3ATBEP/I’KEHO
Haxka3 MiHicTepcTBa 0XO0pOHH
310poB’st YKpainu
30.07.2021 Ne 1605
PeecTpaniiine mocBinueHHs
Ne UA/11750/02/01

3MIHU BHECEHO
Haxka3 MiHicTepcTBa 0XO0pOHH
310pOB’sl YKpaiHu
23.11.2021 Ne 2594

IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 32C00y

YKPJIIB®
(UKRLIV®)

Cknao:

diroya peuoguHna: ypcoaeokcuxoinieBa kucnora (ursodeoxycholic acid);

5 MJI cycrieH3ii MICTATh YPCOACOKCHUXOJI€BOT KUCIOTH 250 MT;

OONOMIJICHI pevosuHu: TETI0N03a MIKPOKPHUCTAIIYHA - HATPil0 KapOOKCHMETHIIIENI0N03a, KHCIOoTa
oenzoiina (E 210), keumiT, TaiepuH, caxapuH HATpPi0, HATPIIO XJIOPH, KACIOTa JUMOHHA, MOHOTIIpAT;
HATpIIO IIUTPAT, CMaKOBa 100aBKa JMMOH, BO/Ia OYHILICHA.

Jlikapcbka ¢gopma. CycrnieHsist opajibHa.
OcHosHi Qi3uko-XiMiuHi éracmugocmi: B’ a3Ka CyCIIeH31s 01710T0 KOJIbOPY 3 IUMOHHUM 3alaXxOM.

®dapmakoTepaneBTUYHA Ipyna.

3aco0wu, 110 3aCTOCOBYIOTh ISl JIIKyBaHHS MEUiHKHU Ta )KOBYOBHBIIHUX IIJISAX1B. 3aCO0H, 110 3aCTOCOBYIOTh
npu OimiapHii marosorii. Kog ATX AO05SA A02.

3aco0wu, 110 3aCTOCOBYIOTH Y pa3i 3aXBOPIOBaHb MEUiHKY, JinoTponHi peuoBuHu. Kox ATX A05B.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

Hesnauna xinbkicTs ypconeokcuxomnieBoi kucnotu (Y IXK) 3a3Buyaii MiCTUTBCS y JKOBYI JTFOTUHH.

[Ticns mepopalbHOTO TPHHOMY BOHA 3HIKYE HACHUYEHICTH >KOBUI XOJECTEPHHOM, MPHUTHIUYIOYH HOTO
NOTJIMHAHHS Y TOHKOMY KHILIEYHUKY 1 3MEHINYIOUM CEKpPEeLil0 XOJEeCTepHHy B KOBY. B pesymbraTi
JUCIIEPCii XOJIECTEPUHY Ta YTBOPEHHIO PIAKUX KPUCTATIB B1I0YBAETHCS MOCTYIOBE PO3UYNHEHHS JKOBUHUX
KaMEHiB.

BBaxaerncs, mo edexkr YIXK mpu 3aXxBOprOBaHHSAX IEUIHKM Ta XOJECTATUYHUX 3aXBOPIOBAHHSIX
3YMOBJICHHH BiJHOCHOIO 3aMiHOIO JINMO(IIbHUX, MOAIOHUX 0 NETEPreHTiB TOKCHYHUX KOBYHHUX KHCIIOT
riapodUIBHOIO U TONIPOTEKTOPHOIO HeTokcnuHOI0 Y JIXK, a TakoX MOKpaImanHsIM CEKPEeTOPHOI 3aTHOCTI
TeMaToLUUTIB Ta IMyHOPETYISITOPHUMH TIPOLIECAMHU.

3acTOCYBaHHS JIITSM.

Myxkogicyuoos.

IcayroTe nmani mono tpuBanoro 3actocyBanHs Y JIXK (mporsrom nepiogy mo 10 pokiB) mpu JiKyBaHHI
JiTel 3 remaroOUTiapHUMH MOPYLICHHAMH, IMOB'SI3aHUMH 3 MYKOBICIIHJIO30M. 30KpeMa, 3aCTOCYBaHHS
VYAXK Moxe 3MEeHITUTH Mpostideparito y KOBYHUX MPOTOKAX, 3yMIMHUTH MPOTPECYBaHHS T1CTOJIOTIYHUX
3MiH 1 HaBiTh YCYHYTH renatooisiiapHi 3MiHM 32 YMOBH IIOYATKY Teparlii Ha paHHIX CTaisfAX MyKOBICIIHI03Y.
Jnst kpamoi edeKTUBHOCTI JiKyBaHHS 13 3actocyBaHHsAM Y JIXK mae OyTu po3modaro oapasy K Micis
YTOYHEHHS J1IarHO3y MYKOBICIIUI03Y .

