IHCTPYKIIA
AJIS1 MEIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 32C00y

YabTpekc
(Ultrex)

Cknao:

oiroua peuosuna: clindamycin;

1 karncyna mMictuTh KiiHaaMinuHy 150 mr a6o 300 mr;

O00NOMIdHICHI peyoguHY.: TAKTO3W, MOHOTIAPAT; KpOXMallb KYKypyI3SHHIA; TaJbK; MarHilo cTeapar;

obosonka kancynu o 150 mr: TBepauit xenarun Capsugel posmip 1 (turany nmiokeun (E 171),
kenatuH, 6apBHUK 10A 1 dopHUii);

oboonka karncynu o 300 mr: TBepauit sxxenatun Capsugel poswmip Oel (turany miokcun (E 171),
kenatuH, 6apBHUK 10A1 yopHUit);

cxian 6apeHuKa 10A1 yopHoTo: menak, okeua 3aniza yopuwuii (E 172), nponinenrmikons (E 1520),
amoHito rigpokcun (E 527).

Jlikapcbka ¢opma. Kancynu.

OcHo8HI i3uKO-XIMIYHI 61ACMUBOCTI:

kancyau no 150 me: TBep/l KeNaTUHOBI Kancynu O170ro Koibopy, po3mip 1, 3 Hanrcom «CLIN
150», 3armoBHeHi O1TMM KPUCTAIIYHUM HOPOIIKOM;

kancyau no 300 me: TBEpAl )KENaTUHOBI Karcynu 61510ro Koisopy, po3mip Oel, 3 nanncom « CLIN
300», 3armoBHEHI OUTUM KPUCTATIYHAM TTOPOIIKOM.

dapmakoTepaneBTHYHA Ipyma.
AHTHOaKTepianbHi 3aco0u A cucTeMHOro 3acrocyBanHns. Jlinkozamiau. Kog ATX JO1F FO1.

Dapmakonoziuni eracmueocmi.

DapmakoourHamixa.

Mexanizm aii. Kimiagaminue BiIHOCUTHCA 10 aHTUOIOTHKIB TPYIHU JIiHKO3aMiaiB. MexaHizm mii
KJIHAaMIIMHY 0a3y€eThCs Ha MPUTHIYE€HH] 610CHMHTE3Y O1IKa [IITIXOM 3B’ SI3yBaHHS 3 CyOOJMHULICIO
50S Ta BruMBOM SIK Ha 301pKy puOOCOM, TaK 1 Ha Mpoliec TpaHcALii. Xoua KiIiHIaMIIuHy pocdat
HEaKTHBHUI IN VItro, mBuakuii rigpomiz in VIiVO mepeTBoproe ioro Ha aHTHOAKTepiaabHO
aKTUBHUH KIIHJAAMINUH. Y 3BUYAaHUX J103aX KIIHJAMIIUH JAEMOHCTpye OaKTeploCTaTUYHY
AKTUBHICTb.

®dapmakoKiHETHUHHMI/ hapMaKOAMHAMIYHUN  B3a€MO3B’s130K. EdekTuBHICT, Oyae 1CTOTHO
3aJeKaTH BiJl 4acy, BIPOJOBXK SIKOTO PIBEHb PEYOBHHHU IMEPEBHILYE MIHIMAJIbHY 1HTIOyIOUy
koHueHTpauito (MIK) nnst npuunnnoro naroreny (%4/MIK).

MexaHi3M pO3BUTKY PE3MCTEHTHOCTI. PE3UCTEHTHICTh N0 KIIHAAMIIMHY HaiyacTille BHHHUKAE
yepe3 MyTallli Ha cailTi 3B’si3yBaHHs aHTuOloTHKIB pPHK abo merumoBanHs crnenudiyHuX
HykieotuaiB 'y 23S-pPHK cyOGonunumi 50S. Lli 3MiHM MOXYTb 3yMOBIIIOBATH IEPEXPECHY
pe3MCTEHTHICT IN VItro 1o MakpomimiB i crpentorpaminiB Tumy B (dpenorun MLSB).
Pe3ucrenTHiCTh 1HOAI 3yMOBJEHAa 3MiIHaMH y puUOOCOMaNbHUX Oinkax. Pe3uCTEHTHICTH y
CTapUIOKOKIB 1 CTPENTOKOKIB TOJIOBHMM YHMHOM OyJie pe3yibTaToM IMiJBUIIEHOI 1HTerparii
MeTuiabHUX Tpyn y 23S-pPHK (Tak 3BaHa koHCTUTYyTHBHA MLSB-pe3uCTeHTHICTD), 1110 3HAYHOIO
MIPOIO  3HHUXKY€ 3B’sI3yBajibHy a@iHHICTh KIIHIAMIOUMHY A0 pubocomu. buibmictsk
METULMITIHPE3UCTEHTHUX mTaMiB S. aureus (MRSA) mae koncturytuBHuit MLSB-denotun i,
OT)Ke, € KIIHAAMIIUHPE3UCTEHTHUMH. ToMy 1HQEKIii, CIpUYMHEHI pPE3UCTEHTHUMHU JI0
MaKpoJiIiB cTadiIOKOKaMH, He CJIiJ] JIKyBaTH KJIIHJaMIIIMHOM HaBiTh IPHU MPOJEMOHCTPOBaHIN
in Vitro 4YyTiMBOCTI BHACTIZOK PH3MKY CEJCKIi MiJ Yac JIKyBaHHS MYTaHTHHX IITaMiB i3
KOHCTUTYTUBHOIO MLSB-pe3ucTeHTHICTIO.




[Iramu 3 xoHCTUTYTHBHOWO MLSB-pe3ucTeHTHICTIO NEMOHCTPYIOThH TIOBHY TEPEXPECHY
PE3UCTEHTHICTh ~MDK  KIIHAAMIIUHOM 1  JIIHKOMIIIMHOM, MakpoligaMu  (HAmpuKIa,
A3UTPOMILIMHOM, KJIAPUTPOMIIIMHOM, EPUTPOMIIIMHOM, POKCHTPOMIIIMHOM, CHIpaMilliHOM), a
TaKOXX crpentorpaminoM B. Pe3ucTeHTHICT 10 KIIHAAMIIMHY MOXe OyTH i1HAyKOBaHa
MakpoJIilaMi B MaKpOJIiIOPE3UCTEHTHUX OaKTeplaIbHUX 130J1ATax. [HIyKOBaHY pEe3UCTECHTHICTh
MO>KHA TIATBEPIUTH 3a JOMOMOTOI0 METOIY AUCKIB (IucKo-audy3iitHoro D-Tecty) abo merogom
PO3BENICHHS Y OYJIbHOHI.

Pigmie 3ycTpivaroThCst MEXaHI3MHU PE3UCTEHTHOCTI, SIKi BKJIFOYAIOTh MO (IKaIlifo aHTHOI0THKA Ta
akTUBHUN edurokc. ICHye mMOBHa TmepexpecHa pPe3UCTEHTHICTh MK KIHAAMIIUHOM 1
JTIHKOMIIMHOM. SIK 1 U1t 6araTboX aHTUO10THKIB, YaCTOTA BUHUKHEHHS PE3UCTEHTHOCTI 3aJIEKHUTh
BiJI BUy OakTepii Ta reorpadiuHoi 30HU. YacToTa pe3ucTEHTHOCTI 10 KITIHAAMIIIUHY BHIIA CEPE.T
METHIMITIHPE3UCTEHTHUX CTAPIIOKOKOBUX 130JIATIB Ta MEHINUIIHPE3UCTEHTHUX ITHEBMOKOKOBHUX
130JIATIB, HIK C€pe/l OPTaHi3MiB, UyTJIMBUX IO [IUX PEYOBHH.

