 1] ®ochar mictuts O6eH3unoBuit cnupt (9,45 mr/mn). bensunouii cnupt
MOYKE BUKJIMKATH aHA(IJAKTOIHI peaKiii.

BHyTpiliHbOBEeHHE BBEJICHHSI KOHCEpPBaHTa OCH3WJIOBOI'O CIUPTY AaCOLIIOBAJIOCSH 3 PO3BUTKOM
CepHO3HMX MOOIYHUX peaklii 1 JeTaJbHUM HACHIAKOM Yy JITeH, BKIFOUAIOYH HOBOHAPOKCHHUX.
Taki siBUIIIa XapaKTepU3yIOThCSI IPUTHIUEHHSIM LEHTPalIbHOI HEPBOBOI CUCTEMH, METa0OIIUHUM
alMI030M, TAaCHiHT-AMXAaHHSAM, CEpIEBO-CYJAMHHOI HEJOCTaTHICTIO Ta TeMaToJIOTIYHHUMHU
aHoMamisiMu (TacHiHr-CUHIPOM). | X04a 3BUYaiiHi TepaneBTHYHI JO3U I[LOTO JIKaPChKOT0 3ac00y
MICTSITh OCH3MIOBUI CIUPT y KITBKOCTSX, 1[0 3HAYHO MEHIIII 3a KiIBKOCTI, TIOB’s13aHi 3 PO3BUTKOM
racmiHr-CUMHAPOMY, MiHIMajdbHa KUIBKICTh OEH3WJIOBOTO CHHPTY, 3a SKOi MOXE 3 SBUTHCS
TOKCHYHICTh, HeBimoma. llpemapar cmig 3acTOCOBYBaTH JHINE 3a MOTPEOH, SKIIO HEMae
anbTepHATUBHUX BapiaHTiB. [lamienTam i3 mopymeHHaM GyHKIIIT MediHKu a00 HUPOK BEJIHKI 103U
npenapary clij Ipu3HayaT 3 00EpPEeKHICTIO Ta MEPEBAXKHO JUIsI KOPOTKOCTPOKOBOI'O JIIKYBaHHS
yepe3 pU3MK HaKOIMMYEHHS Ta TOKCUYHOCTI (MeTaboniunuil anuao3). HenoHorieni HemoBisTa Ta
HEMOBJIATA 3 HU3bKOIO MACOI0 TUJ1a IPU HAPOKEHHI MOXKYTh OyTH O1IbIII CXUIIBHUMH JIO PO3BUTKY
ToKkcM4HOCTI. He citij 3acTocoByBaTu mpenapari, 0 MICTITh O€H3UIOBUNA CIUPT, JUIS JIIKYBaHHS
HEJIOHOIIEHUX a00 TOHOIIEHNX HOBOHAPOIXKEHUX HEMOBIIAT 0€3 HarajabHO1 noTpeOu. ben3unonuii
CHUPT MOKE COPUYMHUTH TOKCUYHI Ta aJepriuHi peakiii y HEMOBIIST Ta AiTel BIKOM J0 3 POKIB.
JlikyBaHHs aHTHOAKTEepialbHUMH 3ac00aMM MOPYIIY€E HOPMAIBHUM CKJIaa MIKpO(JIOpU TOBCTOTO
KUIICYHUKY, 1110 TPU3BOIUTH 10 HaaMipHoro pocty Clostridium difficile. ITpo e mosimomisiiocs
i yac 3aCTOCYBaHHs Maiie BCIX aHTHOaKTepialbHUX IMpernapariB, BKIIOYAIOYM KIIIHAAMILUH.
CryniHp TSKKOCTI Takoi peakiiii MOK€ BapiloBaTH BiJ JIETKOI Alapei 0 JIETAIbHOIO KOJITY.
C. difficile mpoxykye Tokcunu A i B, mo crpusie po3ButKy aiapei, acouiiioBanoi 3 Clostridium
difficile, i € roJOBHOI MPUYMHOI PO3BUTKY ACOLIHOBAaHOTO 3 aHTHOIOTHKOM Kouity. LllTamu
C. difficile, sixi mpoayKyloOTh TiEPTOKCHH, CHPUYUHSIOTH MiIBHIICHHS 3aXBOPIOBAHOCTI Ta
JIETAIbHOCT1, OCKUIBKY 11 1H(EKIIi MOXKYyTh OyTH PE3UCTEHTHUMH /10 aHTUMIKPOOHOI Teparnii Ta
MOXYTh MOTpeOyBaTH NMpoBeJeHHs KojekToMii. L{g ¢opma kouiTy XapakTepu3yeThesi clabKoIo
BOJSIHMCTOIO Jlapeero, 110 MOXE IMpOrpecyBaTd A0 TSHKKOI XPOHIYHOI Aiapei, JIeHKOIUTO3Y,
NPOMACHUII Ta TSHKKUX KOJIIK Y JKUBOTI, K1 MOXYTh CYNPOBOKYBATUCS BUIIEHHSIM KpOBi 200
cnu3y. be3 mpoBeneHHs Mo1aIbIIoro JiKyBaHHS MOKE€ BUHUKHYTH MEPUTOHIT, IIOK 1 TOKCUYHUN
MerakoyioH. CHIpHYMHeHUH aHTHOIOTMKAMHM KOJIT MOK€ BHHHUKATH uepe3 2—3 THXKHI MiCHs
3aBEpIICHHS JiKyBaHHS KiiHAaminmHoM. HeoOXigHO perenbHO 30upaTh aHaMHE3, OCKUIBKH
TIOB1TOMJISUIOCS TTPO BHIIAJKU BUHUKHEHHs fiapei, cnpuunneHoi C. difficile, 6inbm Hix yepe3 nBa
MICSLI MICHSI 3aCTOCYBaHHs aHTHOAKTepilaJIbHUX 3acO0i1B.

