IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JAJIAITAH 11

(Dalacin C)

Cknao:

ditoua pe4yos8uHa: KIIiHOAMIITHH;

1 kancyna mictuts 177,515 Mr kniHgaMinyHy TigpOXJIOPUDY, 110 €KBiBaleHTHO KiIiHaaMinuny 150 mr;
1 kamcyma mictuth 355,030 Mr KTiHAAMIUIKMHY TiAPOXIOPUAY, 110 eKBiBaleHTHO KiliHgaMinuHy 300 Mmr;

0ONoOMIdCHI peyo8uUHU: KpOXMaJlb KYKYPYA3SHUY; JIaKT03a, MOHOTIIpaT; TaJabK; MarHilo cTeapar;
o0o0oHKa Karcynu no 150 mr: tutany giokcup (E 171), xkenaTus;

obosnonka Karncynu o 300 mr: Tutany miokcup (E 171), xenmatus, ingurokapmi (E 132), eputpo3un
(E 127).

JlikapcbKa (popMa. KalcyJsu.
OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

Kancysu o 150 Mr: TBepai Hempo30pi XKenaTUHOBI KaIlCyJIH, 10 MiCTSATh MOPOIIOK 6iJT0T0 KOJILOPY,
po3mip Nel, 3 6isToro KOIHOPY KPHUIIIEYKOIO Ta KOPIIYCOM, 3 HAHECEHUM YOPHUM YOPHUJIOM JIOTOTHUIIOM
Pfizer Ta xomoM «CLIN 150»;

karcynu 1o 300 Mr: TBepAi HEempo30pi KeNaTUHOBI KaICyJId, 110 MiCTSITh ITOPOIIOK 6i7I0T0 KOJILOpPY,
po3mMip Ne(0, 3 1aBaHZOBOTO KOJIOPY KPUILIEYKOI Ta KOPIIYCOM, 3 HAaHECEHUM YOPHUM YOPHUJIOM
norotumnoM Pfizer ta komom «CLIN 300».

QapMaKOTepaneBanHa rpyma.

AuTtrbakTepianbHi 3ac00u Oy CUCTEMHOI0 3acTocyBaHHs. JIliHko3aminu. Kog ATX JO1F FO1.

dapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

MexaHi3Mm pmii. Kninpaminys HanexkuTh 0o aHTUOI0THKIB Ipynu TiHKo3aMifiB. MexaHi3m fii
KJIiIHAaMinuHy 6a3yeThCsl Ha NpUTHiYeHH 6i0CcuHTe3y OiflKa IIISX0M 3B'SI3yBaHHS 3 CyOOOUHUIIEI0



50S Ta BIIMBOM $IK Ha YTBOPEHHS PHUO0OCOM, TakK i Ha Impoliec TpaHCAIil. Xoda KiiHgaMminuay gocdaT
HEaKTHUBHUY in vitro, IBUAKUYN TipOIi3 in Vivo IePeTBOPIOE HOT0 Ha aHTUOAKTePialbHO aKTUBHUM
KJIiHOaMIinuH. Y 3BU4aiiHUX 103axX KIiHJaMilluH IeMOHCTPY€e OaKTepiocTaTUUHy aKTUBHICTb.

dapmakokiHeTHUHMI/bapMaKogUHAMIYHUY B3aeMO03B’s130K. EQekTuBHICTh Oyze iCTOTHO 3aexaTu
Bifl 4acCy, BIIPOAOBXK SIKOTO PiBEHb [il040i peUOBUHM IIEPEBUILYE MiHIMabHY iHTiIOyI0Uy
KoHIeHTpaliio (MIK) 36ynuuka (%4/MIK).

MexaHi3M DO3BUTKY PDE3UCTEHTHOCTI. PEe3UCTEHTHICTD 00 KIiHOaMIiLWHy HanudacTillle BUHUKAE 4epes
MyTallil Ha OinsHIi 3B’g3yBaHHs aHTUOioTHKIB pPHK ab0 MeTumoBaHHS Crielu(piyHNX HYKII€OTUIIB Y
23S-pPHK cy6ogunuti 50S. Lli 3MiHM M0XKyTbh 06yMOBIIIOBaTH IIepeXpeCcHy Pe3UCTEHTHICTS in Vitro mo
MakpoifgiB i crpentorpaMinis tTuny B (berotun MLS;). Pe3ucTeHTHICTD iHOMI 3yMOB/IeHa 3MiHaMu y
pubocomanbHUX OiKax.

Pe3ucTeHTHICTh V¥ CTadilIOKOKIB i CTPENTOKOKIB IOJIOBHUM YHHOM Oyme pe3y/IbTaToOM IMigBUIIEHOI
iHTerpanil MetunbHUX rpyn y 23S-pPHK (Tak 3BaHa KOHCTUTYTHBHA MLSB-pe3uCTEHTHICTD), 10
3HAYHOIO MipOI0 3HUXKYE 3B’sI3yBaibHY adiHHICTh KITIiHAAMIXHY 10 pubocoMu. BinmbIIicTsh
MEeTUIMTIHPEe3UCTeHTHUX mTaMiB S. aureus (MRSA) mae koHcTuTyTHBHUM MLSB-(eHOTHT i, OTXKE, €
KJTIHOaMilMHPEe3UCTEeHTHUMHU. ToMy iH(eKIlii, CnpuuYnHeHi pe3UCTEHTHUMU 0 MaKpOJIifiB
cTadisokokaMu, He CIIif JIiKyBaTH KJIIHAaMIiIIMHOM HaBiTh IPX IPOIEMOHCTPOBaHI in vitro
YYTIUBOCTI BHACIIJOK PU3UKY CeJIEKIIil IMifl Yac JTiKyBaHHS MyTaHTHUX IITaMiB i3 KOHCTUTYTHBHOIO
MLSB-pe3uCTeHTHICTIO.

OItamMy 3 KOHCTUTYTUBHOI0 MLSB-pe3UCTEHTHICTIO JEMOHCTPYIOTh [IOBHY II€PEXPECHY
PE3UCTEHTHICTh MiXK KITiHOAMIIIMHOM i JTIHKOMIIIMHOM, MaKpoJlifaMu (HalnpUKIial, a3UuTPOMIIIIHOM,
KJIapUTPOMIIIMHOM, EPUTPOMILIMHOM, POKCUTPOMILIMHOM, CIIipaMilliHOM), @ TAKOXK CTPENTOrpaMiHOM
B. Pe3ucTeHTHICTh 00 KIiHAaMiuHy Moxe OyTH iHAyKOBaHA MaKpOJilaMy B MaKpPOIiIOPe3UCTEeHTHUX
OakTepianbHUX i30M9TaX. [HOYKOBaHY PE3UCTEHTHICTh MOXKHA BU3HAYUTH 3a NOMOMOT0I0 METOLY
nuckiB (gucko-gudysitiHoro D-TecTy) ab6o MeTOonoM po3BefeHHS B OyJIbHOHI.

Pipme 3ycTpiyaloThCcst MexaHi3Mu PE3UCTEHTHOCTI, SKi BKII04al0Th Mopudikarlito antTubioTrKa Ta
aKTUBHUU e(IIIOKC. ICHy€ MOBHa ITepexpecHa Pe3UCTEHTHICTh MiXK KITIHIaMIiIWHOM i TIHKOMILIMHOM.
4k i gns 6araTbox aHTUOIOTHKIB, YaCTOTa BUHUKHEHHS PE3UCTEHTHOCTI 3a/IeKUTh Bifl BUY OaKTepii
Ta reorpadidynoi 3oHU. YacToTa Pe3UCTEHTHOCTI A0 KIiHAaMIIIMHY BUILlA ¥ METULUITIHPE3UCTEHTHUX
cTa(iTOKOKOBUX i30JI4TiB Ta MEHIIUITIHPE3UCTEHTHUX THEBMOKOKOBHUX i30JI5ITiB, HiXK B OpraHi3MiB,
YYTJMBUX [0 LIUX PEYOBHUH.