['pannyHi 3Ha4eHHs. PO3MOBCIOKEHICTh HA0YTOI pe3UCTEHTHOCTI MOXKE BapitOBATH JISI OKPEMHX
BHJIIB 3aJIC)KHO BiJ] TeorpadiyHOro MOJIOKEHHS Ta 4acy, 1 TOMy MOTpiOHa micieBa iHbopmMarlis
IIOI0 PE3UCTEHTHOCTi, 30KpeMa IMpH JIKyBaHHI TDKKUAX 1HQeKmii. Skmo e]eKTuBHICTh
KIHAAMIIUHY TpUHAaWMHI 10 JeAKUX BUIIB 1HQEKIId € CyMHIBHOIO 3a PaxyHOK MICIIEBOTO
XapakTepy PEe3UCTEHTHOCTI, CIiJ 3BEPHYTHCS 3a Mopaaoro excnepra. OcoONMMBO y BHIAAKY
TSOKKUX 1H(QEKIH abo HeeeKTUBHOCTI Teparii CJIiJi BCTAHOBUTH MIKPOOIOJIOTTYHHM JiarHo3 i3
BU3HAYEHHSM MaTOTEHY Ta HOTO Yy TJIMBOCTI A0 KIiHIAMIIHHY.

Pe3ucTeHTHICTB, K IPaBUIIO, BU3HAYAETHCS KPUTEPISIMU IHTEpIPETAIli] Yy TIAUBOCTI (TPAaHUYHUMU
3HAUEHHSMH), BCTAHOBJICHHMH CBpPONEHCHKAM KOMITETOM 3 TECTyBaHHS YYTJIMBOCTI JO
npotuMikpoOHux 3aco6iB (EUCAST) ans cucreMHux aHTHO10THKIB. TecTyBaHHS KIHAAMILIMHY
MPOBOJIWIIN 13 3aCTOCYBAHHSM 3BUYalfHOTO METOY TTOCIIIJOBHUX PO3BEICHb.

I'pannuni 3HadeHds 3a EUCAST (muB. tabmuito 1). (Egponeticokuii komimem 3 mecmy6aHms
YYMAUBOCMI 00 NPOMUMIKPOOHUX 3ac0018).

Tabnuys 1.
I'pannuni  3HauenHs  MIK | JliameTp 30HM I'paHUYHHUX 3HAYEHb
(mr/™m) (Mmm)?
Mikpoopeanizm Yymaueut Pesucmenmuuu | Yymausuii Pesucmenmnuu
Bumu Staphylococcus!® | <0,25 mr/n | > 0,5 mr/n > 204 <194
Buau Streptococcus | <0,5mr/n | > 0,5 mr/n >17° <17°
(rpynu A, B, C, G)*2
Streptococcus <05wmr/n | >0,5wmr/n >19b <19°
pneumoniae?
CTpenTOKOKH rpyma | <0,5mr/m | > 0,5 mr/n >19° <19°
«viridiansy!
I'pamueratuBHi <4 mr/n >4 mr/n He He
a"aepoOu 3aCTOCOBYETHCS | 3aCTOCOBYETHCS
I'pamno3uTuBHI <4 mr/n >4 mr/n He He
a"aepoOu 3aCTOCOBYETHCS | 3aCTOCOBYETHCS

Kniniuni rpannyani 3aadedds 3a EUCAST y Burnszai Tabmmii, Bepeist 8.0

! TnmykoBaHa pe3MCTEHTHICTh 10 KIHAAMIl[MHY MoOke OyTH BHSBJIEHA ILISXOM BU3HAYEHHS
AQHTArOHICTUYHOI J11 MK KIIIHIAMIIIUHOM 1 MaKpoJigamMu. SIKIo pe3sucTeHTHICTh HE BUSBIICHA, TO
MOB1JIOMJISIETHCS, 110 MPOBEJCHO MEPEBIPKY BIAMOBIIHO 10 KJITHIYHUX TPAaHUYHUX 3HAYECHb. SIKIII0
TaKy BHSBJIEHO, TO MOBIAOMIISIETBCS NPO «PE3UCTEHTHICTH» 1 PO3MIIAJAETHCS MOXKIUBICTD
JIOJJaBaHHA TaKOro KOMeHTapst 10 3BiTy: «KiiHZamilMH MoXe BUKOPUCTOBYBATHUCS JUIS
KOPOTKOYACHOT Teparii MeHII cepilo3HUX 1H(EKIIN MKIpHU Ta M’ IKMX TKaHUH, OCKIIBKU PO3BUTOK
KOHCTUTYTUBHOI PE3UCTEHTHOCTI ITiJ] Yac TaKoi Teparii MaJToiMOBIpHUI.



2 Kiiniube 3HaYeHHS IHIyKOBaHO1 PE3UCTEHTHOCTI 10 KJIIHIAAMIIMHY B KOMOIHOBaHINA Teparmii
BaXKUX 1HQEKIIN S. pyogenes, HeBigome.

3 IamykoBaHa pPE3UCTEHTHICTH A0 KIIHAAMIIUHY MOKe OyTH BHSIBIICHA IIJISIXOM BU3HAYCHHS
AQHTAroOHICTHYHOIL A1l MK KIIIHAAMIIITHOM 1 MaKpoJigaMu. SIKII0 pe3uCTeHTHICTh HE BUSABIICHA, TO
MOBIIOMJISIETHCS TIPO MPOBEACHY MEPEBIPKY BIAMOBITHO 0 KIIHIYHUX TPAHUYHUX 3HAYCHB. SIKIII0
TaKy BHUSBIICHO, TO MOBIIOMIISIETHCS PO «PE3UCTEHTHICTHY.

A Jlns BUSABICHHS 1HIyKOBAHOI PE3UCTEHTHOCTI JI0 KJIIHJAAMIIKWHY PO3MIIIYIOTh JHUCKH 3
EpUTPOMIIIMHOM Ta KJIIHJaMIIWHOM Ha BincTtani 12-20 MM (BiJX Kparo 70 Kparo) Ta BU3HAYAIOThH
aHTaronisMm (¢penomen D).

b Jlna BusBIeHHA iHIyKOBAHOI PE3UCTEHTHOCTI A0 KIHHAAMILMHY pO3MILIYIOTh JMCKU 3
EPUTPOMIIIMHOM Ta KJIIHJAMIIIMHOM Ha BijacTaHi 12-16 MM (Big Kparo 70 Kpaw) Ta BU3HAYAIOTh
aHTaroHisMm (¢penomen D).

4 BMmicT AUCKY — 2 MKT KJIiHIAMIIUHY

Hianazonn koHTpoto sikocTi 38 EUCAST st BusHauennss MIK Ta 1uckoBoi 30HU IIpeICTaBIICH]
B TabymI 2.

Tabnuys 2
Koumpone sxkocmi wmamy | [ianason MIK (mxe/mn) Hudhysitinu dianazou
(Oiamemp 30HU Y MM)
Staphylococcus aureus 0,06-0,25 23-29
ATCC 29213
Streptococcus pneumoniae | 0,03-0,125 22-28
ATCC 49619

ATCC® € 3apeecTpoBaHOIO TOPrOBOIO MapKOI0 AMEPHKAHCHKOI KOJNEKIIiT TUTIOBUX KYJBTYP.
Po3noBcroukeHicTh HAOYTOT pe3ucTeHTHOCTI. Po3MOBCIOKEHICT, HAOYTOI PE3UCTEHTHOCTI Ha
OCHOBI JJAHMX 32 OCTaHHI 5 POKiB, OTPUMAHUX y paMKaxX HaI[lOHAJILHUX MPOEKTIB 13 HAIJISY 3a
PE3UCTEHTHICTIO 1 JocmikeHb (cranoM Ha JlroTuii 2018 p).