VY BciX NAall€eHTIB i3 JAiapeero, 10 BHHUKIA MICIsA 3aCTOCYBaHHS AaHTUOIOTHKIB, HEOOXiIHO
PO3IIISTHYTH MOKJIMBICTh BUHUKHEHHS jaiapei, cnipuunneHoi C. difficile. Bona moxe nporpecyBatu
710 KOJIITY, BKJIIOYAIOYM IMCEBJAOMEMOpaHO3HMM KomiT (auB. posain «IlobiuHi peakmii»), 3i
CTYNEHEM TSKKOCTI BiJl JIETKOTO JIO JICTAIBHOTO. Y pa3i Mmijo3pu abo MiATBEpHKEHHS iapei,
OB ’s13aHOI 13 3aCTOCYBaHHSM aHTHOIOTHKIB, a00 acOLiHOBAaHOTO 3 AHTUOIOTUKOM KOJITY
JTIKyBaHHS aHTHOIOTMKAMH, BKIIOYAOYM KIIHIAMIIWH, CIIJl NPUIMAHATA Ta HETAWHO BXHUTH

BiJIMOBITHUX TEPANICBTUYHUX 3aXOMiB. Y BHUIAJKaX CEPEIHBOI TSHKKOCTI Ta B TSHKKUX BHUIAIKaX
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CI PO3MVISIHYTH MOKJIUBICTH 3aCTOCYBaHHS PIAMH Ta EJIEKTPOJIITIB, JOJATKOBOTO BBEIACHHS
OUIKIB 1 JIIKyBaHHA aHTUOAKTEpialbHUMM 3ac00aMH, 110 MalOTh KIIHIYHY €()EeKTUBHICTH IIOA0
JaikyBaHHA Kojity, cmnpuumbeHoro Clostridium  difficile. 3acobu, 110 HpHUrHIYYIOTH
NEPUCTATBTHKY, Y Il CHTYyaIlil IpoTHIoKa3aHi. JliarHoCTyBaHHS CIPUYMHEHOTO aHTHO10THKAMU
KOJITYy, SK TPaBWJIO, IPYHTYEThCS HA KIHIYHMX CHMNTOMax. J[iarHo3 MOKHa MiATBEPAUTH
SHJIOCKOITI€I0 Ha HAsIBHICTh NCeBIOMeMOpaHo3Horo Koty abo BusiBienusm Clostridium difficile
Ta TOKCHHIB Yy KaJIi.

HeoOxigHO yHUKaTH 3aCTOCYBAaHHS JIKApCbKHX 3aco0iB, SKi 3YNUHSIOTh IE€PUCTAIBTUKY
KHAIICYHUKY.

Kningamius citig 06epeskHO TpU3HadYaTH 0co0aM 13 HasIBHICTIO B aHAMHE31 ITYHKOBO-KUIITKOBUX
3aXBOPIOBaHb, 30KpeMa KOJITY. ACOIIMOBaHMA 3 aHTUOIOTMKOM KOJIT 1 jJiapes BUHUKAIOTh
qacTile Ta y OUTbII TSHKKUX (hopMax y BUCHAKEHHX MAalli€HTiB Ta/abo y Mali€HTIB JITHHOTO BIKY.
OCKUTbKY KITIHJIAMIIIMH HE TIPOHHUKAE B HAJICKHIN KIJIbKOCTI 0 CIMHHOMO3KOBO1 PIIMHU, HOTO HE
CJIiJT 3aCTOCOBYBATH JJISl JIIKYBaHHS MEHIHTITY (IUB. po3ain «lIpoTunokasanusy).

In vitro 6y:0 mpoIeMOHCTPOBAHO, 10 KITHAAMIIIMH Ta ePUTPOMIIIMH MAIOTh aHTArOHICTUYHY JIFO.
Uepes mooicaugy xkniniuny 3HAYYIIICTh IIHOTO SBUIIA X HE CJiJI 3aCTOCOBYBATH OJHOYACHO (IHB.
po3ain «B3aeMois 3 IHIIUMU JTIKApCHKUMU 3ac00aMU Ta 1HII BUIU B3aEMOIIN» ).