['panuyHi 3HaYEeHHS. PO3MOBCIOXKEHICTh HA0YTOl PE3UCTEHTHOCTI MOXKe BapilOBaTH IJII OKPEMUX
BHUIB 3aJI€KHO Bifl reorpadivyHOro MOJI0KEeHHS Ta Yacy, i ToMmy noTpibHa MicueBa iHGopMariis momo
PE3UCTEHTHOCTI, 30KpeMa IpU TiKyBaHHi TSIXKKUX iHQeKIii. AKiIo epeKTUBHICTb KITiHOAMIIIUHY
IpHHAVMHI 10 OesKUX BUOIB iHPEKIli € CYMHIBHOIO 3a paXyHOK MiCI[€BOTO XapaKTepy
PE3UCTEHTHOCTI, CJIifi 3BePHYTUCS 3a opafoio ekcnepra. OcobIKBO ¥ pasi TIXKKUX iHPeKIiH abo
Hee(eKTHBHOCTI Teparril CJIif BCTaHOBUTH MiKp0oOiosIoTiuHMM [iarHo3 i3 BU3HaYeHHSIM IIaTOTEeHY Ta
10r0 YyTIUBOCTI A0 KITiHAAMIIIAHY.

Pe3uCTeHTHICTH, SIK IPAaBUJIO, BU3HAYAETHCS KPUTEPIIMU iHTepIpeTallii YyTIUBOCTI (TPaHUYHUMHU
3HAYEHHSIMHU), BCTaHOBJIEHUMH €BPOIIEMChKUM KOMITETOM 3 TECTYBaHHS YyTIHUBOCTI OO
npotuMikpo6Hux 3aco6iB (EUCAST) mns cucteMHUX aHTHOI0TUKIB. TeCTyBaHHS KIiHIAMIIIUHY
IIPOBOLUIIM i3 3aCTOCYBAaHHSAM 3BUYAWHOTO METOLY IIOCIIiOBHUX PO3BEOEHb.

Tabmuig 1.



I'pannyHi 3HaueHHs 3a EUCAST (€BponeiCbKui KOMITET 3 TECTYBaHHS UYyTJIUBOCTI 10
IPOTUMIKPOOHUX 3aC006iB)

['paunyHi 3Ha4enHs MIK [iamMeTp 30HY rPaHUYHUX 3HAUYEHD

(Mr/mm) (Mm)*

MikpoopeaHism Yymausuu  PesucmeHmHut Yymausul PesucmenmHuuti

Bunu Staphylococcus'  £0,25mr/n > 0,5 mr/n > 22% <19

Bunu Streptococcus £0,5mr/1 > 0,5wMr/n =>17° <17°

(rpynu A, B, C, G)"?

Streptococcus £ 0,5 mMr/n > 0,5 Mr/n >19° <19°

pneumoniae’

CTPENTOKOKH IPYIIH £0,5mr/n > 0,5wMr/n > 19° <19°

«viridians»'

'pamHeraTuBHi aHaepoOu £ 4 Mr/n > 4 Mr/n He He
3aCTOCOBYETHCS  3aCTOCOBYETHCSA

'paMno3uTrBHi aHaepoOuf 4 Mr/n > 4 Mr/n He He

(3a BunaTkoM C. difficile) 3aCTOCOBYETBCSI  3aCTOCOBYETHCS

Kniniuyni rpanuyHi 3HauenHs 3a EUCAST y Burmsni Tabmuii.

'IHIyKOBaHa Pe3UCTEHTHICTD A0 KiHAaMinuHy (MLSB-pe3rCTeHTHICTh) BUSABISETLCS B PE3yNIbTaT
aQHTAroOHiCTMYHOI [il KITiHAaMIIMHY i MaKpOJIiAiB. AKII0 Pe3UCTEHTHICTh HE BUSIBIIEHA, TO
IIOBIIOMJISIETHCSA PO YYTJIMBICTH [0 KIIIHAaMINUHY. AKINO TaKy BUSABJIEHO, TO IIOBIAOMIIIETHCS IIPO
PE3UCTEHTHICTh [0 KIiHOaMIIUHY.

*'V pasi goBemeHol ingykoBaHOl MLSB-pe3ucTeHTHOCTI fal0ThCA TakKi peKOMeHallil:
1. PesynbraT TecTy Ha KJIiHOaMIl[UH He Hafla€ThCS.
2.  3amicTh pe3ynbTaTy OOLAETHCSI TaKUU KOMEHTap:

Bussneno ingmykoBany MLSB-pe3ucrenTHiCTh. KniHgaminue He migXomouTh OIS MOHOTEpaIIil, aje
MO2Ke 3aCTOCOBYBaTHUCh ¥ KOMOiHOBaHiM Tepamil 3 B-makTaMoM a0o0 ITiKOIenTHIOM.

Alns BUABIEHHS iHAYKOBAHOI PE3MCTEHTHOCTI 10 KIiHAAMIIMHY PO3MIIIYIOTh AUCKH 3
€PUTPOMIIIMHOM Ta KJTiHJaMiIMHOM Ha BifcTaHi 12-20 MM (Bif Kpai 0o Kpaio) Ta BU3HA4YaloTh
aHTaroHiam (peromen D).

P[5 BUSIBIICHHS iHIYKOBAHOI PE3UCTEHTHOCTI [0 KIIiHAaMIilMHy PO3MIIIYIOTh JUCKH 3
€PUTPOMINIMHOM Ta KJTIHJaMIiIMHOM Ha BifcTaHi 12-16 MM (Bif Kpaio 0o Kpao) Ta BU3HA4YaloTh
aHTaroHiam (peromen D).

Tabmnuig 2.

Hianma3onu koHTpomo gKocTi 3a EUCAST nns BusnauenHs MIK Ta nuCKOBO1 30HA

[Konmpoab akocmi wmamy  [liana3oH MIK (mx2/mn) /Tugy3sitiHut diana3oH
(Oiamemp 30HU Yy MM)

Staphylococcus aureus 0,06-0,25 23-29

ATCC 29213

Streptococcus pneumoniae  |0,03-0,125 22-28

ATCC 49619




ATCC® € 3apeecTpOoBaHO TOPTOBOK MApKOX AMEPHKAHCHKOI KOJIEKIlil TUIOBUX KYJILTYP.
Po3noBciomxkeHicTh HabyToi pe3nCTEeHTHOCTI. Po3moBCIofKeHiCTh HabyTOi pe3UCTEHTHOCTI Ha OCHOBI
[AaHUX 3a OCTAHHI 5 POKiB, OTPUMAaHUX y PaMKax Hal[lOHaJIbHUX [IPOEKTIB i3 HarIAdy 3a
PE3UCTEHTHICTIO i JOCTifXKeHb (cTaHOM Ha KBiTeHb 2020 p).

3a3BUyYail YYTJIXBI BUIK.