Dapmakokinemuxa.




[Tpu nepopansHoMy nipuiiomi Y JIXK mIBHIKO MOTIMHAETHCS Y TOHKIHM KUIIII Ta BEPXHiM YacTHUHI KITyOOBOT
KHIIKH IIJITXOM IMaCMBHOTO TPAHCIIOPTYBAHHS 1 B KIHIEBOMY BiJIUN KIIyOOBOi KHIIKH - IUISIXOM
aKTUBHOTO TpaHcHopTyBaHHs. CTyniHb NOTTIMHAHHA 3a3BU4ail cTaHOBUTH 60-80 %. Ilicns BcMOKTYBaHHS
JKOBYHA KHCJIOTa MIAJA€ThCS y TIEUiHIN MaiKe IMOBHIM KOH IoTramii 3 aMiHOKHCIOTAaMHU TJIIIUHOM i
TaypUHOM, TIICJISI YOTO BOHA €KCKPETYEThCS 3 JKOBUIO. KIlipeHC mepIioro MpoXo[KEeHHS Yepe3 MEeUiHKY
cTaHoBUTE 10 60 %.

3anexHo BiA J0OOBOI JJ03M Ta OCHOBHOIO MOpYLICHHsS abo cTaHy mediHku Outbin rixpodinsHa YIXK
KYMYJIIOETBCA B KOBYi. BojHOUAc crocTepiraeTrbCsi BiIHOCHE 3MEHIICHHS IHIIUX OiIbII JTIMO(IIbHIX
YKOBUHUX KHUCIIOT.

[Tin BIIMBOM KHUIIKOBUX OakTepiii BimOyBaeTbCcs YACTKOBA Jerpajailis A0 7-KETONITOXOMIEBOI 1
JTOXOMIEBOT KUCIIOT. JIITOXONI€BA KUCIOTA € TENATOTOKCHYHOIO 1 CIIPUYMHSE YIIKOKCHHS TTapeHXIMHU
MEYIHKU Y JESKUX BUAIB TBapUH. Y JIIOJWHU TOTJIMHAETHCS JIMIIE HE3HAYHA ii KUTBKICTh, SIKa Yy TIEUiHII
Cynb(aTy€eThbCsl 1, TAKUM YHHOM, JCTOKCUKYETHCS, TIEpIl HIK OyTH BUBEICHOIO 3 JKOBUIO 1, HAPEIITI, 3
KaJIOM.

bionoriunuii nepiox HamiBpoznany Y AXK cranosuts 3,5-5,8 moow.

KuainiuHi xapakrepucTukm.

Ilokazannus.

CumnTomMaTH4HE JIIKyBaHHA TiepBUHHOTO OumiapHoro mwmpo3y (IIBI]) 3a ymoBM  BiACYTHOCTI
JIEKOMITEHCOBAHOTO ITUPO3Y MEUiHKH.

Jnst po3unMHEHHS PEHTITCHHETaTUBHUX XOJIECTEPUHOBUX KOBYHHX KaMEHIB pO3MipoM He OuibIie 15 MM y
JiamMeTpl y TamieHTIB 13 (YHKIIOHYIOYMM >KOBYHHM MiXypOM, HE3Ba)KalOUM Ha HAsBHICTb y HbOMY
YKOBYHOTO(MX) KaMEHsI(HIB).

Jnist mikyBaHHS renatooiTiapHuX po3iaiiB IpyU MyKOBICIIMI031 Y AiTel BikoM Bia 1 micsus 1o 18 pokis.

Ilpomunoka3zanna.

[lizmBuIIeHa Yy TIAUBICTD O KOBYHHX KHUCIOT a00 710 OyIb-IKO1 3 TOMOMDKHUX PEUYOBHH, 11O BXOIUTH 0
CKJIay JIKapChKOTO 3aco0y.

["ocTpuii XonerucTuT ad0 TOCTPUHN XOJIAHTIT.

OOTypariis )KOBUOBHBIIHUX HUIAXIB (0JI0Ka/a 3arajabHOI )KOBYOBUBIIHOT IPOTOKU a00 MPOTOKU MiXypa).
Yacti Hanmaau >KOBYHOT (TMTEY1HKOBOT) KOJIIKH.