[Tpu TpuBanoMy JiKyBaHHI CIIiI TPOBOIUTH MEYIHKOBI Ta HUPKOBI ()yHKIIIOHAJIBEHI TIPOOH.
HedacTo mMOBIIOMIISIIOCS TIPO TOCTPE YPAKEHHS HUPOK, BKIIOYAKOYH TOCTPY HHUPKOBY
HEIOCTATHICTh. Y MAIli€HTIB 3 HASBHOIO HUPKOBOKO JTUC(YHKIIIEIO TA Y MAIIEHTIB, SIKI IPUAMAIOTH
CymyTH1 He(POTOKCUYHI MPEenapaTu, CIiJ POTIISIHYTH MOKJIMBICTh MOHITOPUHTY (PYHKIIIT HUPOK
(muB. po3nin «IloGiuni peakmii).

3actocyBaHHsS KIIHAAMIUHY ¢docdaTy MOXKe CHPUYUHATH HAIMIPHUNA PICT HEYYTJIIMBHUX
OpraHi3MiB, 30KpeMa JAPi1KHKOBUX TPUOIB.

Kningaminus, 1MOBIpHO, Mae€ BJIACTUBOCTI HEHPOMYCKYJSpHOrO OJIOKaTtopa, IO MOXKe
MiJCHIIIOBATH IO IHIIUX HEHpOMYCKyJspHUX OnokaropiB. ToMy KIiHAaMINUH CHix 3
00EpeKHICTIO MpHU3HAYaTHU TNAallleHTaM, $KI 3aCTOCOBYIOTh Takl Hpernapatd (IuUB. pO3ALI
«B3aeMonist 3 IHIIUMU JTIKAPCHKUMH 3aC00aMU # 1HIII BUIHM B3aEMOIIN»).

Kningaminuny ¢ocdat ciig 3 00epexHICTIO 3aCTOCOBYBATH Malli€EHTaM 13 TIepYyTIAUBICTIO.
Kningaminus cig 3 06epexHICTIO 3aCTOCOBYBATH MAIli€eHTaM 13 HUPKOBOIO Ta/ab0 MEediHKOBOIO
HEJIOCTATHICTIO TSKKOTO CTYTICHS, TIOB’SI3aHOI0 3 TSOKKUMHU METAaOOJIYHMMH CTaHamu. Y pasi
noTpeOH 3aCTOCYBaHHS BUCOKHX 7103 CIIiJ] CTEKUTH 32 piBHEM KJIIHAAaMIIUHY B CHPOBATL KPOBI
(muB. po3ain «Croci0 3acToCyBaHHS Ta T03M»).

Lleit mikapcbkuii 3aci6 MicTUTh MeHIIe 1 MMoub (23 Mr)/mo3y HaTpito, TOOTO MPAKTUYHO BUTBHUMN
B1J1 HATPIIO.

3acmocysanns y nepiod sacimnocmi abo 200y8anHs 2pyooro.

BaritHicTs.

Jani mpo 3acTocyBaHHS KIIHJAaMILMHY BariTHUM >KiHKaM B | TpuMecTpi BariTHOCTI €
oOmexeHUMH. KIliHAaMIlMH MPOHUKAE KPi3b IUIALEHTY. Y KIIHIYHUX JOCIIIKEHHIX 3 Y4acTIO
BariTHUX JXKIHOK cHcTeMHe 3actocyBaHHs npemnapary [amauun LI docdar y nepiox II Ta III
TPUMECTPIB BariTHOCTI HE AacOI[IOBAIOCS 3 MiJABHUIIEHOI0 YacTOTOI BPOKEHHMX aHOMAJii.
JocnimxkeHHss Ha TBapHMHAX HE MPOJEMOHCTPYBaIM Oylb-SKOro MNpsSAMOro abo HEempsiMoro
IIKiIJTMBOTO BIUIMBY Ha PENPOAYKTUBHY (YHKIIIIO.

ben3unoBuit cnupT 34aTHUA TOPOHUKATH Kpi3b IaneHTy (auB. po3ain  «OcoOnauBoOCTI
3aCTOCYBaHHS» ).

Sk momepeKyBaBHUH 3aXiJI, MPOTATOM | TprMecTpy BariTHOCTI Kpalle YHUKATH 3aCTOCYBaHHS
npenapaty [Janamun 1 @ocdar. [IurtanHs npo 3actocyBanHs npemapary y nepion II ta III
TPUMECTPIB BariTHOCTI MOKE PO3TIISAaTHCS JIIKApEM Iicisl BCTAHOBJICHHS BIJOBIIHOTO JIIarHO3Y.
longyBannsa rpymaro. Kmingaminua y konmentpamii 0,7-3,8 MKI/MJ BUSBISBCS Yy TPYTHOMY
MOJIOIII MaTepl MpH TEepOopaTbHOMY Ta MapeHTEPaTbHOMY 3acTOCyBaHHI. Uepe3 MOKIUBUA
PO3BHUTOK CepHO3HUX MOOIYHMX peakiiil y niTeil, siki nepedyBaloTh Ha IPyIHOMY BUT'0JIOBYBaHHI,
KJIIHJIaMIIIH HE CJIiJI 3aCTOCOBYBATH JKIHKaM, sIKI TOAYIOTh TPyaIt0 (AuB. po3ain «OcobaruBocTi
3aCTOCYBAHHSD?).