AepoobHi epamno3umueHi mikpoopaaHni3mu:

- Actinomyces israelii °

- Gardnerella vaginalis °

- Staphylococcus aureus (MeTULUIIHYY TIIUBUM)

- Streptococcus pneumoniae

- Streptococcus pyogenes

- CTpemnToKOKY rpymnu «viridians» °~

AHaepooHi mikpoopaaHizmu:

- Bugu Bacteroides ° (3a BuHaTKOM B. fragilis)

- Clostridium perfringens °

- Bugu Fusobacterium °

- Bupu Peptoniphilus °

- Bunu Peptostreptococcus °

- Bugu Prevotella °

- Bupu Propionibacterium °

- Bunu Veillonella °

Inwi mikpoopeaauizmu:

- Chlamydia trachomatis °

- Chlamydophila pneumoniae °

- Mycoplasma hominis °

Bunu, ons skux HabyTa Pe3UCTEHTHICTh MOXKe SBIATHUCS MP0o6IeMoio.
Aepo0bHi epamno3umueHi mikpoopaaHi3mu:

- Staphylococcus aureus

- Staphylococcus aureus (MeTULUIIIHPE3UCTEHTHUN)



- Staphylococcus epidermidis *

- Staphylococcus haemolyticus *

- Staphylococcus hominis *

- Streptococcus agalactiae

AHaepooHi mikpoopaaHizmu:

- Bacteroides fragilis °

Pe3ucTeHTHI MiKpOOpraHizmu.

AepobHi 2pamno3umueHi mikpoopaaHizmu:
- Bupu Enterococcus

- Listeria monocytogenes

AepobHi 2pamHezamueHi MiKpoopaaHizmu:
- Escherichia coli

- Haemophilus influenzae

- Bunu Klebsiella

- Pseudomonas aeruginosa

AHaepooHi MikpoopaaHi3mu:

- C. difficile

Inwi mikpoopaanizmu:

- Mycoplasma pneumoniae

- Ureaplasma urealyticum

° Ha MmoMeHT my0ikarlii oHOBeHUX faHux He 6yno. OCHOBHa JiTepaTypa, CTaH#apTHA JliTepaTypa i
peKoMeHpalii 3 JTiKyBaHHS MPUMYCKaOTh HagBHICTh YYTJIUBOCTI.

[IloHariMeHIIIe B OOHOMY PErioHi YacToTa pe3ucTeHTHOCTI nepesuirye 50 %.

~3aranbHUN TEpPMiH [AJIS T03HAUYEeHHS TeTePOTeHHOI IPYIH BUAIB CTPEITOKOKIB. HacToTa
PE3UCTEHTHOCTI MOXKe BapiloBaTH 3aJIeXKHO Bifl BiiOBIOHMX BUMIB CTPENTOKOKIB.

*V BigpineHHSAX iHTEHCUBHOI Tepallil piBeHb PE3UCTEHTHOCTI CTAHOBUTE = 50%.

dapmakoKiHemuka.

Pe3op6iiis, po3momin Ta 3B’ 13yBaHHSA 3 OinkamMu. BimMiHHICTh MiX HOXiTHUMU KITiHOAMILIKHY, 1110



3aCTOCOBYBAJINCS, TIOJIATAE JIUIIE ¥ Yaci BCMOKTYBAHHS Ta Po3IeleHHs edipis. ITicns nporo
KJTIHJaMilVH IPUCYTHIiN B OpraHi3Mi y BUTJISIAL BUTbHOL OCHOBHU (aKTHBHA (opma). Moro edipu cring
BBaXKaTH IONepeIHUKaMU J1iKapChbKOTro 3acoly.

[licnig mepopalbHOTO 3aCTOCYBaHHS KIIIHAAMIIWHY TiAPOXJIOPUL i KIIHAAMINUHY 2-TIajlbMiTaTy
TigpOXJIOPU[ WIBUAKO Ta MakzKe IMOBHICTI0O BCMOKTYIOTHCS 31 IIIYHKOBO-KUIIKOBOTO TPAKTY.
OpHOYaCHUM IPUKOM 1XKi [elo YIOBiIIbHIOE BCMOKTYBaHHS. [Ipy 3aCcTOCYyBaHHI HaTIlle MaKCUMaJlbHi
KOHIIEHTPaIlil Y CHpOBAaTIli KPOBi JOCATa0ThCs MpuOIN3HO Yepe3 45-60 XBUIKH, a IIPU 3aCTOCYBaHHi
micys oy - TpubIKu3Ho Yepes 2 roguHu. [1iciig mepopaabHOTO 3aCTOCYBaHHS OJHOKPATHOI J031

150 mr a6o 300 Mr KoHIeHTpalii cTaHOBNIATh Bif 1,9 mo 3,9 Mkr/mi Ta Big 2,8 o 3,4 MKr/Mi
BiIIIOBiAHO (3aCTOCYyBaHHS HATIIE).

3B’s13yBaHHS KJIiHOAMIIMHy 3 GinTKaMu IJ1a3MU KPOBi 3a/1eKUTh Bif 0r0 KOHIIEHTpallii Ta CTAaHOBUTh
Big 60 % mo 94 % y MexXax TepaleBTUYHOTO Jiala30HYy.

KninmamiinuHe nerko MpoHUKAE Y TKAaHUHHU, TPOXOOUTE KPi3b MiIarieHTapHul 6ap’ep i HAAXOOUTE Y
rpyoHe Monoko. [Iugysis B cybapaxHoifaIbHUM IPOCTIp € HENOCTAaTHLOI HABITh IIPH 3allajeHHi
MO3KOBHX 000JI0HOK. Y KiCTKOBil TKAHHHI HOCSATAIOTHCS BUCOKI KOHIIEHTpPAIlil.

BiorpancdopmMmariisi Ta BuBeneHHs. Po3ma KiiHgaMilluHy TOJIOBHUM YMHOM BifOyBa€ThHCS YV MEYiHII].
Hesiki MeTaboJTiTH € MiKpoOioloTiuHO akTUBHUMHU. JIiKapchKi 3aco0wu, 110 [il0Th SK iHAYKTOPH
IIeYiHKOBUX (DEPMEHTIB, CKOPOYYIOTh CepefHil Yac yTPUMaHHS KIiHAaMIMHy B OpraHi3Mi.

HocnigKeHHs in vitro Ha MIKpocoMax MeYiHKY Ta KUIIEYHUKY JIIOAVHU IIPOAEeMOHCTPYBAJIH, 1110
OKUC/eHHSA KIiHAaMiluHy BifOyBa€eThCS TOJIOBHUM YMHOM 3a fgornomoroio CYP3A4 3a He3Ha4HOI
yuacti CYP3AS 3 yTBOpEeHHIM KITiHAaMIIMHY Cy/Ib(QOKCUAY Ta APYTopsAgHOro MeTabomiTy N-
OEeCMEeTHUN-KITiHAaMIluHY.

BuBepmeHnHs KiiHgaminuHy BinOyBaeTbcs mpubnu3Ho Ha 2/3 i3 kanoM i Ha 1/3 3 ceuero.

[Tepion HamiBBHMBeeHHS KJTiIHOAMIIIMHY 3 CHPOBATKY KPOBi CTaHOBUTH MPUOIN3HO 3 TONUHU Y
mopocnux i 61m3bKo 2 roguH y gitei. [Ipu mopymieHHi GyHKIIII HUPOK i TEeYiHKOBiA HEIOCTATHOCTI
cepegHboro abo TSIXKKOTO CTYIeHSs Mepiof HaliBBUBEIeHHS MOOBXKYETHCS.

KninpmaMilniuH He BUBOOUTHLCS LIJIIXOM [iai3y.