3a3Bryail Yy TIIMBI BUIH.

Aepooni zpamnozumueni mikpoopzanizmu: 6e3 n\sic
- Actinomyces israelii °

- Gardnerella vaginalis °

- Staphylococcus aureus (METHITHITIHYY TIIMBHIA )

- Streptococcus pneumoniae

- Streptococcus pyogenes

- Ctpentokoku rpymnu «viridiansy °»

Anaepo6ui mikpoopzanizmu: 6e3 n\oic
- Buau Bacteroides ° (3a sunstkom B.fragilis)
- Clostridium perfringens °

- Bunu Fusobacterium ©

- Bunu Peptoniphilus °©

- Buau Peptostreptococcus °

- Bunu Prevotella °

- Buau Propionibacterium °

- Bumu Veillonella ©

Inwi mikpoopeanizmu:

- Chlamydia trachomatis °

- Chlamydophila pneumoniae °

- Mycoplasma hominis °



Buau, ans skux HaOyTa pe3UCTEHTHICTh MOXKE SBIISTUCS TPOOIEMOTO.
Aepooui cpamno3umueni MiKpoopzanizmu:

- Staphylococcus aureus

- Staphylococcus aureus (MeTHIIMITIHPE3UCTEHTHHIA) +

- Staphylococcus epidermidis +

- Staphylococcus haemolyticus

- Staphylococcus hominis

- Staphylococcus agalactiae

Aepooui cpamnezamueHi MIKpoOOp2anizmu:
- Moraxella catarrhalis $

Anaepooni mikpoopzanizmu:
- Bacteroides fragilis °

Pe3ucTeHTHI MIKPOOPraHi3MHU.

AepooHni cpamno3umueHi MiKpoOp2Zanizmu:
- Buau Enterococcus

- Listeria monocytogenes

AepooHni cpamnezamueHi MiKpoopzanizmu:
- Escherichia coli

- Haemophilus influenzae

- Buau Klebsiella

- Pseudomonas aeruginosa

Anaepooni mikpoopzanizmu:
- Clostridium difficile

ITnwi mikpoopzanizmu:
- Mycoplasma pneumoniae
- Ureaplasma urealyticum

°© Ha momeHT mnyOumikauii OHOBJIEHHMX JaHMX He Oyno. OcHOBHa JiTepaTypa, CTaHJapTHa
JiTepaTypa 1 peKOMeHAallil 3 JIIKyBaHHS IPUITYCKalOTh HassBHICTh Yy TIMBOCTI.

$ IlpupoaHa 4yTIMBICTH OLTBIIOCTI MITAMiB 3HAXOIUTHCS Y IPOMIKHOMY JTialla3oHi.

+ IllonaiimeHIIIe B OJTHOMY PErioHi YacToTa pe3ucTeHTHOCTI nepesutinye S50 %.

A 3aranpHUl TEpPMIH I TO3HAYEHHS TE€TEPOreHHOi TIpynM BHJIB CTpenToKokiB. Yacrora
PE3UCTEHTHOCTI MOKE BapilOBaTH 3aJIeKHO B1J BIAMOBIIHUX BH/IIB CTPENITOKOKIB.

Dapmakoxinemuxa.

Pe3opOutist, po3noin Ta 3B’ s13yBaHHs 3 OikaMu. BimMiHHICTE MK MOXITHUMH KITIHIAMILIUHY, 110
3aCTOCOBYBAJIMCS, TMOJATA€ JIMIIE y Yaci BCMOKTYBAaHHS Ta poslleruieHHsa edipis. [licns nporo
KJTiHAMIIIMH OPUCYTHil B OpraHi3Mi y BUITISI BilbHOI OCHOBH (akThBHA (opma). Horo edipu
CJI11 BBAXKATH TOTIEPETHUKAMHU JIIKAPCHKOTO 3ac00y.

[Ticns mepopanbHOTroO 3aCTOCYBAaHHS KIIHAAMIIUHY T1IPOXJIOPHU 1 KIIHAAMIIUHY 2-TaJbMITaTy
TIAPOXJIOPU IIBUAKO Ta Mai)Ke TMOBHICTIO BCMOKTYIOTHCS 31 IITYHKOBO-KHIIIKOBOTO TpPAKTY.
OpHouacHMi mpuiloM iK1 Jemo yHOBUIBHIOE BCMOKTyBaHHA. [Ipu 3acTocyBaHHI HaTIe
MaKCHMaJbHI KOHIEHTpaLlli Y CHpOBaTii KPOB1 AOCATAIOTHCS MPpUOIN3HO uepe3 45-60 XBUIMH, a
IpY 3aCTOCYBaHHI MICis i1 — NpUOIU3HO uepe3 2 rofauHu. [licias nepopanbHOTo 3aCTOCYBaHHS




OJTHOKPATHOI 031 150 mr a6o 300 Mr koHIIeHTpallii cTaHOBIATH Bix 1,9 m0 3,9 MKr/mi Ta Bij
2,8 1o 3,4 MKT/MJI BiIIOBITHO (3aCTOCYBAHHSI HATIIIE).

3B’s3yBaHHS KIIHAAMINUHY 3 OUTKaMH IJIa3MH KPOBI 3aJICKUTh BiJl MOrO KOHIEGHTpaIlli Ta
cTaHoBHTH Bix 60 % 10 94 % y Mekax TepaneBTUYHOTO Jiama3oHy.

Kningaminus gerko npoHUKae y TKaHWHU, IPOXOIUTH KPi3b ITALEHTApHUI 0ap’ep 1 HAIXOIUTh Y
rpynHe Moioko. {udysis B cybapaxHoiganbHUI MPOCTIP € HEOCTATHHOIO HABITH MPH 3alajeHH1
MO3KOBHUX 000JIOHOK. Y KICTKOBif TKaHHHI JIOCSATAIOTHCS BUCOKI KOHIIGHTpAITii.
Biorpancdopmariisi Ta BUBeAeHHs. Po3man KIiHAAMINWHY TOJOBHMM YWHOM BiIOyBa€ThCsS Y
nevinii. /[eski Merabonitu € MikKpoOi0J0TiYHO aKTUBHUMH. JIiKapchki 3aco0u, IO MIFOTh SIK
IHIYKTOpPH TEYiHKOBUX (PEPMEHTIB, CKOPOUYIOTh CEpeAHid Yac yTpUMaHHS KIIHIAMIIUHY B
oprasizmi.

JocmimkenHs in VItro Ha MikpocoMax MeYiHKH Ta KUIICYHUKY JIIOAWHH POJAEMOHCTPYBAIIH, 110
OKHUCJICHHS KJIIHJIaMIIIMHY B110yBA€THCS TOJOBHUM YMHOM 3a joromororo CYP3A4 3 He3HauHOIO
yuacTio CYP3AS5 3 yTBOpeHHSM KIIHAAMIIUHY CYIb(QOKCHUIY Ta APYTOPSAHOTO METaloIiTy
N-mecMeTnua-KIiHaaMiluHY .

Busenenns kininaaMinuHy BigOyBaeThcs mpuoOan3Ho Ha 2/3 13 kanom i Ha 1/3 3 ceyero.