30amuicms eniugamu Ha WUOKICMb peakyii npu Kepy8aHHi asmompancnopmom abo iHuumu
Mexarnizmamu.

Kninpaminus He BiutnBae a00 YMHUTH HE3HAYHHM BIUTMB HA 3/1aTHICTh KEPYBaTH TPAHCIOPTHUMU
3aco0aMu Ta MPaIOBATH 3 IHITUMHU MEXaH13MaMHU.

Cnocio 3acmocysanns ma 003u.

03H.
Crnioci0 3acTocyBaHHS Ta 103U HEOOXITHO BH3HAYATH 3a CTYNEHEM TSDKKOCTI 1H(EKIli, cTaHOM
HalieHTa Ta Yy TIUBICTIO MIKPOOPraHi3My, 10 BUKJIMKA€E 3aXBOPIOBAHHS.
Kninpaminmay ¢ocdatr mpu  BHYTPIIIHBOM SI30BOMY BBEIICHHI TOTPIOHO 3aCTOCOBYBATH
HEPO3BEICHUM.
[lepen BHYTPIITHLOBEHHHWM BBEICHHAM KJIIHIAAMIIMHY ¢ocdaT HEOOXITHO PO3BECTH (IIUB.
«Crnocib 3actocyBanHs. Po3BeieHHs Ta MBHUAKICT iH(QY311 U1 BHYTPIITHHOBEHHOTO BBEJICHHSDY
HIDKYE).
Hopocni (snympiwnboeenno abo 6HympiuiHbom '513060). JIas NiKyBaHHS BHYTPIIIHbOYEPEBHUX
iHpekii, iHpeKIii opraHiB Majoro Taza B )KIHOK Ta IHIINX TSHKKUX 1H(EKIIiH cTaHaapTHa 1000Ba
no3a knnagaminuny dpocdary cranosuts 2400-2700 mr (3a 2, 3 a00 4 BBeICHHS pPiIBHUMH JJ03aMH)
1, K MPaBUJIO, 3aCTOCOBYETHCS B KOMOiHAMI{ 3 MPUMHATHUM aHTUOIOTMKOM, aKTUBHHUM OO
rpaMHETaTHBHHUX aePOOHHUX MIKpPOOPTaHi3MiB.
Jns MeHm yckiaaHeHuX 1H(EKIi, CHpUYMHEHUX OUIBLI YyTIUBUMH MIKPOOPraHi3MaMu,
BIJITIOBI/Ib HA JIIKYBaHHS MOJKE CIIOCTEPIraTHCh MPH 3aCTOCyBaHHI HIDKYKX 103: 1200-1800 mr Ha
100y (3a 3 ab0 4 BBeIeHHS PIBHUMH JJ03aMH).
Jlopocnum yCHinmHo 3acTocoByBaiu 1034 10 4800 MT mI0IeHHO.
3acTtocyBaHHS pa30Boi 103U BHYTPIIHbOM 5130B0 1oHaA 600 Mr He peKOMEeHJ0BaHO.
JIikyBaHHSI 3amaJIbHUX 3aXBOPIOBAaHb OpPraHiB Majoro Tasza: kiiHgaminuay ¢ocdar 900 mr
BHYTPIITHLOBEHHO KOXH1 8 TOAMH y KOMOiHaIlii 3 MPUAHATHUM aHTHO10THKOM, aKTUBHHUM MO0
rpaMHEraTUBHUX MIKpOOPTaHi3MIB (HANpHUKIaJ TeHTaMIIMHOM, 2 MI/KT Ieplia jo3a Ta Jaii
1,5 Mr/kr KoxHI 8 TOJUH), Malli€eHTaM 13 HOpPMalbHOIO (YHKIIE€0 HUpOK. Lle NiKyBaHHS CIif
MIPOJIOBXKYBATH MpUHANMHI 4 100U. 3 MOSBOIO KIIHIYHUX O3HAK MOKPAIIEHHS CJIiJI TPOIOBXKUTH
JiKyBaHHS 1Ie Ha 2 Ao6u. [lami ciig mepeitu A0 MepopalbHOTO 3aCTOCYBAaHHS KITIHIAMIIUHY
rigpoxiopuay B a031 1800 Mr Ha no0y (3a KuIbKa MPUHOMIB) 10 3aKIHYEHHSI IIOBHOTO KypCy
JiKyBaHHS, 110 cTaHOBUTH 10-14 nib.
Mimu eixom 6i0 1 micays (enympiunbosenno abo eHympiuHvom 's13060). [Ipenapat 3acTOCOBYIOTh
y n03i 2040 mr/kr Ha 100y 3a 3 a00 4 BBeJCHHS PIBHIUMH JJ03aMH).
3acrocyBanHs npenapaty lananun L @ocdat nitam BikoM a0 3 poKiB MTOKa3aHO TUIBKU y pasl
HarajnabHOI oTpedu (1uB. po3aia «OcoOINBOCTI 3aCTOCYBAHHS).
Tayienmu 3 nopywennam gyukyii hupox ma/a6o neuinku. Hemae HeoOXiTHOCTI B KOPUTYBaHHI
703U TAIlieHTaM 13 TOpyIIeHHSAM (YHKUIi HUpoK. ['emomianmiz 1 NepUTOHEAIbHUH Jiai3
Hee(EeKTUBHI JIJIsl BUBEICHHSI KITHAAMIIIUHY 3 KPOBI.
VY mauieHTiB 13 MOpYyIIEHHSIM (DYHKIIT MEYiHKH CepeTHBOrO Ta TSKKOTO CTYHEHs CHOCTEpIraBcs
MOIOBXKEHHUI TIepi0/1 HAMIBBUBEACHHS KITIHAAMIITUHY. KO KIiHIAMIIUH 3aCTOCOBYBATH KOXKHI
8 roquH, HAKOMMMYEHHS BUHUKAE B MOOJIMHOKUX BHUMAAKaX. TOMY 3HMKEHHS 103U HE BBAKAETHCS
3a HEOOXITHE.
Jlo3yBaHHS 1ipH crien)ivHUX MOKA3aHHSAX.
Toxconnasmosuii enyeghanim y xeopux na CHI/I.
Hananun I ®ocdat cmix 3actocoByBatu y 1031 600—1200 mr kokHi 6 TOAWH YIIPOIOBXK 2 THXKHIB,
notiM — 300-600 Mr mepopanbHO y BHIIIAII Kamcyil KOXHI 6 roaWH. 3a3BHYail MOBHHHA Kypc
mikyBanHs TpuBae Big 8 mo 10 TwxkuiB. YrnpomoBxk 8—10 TukHIB HEOOXITHO 3aCTOCOBYBaTH
HipUMeTaMiH NepOpajbHO B 1031 25—75 Mr Ha 100y. Pa3oM 13 BUCOKMMH J03aMH MipUMETaMIHY
CJIiJ] 3aCTOCOBYBATHU (oJieBy KUCIoTy B 1031 10—20 mr Ha 100y.