[lemiaTpuyHi nanieHTH BiKOM Bif 2 10 18 poKiB 3 0KUPiHHAM i mopoci BikoM Bif 18 mo 20 pokis 3
OXUMPIiHHAM. AHaNi3 (hapMaKOKiHEeTUUHUX NAHUX y MAli€HTIB 3 OKUPIHHAM: y HOiTel BikoM Bif 2 1o 18

POKiB Ta mopocnux BikoM Bif 18 no 20 pokiB - MpoieMOHCTPYBAB, 10 KJIipeHC KIIiHAaMiluHy Ta 00’eM
PO3MO[iNy, HOpMasi30BaHi Ha 3arajabHy Macy Tijla, IOPiBHAHHI 3 BiNOBIIHUMU [TI0Ka3HUKAMU Y
MTAIliEHTIB 3 HOPMAaIbHOK MaCoI0 Tina.

BiogoctynnicTh. AGcomoTHa 6i00CTYIHICTE KiTiHAaMilrHy 6yla BU3HaYeHa Y paMKax KJTiHiYHOTO
nocmimxkenns (1994). Koxen i3 16 3mopoBux J0OPOBOJIBIIIB Y0JI0BiYOl cTaTi oTpuMyBaB 600 Mr
KJIIHAaMiIWHYy BHYTPIIIHBOBEHHO (y hopMi KniHgaminuHy ¢ocdaTty) i mepopaibHO (2 Karncynu, KoxHa
3 gkuxX MicTUTh 300 MT KJTiHHaMilIUHY TiZPOXJIOPUAY).

[TepenymoBa 3aCTOCYyBaHHS - Ha [TOPOXHIN IITYHOK.
Tabmuig 3.

CepepnHi apudmMeTnyHi 3HaueHHS (MA), cTaHIapTHe(-1) BimxuneHHs (S) i cepeHi reoOMeTpUYHi
3HavyeHHA (MG) micis nepopanbHOr0 Ta BHYTPILIHBOBEHHOTO (B/B) 3aCTOCYBaHHSA



IIoKkasHuku IlepopaavHo e/8

mA s mG mA s mG
MakcrMasbHa KOHIIEHTpAllid Y IJ1a3Mi KpOBi 5,3 1,0 5,2 11,1 3,9 10,6
(Chax) [MKT/MIT]
[Tromma mig KpuBOO KOHIEHTpalig-4ac (AUC) 16,9 6,1 15,9 31,8 6,7 31,1
[MKT/MIT*TOR]
Yac MakcHMabHOI KOHIIEHTpallil y Iy1a3Mi KpoBi 0,76 0,36 0,70 0,46 0,10 045

(tme) [rom]

KrinigHi xapakKTepHCTHKH.
IToka3zanus.

Toctpi Ta xpoHiyHi 6akTepianbi iHGeKIi, CHpUYMHEH] YYTAUBUMY [0 KITiHAAMIiIXHY aTOT€HAMHU,
30KpeMma:

- indexuii KicTok i cyrmo6is;

- inexkiril minsHKY Byxa, HOCa Ta TOPIa;
- indexuii minsguku 3y0iB i menemn;

- indexkIril HUXKHIX TUXaTbHUX IISIXIiB;

- inexkIrii Ta30BOI Ta YEPEBHOI HiNTHKHY;
- iH(eKIIil XKiHOYKX CTAaTEeBUX OPTaHiB;

- inexkrril mKipu Ta M’'IKUX TKaHUH;

- CKapJiaTHHa.

[Tpu TAXKKiM KITiHIYHINM KapTUHI CTIOYATKY CJIifi IPOBOAUTH JIiKyBaHHS JTIiIKapChKUMU 3acobaMu, 1110
MICTSITh KJTIHIaMilIMH Ta SIKi ITOBiJIbHO BBOASATH B KPOBOHOCHY CYAUHY (LIIIAXOM iH(DY3i).

IIpomunoka3aHHs.

[ManauuH 1] He cIif 3aCTOCOBYBATH MMalliEHTaM i3 BiZOMOIO YyT/IUBICTIO A0 KITIHAAMIIIAHY,
niHKOMinKHY abo [0 Oyab-sKOi iHIOI CKIagoBoi JIiKapchKOTo 3aco0y.

Hanarus 1 He migxomuTh A7 TIKYBaHHS MEHIHTITY, OCKiTbKYM KOHIIEHTpAIlsT aHTUOI0THKA, SKa
[OCATAETHCA Y CIMHHOMO3KOBIN PiivHi, € HAATO HU3BKOIO.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

AHTarosi3M (iHAyKOBaHa pe3UCTEHTHICTh) CIIOCTePIraBcs in vitro MiX KJIiHOaMIIIMHOM Ta
€PUTPOMIIIMHOM LIOA0 MiATPYNIH MaKpPOJIifope3uCTEHTHUX OaKTepianbHUX i30TiB. OOKUBa
IperniapaTy He IIOBMHHI 3aCTOCOBYBaTUCS OGHOYACHO 3 OIJISINY Ha MOTEHLIWHY KIIiHIYHY 3HAYYIIiCTh,
3a BUHATKOM BUIMAIKIB, KOJIU IIPOBOOUIIACS BIANOBIHI TECTU Ha YYTJIUBICTS.



[TaToreHHi MiKpoOpraHi3aMu JEMOHCTPYIOThH IIEPEXPECHY PE3UCTEHTHICTh A0 KIIIHAAMIIUHY Ta
JIIHKOMIIIMHY.

BHacnimok nprTaMaHHUX KITiHIAMIIMHY BIIaCTUBOCTEM 1100 OJI0KyBaHHS HEPBOBO-M'S130B0I Ilepegayi
BiH MOXe MOCHITIOBAaTH e(eKT M’sI30BUX PelaKCaHTIB (Hampukiam edipy, TyOOKypapuHy, TAaHKYPOHi0
ranigy). Lle MoxXe IpU3BOOUTH 10 BUHUKHEHHS IIif] Yac omepaliii Heo4iKyBaHUX 3arPO3NIUBUX [JI
XKUTTSA cuTyariit. Takum yunoM, Hananus L ciim 3acTocoByBaTy 3 06epeXHICTIO MallieHTaM, sKi
OTPUMYIOTh 3a3Ha4€eHi BUIlle JTiIKapChKi 3aco0u.

AHmazoHicmu simamiHy K. TIoBigoOMIAI0Ch PO MiABUINEHI TOKa3HUKHU OOCIiAXKEHb KOaryJsilil
(mpoTpoMOiHOBMI Yac/ MixKHapOo#He HOpPMaJli3oBaHe CIIiBBiHOIIEHHS) Ta/ a00 KpOBOTEYY Y MAIliEHTIB,
SKi 3aCTOCOBYBaJX KIiHAaMiluH y KoMOiHallil 3 aHTaronictamu Bitaminy K (Hanpukiiaz, BapdapuH,
aleHOKyMapon Ta (inyiagion). ToMy TakuM HalliEeHTaM CJIiJ YaCTO IPOBOJUTH MOHITOPUHT
pe3ynbTaTiB JOCHiAKEeHb KOaTyIsIil.

Kninpaminus MeTab051i3yeThCs TOIOBHUM YMHOM 3a fgormomoro CYP3A4 i MeHIIo0 Mipolo - 3a
noniomoroio CYP3AS 3 yTBOpPeHHSIM OCHOBHOTO MeTa0OoJIiTy KIliHAaMIlMHy CyIbPOKCUIY Ta
npyropsimHoro Metabornity N-mecmetun-kiaingaminuny. Otxke, iHriitopu CYP3A4 i CYP3A5 MOXKYTh
3MEHIIUTH KJIipeHC KIiHAaMiliHy, a iIHOyKTOPY LUX i30()epMEHTIB - MiABUIIUTY KIIipEHC
KiliHgaminuHy. [Ipu 3acTocyBaHHI noTyKHUX iHAyKTopiB CYP3A4, Hanpukiag pubaMmIminuy, Ciif
3[iCHIOBATU MOHITOPHUHT 100 BTPATHU e(peKTHUBHOCTI.

