IHCTPYKULIA

IJIs1 MEeJUYHOT 0 3aCTOCYBaHHSA JIiKapChbKOro 3acoo0y

VIIBTPEKC ®J1

(ULTREX FL)

Cknao:

0itoya pevoBuHa: KIIiHIaMIlIKH;

1 cynosutopi#t mictuth 100 Mr KniHmaMinuHy v dopMi KiHgaMinuHy Gocdary;
donomidicHa peyosuHa: ninoginbHa 0CHOBa*.

* TBepouil XXKUp 3 HOAaBaHHIM TJILEPOJIy MOHOOJIEATy.

JlikapcbKka ¢popMa. Cymo3uTopil BariHasbHi.

OcHo8HI (i3uko-ximiuHi 8s1acmugocmi: Cyno3uTopii 6imoro abo Matizke 06ilOro KOILOPY
curapomnomioHoi Gopmu.

dapMakoTepaneBTHYHA rpyna. [IpoTuMikpoOHi Ta aHTHCENTUYHI 3ac00M 3a BUHATKOM KoMOiHa1ii
3 KopTukocTtepoimamu. AHTHOIoTHKY. Kningaminua. Kog ATX GO1A A10.

dapmakonoziuHi e1acmueocmi.
®apmaxkoduHamika.

MexaHi3Mm pmii. Kninpaminus - 1ie niHKO3aMigHUN aHTUOIOTUK, 1110 IPUTHIUYE CUHTe3 GinKiB 6aKTepil,
mitoun Ha 6akTepianmbHi pubocomu. AHTHOIOTHK 3B’SI3YETHCS IIEPEBAXKHO 3 puO0OCOMAIbHOIO
cyOomununero 50S Ta BIIMBaEe Ha Mpoliec TpaHcsmil. Xoya KniHgaminuny Gocdat HeaKTUBHUM in
vitro, in vivo BiH IIBUJKO TigpPOIi3yETHCS, IEPETBOPIOIOYMCH Ha KIIHAAMIIIKH, 110 IPOSIBIISE
aHTubaKTepiaabHy aKTUBHICTS.

Kninmaminus, sk i 6inburicTs iHri6iTopiB cuHTe3y 6iNKiB, YUHUTD ITepPeBaXKHO 0AKTEPiOCTAaTUYHY Milo0.
Horo epeKTUBHICTh OB I3aHa 3 TPUBAJIICTIO Yacy, KOJIM KOHIIEHTPAllid [if0490l peYOBUHU
3anuiaeThcs uilo MIK (MiniManbHa iHribyioda KoHLIeHTpalis) 30ygHuKa iHeKITil.

Pe3ucTeHTHICTE 10 KIIiHOaMIlMHy Hal4acTille BUHUKAE 4epe3 MOAuGiKaliioo LiTb0BOl AiITHKH
pubocomu, 3a3BUdal MUITXOM XiMiuHOI Mogudikanii ocHoB PHK a6o ToukoBux myTatii B PHK a6o
inopi B 6inkax. [lepexpecHa pe3uCTEHTHICTh OyJia IPOOEMOHCTPOBaHa V AeIKUX OpraHi3MiB in vitro
MixX JTIHKO3aMiflaM¥, MaKpoJifjlaMu Ta cTpenTtorpaminaMu B. [IpogeMOHCTPOBaHO IePEXPECHY



PE3UCTEHTHICTh MiX KITIHAAMIIIMHOM i TIHKOMIIIUHOM.

YyrnusicTs in vitro. KimiHgaMillvH in vitro MposBisg€e aKTUBHICTD MPOTU TaKUX 3apPEECTPOBAHUX
IITaMiB MiKpoOpraHi3miB, acolliioBaHuX 3 OaKTepiaJlbHUM BariHo3oM: Bacteroides spp.,
Gardnerella vaginalis, Mobiluncus spp., Mycoplasma hominis, Peptostreptococcus spp.