ITneemonis, cnpuuunena Pneumocystis jirovecii, y xeopux na CHI/I.

[Ipenapat 3aCTOCOBYIOTH HIISXOM BHYTPIIIHROBEHHOI 1H(DY3ii B 1031 600—900 Mr koxxHi 6 ToauH
a60 900 mr koxHi 8 ronuH npoTsroM 21 mobu B koMmOiHarii 3 mpumaxiHoMm y a03i 15-30 mr Ha
100y mepopaibHO ynpoaoBx 21 noou.

Taoicka mansapis.

Hopocni. T'niokoHAT XiHIOUHY: HAaBaHTaKyBalbHA 71032 CTaHOBUTH 10 MI/KI' BHYTpIilIHHOBEHHO
npotsirom 1-2 roaus, motiMm — 0,02 mr/kr/xB, GesnepepBHa iH(Y3is MPOTArOM IIOHAKMEHIIIE
24 roquHK  (QIbTEPHATUBHUM PEXHUM JO03YBaHHS HABEACHMH B I1HCTPYKUIi JUIi MEAMYHOTO
3acTOCyBaHHs XiHimuHy). Koaw miinbHicTs mapasuTiB gocsrie < 1% Ta mamieHT 3MOXe
3aCTOCOBYBATH JIIKAPChKi 3acO0U TEpopaibHO, HEOOXIHO JOMTOBHUTH JIIKYBaHHS 3aCTOCYBaHHSIM
XiHIHY IEpOpaIbHO Y 7031, 3a3HaYCHIN BHIIIE, Ta KJIIHIAMIIUHY IS IEPOPATIBHOTO 3aCTOCYBAHHS
y 1031 20 Mr Air090i pedoBHHH/KT/IeHb (103y PO3IIICHO Ha 3 3aCTOCYBaHHS Ha JIEHb YIIPOJOBK
7 nHiB).