HocmifKeHHS in vitro IeMOHCTPYIOTh, 10 KiliHgaMiuuH He iHrioye CYP1A2, CYP2C9, CYP2C19,
CYP2E1 a6o CYP2D6 i nuure momipHo inribye CYP3A4. O1xke, KJTiHiYHO BaXK/IMBi B3aEMOii Mixk
KJTIHIaMiIIMHOM i ITperapaTaMHy, I0 3aCTOCOBYIOThCSI OMHOYACHO Ta MeTabomi3yoTecs mumu CYP-
dhepMeHTaMu, MaTOMMOBIPHI.

Oco6.1ueocmi 3acmocyeaHHs1.

Hanatus L] ciig 3 06epekHICTIO 3aCTOCOBYBaTH TAKMM KaTeropisM IalieHTiB:

- 3 IOPYIIEHHAM QYHKII] IeYiHKY;

- 3 IOPYIIeHHSIMHU HEPBOBO-M's130B01 1epefadyi (MiacTeHis rpasic, xBopoOa [TapkiHCcoHA);

- 3 HasABHICTIO B aHaMHe3i IITYHKOBO-KUIIIKOBUX 3aXBOPIOBaHb (HAIPHUKIIaL 3anajieHHs TOBCTOl
KHIIIKHU);

- 3 aTOIIi€10;
- 3 aJIeprigMu Ta aCTMOIO0.

[IpumiTka: [Tamaius 1 He crig 3aCTOCOBYBATH IMalliEeHTaM i3 TOCTPUMU iHPEKIIIIMU TUXaTbHUX
IIJIAXIB, SKIIIO BOHM CIIPUYUHEH] BipycaMu.

Hanarus 1 He migxomuTh A7 TIKYBaHHS MEHIHTITY, OCKiJIbKYM KOHIIEHTpAIll aHTHOi0THKa, 1110
[OCATANTLCA Y CIMHHOMO3KOBIY PifUHI, € HAATO HU3bKUMU.

[ToBimomIsiNIOCS PO TSAKKi peakllil rinepyyTIUBOCTI y HALi€HTIB, IKi OTPUMYyBAJH JIiKyBaHHS
KJTIHIaMiIIMHOM, BKJTIOYal0u¥ CEPHO3Hi peakiril 3 60Ky IIKipH, TaKi SK peakilis Ha JlikapChbKui 3acib 3
eo3uHodimnielo i cucremaumu npossamu (DRESS-cunmpom), cuampom CriBeHca - [I:KOHCOHa,



TOKCUYHUM eliflepMaJibHUY HEKPOJIi3 Ta TOCTPUY reHepasli3oBaHuY eK3aHTeMaTO3HUU IyCTYIb03. Y
pa3i BUHUKHEHHS peaklii rinepuyTnuBocTi abo cepio3HUX peakiiil 3 60Ky MIKipH JTiKyBaHHS
KJIIHAaMiIWMHOM CJIifi IPUIIMHUTY Ta IPU3HAUUTHU HajeXHe JTiKyBaHHS (IUB. PO3Tinu
«IIpoTtunoka3anHs» Ta «[106iuHi peakmii»).

[Tpu moBroTpuBaaoMy JiKyBaHHi (mpoTsrom Ginbie Hixk 10 [HIB) MOKAa3HUKY KITIHIYHOTO aHAIi3y
KPOBi Ta (PyHKIIil TeYiHKY i HUPOK CJIiT PETYISPHO EPEBIPATH.

IloBroTprBaje i MOBTOPHE 3aCTOCYBaHHS npemnapaty [lananus 1] Moxe NpU3BOAUTH OO PO3BUTKY
cynepindexiii abo KoJoHi3allii MKipy Ta CIM30BUX 000JI0HOK PE3UCTEeHTHUMHU MiKpOOpraHi3MaMu
ab0 [pixKIXKOBUMU I'pubaMu.

[Tig yac 3acTocyBaHHS MaliKe BCix aHTHOaKTepiaabHUX MTpernaparTiB, Y TOMY YUCI KITiHAaMiIuHY,
TIOBiIOMJISINIOCS TIPO BUHUKHEHHS fiapel, cupuuuHeHoi Clostridium difficile (CDAD) 3i cTtyneneM
TSKKOCTI IIPOSBIB Biff JIETKOI fiapel [0 KOJIITY 3 JleTalbHUM HacligkoM. JIikyBaHHS
aHTuOaKTepiaTbHUMMU MpelapaTaMy MOPYIIYe HOPMabHY (JIOPY TOBCTOI KUINKH, 1110 TPU3BOTUTE [I0
HapMipHoro pocty C. difficile.

C. difficile npogykye Tokcunu A i B, mo cunpuse po3sutky CDAD Ta € nepmonpuyuHO PO3BUTKY
antubioTrKacomiioBanoro Komity. llItamu C. difficile, 1110 TPOAYKYIOTh TilE€PTOKCHH, CIPUYUHSIOTh
IiABUINEHHS 3aXBOPIOBAHOCTI Ta JIETATbHOCTI, OCKiNbKY 1i iH(eKIil MoXKyTh OyTH HEUYTIUBUMHU [0
IPOTUMiIKPOOHOI Teparii Ta moTpebyBaTu MPOBeieHHS KOIEKTOMil.

Crig poarnggatyé MoXuBicTs BUHUKHEHHS CDAD y BCix IallieHTiB i3 Aiape€to BHACIIIIOK
3acTocyBaHHS aHTUOi0THKIB. HeoOXigHO peTenbHO 30MpaTH aHaMHe3, OCKIJIbKY MTOBiIOMIIAIOCS IIPO
Bumafiku po3BuTKy CDAD y mepiof Ko ABOX MiCSIIiB Mic/isg 3aCTOCYBaHHS aHTUOAKTepiaTbHUX
mpernapariB. MoxJIMBe IPOTrPeCcyBaHHS [0 KOMIITY, Y TOMY YKCIIi TCeBHOMeMOpPaHO3HOI'0 KOJITY (OuB.
po3min «ITob6iuHi peakirii»), CTyIiHb TSXKKOCTI SKOr0 MOXKe BapiloBaTH Bifl IETKOTO [0 JIETaIbHOTO.

[Tpu BCcTaHOBIEHH] iarHO3y aHTHOIOTHKACOII0OBAHOI miapei a0 aHTHOI0THKACOIIHOBAHOTO KOJIITY
YW IIPU HASIBHOCTI MMig03p Ha TaKi CTAHMW 3aCTOCYBaHHS aHTHOAKTepianbHUX 3ac00iB, BK/IIOUAIOYH
KJIiHgaMIilWH, CIIiJ BIAMIHUTH Ta pO3M0YaTy 3aCTOCYBaHHS HaleKHUX TePalleBTUYHUX 3aX0MiB.
JlikapchKi 3aco0H, SKi MIPUTHIYYIOTh IEPUCTANIBTUKY, Y il CUTYaIllil TPOTUIIOKa3aHi.

Y pagzi nceBmoMeMOPaHO3HOTO KOJITY Biff CEPeIHBOT0 OO TSIXKKOTO CTYIEHS CJIifl PO3T/ISIHYTH
MOXKJIMBICTb 3aCTOCYBAHHS PidWHU Ta eJeKTPOJIiTiB, HOOATKOBOTO BXKHMBaHHS IIPOTEIHIB Ta
3aCTOCyBaHHS aHTHUOAKTepiaJbHUX IIpenaparTiB, KJiHIiYHO e(eKTUBHUX OJIs JTiIKyBaHHS KOJIITIB,
cnpuuunenux Clostridium difficile.