[lepiog HamiBBHBEIEHHS KIIIHAAMIIUHY 3 CUPOBAaTKH KPOBI CTAHOBUTH MPHUOIN3HO 3 TOAWHH Y
nopociux 1 O6mu3bko 2 romuHM y giteid. [lpm mopymieHHi (QYHKIIT HUPOK 1 TMEYiHKOBIN
HEJOCTAaTHOCTI CEPeHBOr0 a00 TSMKKOTO CTYIEHS Mepio/ HAMlIBBUBEACHHS MOIOBXKYEThCS.
KitingaminmH He BUBOAWTHCS MUISIXOM JTiai3y.

biogoctynHicth. AOGcoioTHA O10AOCTYNMHICTh KIIHAAMIUHY Oylla BHU3HAa4eHAa Yy paMKax
kiaiHigHOrO nociipkeHHs (1994). Koxen i3 16 310poBHX AOOpPOBOJBIIB HYOJIOBIUOI CTaTi
orpumyBaB 600 Mr KiIiHAaMiIMHY BHYTpilIHbOBeHHO (y dopmi kiiHaaminuHy Qocdary) i
nepopasbHO (2 Karcyiu, KOXxHa 3 SKUX MicTUTh 300 MT KITIHIaMIIUHY TiIpOXJIOPULTY ).
[TepenymoBa 3acTOCYBaHHS — Ha MOPOXKHIM IUTYHOK.

Cepenni apupmernyHi 3HaueHHS (mMA), ctanmaptHe(-1) BIIXWICHHS (S) 1 cepelHi reoMeTpUyHi
3HaueHHs (MQG) micis nepopaibHOro Ta BHYTPIITHHOBEHHOTO (B/B) 3aCTOCYBAaHHS.

Tabnuys 3.

Ioka3znuku Ilepopanvro 6/6

mA |s mG |mA |s mG
MaxkcruMaibHa KOHIIEHTpALlisl Y TU1a3Mi KpoBi 53 1,0 52 11,1 3,9 10,6
(Cimax) [MKr/mi]
[Tnomra mix kpuBoro KoHIeHTpatis-uac (AUC) 16,9 |6,1 159 |31,8 |6,7 31,1
[MKT/MIT*TOM]
Yac MakcuManbHOI KOHIIEHTpAIii y M1a3Mi KpoBi 0,76 (0,36 |0,70 (0,46 (0,10 (0,45
(tmax) [roa]

Kainiuni xapakrepucTuku.

Ilokazannsa.

['octpi Ta XpoHiuHiI OakTepiajibHl 1H(QEKI], CIPUYMHEHI YYTIUBUMHU [0 KIIHAAMILHUHY
naToreHamMHu, 30Kpema:

- IH(eK1iT KICTOK 1 CyIJI001B;

- iH(eKLii AUITHKY ByXa, HOca Ta ropJa;

- iH(eKiT AUITHKY 3y0iB 1 111eJIer;

- iH(eKIiT HIKHIX IUXABbHUX MUISIXIB,

- iH(eK1iT Ta30BO1 Ta YEPEBHOI IIISTHKU;

- iH(eK1ii )KIHOUYMX CTATEeBUX OPTraHiB;

- iH(eKIiT WKIpK Ta M IKUX TKAHUH;

- CKapJlaTHHA.

[Tpu TsKK1M KITIHIYHINA KQpTUHI CIIOYATKY CJIiJ TPOBOJUTH JIIKYBaHHS JIKapCHbKUMU 3ac00aMH, 1110
MICTSITh KJIIHIAMIIMH Ta K1 MOBIIHHO BBOJSATH Y KPOBOHOCHY CyMHY (IUISIXOM 1H(DY3ii).



Ilpomunokaszanna.

[linBuieHa YyTAWBICTh 10 KIHAAMINUHY, JIHKOMIIMHY a00 a0 OyIb-iKOi 3 JTOMOMDKHHX
PEUOBHUH TIperapary.

YabTpeKc HE MiIAXOAUTH JJIS JIKYBaHHS MEHIHTITY, OCKUIBKM KOHIIGHTpAIlisl aHTHOIO0THKa, sSKa
JOCATAETHCS] Y CHUHHOMO3KOBIH P1/IMHI, € HAJITO HU3BKOIO.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6u0u 63a€mMooiil.

AmnTaroniam (iHAyKOBaHa PE3MCTEHTHICTH) CIOCTepiraBcs IN VItr0 Mik KIIHZaMIHHOM Ta
EPUTPOMIIIMHOM ILOJ0 MiATPYNH MAaKpOJiAOPE3UCTEHTHUX OakTepianbHHUX i30saTiB. OOHaBa
npenapaTy He CIiJl 3aCTOCOBYBAaTH OJHOYACHO 3 OIVISly Ha NOTEHIIMHE KIiHIYHEe 3HAYCHHs, 32
BUHSATKOM BHUIIAJIKIB, KOJIU TPOBOAMIIN BIJIOBIIHI TECTH HA Yy TJIMBICTb.

[TaToreHHi MiKpOOpraHi3aMH JEMOHCTPYIOTh NMEPEXPECHY PE3UCTEHTHICTh 10 KIIHIAMIIUHY Ta
JTTHKOMIIUHY.

BHacinijok npuTaMaHHUX Ipenapary YabTpeKc BIaCTUBOCTEH 111010 OJIOKYBaHHS HEpPBOBO-
M’S130BO1 Tepeiadi BiH MOXKE MOCHIIIOBATH €(PEeKT M’S[30BHX pPEJaKCaHTiB (Hampukiazn edipy,
TyOOKypapuHy, NaHKypOHito raniay). Lle Moxxe mpu3BOAWUTH A0 BUHUKHEHHS IiJ 4ac omeparin
HEOYiKYBAaHUX 3arPO3JIMBUX IS )KUTTS CUTyalii. TakuM unHOM, YIIBTPEKC CIIi/T 33CTOCOBYBATH 3
00epekHICTIO Malli€eHTaM, Ki OTPUMYIOTh 3a3Ha4€HI BUIIE JIIKAPChKi 3aCO0U.

[Ipu cymyTHBOMY 3acTOCYyBaHHI mpemnapary YJIbTPeKC HaIidHICTh MPOTH3AILIIIHOTO ePeKTy
HEepOpaIbHUX KOHTPALENTHUBIB € CyMHIBHOIO. ToMy mij 4ac JiKyBaHHS IpenapatoM YJbTPEKC
CJIiJT TOJIaTKOBO 3aCTOCOBYBATH 1HIIII METOIY KOHTPAIIETIIII].

Aunmaconicmu eimaminy K. Jlis mamieHTiB, sIKI 3aCTOCOBYIOTh KJIIHAAMILIMH y KOMOiHAIii 3
a"Taronictamu Bitaminy K (mampuxian BaphapuH, alileHOKyMapos Ta (QIyiHIi0H), TTOBIIOMIISIIN
Opo MIiABUIIECHI IMOKAa3HUKH JIOCHIIKeHb Koarymsmii (mpoTpoMOIHOBUN dYac/MiKHapOIHE
HOpMaJli30BaHE CIIiBBIIHOMIEHHs) Ta/abo KpoBoTedy. ToMy TakuM mMamieHTaM CJiJ YacTo
MPOBOJAMTH MOHITOPHHT Pe3yJIbTaTiB JOCIHIIKEHb KOAryJIsIIii.

Kninpaminua MeTabomizyeTbest rToTOBHUM YrHOM 32 jorioMororo CYP3A4 i MeHIo0 Miporo — 3a
noromororo CYP3AS5 3 yTBOpeHHSIM OCHOBHOIO METAa0OJITYy KIIHAAMILUHY Cylb(okcuay Ta
npyropsaHoro metabomnity N-gecmermn-kimiaaaminuny. Orxe, iHriditopu CYP3A4 1 CYP3AS
MOYYTb 3MEHIINTHU KJIIPEHC KJIIHAAMILUHY, a iHTyKTOPH KX 130()epMEHTIB — IMiABUIIUTH KJIIpEHC
kiiHgaminunay. [Ipu 3actocyBanH1 notyxkHux iHaAykTopiB CYP3A4, nanpukian pudamminugy,
CJIi [ 3A1MCHIOBATH MOHITOPUHT LIOA0 BTPAaTH €(h)eKTUBHOCTI.