CraHgapTHY METOHOJIOTi0 Il TECTYBaHHS YYTJIMBOCTI MMOTEHIIMHUX IAaTOTeHiB OaKTepialbHOTO
Barino3y - Gardnerella vaginalis i Mobiluncus spp. - He BU3Ha4eHO. ['paHWYHI 3HaYeHHS YyTJIUBOCTI
rpaMHeraTHBHUX Ta 'PAMIIO3WTUBHUX aHaepobiB go KiniHmaMinuny Oynu ony6nikoBani EUCAST. [ns
KJIIHIYHUX 130/14TiB, SIKi B pe3yJ/bTaTi aHali3y BUSBUIKCH YyTIUBUMHU A0 KITIHAAMIIIMHY Ta
PE3UCTEHTHUMU 00 EPUTPOMILIMHY, CIIiJ IPOBECTH TAaKOXK aHalli3 Ha BUSIBIEHHS iHIYKOBaHOI
PE3UCTEHTHOCTI A0 KIIiHAAMIIMHY 3 BUKOPUCTaHHAM D-TecTy. OfHaK rpaHUYHi 3HaYeHHS NPU3HadYeHi
Oinbine misi BU3HAYEHHS HAIIPSMKY CUCTEMHOTO JTiKyBaHHS aHTUOI0TUKAaMHU, HiXK MiCIIeBOTO.

dapmakoKiHemuxka.

AGcop0biris. Byo oI[iHeHO CHCTEeMHEe BCMOKTYBAHHS KITIHIAMILUHY [IPU iHTPaBariHaabHOMY BBEIEHHI
1 cynosuropis kningaminury gocdaty 1 pa3 Ha mob6y (exBiBameHnTHO 100 Mr KmiHgaMinury) 11
300POBUM XKiHKaM-T0OPOBOIBISAM MpoTaroMm 3 gHiB. [Tpubnusno 30 % (y Mexkax Bim 6 % mo 70 %)
BBeIEHOI 03U 3a3HaBajl0 CUCTEMHOI'0 BCMOKTYBaHHS Ha 3-i IeHb 3aCTOCYBaHHS 3 OTJIIAY Ha
TIOKa3HUKM IIJIOII il KPUBOIO CIIiBBiHOIIIEHHS KOHIeHTPaIlil 1o Yacy (AUC). 4k mopiBHAHHS OyI10
IOCTiAKEHO CHCTEeMHEe BCMOKTYBaHHS IIPH BHYTPIIIHbOBEHHOMY BBEIEHHI CyOTepaneBTUYHOI 103U
100 mr kmingaMinuHy GocdaTy TUM Ke JOOPOBOJIBIAM, IKMM BBOAMIM BariHaIbHUM KpeM, 1110
mictuth 100 Mr kmiHgaMinuHy Gocdaty. CepenHe 3HaueHHS ol mig kpuBoio (AUC) micns
TPUIEHHOT'0 3aCTOCYBAHHS CYIO3UTOPiiB Oym0 3,2 MKrerom/mi (y Mexkax Bif 0,42 mo 11 MKrerom/mi).
C,.axc MOCSTanacs Ha 3-¥ JeHb 3aCTOCYBaHHS CYIIO3UTOPIIB i cTaHOBUIIA B cepeguboMy 0,27 MKT/Mi (y
Mexkax Bifg 0,03 go 0,67 MKr/MiI) Ta criocTepiranacs npubiIn3HO Yyepe3 b TOAKH IiC/s 3aCTOCYBAHHS
(y mexax Big 1 mo 10 rogun). [Insa nopiBHsHHS, noka3Huku AUC i C,,, MiCIsg 0gHOPa30BOTO
BHYTPIIITHEOBEHHOTO BBEIEHHS B cepegHboMy cTaHoBUIM 11 MKreron/mn (y Mexax Bif 5,1 mo

26 mkreron/min) i 3,7 MKr/mn (y Mexax Bif 2,4 0o 5 MKr/mi) BignoBigHO. CepeqHe 3HAUYEHHS Nepiony
HaliBBUBEEHHS ITiCIIST 3aCTOCYBaHHS CYIO3UTOPiiB cTaHoBuUN0 11 romun (y Mexax Bimg 4 o

35 roguH), i BBAaXKAETHCS, 110 BOHO 00MEKYETHCS IIBUAKICTIO BCMOKTYBaHHS.