Y pasi nogoBXKeHHS Teparlil cilif TpoBecTy (GyHKIiIOHATbHI TPOOU MeYiHKY Ta HUPOK.

HeugacTo moBigomisinocs npo rocTpe ypaxkeHHs: HUPOK, BKIYal4YU I'OCTPY HUPKOBY HEOCTATHICTE.
Y malieHTiB 3 HagBHOI0 HUPKOBOIO OUCHYHKIIEI0 Ta ¥ MAIli€HTIB, SKi MIPUUMAIOTh CyIyTHi
He()POTOKCUYHI TpenapaTy, CIifl pO3TJISHYTH MOXK/IUBICTE MOHITOPUHTY (PYHKIII HUPOK (OUB. PO3Tin
«ITo6iuHi peakirii»).

[HKOMM NiKyBaHHS KIIHIaMIIIMHOM € MOXKJ/IMBOIO aIbTEPHATUBOIO y pa3i ajepril Ha NeHIiuIiH
(mipBuIeHa YYTNUBICTH A0 NeHinuminy). [lepexpecHa anepris Mix KITiHAaMIilIHHOM i IEHIIUTIHOM
HEeBifIOMa, i 11 PO3BUTOK TAKOXK He 0YiKye€ThCA BHACJIIAOK HAaIBHOCTI CTPYKTYPHUX BiIMiHHOCTEH MiX
MMM PeYyoBHHaAMHU. [IpoTe, B OKpeMUX BUIIAAKaX, B 0Ci0, SKi B:Ke Ma/Iu ajiepriio Ha NeHiuIin
TIOBifOMIISANIOCS IPO aHaimakKTUYHI peakilil (MigBUIeHy YyTIUBICTh) i Ha KniHmaminuH. Le crin
BpaxOBYBaTHU IIPU 3aCTOCYBaHHI KJTiIHAaMIIUHY AJ15 JIIKyBaHHS IAILi€HTIB 3 ajleprieio Ha NeHiIuIiH.



Hanmamus L mictuth 209,49 Mr a6o 253,97 Mr makTo3u MOHOTimpaTy Ha 1 Kamcyny mo 150 mr abo
300 wmr BipnosigHo. [Ipy 3acTocyBaHHI IIpenapaTy BiATOBIAHO OO IHCTPYKIiH i3 [O3yBaHHS 3 KOXKHOIO
103010 nalieHT oTpuMye no 837,96 mr makTo3u. Lle BifmoBifgae 3aranbHid KiIbKOCTI JTaKTO3H, 110
MiCTUTBCA y 4 Karncynax npemnapaty Hamanus LI 150 mr. IlanieHTaMm i3 pigKiCHO CIIagKOBOIO
HEeTIePeHOCHUMICTIO TajlakTo3H, AediluToM nakTa3u abo CHHOPOM MOPYIIEHOT0 BCMOKTYBaHHS
TJIFOKO3M Ta rajakTo3u He CJiif 3acTtocoByBaTu [ananus 1.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

3aCTOCYBaHHA V IIepiof BariTHOCTI.

PesynbTaTy BENMMKOTO OOCTIAXKEHHS 3 Y4aCTIO BariTHUX XKIiHOK, SIKi 3aCTOCOBYBaJIM KIiHAaMIiLMH
IPOTSATOM I TpHMeCTPY BariTHOCTI (BIIMBY KITiHAAMILMHY 3a3HaIK ITPUOGIU3HO

650 HOBOHaAPOMXKEHNX), HE TPOAEMOHCTPYBAJIU MiABUIIEHHS YaCTOTU Baj PO3BUTKY Y
HOBOHapomXKeHuX. [IpoTe HagBHi AaHi oo Oe3MeKy 3aCTOCYBaHHA KITiIHOAMILIMHY Y IIepion
BariTHOCTI € HEeJJOCTATHIMH.

PesynbraTy eKcriepuMeHTaIbHUX JOCTIiAKEeHb Ha TBapuHaX He IPUIYCKalTh HasBHOCTI
6eanocepegHbOro abo OIIOCEPENKOBAHOTO MIKIIIMBOTO BIJIUBY Ha Iepeldir BariTHOCTI, PO3BUTOK
eMmOpioHa/moma, mepelir mosoriB abo MOCTHATANLHUM PO3BUTOK.

KrningaminuHe npoHuKae Kpi3b maleHTy. [IpunyckaeTsCs, 0 B OpraHi3Mi mioga JOCAraeTbCs
TepaneBTUYHA e(peKTUBHAa KOHIleHTpalid. [Ipu 3acTocyBaHHI IpenapaTy B IIepiof BariTHOCTI Cif
PEeTeNnbHO 3BaXKyBaTH KOPUCTD i MOXKJIUBI PU3UKY, [10B'A3aHi 3 JTIKyBaHHSIM.

3aCTOCYBaHHA V Iepiod rOOyBaHHSA TPYILIO.

KninpaMminuH eKCKpeTyeThCA ¥ TPyOHE MOJIOKO TIoguHu. [10BiIOMISANIOCE, TPO HasBHICTh
KJIHAaMIIWHY y TPYOHOMY MOJIOL JIIOAUHY Y KOHIIEHTpaliax Big < 0,5 mo 3,8 MKr/Mi nipu
CHCTEeMHOMY 3acToCyBaHHi. ToMy B HOBOHApO/XKEHUX, sIKi IepeOyBaloTh Ha TPyIHOMY BUTOOBYBaHHI,
He MOXHa BUKJIIOUUTH IOSIBY TaKUX HeOaxkaHUX e(eKTiB 3 60Ky IUTyHKOBO-KUIIKOBOTO TPAKTY, SK:
miapes abo KpoB y KaJi, ceHcuOini3allig, BUCHIIaHHSA Ta KOJIOHI3allid CIM30BUX 000JI0HOK
OpiXKIKOBUMU rpubaMu. BHaCTiIOK pU3NUKy PO3BUTKY TSAXKKUX MOOIYHUX peaklliii y HOBOHAPOAXKEHUX,
SKi mepe0OyBalOTh Ha TPYOHOMY rOyBaHHi, XKiHKaM, sKi rogyl0Th T'PYAAI0, He CJIifl 3aCTOCOBYBATH
KJIIHAAMiluH.

DepTUNLHICTS.

PesynbraTy gocnigXKeHb Ha TBapUHAaX He IPOIEMOHCTPYBaIM KOOHUX O3HAK IIOPYIIEHb
PENpPORYyKTUBHOI PyHKII1. [laHNX M0N0 BIIMBY KIIiHAAMIIMHY Ha PENPOAYKTUBHY (PYHKINIO TIOOUHU
HEMae.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMmamu.

KninmaMminue YuHUTH JTeTKUM ab0 TOMipHUI BIIMB Ha 3TATHICTh KePYBATH TPAHCIOPTHUMHU 3aco0aMu
Ta MpAIfoBaTH 3 iHIMMHU MeXaHi3MaMu. [lesiKi mobiuHi peakirii (30KpeMa 3armaMOpPOYeHHS,
COHJIMBICTB, IUB. po3ain «I1o6iyHi peakiiii») MOXKYyTh BIJIMBATU Ha 3MATHICTh KOHIIEHTPYBATH yBary Ta
Ha IIBUOKICTh peakilil; ToMy BOHM MOXKYTb BIIJIMBATH Ha 3[@THICTh KEPyBaTH TPAHCIIOPTHUMHU



3aco0aMu Ta MPAIIOBATH 3 iHIIUMK MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

Hamauu# 1 ciim 3aCcTOCOBYBaTH, 3allMBal0YM OCTATHHOO KiTbKICTIO PiAMHHU (II0HaWMEHIIIe
1 BeNIMKOIO CKIISTHKOO BOMM), 1100 YHUKHYTH MOXKJIMBOTO IIOOPa3HEeHHS CTPaBOXOMY.