HocmimkenHss in Vitro neMoHcTpyroTh, 1o KiiHAaMinua He iHrioye CYP1A2, CYP2C9,
CYP2C19, CYP2E1 a6o CYP2D6 i nume nomipao iHrioye CYP3A4. Otxe, KIIHIYHO BaXKIUBI
B3a€MOAIl MDK KIIHIAMIIIMHOM 1 TpernaparaMy, IO 3aCTOCOBYIOTBCS OJHOYAacCHO Ta
metabomizytoTbes numu CYP-hepmenTamu, MamoiMOBIpHI.

Ocoonueocmi 3acmocyganns.

VYabTpekc ciij 3 00epekHICTIO 3aCTOCOBYBATH TAKUM KaTeropisiM Malll€EHTIB:

- 3 IOPYIIEHHAM (YHKIIT NEUiHKH;

- 3 IOPYLIEHHSIMH HEPBOBO-M’5130BO1 1epeaaul (MiacTeHis rpasic, xBopoba [lapkiHcona);

- 3 HasBHICTIO B aHAMHeE31 IUTYHKOBO-KHMIIKOBUX 3aXBOPIOBaHb (HAMPHUKIIAJ 3amajleHHs] TOBCTOT
KHIIIKH);

- 3 ATOII€IO;

- 3 QJIEPTisIMU Ta aCTMOIO.

[TpuMiTka: YIbTpeKC HE CIiJ 3aCTOCOBYBATH MAIliEHTaM i3 TOCTPUMHM 1HQEKIISAMH IUXaIbHUX
NIUISIX1B, SIKIIIO BOHH CIIPUYMHEH] BipycamH.

VYbTpekc He MiAXOAUTH JIS JIIKYBaHHS MEHIHTITY, OCKUIBKM KOHIIEHTpaIllli aHTHOI0THKA, IO
JOCATAIOTHCS y CIIMHHOMO3KOBIHM PiIuHI, € HAATO HU3bKUMH.

[ToBitoMIIsIIM MPO TSDKKI peakiii TinepuyTaMBOCTI y MAI€HTIB, SIKI OTPUMYBAIM JIIKYBaHHS
KJIIHJAMIIIMHOM, BKJIIOYAIOYU CEpHO3HI peakiii 3 00Ky IIKIpH, Taki SK peakiis Ha JIKapChKHii



3aci6 3 eo3uHodumier0 1 cuctemHuMu nposBamu (DRESS-cunnpom), cunapom CriBeHca—
JI>xOHCOHA, TOKCUYHUH eMiiepMaIbHUIA HEKPOJIi3 Ta TOCTPUN reHepalli30BaHUH eK3aHTeMaTO3HHUM
MyCTYyJb03. Y pa3i BUHUKHEHHS PeaKIlii TrirnepuyTIuBOCTI a00 cepio3HUX peakiliil 3 00Ky MIKipu
JIKyBaHHS KJIIHAAMIIWHOM CJiJl MPUNHHATU Ta MPU3HAYUTU HAJIEXKHE JIIKYBaHHS (IUB. PO3JLT
«IIporumnokazanus» Ta «[1o614H1 peakiii»).

[Tpu noBroTpuBanomy JikyBaHHi (mpoTsrom Oinpiie 10 qHIB) MOKa3HUKH KIIHIYHOTO aHAII3Y
KpOBi Ta (DYHKIIIT IEYIHKU 1 HUPOK CJIiJI PETYJISPHO MEPEBIPATH.

JloBrorpuBase i MOBTOPHE 3aCTOCYBAHHS Mpernapary YJIbTPEKC MOKE MPU3BOIUTH J0 PO3BUTKY
cynepindekmii abo KojoHi3amii MmKipY Ta  CIM30BUX  OOOJOHOK  PE3UCTEHTHUMU
MiKpoopratizMaMu abo Ipi>KIKOBUMH I'pHOaMHU.

[Tix gac 3acTocyBaHHS Maike BCIX aHTHOAKTEpialbHUX MTPENaparis, y TOMY YHCI KIIHIaMIIUHY,
NOBIZIOMJISUTA TIPO BUHUKHEHHs fiapei, ciipuunnenoi Clostridium difficile (CDAD) 3i ctynenem
TSOKKOCTI TIPOSIBIB  Bif Jierkoi miapei M0 KOJITY 3 JIETaJbHUM HacihigkoM. JIiKyBaHHS
aHTHOaKTepiaTbHUMU IIpenapaTaMu MOpyIry€e HOpMalIbHy (JIOPY TOBCTOI KHIIIKH, 1110 PU3BOANUTH
1o HaaMmipaoro pocty C. difficile.

C. difficile mpoxykye Ttokcunu A i B, mo cnpusie po3Burky CDAD Ta € mepumonpuyuHO0
PO3BUTKY «aHTHOIOTHKacoIliiioBanoro koiity». IlIramu C. difficile, mo mnpoaykyooTs
TINEPTOKCHH, CIIPUINHSIOTH iABUIICHHS 3aXBOPIOBAHOCTI Ta JICTAIBHOCTI, OCKUIBKH i iHpEKIIii
MOXYTh OyTH HEUYTIUBUMHU JO HPOTUMIKpOOHOI Tepamii Ta mMOTpedyBaTu MPOBEICHHS
KOJIEKTOMI].

Cnig posrnsgaTd MOxIuBicTh BUHUKHEHHS CDAD y BCiX Mami€eHTIB 13 Alapeero BHACHIIOK
3acToCcyBaHHA aHTHO10THKIB. HeoO0XiqHO peTenbHO 30upaTu aHaMHe3, OCKUTBKH MTOB1IOMIISITH TIPO
Bumnaaku po3BuTky CDAD y mepion 10 IBOX MiCSIIB MIiC/s 3aCTOCYBaHHS aHTHOAKTEpialbHUX
npenapatiB. MoXIJIMBE POTPecCyBaHHs 10 KOJITY, Y TOMY YHCII IICEBJOMEMOPAHO3HOTO KOJIITY,
CTYIIHb TSKKOCTI SIKOTO MO>KE BapilOBAaTH BiJ JIETKOTO JI0 JIETATHHOTO HACHIJIKY.

[Ipu BcTaHOBIEHHI AiarHO3y aHTHUOIOTHKAcoOIiiioBaHOi miapei abo aHTHOIOTHKACOILIHOBAHOTO
KOJITY UM MPU HAABHOCTI MiI03p HA TaKi CTaHM 3aCTOCYBAaHHSA aHTHOAKTepiaJbHUX 3aco0iB,
BKIIIOYAIOYM  KJIIHJAMINWH, CJiJA BIAMIHUTH Ta PO3MOYATH 3aCTOCYBAaHHS  HAIEKHHX
TepaneBTUYHUX 3axojiB. Jlikapchki 3ac00M, K1 MPUTHIYYIOTh MEPUCTAIbTHKY, y LIl cUTyalil
MPOTUIIOKA3aHI.

VY Bumajakax ICEBJIOMEMOpPAHO3HOIO KOJITY BiJI CEPEeAHBOrO A0 TSDKKOIO CTYHEHsS CIij
PO3IJISHYTH MOXJIMBICTh 3aCTOCYBAHHSI PIAMHM Ta EJIEKTPOJITIB, JOJATKOBOTO B)KMBAHHS
OpOTE{HIB Ta 3acTOCYBaHHS aHTHOAKTEepialbHUX IMpenapariB, KIIHIYHO e(QEeKTUBHUX s
JiKyBaHHS KoJiTiB, cniprurHeHux Clostridium difficile.