PesynbTaTé 1bOT0 JOCTIAXKEHHS IMOKa3a/H, 1110 CHCTEMHUY BIJIMB KiHOaMinuHy (Ha ocHOBi AUC) nipu
3aCTOCYBaHHi y ¢popMi cymo3uTopiiB OyB y cepemHbOMY B 3 pa3u HUKYMM, HiXK ITiCJIT OGHOPA30BOI0
BHYTPIITHbOBEHHOTO BBeIeHHs Cy0TepaneBTUYHOI 003H, 10 cTaHoBwWIa 100 Mr KmiHmaMiluHy.
[TopiBHAHO 3 aHAJIOTIYHOIO J03010 KJIIHAaMIlIMHY y BUTJISL BariHaJIbHOTO KPEMY CUCTEMHE
BCMOKTYBaHHS IIPU 3aCTOCYBaHHi Cymo3uTOPis Oys0 mpubau3HOo B 7 pa3iB BUIIUM, HixX Iicis
BBeIeHHS BariHaJIbHOTO KpeMy, Ipu KoMy cepenHi 3HayeHHd AUC i C,,,, cTranoBumnu 0,4 MKT*Toa/Mi
(y mexax Big 0,13 mo 1,16 mkreron/mn) i 0,02 mMxr/mn (y mexax Big 0,01 go 0,07 MKr/mn) BifIoOBigHO.
Kpim Toro, pekoMeHpmoBaHa no00Ba Ta 3arajbHa 403a KJIiHAAMIIIMHY B CYTIO3UTOPISAX [T
iHTpaBariHambHOTO BBefleHHS € HabaraTo HMXKYO0I0, HiXK Ta, 110 3a3BUYal 3aCTOCOBYETHCS IIif] Yac
IepopanbHOro abo mapeHTepanbHOT0 BBeAEHHS KITiHAaMilluHy (Ipu 3acTtocyBaHHi 100 Mr
KJTiHOaMilHy Ha fo6y npoTsAroM 3 [HIB y BUTTISAI CYIIO3UTOPIIB KiNbKiCTh KITiHAaMINUAY, 1110
abcopOyeThest, cTaHOBUTH 61113bK0 30 Mr Ha go0y mopiBHsHO 3 600-2700 Mr Ha mo6y ITPOTIroM

10 pHiB abo 6inbine mpu mepopanbHOMY ab0 MapeHTeparTbHOMY 3aCTOCYBaHHi). 3arajioM CHCTEMHUN
BIIJIUB KJIiHAAMIIIMHY MIPYU 3aCTOCYBaHHI BariHaJbHUX CYIO3UTOPiiB 3HAYHO HUKYNM, HiXK CUCTEeMHUN
BIIJIUB Bif] TepaleBTUYHOI AO3H MiCJIs 3aCTOCYBaHHS KIiHAAMIIIMHY TifpOXJIOPUAY IIepOpaIbHO
(uuxunmii B 2-20 pasiB) abo 3acTocyBaHHS KIiHgaMiluHy ¢GocdaTy mapeHTepanbHO (HUXKYUH B

40-50 paazi.).



KrinigHi XxapaKTepHCTHKH.
Iloka3anus.

BakTepianbHul BariHo3 (MonepeaHi Ha3Bu: reMo(DiIbHUY BaTiHIT, rapAHEPeTbO3HUN BaTiHiT,
HecmelpiyHUY BariHiT, KopuHeOaKTepiaTbHUM BariHiT a00 aHaepoOHUH BariHo3).

IIpomunoka3aHHs.

linepuyyTnuUBICTE O Aif040i PEYOBMHH, JIIHKOMILIMHY a00 HOMOMiKHOI PeYOBUHH, BKa3aHOl y pOo3misni
«Cxiam».

YJIBTPEKC ®JI Tak0oX IMpOTUIIOKAa3aHUY MalliEHTaM, SKi MaloTh B aHAMHE3i KOJIiT, OB I3aHu# i3
3aCTOCyBaHHSM aHTUOIOTHKIB.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

[apopmanis mopmo ogHOYacHOro 3acTocyBaHH4 npenapaty YJIbTPEKC ®JI 3 iHmuMy BariHaIbHUMU
TiKapCchbKUMU 3aco0aMU BiCyTHS.

[Tpu cucTeMHOMY 3aCTOCYBaHHI KIiHgaMinuHy ¢ochaT Ma€ BIaCTABOCTI HEMPOM I30BOTO
6110KaTOpa, 110 MOXKe IIOCUIUTH [0 iHIMX HeillpoM a30Bux 010kKaTopiB. ToMmy #oro ciif 3
00€epeXHICTIO 3aCTOCOBYBATH IallieHTaM, SIKi IpAUMal0Th Taki 3aco0u (OUB. PO3[iNu
«ITepemo3yBaHHS» Ta «PapMaKOKiHETHKa»).