Y pagsi nigo3pu Ha iHQeKIio, CnpuYnHeHy B-reMOTITUYHUM CTPEIITOKOKOM, ab0 y pa3i HasiBHOCTI
O3HaK B-TeMOIITUYHOT0 CTPENITOKOKY JIiIKyBaHHS CJIifl IPOBOOUTH IIPOTATOM IIoHalMeHIne 10 gHiB.

Kancynu mo 150 mr.

[opocai. 3anexkHo Bif TOKaJi3allii Ta CTYIeHs TSIXKKOCTI iH(eKIlii JoOpoCcIuM Ta OiTSM BiKOM Bif
14 pokiB 3acTocoByBaTu 4-12 Kamcyn Ha mo0y (110 ekBiBanenTHO 0,6-1,8 r Kmingaminuuy).

IoOoBa mo3a PO3MOMiNSIEThCS Ha 4 MPUNOMU.

I 3a0e3rneyeHHs BULMX 003 TaKOXK iCHYIOTh iKapchKi popMu 3 BUIIUM BMiCTOM aKTHBHOI
PEYOBUHHU.

Kancynu o 300 mr.

3ajekHO Bif] JI0KaJi3allii Ta CTymeHs TSXKKOCTI iHdek1ii qopocnuM Ta giTaM BikoM Big 14 pokis
3aCTOCOBYyBaTH 2-6 Karcyn Ha 0o0y (1o ekBiBaneHTHO 0,6-1,8 T KiTiHgaMiluHy).

IoOoBa mo3a po3mofinsgeThcs Ha 2, 3 a00 4 OKpeMUx IPUUOMH.

Himu ma nioaimku.

o3y KNIiHmaMilWHY CITif IpU3HAvYaTH 3 YpaxXyBaHHSM 3arajabHOl MacH Tijla He3aJeXHO Bifl 0XKUPIiHHS.
MakcuMmarnbHa 7o00Ba f03a He TIOBUHHA ITePEeBUIIYBaTH 03y AJIST JOPOCIIHX.

s pited BikoM 10 14 pokiB iCHYIOTH NTiKapchKi GOPMHU 3 MEHIIINM BMiCTOM aKTUBHOI PEUYOBUHU.

3axeoprosaHHA neyiHKu. Y MallieHTiB i3 3aXBOPIOBaHHAM [IEYiHKHY Bifl IOMIPHO TSAXKKOTO [0 TSAXKKOTO
CTYIIeHS Mepiof HaliBBUBEOEHHS KIIHOaMILUHYy IIOAOBXKEHUM. 3a3Bu4an, Ko HamauHx L]
3aCTOCOBYBATH KOXKHi 8 rofiuH, 3HMXKYBaTH 03y He MOTPiOHO. AJle y MmalieHTiB i3 TAXKKOI0
IIeYiHKOBOI HEJOCTaTHICTIO CJIil KOHTPOJIIOBATH PiBE€HD KIIIHAaMILMHY Y IJ1a3Mi KPOBi. 3aIeKHO Bif
OTPUMaHUX pe3yIbTaTiB Moxke OyTH HeOOXimHUM 3HUKEHHS J03u a00 MOIOBXKEHHS iHTEpBaIiB MixX
O03aMHu.

3axeopro8aHHA HUPOK. [Ipy 3aXBOPIOBaHHI HUPOK I1€Piof HalliBBUBEEHHA KIiHIaMILUHY
TIOJIOBXKEHUY; ajie IIPU MOPYIIeHH] PYHKIII HUPOK J1erkoro abo cepeiHbOT0 CTYIEeHS 3HUXKYBATH 03y
He 1oTpi6HO. [TpoTe y malieHTiB i3 TAXKKOI HUPKOBOI HEJOCTATHICTIO ab0 aHypi€lo Cif
KOHTPOJIIOBATU PiBEHb KIIIHOAMINMHY Yy IJIa3Mi KPOBi. 3aJIe2XHO Bifl pe3yJbTaTiB [IUX BUMIPIOBaHb
Moxke OyTH HeoOXimHUM 3HUKEHHS 03U a0, SIK aTbTepHATHBA, IIOOOBKEHHS IHTEepPBasliB MixK
npuiioMaMu 10 8 a60 HaBiTh 12 roguH.

I'emodiani3. KningaMiluH He BUBOOUTHLCS LMUISIXOM reMopiani3y. Tomy mo abo micns npoBeneHHs
reMofiai3y 3acToCyBaHHS JOaTKOBOI 03U He MOTpPibHe.



Himu.

Kamncynu npenapary Hananud LI He migxomsTs A1 3aCTOCYBaHHS HiTAM, SIKi He MOXYTh KOBTHYTH IX
ninuMu. Kancynu He faroTh 3MOTH TOYHO [03yBaTU IIpenapaT B MI/KT, TOMY B IeIKUX BUIagKax MOXKe
OyTu HeoOXiIHUM 3aCTOCYBaHHS IpelapaTy B iHIIiN, OiNbII 3py4Hil TiKapCchKil GpopMi.

3ajiekHO Bif] JIOKaJi3allii Ta CTyImeHs TSAXKKOCTi iHdeKii AiTaAM BikoM m0 14 pOKiB CIIifl 3aCTOCOBYBaTH
8-25 Mr kmiHgaminuHy Ha KijlorpaM MacH Tina Ha go0y, ouB. Tabmuilio 4.

Tabmnuig 4.
Maca mina Kinvkicmb kancya Ha 006y (kancyau no 150 me) KainOamiuuH, m2
20 xr 3 KaICcyu 450 mr
30 xr 4-5 Kamncyn 600-750 mMr
40 kr 4-6 kamncyn 600-900 mr
50 kT 4-8 kamncyn 600-1200 mr

Io60oBa 103a PO3MOJiNAETLCA Ha 3-4 OKpeMUX [I03U. JK IpaBUJIO, IepeBara Haga€ThCs
3aCTOCYBaHHIO y BUTJIAAL 4 [03.

Ilepedo3yeanHsi.

IoTemnep CUMIITOMIB Ilepeio3yBaHHs He criocTepiranocs. IIpu HeoOXigHOCTI MOKa3aHe MPOMUBAHHS
nuUTyHKa. ['eMopiani3 Ta mepuToHeaabHUM [iajli3 He € epeKTUBHUMMU [JIS1 BUBE€IEeHHS KIiHAAMIIUHY 3
CUPOBATKM KPOBi. CienudiyHNM aHTUIOT HEBIIOMUH.

ITo6iuni peakuii.

[ToGiyni peakuii, HaBeneHi HUX4Ye, OyIU BUSBJIEHI y XOMi KITIHIYHUX [OCHTIXKEHDb Ta IIPOTITOM
CIIOCTEpekKeHb IIiCIIsT BUXOAY IIperapaTy Ha PUHOK. Y KOXKHil KaTeropii mo6iuHi peakiiil HaBefieHO 3a
YaCTOTOIO Ta 3a KJIIHIYHOI0 3HAYYIIICTIO.

3a yacToToro nobiuHi peakiril OJiNsAOTHCSA Ha Taki KaTeropii: myxe dacto (= 1/10), gacrto (Bix

= 1/100 o < 1/10), mewacto (Big = 1/1000 mo < 1/100), pigko (Big = 1/10000 mo < 1/1000), nyxe
pigko (< 1/10000), yacToTa HeBimoMa (He MOXKHA BCTAHOBUTH Ha IMifCTaBi HasIBHUX JaHUX). [106iuHi
peaxtil mepeiyeHo y KOXKHIN KaTeropil 3a 3HUXKEHHIM CTYIeHS TIKKOCTI.