Skmo mamieHT He MOXKE 3aCTOCOBYBAaTH JIIKAPChKI 3aco0M TMepopalibHO, CIIiJI BBECTH
HAaBaHTA)XyBaJbHY 03y KIIHAAMIUHY, 110 cTaHoBUTH 10 Mr ir0o4oi pedOBHHU/KT
BHYTPIIIHFOBEHHO, IMOTIM 5 MI' /if040i pEYOBUHH/KI BHYTPIIIHBOBEHHO KOXHI 8 romud. Crin
YHUKaTH MIBUJAKOTO BHYTpPIIIHbOBEHHOTO BBeACHHA. HeoOxigHo mepeiiTH Ha mepopaibHe
3aCTOCYBaHHA KIIHAaMIIUHY (1032 [T IEPOPATBHOTO 3aCTOCYBAaHHS HAaBEICHA BUILE), SIK TITBKH
MaIi€HT 3MOXKe 3aCTOCOBYBATH JIIKAPChKi 3aco0u nepopanbHo. Kypc nikyBaHHs TpUBa€ 7 JAHIB.
Himu. I'MIOKOHAT XiHIAMHY: Taka cama J03a B MI/KI Ta PEKOMEHJAIlil, SK IS AOPOCIuX, i
KIIIHIAMIIUH JJIs IepopaIbHOT0 3acTocyBaHHs: 20 MT 1iF0401 peuOBUHU/KI/ACHD (J103y PO3LTICHO
Ha 3 3acTOCYBaHHS Ha J00Y YIPOAOBXK 7 IHIB). SIKIIO MAIliEHT HE MOXE 3aCTOCOBYBATH JTIKAPChKi
3aco0U MmepopanbHO, BBOAUTH HaBaHTAXKYBAJIbHY 103y KiIiHAaMinuHYy 10 Mr air0uoi pe4oBUHU/KT
BHYTPIIIHFOBEHHO, a MOTIM 5 MI' Jif040i PEYOBUHH/KI BHYTPIIIHHOBEHHO KOXXHI 8 TOJMH.
YHUKaTH IIBHUJKOTO BHYTPIIIHHOBEHHOTO BBeACHHA. llepeliTn Ha KIIHIAMIIUH Yy BiANOBIAHIN
JiKkapchKii popMi (mepopanbHa 103a, 3a3HaYeHa BUILE), SIK TUTHKH Malli€HT 3MOXKeE 3aCTOCOBYBATH
JKapchKi 3acobu nepopaiibHo. Kypc nikyBaHHS TpuBa€e 7 JIHIB.

Ipoghinakmuka enookapoumy y nayicHmis, Yyymuusux 00 NeHiyuIiny.

Sk anpTepHATMBHE JIIKYBaHHS, SKIIO HEOOXiMHO TapeHTepanbHe 3acrocyBaHHs: 600 mr
KJIiHAaMIUHY ¢ochaTy BBOJUTH BHYTPIIIHBOBEHHO 32 1 TOAMHY 710 TPOLETYPH.
Ipoghinakmuka inghexyiu npu Xipypeiunux émpyuaunHsax y OUAHYL 20108U MA WUI.

900 mr kmiHgaminuHy ¢ocdaty, posunHeHoro B 1000 mi  (i3100TIYHOTO  PO3YMHY,
3aCTOCOBYBATH JIJIsl IPOMUBAHHS YPaXXEHOI JUISHKU M1J 4ac XIPypriuHOro BTpYYaHHS B JAUISHII
rOJIOBU Ta MM Nepe]] 3aKpUTTSIM paHH.

Crocib 3acTocyBaHHSL.

Poszsedenns ma wsuoxkicmo ingysii 07151 6HYMPIUHbOBEHHO20 88E0EHHS.

KonnenTpartiis kKi1iHIaMIIMHY B PO3BEICHOMY CTaHI HE Ma€ MepeBuIllyBaTu 18 Mr/mil, a MIBUAKICTh
1HQYy311 He Mae nepesuiyBatu 30 Mr/xB (auB. po3ain «IloGiuni peakuii»). CTaHgapTHI 3HAUSHHS
HIBUAKOCTI 1H(DY31i HaBEJIEHO HUXKYE:

Ho3a KinpkicTh po3unHHUKa | Yac BBeieHHS
300 Mmr | 50 M 10 xB
600 mr | 50 mn 20 xB
900 mr | 100 mn 30 xB
1200 mr | 100 mn 40 xB

He pexomenayeTbcs MpOBOJUTH BHYTPIIIHBOBEHHI 1HQY3ii B 103aX, ski nepeBuirytors 1200 mr
Ha TOJTUHY.

HeBukopucranuii nikapchKuil mpemnapar abo BiIXOAW CJiJ YTHIII3yBaTH BiAMOBIIHO 10 MiCLIEBUX
BHMOT.

Iimu.
He 3acToCOBYIOTH HEIOHOLICHUM MITSM Ta HOBOHApOmKeHHM, ockinbku Hamammu L] docdar
MICTUTh OCH3WJIOBUM CTIUPT (AMB. po3/ia «OCOOIMBOCTI 3aCTOCYBaHHS).



He 3actrocoByBatu noBmie 1 THXHS JITSM BIKOM A0 3 POKIB, SIKIIO TUIBKH JIiKapeM He OyIio
PEKOMEHI0BAHO iHIIIE.

[Tin yac 3acrocyBaHHs mpemapary aitaMm (Bikom 10 16 pokiB) Oa)kaHO BECTH HalIC)KHE
CHOCTEPEXKEHHS 32 (PYHKIISIMU OpPraHiB Ta CUCTEM OpraHi3My.