HasBHICTh peHTI€HOKOHTPACTHUX KalblIM()IKOBAHUX KOBYHUX KAMEHIB.

[Topy1mieHa CKOPOTIUBICTH JKOBYHOTO MIXypa.

HeBpanuii pe3ynpTar moproeHTepocTOMii a00 BiACYTHICTh aJ€KBATHOTO >KOBYHOTO BIATOKY Yy HiTell 3
aTpe3i€r0 JKOBYHUX IIISAXIB.

B3aemooia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€Mo0iil.

Jlikapchkuii 3aci6 YxpniB® He MOXHA 3aCTOCOBYBATH OJHOYACHO 3 XOJIECTHPAMiHOM, XOJIECTHIIONOM a60
aHTallMJaMHt, IO MICTATh AIIOMIHIIO TIAPOKCHI Ta/ab0 CMEKTUT (OKCHJ aTIOMIHIIO), OCKUIBKH IIi
npenapati 3B's13y10Th YJIXK y KUIIEYHHKY 1, TAKAM YHHOM, MEPEHIKOHKAIOTE 11 aOCOpOIIii 1 3HUKYIOTh
e(eKTUBHICTb. SIKIIO 3aCTOCYBaHHS Mpemnapary, 1o MiCTUTh OJHY 3 IIMX PEUOBHH, € HEOOX1THUM, TO HOTO
noTpiOHO MpuiMaTH HE MEHIIE HIX 3a 2 TOAMHU 10 a0o0 yepe3 2 rOJUHM IMics MPUHOMY JIIKapChbKOTO
3aco0y Ykpmis®.

YIXK Mo’xe BIUIMBATH HAa BCMOKTYBAHHS IIUKJIOCIIOPUHY 3 KMIIEUYHUKY. Y 3B'I3KY 3 IIUM Yy MAI€HTIB, SKi
MPUAMAIOTh ITUKJIOCTIOPUH, CIIIJI MIEPEBIPUTH KOHIICHTPAIIIIO 11i€i pEYOBHHHU B KPOBI 1 MPHU HEOOX1THOCTI
BIZIKOPUTYBATH J03Y.

B okpemux Bumankax Y/IXK morke 3HM)KYBaTH BCMOKTYBaHHS IUMPOGIOKCAIIUHY .

€ KJIiHIYHI JaHi TIpo Te, 1o ogHovyacHe 3actocyBanHs Y JIXK (500 Mr/moby) i po3yBactraruny (20 mr/mody)
3I0POBHUM JOOPOBOJIBISM MPU3BOAWIIO JI0 ACSKOTO IMiIBUINCHHS KOHIIEHTPAIll pO3yBacTaTUHY y TUIa3Mi
kpoBi. KiiHiuHA 3HAYYIIICTh JaHOi B3a€EMOJIl, a TAaKOXX 3HAYYIIICTh IIOAO IHIIUX CTATUHIB, HE
BCTaHOBJICHA.

Hoseneno, mo YXK 3meHIIye mikoBy miazMoBy KOHIEHTpAIilo (Cmax) 1 Tuiomry min kpuBoto (AUC)
AQHTAroHiCTa KaJblil0 HITPEHAWIIHY Yy 3I0pOBUX JTO0OpOBOJIBIIB. PekoMeHayeTbcs peTenbHe



CTIIOCTEPEXKEHHS 32 Pe3yJIbTATOM CIIIJIBHOTO 3aCTOCyBaHHs HiTpeHauminy ta Y JIXK. Mosxe Oyt notpiOne
MIIBUINECHHS 1031 HITpeHaumiHy. KpiM TOoro, moBiioMIsiIN Ipo OCIa0IeHHS TEPAeBTUIHOT il JAIICOHY.

LIi BimoMocCTi, a TAaKOX JJaHi, OTPUMaHI in vitro, 1al0Th 3MOTy npunycTuty, mo Y JIXK norenuiitHo Moxe
CIPUYMHUTH 1HAYKIIO0 (epmeHTiB 1mmutoxpomy P450 3A. Ane mpu mocmimkenHi B3aemonii YJIXK 3
OyIecoHiIoM, IO € ToBeACHUM cybcTparoM ruToxpomy P450 3A, moniGHOro ehekTy He crocTepiranocs.
EcTporenni ropMoHH, a TaKOX IpemapaTy JUisl 3MEHIIIEHHSI KOHIICHTpaIlli XOJeCTEPHHY B KpOBI, Taki sIK
KJ10(i0pat, MOKYTh IMOCHIIIOBATH CEKPELIII0 XOIECTEPUHY MEYIHKOIO 1, TAKUM YHHOM, CIIPUSTH yTBOPEHHIO
KaMEHIB y )KOBYHOMY MiXypi, 110 € nmpoTmiexxHuM edexktom 1t Y JIXK, 3acTocoBaHoi 415 iX po3UMHEHHS.