AHTaroHi3m (iHAyKOBaHa Pe3UCTEHTHICTh) CIIOCTEPIraBcs in vitro Mix KIiHOaMIIXHOM Ta
E€PUTPOMILIMHOM IIOAO MiATPYIIH MaKpPOIifope3nuCTeHTHUX OaKTepianbHUX i30714TiB. OOumBa
IIpeniapaTy He IIOBUHHI 3aCTOCOBYBATUCS OOHOYACHO 3 OIJIAAY Ha NOTEHLINHY KIIIHIYHY
3HAUYYILIICTh, 3@ BUHATKOM BUIAMKIB, KOJIA IIPOBOSUINCS BIOMOBIAHI TECTU Ha YYTJIUBICTb.

[TaToreHHi MIKpOOPTraHi3MU IeMOHCTPYIOTh [IepeXpeCcHy PEe3UCTEHTHICTh [0 KIIIHIaMIlUHY Ta
JIIHKOMILIWHY.

AHmazoHicmu simamiHy K. TIoBimOMIAI0Ch PO MiBUINEHI TOKa3HUKYU OOCHiAXKEeHb KOaryJsilil
(mpoTpoMOiHOBUI Yac/MixKHApOAHE HOpPMaJli3oBaHe CIIiBBiIHOIIEHHS) Ta/abo KPOBOTEUY Y MAIliEHTIB,
SKi 3aCTOCOBYBaJIX KiIiHmaMiluH y KoMOiHallil 3 aHTaronicramu Bitaminy K (Hanpukinian, BapdapuH,
alleHOKyMapoJl Ta ¢yiHaioH). ToMy TaKuM IallieHTaM CJIiff 9aCTO IPOBOAUTH MOHITOPHHT
pe3ynIbTaTiB JOCHiIKEeHb KOaTyIsIIil.

He pekomMeHOyeThCS BUKOPUCTOBYBATH IIPE3ePBATUBY 3 JIaTEKCY IIPOTATOM JIiIKyBaHHS IIpernapaToM
YJIBTPEKC @JI, 1m0 BUIIyCKa€ETHCA B TiKapChKiid popMi BariHaIbHUX CYTIO3UTOPIIB.

Oco6.1ueocmi 3acmocyeaHHsi.

[Tepen abo ompagdy micns modaTKy 3acTocyBaHHA npenapaTy YJIBTPEKC ®JI Moxke BUHUKHYTH



HeoOXiIHICTh y TPOBefeHHi 1ab0paTOPHOTO aHali3y Ha HasABHICTh iHIMX 30yIHUKIB iHDeKiii,
BK/TI04atouu Trichomonas vaginalis, Candida albicans, Chlamydia trachomatis Ta TOHOKOKH.

3actocyBanHd npenapaty YJIBTPEKC ®JI moxke npu3BecTy [0 HaAMIPHOTO POCTY HEUYTIUBUX [0
npenapaTy MiKpOOpraHi3miB, 30KpeMa ApPiKOXKiB.

[Tig yac abo micns 3acTOCyBaHHS aHTUMIKPOOHUX 3aC00iB MOXKYTh BUHUKATH CUMIITOMH, ITI0
BKa3YIOTh Ha IIceBOoMeMOpaH03HMi KOJIT (quB. po3nin «I1o6iyni peakunii»). Bunagku
1IceBIoMeMOPAHO3HOT0 KOJIITY Bif3Ha4aIuCs IPU 3aCTOCYBaHHI MaliKe BCiX aHTHOAKTepiaTbHUX
3aco06iB, y TOMY YHUCJIi KJTiIHOAMIIIMHY; CTYIIiHb TSXKKOCTiI MOXKe OyTH Bifl IETKOTO 0 3arpO3/IHUBOTO
miist KUTTSA. ToMy HeoOXigHO BpaxOByBaTH Iie Y MAIli€HTIB, Y SKUX PO3BUHYJACS Hiapes Miciis
3aCTOCyBaHHS aHTHUOaKTepianbHUX 3ac00iB. Y BUIagKax I1ceBOoMeMOpaHO3HOT0 KOJIiTy CEPEeTHBOTO
CTYIIEHS TSKKOCTI ITOKpallleHHs CTaHy CIIOCTePiraeThCs Micisa BiAMiHM IIpemapary.