V pasi noJ1oBKeHHs Teparlii cJiijJf MpoBecTH (PyHKI[IOHANBHI IPOOU MEYiHKU Ta HUPOK.

[HKONMM NiKyBaHHS KJIIHAAMIIHMHOM € MOJIMBOIO aJbTEPHATUBOIO Yy pa3l ajeprii Ha MEeHIWIIH
(migBUILEHA Yy TIUBICTS J10 MEeHINuIiRY ). [lepexpecHa anepris MiX KIIHIAMIIIMHOM 1 HEHIIUIIHOM
HEBIJIOMA, 1 11 PO3BUTOK TaKOX HE OUIKYETHCS BHACIIOK HAsIBHOCTI CTPYKTYPHUX BIIMIHHOCTEH
MDK UMM pedoBHHaMHU. [IpoTe B OKpeMuX BUIAJKax MOBILAOMIISIM PO aHA(UIAKTUYHI peakiii
(miBUILEHY YYTIUBICTH) 1 Ha KJIIHAAMIIUH B 0C10, SIK1 BXKE€ MaJld ajeprito Ha neHiuuiil. Le ciia
BpaxoBYyBaTH NpH 3aCTOCYBaHHI KIIHAAMILMHY JJIs JIIKyBaHHS MAaLI€HTIB 3 aJlepri€elo Ha
TIEHIIWJITIH.

VYnbtpekc mictuth 214,08 Mr abo 283,24 mr nakTo3u MoHOTiapaty Ha 1 kancymny mo 150 mr abo
300 mr BinnosigHo. IIpu 3acTocyBaHHI mpenapaTry BiIMOBIAHO A0 IHCTPYKIIH 13 J03yBaHHS 3
KOKHOIO JI03010 MAaIli€eHT oTpumye A0 856,32 mr makro3u. lle BiAmoBimae 3aranbHii KUTBKOCTI
JAKTO3H, IO MICTUThCS y 4 Karcyinax mpenapary YabTpekc 150 wmr. Ilamientam i3 pigkicHOO
CMaJIKOBOIO HETEPEHOCUMICTIO TaJaKTO3M, Ae(IiIUTOM JIaKTa3u abo CHHIPOMOM MOPYLIEHOTO
BCMOKTYBAHHSI TIFOKO3H Ta TAJIAKTO3H HE CITiJI 3aCTOCOBYBATH Y IbTPEKC.

3acmocysanns y nepiod sacimuocmi abo 200y8aHHs 2pyOoI0.
3acTocyBaHHS y MEPioJ1 BariTHOCTI.




Pe3ynbraTty BEMKOTO TOCHIKEHHS 3 YYaCTIO BariTHUX KIHOK, SIKi 3aCTOCOBYBAJIM KJITHAAMIIIUH
npoTsroM I TpuMecTpy BariTHOCTI (BIUTUBY KJIIHAAMILMHY 3a3HAIN IPUOITU3HO 650
HOBOHAPOJ/DKCHUX), HE TNPOJEMOHCTPYBAJIM IIJBUIICHHS YacTOTH BajJ PO3BUTKY Y
HOBOHapokeHUX. [IpoTe HasBHI MaHI MO0 OE3MEeKH 3aCTOCYBaHHS KIIIHIAMIIUHY Y TEpiof
BariTHOCTI € HETOCTATHIMMU.

PesynbTaTi eKCIEpUMEHTANLHUX JOCHIPKeHb Ha TBAapUHAX HE TMPUIYCKAIOTh HAsBHOCTI
0e31mocepeTHHLOro a00 OMOCEPEAKOBAHOTO IIKIIJIMBOTO BIUIMBY Ha Mepedir BariTHOCTI, PO3BUTOK
eMOpioHa/TuI0Aa, IepeOir MmooriB a00 MOCTHATAIBHUN PO3BHUTOK.

Kninpaminua npoHukae kpi3p ianeHTy. [lpumyckaeThbes, o0 B OpraHi3Mi Iioga J0CATaeThCs
TepaneBTHYHA, epeKTHUBHA KOHIIEHTpallis. [Ipu 3acTocyBaHHI mpenapary B epioj] BariTHOCTI CIIij
pETeNbHO 3BAXKYBAaTH KOPUCTH 1 MOKJIMBI PHU3UKH, ITOB’s13aHi 3 JTIKYBaHHSIM.

3acTocyBaHHS y TIEPioJ1 FOYBAHHS TPYIUIIO.

KniHgaMinmH eKCKpeTyeThesi y TpyAHE MOJIOKO JHOAWHU. [lOBiIOMIISUIM TMPO HAsBHICTh
KIHIAMIIMHY y TPYJHOMY MOJIOII JIFOJWHU y KOHIEHTpamisx Bix < 0,5 mo 3,8 MKkr/mi mpu
CHUCTEMHOMY 3aCTOCYBaHHi. TOMy B HOBOHApOKEHUX, SIKi IEpeOyBalOTh Ha TPYTHOMY I'OJlyBaHHI,
HE MO’KHA BUKITIOYMTHU MOSABY TaKMX HeOaxaHUX e(eKTiB Ha MiKpo(Iopy HUTyHKOBO-KHIIIKOBOTO
TpPaKkTy sK: Jiapes abo KpoB y Kaii, ceHcuOimizallis, BUCUIAHHS Ta KOJOHI3aIlis CIM30BHX
000JIOHOK JPIX/PKOBUMHU TpuOaMu. BHACTIIOK PU3UKY PO3BUTKY TSKKUX MOOIYHUX pEaKIii y
HOBOHAPOJIKCHUX, K1 MepeOyBarOTh Ha IPyJIHOMY T'OJyBaHHI, )KiHKaM, SIKi TOAYIOTh TPYJUIIO, HE
CJIiJT 3aCTOCOBYBATH KJIIHIAMIIIHH.

PenponykTuBHa QYHKILIS.

PesynbTaTii OCHIKCHP HAa TBapUHAX HE MPOIACMOHCTPYBAIM JKOAHMX O3HAK MOPYIICHb
penpoayKTuBHOI (QyHKuii. JlaHUX MIOJ0 BIUIMBY KIIHAAMIIUHY Ha PENPOAYKTUBHY (GYHKIIIO
JIOJTMHYA HEMAE.

30amuicms enaueamu Ha WBUOKICMb peakyii npu Kepy8aHHi A8MOmMpancnopmom abo iHuumu
Mexarizmamu.

Kningaminue 9uHUTH JIeTKUd a00 MOMIpHUI BIUIMB Ha 3/IaTHICTh KEpyBAaTH TPAHCHOPTHUMHU
3acobamMu abo mpamrpoBaTH 3 MexaHizMamu. Jleski moOivHi peakilii (30kpeMa 3amaMOpOYCHHS,
COHJIUBICTh, UB. po3aun «[lo6iuHi peakiii») MOXKYTh BIUIMBAaTH Ha 3JaTHICTh KOHIIEHTPYBAaTH
yBary Ta Ha IIBUIKICTh peakilii; TOMy BOHM MOXYTh BIUIMBAaTH Ha 3JaTHICTh KepyBaTu
TPAaHCMIOPTHUMHM 3ac00aMu a00 MPaIFOBATH 3 MEXaHI3MaMHU.

Cnoci6 3acmocyseanns ma 0o3u.