Ocobaueocmi 3acmocyeamnns.

Jlixapcekuit 3aci6 Ykpnis® ciif npuitMaTy mia Harasa0M Jikaps.

[IpoTsirom nepmux TpbOX MICSIIB JiKyBaHHS HEOOXiTHO KOKHI 4 TH>)KHI TIEpEBIpATH HACTYIIHI TapaMeTpu
¢dbynkii newinku: ACT (acmaprataminorpancdepasa), AJIT (ananinaminorpancdepasa) ta y-I'T
(y-rmytamintpancdepasn). Y moganbiioMy Ii mapaMeTpu KOHTPOMIOIOTH KOxkHI 3 Micsaui. Lle nae 3mory
BU3HAYUTH HAsIBHICTH a00 BIJICYTHICTh BIMOBIAI Ha JiKyBaHHs y maitieHTiB 13 [IBL], a Takoxx cBo€4acHO
BUSIBUTH MOTEHIIHHI nopymeHHs GpyHKIIT meuiHku, ocoonuBo y namienTis i3 [1BL] Ha mi3HIX cTamisax.
3acToCyBaHHSI JUIsl PO3YMHEHHS XOJECTEPUHOBUX HKOBUHUX KAMEHIB.

Jns Toro 1mo0 OIiHUTH MpOrpec y JKyBaHHI, a TaKOX JJIsI CBOEYACHOTO BUSBJICHHS OYyIb-SIKMX O3HAK
KaJbIH(iKarii )KOBYHUX KaMEHIB, 3JIEKHO BiJl pO3MIpy KaMEHiB, CJIiJ] MPOBOUTH Bi3yalli3allito )KOBUHOTO
Mixypa (repopaibHa XouenucTorpadis) 3 oryis oM 3aTeMHEHb Y TIOJI0KEHH1 Malll€eHTa CTOSYH 1 JIe)KadH Ha
criyHi (111 yJIbTPa3ByKOBUM KOHTpoJieM) uepe3 6-10 MicsIiB micis moYaTKy JiKyBaHHS.

He crmix 3actocoByBaTH Jikapchkuii 3aci6 YkpmiB®, fKkmio koBuHMI MiXyp He Bi3yanlisyeTbcs Ha
PEHTIeHIBChKUX 3HIMKaX ab0 y pa3i kanbIu@ikallli KaMeHiB, MOPYIIEHHI CKOPOTIUBOCTI JKOBUHOTO MiXypa
a00 YacTUX MEYiHKOBUX KOJIKaX.

JKinku, aKki TpUtMaloTh JTiKapchkuii 3aci6 Ykpmie® 118 po3unHeHHs JKOBUHMX KaMeHiB, MOBHHHI
BUKOPUCTOBYBaTH €(QEKTUBHUI HETOPMOHAIBHUN METOJl KOHTpAaLeNIlii, OCKUIbKM TOpPMOHAaJbHI
KOHTpPAIENITUBH MOXYTh ITIIBUIIYBaTH YTBOPEHHS KAMEHIB y )KOBYUHOMY MiXypi.

JlikyBanHus namienTis i3 [1BI] Ha mi3Hi#i cTaii.

Bxkpait pinko BigzHayanucsl BUMIAIKHA JEKOMITCHCAIIT IUPO3Y MEUYIHKH, sIKa YaCTKOBO MOXKE PErpecyBaTu
IiCJIsl IPUITUHEHHS Tepartii.

V mamientiB 13 [IBL] Bkpail pilko MOXJIHBE TMOCWJICHHS] CUMITOMIB Ha MOYATKY JIIKYBaHHS, HAITPUKJIA],
MO3Ke TIOCHITIOBATUCS CBepOiXK. Y TaKUMX BUMAAKAX 03y JiKapChKOro 3acoby Ykpiis® HoTpiGHO 3MEHIIHTH
no 250 mr Ha m00y; MOTIM J03y CIiJ TOCTYIOBO IiJIBUIIYBaTH, SK OMUCaHO B po3aiinl «Crocid
3aCTOCYBAaHHSA Ta JO3M».