Ilepeoosysanns.

ToOKCHYHICTh KITIHIAMIIMHY HE IOB’s3aHAa 3 J03yBaHHAM. Ilepeno3yBaHHS HE CIPUYHHSE
cnenudigyHX cUMOTOMIB. ['emomiali3 1 mepuTOHEANbHUN Jiani3 HeeEKTUBHI IS BHBEICHHS
KJIIHJIaMIIIMHY 3 CHPOBAaTKH KPOBI.

IHlob6iuni peakuii.

VY chnucky Hrbk4Ye HaBeleHI MOOiYHI peakilii, BU3HAYCHI Yy XOJi KJIIHIYHHUX JOCTIIKEHb Ta
CIIOCTEPEKEHB IiCIIsl BUXOIY IIpenapaTy Ha pUHOK, BiIITOBIIHO JI0 CUCTEMH KJIac-OpTaH i YaCTOTH.
[ToGiuHi peaxiii, BU3HAYEH] MiCJsl BUXO/AY MpenapaTy Ha pUHOK, MO3HA4YEHI KypcHBOM. YacToTy
BU3HAYCHO TAaKUM YHUHOM: Ayxe vacto (> 1/10), gacto (> 1/100, < 1/10), meyacto (> 1/1000,
< 1/100), pigko (> 1/10000, < 1/1000), xysxe pigko (< 1/10000) i yactora HeBigoMa (HE MOXKE
OyTH OlliHEHAa 3 JOCTYIMHHUX JaHUX). Y MeXax KOXKHOI TpyHH 3a YacTOTOK MOOIYHI peakiii
MIPEJICTABJICHI B MOPSIKY 3HIKEHHS CTYIIEHS 1X TSKKOCTI.

Inghexyii ma insas3ii.

Yacro: Pseudomembranous colitis (xuB. posmin  «OcoONMBOCTI 3aCTOCYBaHHS»); KOJIT,
sukiankanuii Clostridium difficile.

UYacroTa HEBiIOMA: 8aciHaANbHI iHpeKyii.

Po3znaou 3 6oky cucmemu kposi ma nimgpamuynoi cucmemu.

UYacroTa HeBiiOMa: €O3UHODIIIS, Aepanyioyumos, Hetimponetis, mpomooyumoneHis, 1etiKoneHis.
Po3znaou 3 6oky imynnoi cucmemu.

Jlyxe piko: anaginakmuyHull wox.

YacTtora HEBiOMA: aHa@inakmoiona peaxyis, aHAiIaKmuyHa peaxyis, 2inepuymiusicmo.
Po3znaou 3 6oky Hepsosoi cucmemu.

Heuacro: nucressis.

Po3znaou 3 6oky cepuys.

Heuacro: 3ynuHka nuxaHHs Ta CEPIEBOI AISUTBHOCTI™ ¥,

Po3znaou 3 6oky cyoumn.

Yacro: Tpomb0(eoiT.

HeuacTto: aprepianbHa rinoTeHsis™*.

Po3nadu 3 60Ky wiyHK080-KUUK08020 mpaxmy.

Heuacro: niapes, Hygora.

Jly>e piKo: KOJIIiT.

Yacrota HeBioMa: Oi1b Y )KHBOTI, OJIFOBaHHS.

Po3znaou 3 6oky eenamobiniapnoi cucmemu.

YacTo: BIAXWICHHS BiJl HOPMH MTOKa3HUKIB (YHKIIIT EUIHKH.

YacroTa HEBiJIOMA: HCOBMAHUYSL.

Po3znadu 3 6oky wikipu ma niowkipHoi mKaHuHu.

YacTo: makynonanynibo3uuu ucun.

Hewacro: kponue’sanxa, mynstudopMHa eputreMa, CBepOikK.

YactoTa HeEBiIOMA: MOKCUYHUL enidepMatbHull Hekponis, cunopom Cmisenca — J[o#coHCcoHa,
MeOUuKameHmo3na peaxyis 3 eosunoginieio ma cucmemuumu cumnmomamu (DRESS-cunopom),
AHCIOHeBPOMUYHULL  HAOPAK, 20CMPULl  2eHepanli308aHUll  eK3aHMeMAmo3HULl  nyCmyibo3,
excghoniamugnull depmamum, Oy1b03HUL OepmMamum, KOponooiOHUL BUCUN.

3 60Ky HUPOK i ce408UdiNbHOI cucmemu.

YacToTa HEBiloMa: 2ocmpa HUPKOBA HedOCmamHicmy'.
3azanvhi po3nadu ma peakyii 8 Micyi 86e0eHHL.
Heuyacro: 0inp*, abcuec™.