Y pasi BUHUKHEHHS IceBIoMeMOPaH03HOI1 Aiapel 3aCTOCYBaHHS KIiHOAMIIIUHY CIif mpUnuHUTU. CIifg
IPU3HAYUTH BiAMOBifHe aHTHOaKTepianbHe JTikyBaHHS. [IpemapaTy, 110 iHTi6yIOTh MEPUCTANIbTUKY, B
IIbOMY BUIIQ[Ky IIPOTUIIOKA3aHi.

PekomeHayeThest 3 o6epexuicTio mpudHadaTy YJIBTPEKC ®JI marieHTKaMm i3 3ananbHUMU
3aXBOPIOBAHHSMY KUIIEYHUKY, TAKUMHU K XBOpoOa KpoHa a6o HecmenudpiyHuN BUPA3KOBUY KOJIIT.

4K i mpu Oymb-sIKuX BariHambHUX iH(EKIisX, CTaTeBi KOHTAKTH B ITePiof 3aCTOCYBaHHS IpemnapaTy
VJIBTPEKC ®JI, BariHanbHUX CYIIO3UTOPilB, He peKoOMeHAoBaHi. OCHOBa BariHaJbHUX CYIIO3UTOPiIB
MOKe 0oCIabII0BaTH MIIHICTh JTaTEKCHUX IIPe3ePBaTUBIB Ta IPOTUIAIUIIMHUX giadparM (OuB. PO3MiN
«B3aemogis 3 iHIIEMY JTiKapChbKUMHK 3aco0aMHu Ta iHII BUAK B3a€EMO[ii»). He peKOMeHAyeThCS
3aCTOCOBYBATH TakKi 3aCO0M IPOTATOM 72 TOOUH IIiCJig JTiKyBaHHS IIpelnapaToM, OCKiTbKY IXHS
mpoTHU3aIIigHa eeKTUBHICTL Ta 3aXMCHI BIIAaCTUBOCTI Bif] 3aXBOPIOBAHb, 1110 ITePegaloThCS CTaTEBUM
IIJISTXOM, MOXKYTb OyTH 3HUKEHI.

Y nepiog 3acrocyBanHs npemnapaty YJIBTPEKC ®JI, BariHanbHUX CYIIO3UTOPiIB, HE PEKOMEHYETHCS
BUKOPUCTAHHS iHIIMX BUPOOiB, MpU3HAUYEHUX IJIs1 iIHTpaBariHaIbHOTO BBEOEHHS (TAKUX SK TaMIIOHH,
3aco0u 111 CIPUHITIOBAHHS).

I'ocmpe ypasceHHA HUPOK

[ToBimoMuIsAIM PO PigKICHI BUIIAOKU TOCTPOr0 ypaKeHHs HUPOK, BKJIIOYAI4YU TOCTPY
HUPKOBY HEOCTATHICTL. TOMY y Halli€HTiB, AKi OTPUMYIOTh TPUBAJYy Tepallilo KIiHgaMiluHOM
Ta MalOTh OPYIIEHHS (PYHKIIil HUPOK ab0 MpuiiMaloTh CYyNIyTHI HePOTOKCHYHI IpenapaTy,
CJIil PO3TJISHYTYU MUTAHHS PO MOHITOPUHT QYHKIII HUPOK (OuB. po3min «[1o6iuHi peakirii»).

Ocobugi 3anobigcHi 3acobu nid uac nogodxceHHs 3 npenapamom i tio2o0 ymuaizauii

He BUKOPHUCTOBYyHTE 1lel IIpemnapar, SKII0 yIIakKoBKa 3 MOJiBiHIIXJIOPUAHOI ITiBKY, Y AKill MiCTATHCS
BariHaJbHi CYMO3UTOpii, OMIKOOXKEHA, BifkpuTa a00 HErepMETUYHO 3allaKOBaHa.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTb

YV mocnimkeHHsIX Ha TBapuHax 0yja MPOoJeMOHCTPOBaHA PEeNPOAYKTHBHA TOKCUYHICTb.



3aCTOCyBaHHS IMPOTATOM I TpUMECTPY BaTriTHOCTI HE PEKOMEHAYEThCS, OCKIIbKM BiICYTHI BigmoBimHi
moOpe KOHTPOJIbOBAHI MOCITIIKEHHS 00 3aCTOCYBAHHS MperapaTy BariTHUM KiHKaM IIPOTSITOM
IIbOT0 TIepioay.