VYbTpekc cilijJi 3aCTOCOBYBATH, 3alMBAlOYM JIOCTATHBOIO KUIBKICTIO piUMHM (LioHaiimeHmie 1
BEJIMKOIO CKJISTHKOIO BOJIN), II00 YHUKHYTH MOKJIMBOTO TIOAPA3HEHHS CTPABOXOY.

V pasi mi1o3pu Ha iHEKIi0, CHPUYMHEHY B-TeMONITUYHUM CTPENITOKOKOM, a0 Yy pa3i HassBHOCTI
03HaK [-reMOJITHYHOIO CTPENTOKOKY JIIKYBaHHS CJIiJl IPOBOJUTHU MPOTIroM mjoHaiiMeHmie 10
JTHIB.

Kancynu o 150 mr.

Hopocni. 3anexxHO BiA JToKami3alii Ta cTyneHs TSHKKOCTI 1H(EKIIT TOpOCIuM Ta IiTIM BIKOM BiJ
14 pokiB 3acTocoByBatu 4-12 xarcyn Ha 100y (110 ekBiBasieHTHO 0,6-1,8 T KIIIHAAMIIIIHY ).
Jlo6oBa 1032 po3noaIA€ThCS HAa 4 TPUHOMHU.

Jlns 3abe3nedeHHs] BULIMX /103 TaKOXK ICHYIOTh JIIKApChKi 3acO00M 3 BUIIMM BMICTOM aKTHUBHOI
PEYOBHHHU.

Kancynu o 300 mr.

3aneXHO BiJ JIOKadi3alii Ta CTyneHs TSKKOCTI 1HGEKLIi J0pociIuM Ta AITSIM BIKOM Bia 14 pokiB
3acrtocoByBaru 0,6-1,8 r kimingaminuHy Ha 100y. /loGoBa no3a posnoainserscs Ha 2, 3 abo 4
OKpPEMUX INPUHOMH.

Tomy Ha 100y ciijt 3acTocoByBatu 2-6 Kancyn npenapaty YiabTpekc 300 Mr (110 eKBiBaJI€HTHO
0,6-1,8 r kIiHIAMIIHHY ).




s miteit BikoM 10 14 poKiB iCHYIOTB JIIKapChKi 3aCO0M 3 MEHIIIMM BMICTOM aKTUBHOI PEYOBHHHU.
3axeoprosanns neuinku. Y TAlI€HTIB 13 3aXBOPIOBAHHIM IEUYIHKU BiJ] MOMIPHO TSDKKOTO JIO
TSDKKOTO CTYIIGHSI TIepioJi HAliBBUBEICHHS KIIHIAMIIMHY IIOJOBXKCHUH. 3a3BU4Yaii, SKIIO
VYIBTpeKC 3aCTOCOBYBATH KOXHI 8 TOIWH, 3HWKYBATH 7103y HE MOTPiOHO. AJe 3a MarieHTamu i3
TSOKKOIO TICUIHKOBOIO HEAOCTATHICTIO CJIJI CIIOCTEpIraTd MO0 PIBHSA KIIHAAMIIUHY Y TUTa3zMi
KpOBi. 3aJIe)KHO BiJl OTPUMAaHUX pPE3yJIbTATiB MOXe OyTH HEOOXiTHMM 3HMXKEHHS 103U abo
MTOI0OBXKECHHSI IHTEPBAIIB MK JI03aMH.

3axeoprosanns nupox. llpu 3axBOpPIOBaHHI HHUPOK TIEpPiOJ HAIIBBUBEACHHS KIIHIAMIIIUHY
MIOJIOB)KEHHIA; ajie MPH MOPYIIEeHH] PYHKIIIT HUPOK JISTKOTO a00 CEPEAHBOTO CTYICHS 3HIKYBATH
o3y He moTpibHo. [IpoTe y marieHTiB i3 TSHKKOIO HUPKOBOKO HEAOCTATHICTIO a00 aHypi€ro CIIijl
CIIOCTEpIraTd 3a piBHEM KIIHIAMINMHY Yy IUIa3Mi KpoBi. 3aJeXHO BiJ pe3yJbTaTiB IHX
BHUMIPIOBaHb MO€ OyTH HEOOXITHMM 3HIKCHHS 103U a00, SIK aJIbTEPHATHBH, ITOJIOBXKCHHS
IHTepBaJIiB MiXK Ipuiiomamu 10 8 abo HaBiTh 12 roauH.

I'emoodianiz. KninnaminMH He BUBOJUTHCS HIISIXOM remMoaianizy. ToMy 1o abo miciis mpoBeAeHHS
reMo/Iiaizy 3aCTOCYBaHHS JI0JaTKOBOI 03U HE MOTPiOHE.

imu.

Karicynmu npenapaty YabTpeKc HE MiIXOIATh IS 3aCTOCYBAaHHS JITSAM, SIKi HE MOKYTh KOBTHYTH
ix nimumu. Kancynu He JaroTh 3MOTH TOYHO J103yBaTH IIperapar B MI/KT, TOMY B JIESIKHX BHITaJIKaxX
Moyke OyTH HEeOOX1THUM 3aCTOCYBaHHS MpenapaTy B HIIIH, OUTBII 3py4Hii JIiKapchKiil popmi.
3anekHO BiJ JIOKami3amii Ta CTymeHs TsDKKOCTI iH(ekmii niTaM BikoM A0 14 pokiB ciif
3aCTOCOBYBATH 8-25 MT KJIIHIaMIIMHY HA KUTOTpaM MacH Tila Ha A00Y, JUB. TaOJIHIIO 4.

Tabnuys 4.
Maca mina Kinvxicmo kancyn na 000y (kancyau no 150 me) | Kninoamiyun, me
20 xr 3 Karncyiau 450 mr
30 xr 4-5 xancyn 600-750 mr
40 kr 4-6 kancyn 600-900 mr
50 xr 4-8 xancyn 600-1200 mr

JloboBa no03a po3nonunsierbcss Ha 3-4 okpeMux J03u. SIK mpaBuio, mepeBara HaJaeThCs
3aCTOCYBaHHIO y BUIIIAI 4 103.

Ilepeoosysanna.

Jorenep cuMnTOMIB MepeAo3yBaHHA He crocTepiraiocs. [Ipm HeEOOXiTHOCTI IOKa3zaHe
NPOMMBaHHS NUTyHKa. ['eMojiani3 Ta mepuTOHEAIbHUN Jiani3 He e(peKTHBHI 111010 BUBEACHHS
KIIHJAMIIUHY 3 CUPOBAaTKU KpoBl. CrenugiqHuii aHTUAOT HEBIAOMUM.

Ilo6iuni peaxuii.

[ToGiuHi peakuii, HaBeeHI HIDKYE, OyIM BUSABICHI Y X0l KIIHIYHUX JTOCTIKEHb Ta MPOTATrOM
CIIOCTEPEKEHb MICIIsl BUXO/Y IpernapaTy Ha pMHOK. Y KOKHIN KaTeropii moO14HI peakilii HaBeeHO
3a 4YaCTOTOIO Ta 3a KJIIHIYHOO 3HAYYIIICTIO.

3a yacToToro MOOIYHI peakilii NOJUISIFOTHCS Ha Takl KaTteropii: ayxe vacro (= 1/10), vacto (Big >
1/100 mo < 1/10), mewacro (Big > 1/1000 mo < 1/100), piako (Big > 1/10000 mo < 1/1000), myxe
piaKo (< 1/10000), yacToTa HEBijOMa (HE MOXHA BCTAHOBUTH Ha TIiJICTAaBl HASBHUX JIAHUX ).
[ToGiuHi peakuii 3a3Ha4YeH1 y KOXKHINA KaTeropii 3a 3HWKEHHSAM CTYTIEHS TSKKOCTI.

Iadexi Ta igBasii.