Yactora HeBiIOMA: n0OpasHeHHs Yy Micyi in exyii™.
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*[{ro peaxitiro MOKHA 3BECTH 10 MIHIMyMYy TpH 3I1HCHEHHI BHYTPIIIHBOM SI30BHX 1H’ €KITIN
IIIMOOKO Ta YHUKAIOYH TPUBAJIOI KaTeTepHu3allii Tiel caMoi BEHHU.

**PinkicHI BUMaAKU OYyJIU 3apeecTpOBaHi MIC/s HAATO IIBUIKOTO BHYTPIIIHHOBEHHOTO BBEICHHS
(muB. po3nin «Crocid 3acTOCYBaHHSI Ta JO3H).

# ITus. po3ain «Oco6IMBOCTI 3aCTOCYBAaHHS.

Tepamiro ciij NPUITMHUTH, SIKIIO ITiJT 9ac Hei BUHUKAE Jiapesi.

VY pa3i BUHUKHEHHS TSOKKUX aHa(UIAKTOTIHMX peakiii HeoOXITHO HEeralHO BXKHUTH 3aXOMIB 13
3aCTOCYBaHHSM emiHehpuHy (aapeHalliHy), KHCHIO Ta CTEPOiliB JUIsi BHYTPIIIHHOBEHHOTO
3aCTOCYBaHHs. Y pasi MoTpeOu CiliJy 3aCTOCYBATH MEXaHIYHY BEHTWIISIIIO JIET€Hb, MOXKIUBO,
[UISIXOM 1HTYOAIii.

3actocyBaHHs KIiHAaMIIUHY ¢ocdaTy MOXKE CHPUYHHATH HAIMIPHUH PICT HEUYTIMBUX
MIKpPOOpraHi3MiB, 30KpeMa JAP1KHKOBUX IPUOIB.

Tlogioomnenns npo nioospiosani nodIuHI peaxyii.

[Ticnst peectpanii JiKapcbkoro 3aco0y Qy’ke BaKJIMBO MOBILAOMIISITH MPO MiJO3proBaHi MOOiIuH1
peakmii. Lle mae 3Mmory mpoBoauTh Oe3nepepBHHI MOHITOPHUHT CHIBBIAHOIIEHHS KOPHCTI 1
PH3UKIB, OB’ A3aHHX 13 3aCTOCYBAHHSM LIbOTO JIKapChbKOro 3aco0y. MennyHuM mpaiiBHUKAM CIij1
3BITYBaTH PO OyAb-5Ki MiA03pIOBaHi MOOIYHI peakiiii BiAMOBIIHO JO BUMOT 3aKOHO/IaBCTBA.

Tepmin npuoamnocmi. 2 poKH.

YmoBu 30epiranus.
30epiratu mpu Temmneparypi He Buile 25 °C y HeJOCTyTHOMY ISl IiTeH MICITi.

Hecymicunicmo.

Huxueszasnaueni mpemapaTd (i3WYHO HECYMICHI 3 PO3YMHOM KiiHAaMinuHy docdary ans
1H’€KIIN: aMMiIMIIiH, (PEeHITOTH HaTpito, 6apOiTypaTH, aMiHOQUIIH, TJIOKOHAT KaJbLil0, CyIbdar
MarHio, e TpHakcoH HaTPirO Ta HUIPO(IOKCALIUH.

CymicHicmo.

Pozuunn kninnaminuny docdaty B 5 % nekcTposi y BoJIl Ta B pO3UHMHI HATPIIO XJIOPHUAY, 10 SKUX
JI0JJTaHO HaBeJleH1 HWK4e aHTUOI0TUKY B CTaHJAPTHIM KOHIEHTpallii, 3aIMIIaloThcs CTaOlIbHUMU
IpOTATOM TNpUHAWMHI 24 ronuH: amikaluHy cyibdar, a3TpeoHaMm, Iledamannony Hadar,
nedas3oniH HaTpilo, LedOTaKCUM HaTpito, LHEe(POKCUTHH HaTpilo, LedTa3uauM HaTpilo,
1e(pTU30KCHUM HATPIiI0, TEHTaMILUHY CylIb(aT, HETUIMILUHY CyJlb(art, Mirnepanmiii 1 TOOpaMiltH.
CyMICHICTb 1 CTa0UTBHICTD IIUX CYMIIIeH MOYKE 3MIHIOBATUCS 3aJI€)KHO BiJl KOHIIEHTpAIIi] Ta 1HIITHX
YMOB.

Ynakoska.
[To 2 M1 abo o 4 mit po3zunny B amnydi. [To 1 ammyni y 6mictepi (ab6o 6e3 OiicTepa) B KapTOHHIH
KOpoOIi.

Kareropis Binmycky. 3a peuenrom.

BupoOnuk.
[1aitzep Mentodexuypunr bensris HB/
Pfizer Manufacturing Belgium NV.

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro ajgpeca Micusi NPoOBa/zKeHHs AisIbHOCTI.
Peiikceser 12, Ilyypc, 2870, benbrist/
Rijksweg 12, Puurs, 2870, Belgium.

JlaTa 0CTAHHBOIO MeperJsay.

18.07.2022
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