3a maHUMU KIiHIYHUX OOCTiAXKeHb 3aCTOCYBaHHS KIIIHOaMINUHY Yy JiKapChKii (GopMi gs
BariHaJbHOr'0 3aCTOCYBaHHS XiHKaM MpPOTAroM II TpuMecTpy BariTHOCTI Ta CUCTEMHE 3aCTOCYBaHHSA
KniagaMminuay @ocdarty npotsarom II ta I TpuMecTpiB He IPU3BOAUIIO 4O PO3BUTKY BPOAKEHUX
aHOMaJIiH.

VJIBTPEKC ®JI moxHa 3actocoByBaTH y Il Ta Il TpuMecTpi BariTHOCTI TiIbKU y pa3i sSiBHOI
HeoOXiTHOCTI.

TogyBaHHA TPYANI0

HesBigoMo, 41 IpOHUKAE KITIHAAMIIMH Y TPYAHE MOJIOKO IIiCJIs BariHaJIbHOTO 3aCTOCYyBaHH. X04a U
3aCTOCOBYETHCS B 3HAYHO HUXKYUX [03aX, HiXK KJTiIHAaMIIIMH [AJI9 CUCTEMHOTO 3aCTOCYBaHHS,
npu6nu3no 30 % (B Mexax Bifg 6 % g0 70 %) BCMOKTY€EThCSI B CUCTEMHUM KpOoBOOOir. ITicms
CHCTEMHOT0 3aCTOCYBaHHS ITOBITOMIISNIOCS PO BUSIBIEHHS KITIHAAMIIIMHY Y TPYAHOMY MOJIOL
JIOOVWHU B KOHIEHTpallil Big < 0,5 mo 3,8 MKr/mi.

[Ipu cucTeMHOMY 3aCTOCYBaHHI KIiHAAMINMHY KiHKaM, 1K1 TOOYIOTh I'PYAAI0, ICHYE PU3UK PO3BUTKY
He0akaHOro BIJIMBY HA MiKPOQIIOPY IIUTYHKOBO-KHUIIKOBOTO TPAKTY HEMOBIISITH, IO IIepefyBa€e Ha
IPyOHOMY BUTOJIOBYBaHHi. 30KpeMa, MOKJIMBI miapest abo KpoB y Kaiti, abo BUCUIIaHHS. 3aCTOCYBaHHS
nikapcbkoro 3aco6y YJIBTPEKC ®JI, cynmo3uTopiiB BariHanbHUX, KiHKaM, 110 TOAYIOTh TPYALIO,
MOXKHAa PO3TJIsiaTH, SKIIO0 04YiKyBaHa KOPUCTH AJIS1 MaTepi IepeBUIllye PU3UKHU A7 OUTHAHHU.

DepTUNLHICTD

Y mocnimKeHHSIX Ha TBAapUHaX He 0YyJI0 BUSBIEHO BILIMBY Ha GEPTUIIBHICTD.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MeXaHizMamu.

Brnus npemnapaty YJIBTPEKC ®JI Ha 3gaTHICTh KepyBaTH TPaHCIOPTHUMY 3acobamu abo mpaloBaTi
3 iHIIMMU MeXaHi3MaMu BifCyTHi# ab0 He3HaUHUIH.

Cnoci6 3acmocyeaHHss ma do3u.

[To ogHOMY Cyno3uTopito iHTpaBariHanbHO 1 pa3 Ha moby Ha Hiu npoTsaroM 3 [HIB migpsA.
Cymo3uTopiii 3BiIBHUTH Biff KOHTYPHOI YIIaKOBKY i BBECTH Y IIiXBY y IIOJIOKEHHI JIe;KauM Ha CIIHUHI i3
3irHYTHMU B KOJIiHaX Ta HiATATHYTUMH [0 I'PYAEN HOTaMu 3a JOIIOMOI0I CePEefHbOr0 Mablid PyKU
SKHaWrauo1Ie, ane mob He BUKIMKATH HETIPUEMHI BiT4yTTS.

3aCcTOCyBaHHA IalliEHTaM JiTHbOTO BiKY

3acrocyBanHd npenapaty YJIbTPEKC ®JI y dbopMi BariHapHUX CYIIO3UTOPIIB MMallieHTKaM BiKOM Biff
65 POKiB He AOCIigXKYyBalu.

3aCTOCYBAHHS IaIliEHTaM 3 MOPVIIEeHHSIM QVHKIII HUPOK



3acrocyBanus npemnapaty YJIBTPEKC ®@JI y dopmi BariHanbHUX CYIIO3UTOPIiB MAI[iEHTKaM 3
OpPYIIeHHAM (YHKIIil HUPOK He JOCIiIXKyBallu.