Yacmo: iceBIOMeMOpaHO3HUHN KOJIT*.

Yacmoma nesiooma: xomt, cipuunaenuii Clostridium difficile*, Barinanbhi iHeEKIIil.

3 GOKy cucTeMH KpOBi Ta JiM(baTHYHOI CUCTEMHU.

Yacmo: arpaHyonHUTO3*, HEUTPOIICHIS*, TPOMOOIIUTONIEH ™, IeHKOoMeH1s™*, e03nHOPLITIs.

3 OOKY IMYHHOi CHCTEMH.




Pioxo: MenquKaMeHTO3Ha rapsika.

Hyace pioko: aHaimakTHUHA peaKiiis™.

Yacmoma Hegiooma. aHapIIaKTUYHUN MOK*, aHa(IaKTOIIHA peakiis™®, rinepayTIuBICTh ™.

3 OOKY HEpBOBOi CHCTEMH.

Heuacmo. cioTBOpeHHs cMaKy, 0JIOKa1a HEPBOBO-M’sI30BOT Tepeiavi.

Yacmoma Hegiooma: 3aiaMOPOYCHHS, COHJIMBICTh, TOJIOBHUH O1Jb.

3 OOKY IITYHKOBO-KUIIIKOBOTO TPAKTY.

Hyoice yacmo: moipazHEeHHs CTPABOXOyY, e30(ariT*, crToMaTuT, aiapes, Oi1b y )KUBOTI, OJIFOBaHHSI,
HYJI0Ta.

Yacmoma Hegiooma: BUpa3Ka CTPABOXOIY™ .

['enarobiniapHi po3naiy.

Hyoice pioko: TpaH3UTOPHUI TEMATUT 13 XOJIECTATUIHOIO KOBTSIHHIICIO.

Yacmoma Hegiooma: KOBTIHULA. *

3 OOKy IIKIpH Ta MiMIKIPHOT TKAHUHHU.

Yacmo: MakyJonamyJisipHa eK3aHTeMa, KOporoai0Ha ek3aHTeMa™, KPOITUB’ sTHKA.

Pioko: TokcuyHMH emizepMmanbHHI Hekpomiz*, cuuapom CriBeHca—/[)koHCOHA™, CHHIpPOM
Jlaitenna, HaOpsik KBiHke/aHT10HEBPOTHYHUN HAOpIK™®, ekcdoniaTUBHUN aepMaTUT*, OyIbO3HUN
nepMaTtuT®, MynpTH(QOpPMHA epuTeMa, CBepOiXK, BariHiT.

yoice pioxo: BUCUTIaHHS Ta YTBOPEHHS IMyXHPIB, PEAKIIil TepuayTIUBOCTI.

Yacmoma Hegiooma: peakuis Ha JIKapChbKUU 3acid 3 €03MHO(ITIEI0 I CHCTEMHUMHU TPOSIBAMU
(DRESS-cunapom)*, rocTpuii reHepali3oBaHui €K3aHTEMaTO3HHUI My CTYIb03*.

3 OOKY OITOPHO-PYXOBOTO armapary Ta CIOJIYYHOT TKAaHWHHU.

yoice pioxo: momapTpur.

PesynbraT 71a00paTOPHUX JOCTIJKEHb.

Yacmo: BiIXUIEHHS BiJl HOPMH 010XIMIUYHUX MMOKA3HUKIB (DYHKIIIT IEUiHKH.

* TIoOiuHI peakirii, BUSBICHI ITiJ] Yac 3aCTOCYBaHHS Tpenapary IMicias peecTpamii (JUB. po3.Iin
«Oco0IMBOCTI 3aCTOCYBaHHS).

1lo6iuni peaxyii anmubiomuxis (eghexm knacy).

YacTto mpu 3acTOCyBaHHI TIperapary YIJBTPEKC MOXKE PO3BHBATHCS IICEBIOMEMOPaHO3HUI
eHTepokomiT. Opasy micist BU3HAYEHHS (J1arHOCTYBaHH: ) NICEBIOMEMOPaHO3HOTO €HTEPOKOIIITY
JIKapro CIiJl PO3TIITHYTH MOJKJIMBICTh TNPHUITMHEHHS 3aCTOCYBAaHHS Iperapary YJBTPEKC Ta
PO3IMOYaTH HaJIeKHE JTIKYBaHHS (3aCTOCYBaHHS CHeliajJbHUX aHTHOI0THKIB/XIM1OTEParIeBTUUHUX
3ac00iB 13 KIIHIYHO JIOBEAE€HOIO e(eKkTUBHICTIO). Jlikapchbki 3aco0M, 10 MPUTHIYYIOTh
NEePUCTAIBTUKY, TPOTUIIOKA3aHI.

3acToCyBaHHs KIIHAAMILMHY MOX€ HPU3BECTH [0 HAJAMIPHOTO POCTY IHIIUX KHIIKOBHUX
MIKpOOpraHi3MiB, 30KpeMa IpHOiB.

Iuxonu anepriuHi peaxuii BUHMKAIOTh HaBITh MICJS MEPIIOro 3acTocyBaHHA. Jlyxe piako
BUHUKAIOTh TSKKI TOCTpP1 allepriyHi peakuii, Taki gk aHapUIaKTUYHUN IIOK. Y TakoMy BUMAJKy
3aCTOCYBaHHA IpenapaTy YIbTPEKC CIIiJl HeraifHO MPUITUHUTHY Ta BYKUTH 3BUYAHUX BiAIOBITHUAX
HEBIAKJIQAHUX 3aXO0JiB (HAaIpUKIaJ 3aCTOCYBAaTH AHTHUTICTaMiHHI 3acO00HM, KOPTHUKOCTEPOIiaH,
CHUMITaTOMIMETHUKH Ta TIPU HEOOX1THOCTI TPOBECTH IITYYHY BEHTHIIALIIIO).

Tosioomnenns npo nido3progari nobiuHi peaxyii.

[Ticnst peectpariii JTiKapchbKOTO 3ac00y My»e BaKIWBO TMOBIAOMIIATH TPO ITiT03pIOBaH1 MOO1YHI
peakuii. Lle gae 3mory npoBoauTH 6e3nepepBHUI MOHITOPUHT CIIBBIIHOLIEHHS MK KOPHUCTIO 1
pPHU3MKaMHU, MOB’I3aHUMH 13 3aCTOCYBaHHSAM LIbOTO JIIKAPChKOTO 3aco0y. JlikapsMm ciif 3BiTyBaTu
po Oyb-sIKi TiA03pIOBaHi MOOIUHI peakIlii BIAMOBIIHO 10 BUMOT 3aKOHOJaBCTBA.

Tepmin npuoamnocmi.
VYasTpeke, karncynu o 150 mr, — 36 MicsiiB.
YabTpeke, kancynu mo 300 mr, — 36 MicsIIiB.



YMoBu 30epiranus.

30epiraTu B OpUriHAIBHIN yIakoBIi pu TeMnepaTypi He Buie 25 °C. 30epirat y HeIOCTYITHOMY
JUTSA TITEH MiCL.

YnakoBka.

Nel6 (8x2): mo 8 xaricyn mo 150 mr a6o 300 mr y Grictepi; o 2 GiicTepu y KapTOHHIN KOpOOIIi.

Kareropis Bixmycky. 3a perientom.

Bupoonuk.
PiBodapm CA/
Rivopharm SA.

Micue3HaxonxeHHsI BHPOOHUKA TA ajpeca Micusi IPOBA/ZKeHHsI HOro AislJIbHOCTI.
Llentpo Incema, 6928 Manno, [lIBeitnapis/
Centro Insema, 6928 Manno, Switzerland.