[Hdekmil Ta iHBa3Il.

Yacmo: iceBmoMeMOpPaHO3HUM KOJTiT*.

Yacmoma Hesidoma: KoiT, cipuuunenuit Clostridium difficile*, Barinanbhi indekirii*.

3 60Ky cuCcTeMHU KPOBi Ta niMbaTHYHOI CUCTEMH.



Yacmo: arpaHyIoIUTO3*, HEUTPOIEHisT*, TPOMOOITUTONEHIST*, TeMKoeHisT*, e03UHODITis.

3 60KV iMYHHOI CUCTEMH.

Pioxo: MemuKaMeHTO3Ha JIUXOMaHKa.

Lyoice pioko: anadinakTHYHA peakifis*.

Yacmoma Hesidoma: aHahimaKTUYHUM IIOK*, aHa(iakKToOIgHa peakiis*, rimepuyTnuBicTh*.
3 60Ky HEPBOBOiI CHCTEMH.

Heyacmo: cIOTBOPEHHS CMaKy, 0J10Kafja HEPBOBO-M's1I30BO1 IIepeayi.

Yacmoma Hesidoma: 3aTlaMOPOYEHHS, COHJIUBICTb, TOJIOBHUM OiNb.

3 60Ky IMITYHKOBO-KUIITKOBOTO TPAKTY.

[lyoice yacmo: mogpa3HeHHs CTpaBoxofay, e3odarit*, cromatut, miapest, 0inb y XKUBOTI, 6/1I0BaHHS,
Hy[OTa.

Yacmoma Hesidoma: BUpa3Ka CTPaBOXOAy*.

lCenatobiniapHi po3mamu.

Iyoice pi0Ko: TPAaH3UTOPHUM TeMaTUT i3 X0JIECTAaTUYHOIO XKOBTSHULIEIO.
Yacmoma Hegidoma: KOBTSIHULA.*

3 OOKy INKip# Ta MiANIKipHOI TKAaHUHMU.

Yacmo: MaKyJonamnyisipHa eK3aHTeMa, Kopomnofi0Ha eK3aHTeMa*, KpOIIUB' THKaA.

Pi0Ko: TOKCUYHUY ellilepMabHuM HEKpoi3*, cungpoM CtiBeHca - [IKoHCOHa*, cunapoM Jlaiienna,
HaOpsk KBiHKe/aHTiOHEBPOTUYHUY HaOpak*, ekcomiaTuBHUM fepMaTuT*, OyIH03HUM JepMaTUT*,
MyIbTU(GOPMHA epuTeMa, CBepOixkK, BariHiT.

Lyoice pi0ko: BUCUTIaHHS Ta yTBOPEHHS NMYyXUpiB (peakiiil rinepyyTInBOCTi).

Yacmoma Hesidoma: peakllisi Ha JTiKapCchbKUM 3acid 3 eo3uHodinieto i cuctemuumu nposisamu (DRESS-
CHHIDPOM)*, TOCTpUI T€Hepasli30BaHUY eK3aHTEMATO3HUM IyCTYJIb03*,

3 60Ky OIIOPHO-PYXOBOTO amapary Ta CIOIYYHOl TKaHUHH.

Lyoice pidko: momiapTpuUT.

3 60KY HMPOK i CEY0BUMIINTbHOI CUCTEMH.

Yacmoma Hegi0oMa: TOCTpa HUPKOBa HEAOCTaTHICTb.

Pe3ynbraTy 1a60paTOPHUX OOCTIIXKEHD.

Yacmo: BigxuneHHd Bif HOpMU 06i0XiMiYHUX MMOKA3HUKIB (PYHKIIII MeYiHKY.



*[To6iuHi peakiil, BUSBJIEH] il YaCc 3aCTOCYBaHHS IIpenapary Iicjs peecTpatii (QuB. po3min
«OCc06IUBOCTi 3aCTOCYBAHHS»).

ITobiuHi peakuii Ha 3acmocyeaHHs aumubiomukie (ehekm Kaacy).

YacTo npu 3acTocyBaHHi npemnaparty [Hananus LI Moxke po3BUBaTUCS IICeBAOMeMOPaHO3HUM KOJIT.
Oppasy micns BusiBIeHH (giarHOCTyBaHHS) IICEBOOMEeMOPaHO3HOT0 KOJIITY JTiKapio CIIif PO3TISHYyTH
MOZKJIMBICTh MPUNIMHEHHS 3aCTOCyBaHHA npenapaty [lamnauuH L] Ta po3noyaTy BifiloBigHe MiKyBaHHSI
(3acTocyBaHHS CHelialbHUX aHTUOIOTHUKIB/XiMioTepaneBTHYHUX 3ac00iB i3 KITiHiYHO OBEIEHO0
edekTuBHiCTIO). JIiKapchKi 3aco0u, 1110 MPUTHIYYIOTH IEPUCTAIBTUKY, IPOTUIIOKA3aHi.

3acToCyBaHHA KJIHAAMIIWHY MOXKe IPU3BECTU 00 HAOMIPDHOI'0 POCTY IHIIUX KAIIKOBUX
MiKpOOpraHi3MmiB, 30KpeMa rpuois.

[eKONM anmepriuHi peakuil BUHUKAIOTh HABITh MIiC/IS IEPIIOTO 3aCTOCYBaHHA. [lyKe PigKO BUHUKAIOTh
TS2KKi TOCTpI ajJlepriyHi peakiiil, Taki K aHaQiTaKTUYHAM IOK. Y TAaKOMY BUIIQIKy 3aCTOCYBaHHS
npenapaty Hanauus L coig HerallHO IPUNMHUTY Ta BXKUTH BiATIOBIIHMX HEBIOK/IagHUX 3aX0MiB
(HampuKIaf 3aCTOCYBaTH aHTUTiCTaMiHHI 3aC00M, KOPTUKOCTEPOIgY, CHMIIaTOMIMETHKY Ta IIPU
HeoOXigHOCTi TPOBECTH LITYYHY BEHTUIISAIIIIO).

ITogidomaeHHs npo ni003pro8aHi nobiuHi peakuii.

[Ticns peecTpatii TikapchbKoro 3aco0y myzKe BaXKJIMBO IOBIOMIISATH IIPO Iif03pIoBaHi mobiuHi peakiril.
Lle mae 3Mory mpoBOOUTH Oe3MepepBHUY MOHITOPUHT CIIiBBiIHOIIEHHS KOPHUCTI i pU3UKIB, OB’ I3aHUX
i3 3acTOCyBaHHSAM LIHOTO JTiKApChKOT0 3acoby. JIikapsM ciif 3BiTyBaTu mpo Oymb-sIKi migo3pioBaHi
no0OiuHi peakuii BiiMOBiIHO 0 BUMOT 3aKOHOHABCTBA.

Tepmin npudamHocmi. 5 POKiB.

YmMmoBH 30epirannsi. 30epirat y HeJJOCTYIIHOMY [JIs HiTel MicIii mpu TeMiepaTypi He Bute 25 2C.

YmakoBka. ITo 8 kancyn y 6micTepi, mo 2 6micTepu y KapTOHHIN KOpPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupoOHHK.

®apeBa Ambyas/Fareva Amboise.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tisi/IbHOCTI.



3one IHmactpiane, 29 poyTt gec Iagactpic, 37530 IToce-ciop-Cic, ®paniris/

Zone Industrielle, 29 route des Industries, 37530 Poce-sur-Cisse, France.