Crig 3BepHYTH yBary Ha oilliiHi peKoMeHfallil IoA0 BiiMOBITHOT0 3aCTOCYBaHHS
aHtuOakTepianbHUX 3aCO0iB.

Himu.

Beaneka Ta epekTuBHICTh 3acTocyBaHHS npemnapaty YJIbTPEKC ®JI, sarinampaux
CYTIO3UTOPIIB, JiTAM He BCTAHOBJIEHI.

Ilepedo3yeanHs.

[Ipo Bumagku nepeno3yBanHs mpenapatoM YJIBTPEKC ®JI, mo BUnycKa€eThCs B MiKapChKiil popmi
BariHaJIbHUX CYIIO3UTOPiIB, HE TOBIIOMIISIIIOCS.

Kningaminuuy docdart, 1m0 MiCTUTBCS y IIpenapari Ta 3aCTOCOBYEThCS BariHaJIbHO, MOXKE
BCMOKTYBATHUCS B KiJIbKOCTI, JOCTATHIiM AJISI PO3BUTKY CUCTEMHUX €(EKTiB.

Y pasi nepeno3yBaHHs II0Ka3aHe 3arajlbHe CUMIITOMaTHYHe i MifTPUMYyOUe JIiKyBaHHSA, SIKIIO0
HeoOXigHO.

[Tpu BumafiKOBOMY IIPHUIOMI ITperapaTy BCepeouHy MOXKJIMBe BUHUKHEHHS e(deKTiB, MOMiOHUX 00 THUX,
sIKi BUHUKAQIOTH IIPU IIepOpajIbHOMY 3aCTOCYBaHHI TEpAlleBTUYHMUX 03 KIIIHIAMIlUHY.

ITo6iuni peakuii.

Besneka 3acTocyBaHHS KIiHAaMIUHY y (GOpMi BariHaJIbHUX CYIIO3UTOPIIB OIiHIOBaIaCs Iif 4ac
KJIIHIYHUX [OCIIIIKEHb 3a y4aCTI0O HeBariTHUX NalieHTOK. [I0BiIOMIIANIOCS IPO TaKy 4acTOTy

no0iuHMx peakuii: yacto (3 1/100 i < 1/10); HeuacTo (> 1/1000 i < 1/100); yactoTa HEBiGOMa (HE
MOXKHa BCTAHOBUTH Ha IIiICTaBi HasIBHUX AaHUX).

Knacu/cucrem opraniB [Jacrora BunukHeHHs [[100iuHi peakmii
rpuOKoBi iHbeKIIil, iHbeKIii,

uacmo .
. CIPUYVHEHI KaHOUgaMu
[H(pekuii ma iHeasii - —
Heuacmo OGakTepianbHi iHdexil
yacmoma Hesidoma KaHOMOo3 (Ha MmKipi)
3 60Ky iMyHHOI cucmemu |Heuacmo peakilil rinep4YyTInBOCTI
3 60Ky eHOOKPUHHOI . . .
uacmoma Hegidoma rinepTupeoinu3m
cucmemu

rONOBHUY 0iNnb, 3aIaMOPOYEHHS,

3 60Ky Hepeosoi cucmemu [4acmo .
mucreB3is

3 60Ky opaaHis cayxy ma
gecmuby1pHO20 Heuacmo BEPTUTO
anapamy




3 60Ky pecnipamopHux,

yacmo iH(heKIIii BepxHiX AUXaTbHUX IUISIXIB
MopakaavHUX ma
MeOdiacmuHaabHUX
) Heuacmo HOCOBa KpOBOTEYa
p031a0is
yacmo 6inb y XKUBOTI, miapesi, HyOTa,

30YyTTS XKUBOTa, 3alax i3 pora,
MeTeopu3M, OII0BaHHS
MOpYyIIeHHs 3 00Ky IITYHKOBO-
KHIIIIKOBOT'O TPAKTY,
ncesdomemMbpaHo3Hull Koaimx,

Heuacmo

3 60Ky wayHKOBO-
KUWK08020 mMpakmy
yacmoma Hesiooma

OUCIencis
. yacmo cBepOiX (He B MiCIli 3aCTOCYBaHHS)
3 60Ky wkipu ma -
; . Heyacmo BHCUIIAHHS, epuTeMa, KPOIIUB' THKA
NiOWKIPHUX MKAHUH - =
uacmoma Hegidoma MaKyJI0IanyIb03HUI BUCUI
3 60Ky ONOpHO-pPYyXx08020
anapamy ma cnoayuHoi  |Hewacmo 0inb y CrinHi
MKAHUHU
Heuacmo nmieIoHePUT, QU3YPis
3 60Ky HUPOK Mma rOCTpe ypaXkeHHS HUPOK, BKITI0Yal0uu
cevyosulinbHOI cucmemu |[yacmoma Hesidoma TOCTPY HUPKOBY HEOCTATHICTH (OUB.

po3min «OcobIMBOCTI 3aCTOCYBaHHS»)

BaeimHicmb,
nicssanos10208uti ma yacmo [MATOJIOTiYHi IOJIOTH
nepuHamasvHul nepiod

BYJIbBOBAriHIT, ByJIbBOBariHaJIbHUU

yacmo KaHIUI03, By/IbBOBAriHaIbHUM Oiflb,
BY/IbBOBATiHAJbHI MOPYIIEHHS
3 60Ky cmamesux op2aHie TPUXOMOHAAHUY BYJIbBOBATIHIT,
ma MO/04YHUX 3d/103 BariHasbHi iHGeKii, BariHanbHi
Heyacmo

BUIIJIEHHS, TIOPYIIEHHS
MEHCTPYaJIbHOTO UKLy, Ta30BUi 0iflb

yacmoma Hesiooma eHIOMETPio3
. 0inb v Micli 3acToCcyBaHHs, CBepOiK
3az2anvHi po3aadu ma JIb y MICII yBaH °P (y
Heyacmo MICIIi 3aCTOCYBaHHSI), MicIieBUY HAOPSIK,

eakuii 8 micui eee0eHHs .
peart, 4 6inb, rapsyka (IMXOMaHKa)

pe3ynbTaT MiKpoOiooriyHoro
NOCIIIKEHHS 11032 HOPMOIO

Pe3y1bmamu 0ocai0xiceHb [Heuacmo

* TIceBmoMeMOpaHO3HUM KOJIT 5K 1M0OiUHe SABUIlEe XapaKTepHe O BChOT0 KIacy aHTuOaKTepiaaIbHUX
3aco0iB.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii

[ToBimoMneHnHs npo nmobiuHi peakiiil micys peecTpaliii TikapchbKoro 3aco0y Mae Benuke 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYU MOHITOPUHT CIiBBiIHOILIEHHS KOPUCTh/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0OX IallieHTaMm abo ixHiMm
3aKOHHUM IIpefCTaBHUKAM CJIi] TTOBiOMJISITH TIPO YCi BUTIAAKHU Iif03PI0OBaHUX MOOIYHMX peakllii Ta
BifICYTHOCTI e(peKTUBHOCTI TiKapChKOTo 3aco0y Yyepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
(dhapMakoHarnsAmy 3a nocunaHHsAM: https://aisf.dec.gov.ua



Tepmin npudamuocmi.
2 POKH.

He 3acTocoByBaTu npemnapar Iicjisl 3aKiHYeHHS TePMiHY IPUAATHOCTI, 3a3Ha4YEHOr0 Ha yIIaKOBII.

YMoBu 30epiranHsi.

30epiraTtu pu TeMIlepaTypi He Buile 25 C. 36epiraTu B HEOOCTYIIHOMY IJIS1 MiTe# MicIi.

VYnaxoBka.

I[To 3 cynmosutopii y cTputmi. I[To 1 cTpuny y nadiii 3 KapToHY.

Kareropis Bigmycky.

3a perenTom.

BupoOHHUK.

CninpHe yKpalHChKO-iCTTaHChKE MigIIPUEMCTBO Y (popMi ToBapuCTBa 3 00MeKEHOI0 BiiMOBiAambHICTIO
«Crepko YkpaiHa».

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi MIPOBadKeHHsI HOT0 Tis/IbHOCTI.

21027, Ykpaina, M. Binnawuig, Byn. 600-piuus, 25.

3asiBHHUK.

3AT «®apmnira» / UAB «Farmlyga».

Micne3HaxomKeHHS 3asiBHHKA.

BYyJ. AHTaKanbHbO, Oyn. 48A-304, BinvHioc, JIuToBchka Pecnybika / Antakalnio g. 48A-304, Vilnius,
Republic of Lithuania.