[Ipyn mosiBi miapei peKOMEHIYEThCs 3MEHIIWTH 103y Tpemapary, a B pa3l CTIMKoi miapei JiKyBaHHS
HEOOX1THO BIIMIHUTH.

OnHa MipHa 10keuka (eKBiBaJIEHTHO 5 MIT) JTikapchkoro 3aco0y Ykpmis®, cycnensis opanbHa, 250 Mr/5 M
mictute 0,34 mmons (7,95 mr) Hatpito. IlamieHTam, sIKi KOHTPOJIOIOTH CIHOXHBAHHA HATPilo
(HM3bKOHATpI€BA JII€TA), CIIIJT BpaXOBYBATH IeH (akT.

Jlikapcekuii 3aci6 Yxpiis®, cycnensis opanbha, 250 MI/5 Myl MiCTUTh KCHJIT: 1 MJI cycreHsii MiCTHTB
0,35t kcwmry. Eneprermyna miHHicTe 1 T kcumity — 2,4 kxkan [lpu mpuifomi BiAMOBIAHO 10
PEKOMEH0BAHOTO JI03yBAaHHS OJHOKpATHA J03a KCUJIiTy ctaHoBuTHME Bix 0,44 r (1,25 mi cycnensii) 1o
12,25 r (35 mn cycnensii). [Ipu 3actocyBanH1 ogHOKpaTHOI 103U KCumiTy moHazn 10 r (monan 28,57 mi
cycrnensii) BiH MOYK€ YHHUTH TOCIA0IIOBATIBHY AiI0.

3acmocysanns y nepiod eazimnocmi ma 200y8anHs 2pyooio.

BariTtHicTb

JocnikeHHss Ha TBapuHax He mokasanu BumBy YJIXK Ha ¢eprunbHicTs. [laHi mpo BIUIMB Ha
(bepTUIBHICTD Yy JIFOJIMHU BiJICYTHI.

Hani momo 3actocyBanHst YJIXK BariTHUM >XKiHKaM HEIOCTaTHi. Pe3ynbTaTé MOCHiIKeHb Ha TBapHUHAX
CBIJTYaTh TPO HASBHICTH PEMPOAYKTHBHOT TOKCMYHOCTI HA PaHHIX CcTajisax BariTHocTi. Jlikapcbkuii 3aci0
Vkpnis® He cIiJ 3aCTOCOBYBAaTH y IIEpioji BariTHOCTI, 3a BMHSATKOM BMIAJKiB, KOJH Ile € BKpaii
HeoOXimHuM. JKIHKHM pernpoyKTUBHOTO BIKY MOXYTh NMPUHAMATH IMpernapaT JIMIIE 32 YMOBH, SKIIO BOHU

BUKOPUCTOBYIOTh HaIiiHI 3aCO0M KOHTpPALETIIIii.



KiHKM penpoOAYKTUBHOTO BiKY

PekomeHayeThCSI  BUKOPHUCTOBYBAaTH  HETOPMOHAIBHI — MPOTH3AILIIAHI  3aco0m a0  mepopaibHi
KOHTpAIIENTHBY 3 HU3bKUM BMIiCTOM ecTporeHis. IlamieHTkam, sKi OTpUMYIOTH Jikapchkuii 3aci6 Yipiis®
JUISl PO3YMHEHHS KaMEHIB y )KOBUHOMY MIXYpi, CJ1iJ] BUKOPUCTOBYBATH €(DEKTHBHI HETOPMOHAJIbHI 3ac00H
KOHTpAIlenuii, OCKUIBKA TOPMOHAJIbHI MEpOpalbHI KOHTPALEHNTHUBH MOXXYTh IOCHIIIOBATH YTBOPEHHS
KaMEHIB y )KOBUHOMY MiXypi. Jlo moyaTky JiKyBaHHS CJIiJi BUKIIOYUTH MOKJIUBICTh BariTHOCTI.
ToxyBanHs rpyao.

3a maHUMH JEKUTHKOX 3adhiKCOBAaHUX BUMAIKIB 3aCTOCYBAHHS MpEMapaTy KiHKaM, SIKl TOAYIOTh TPYIIO,
BmicT YIXK y rpymHomy mosoni OyB BKpail HU3BKHM, TOMY HE CIIiJl OYIKYBaTH PO3BUTKY OY/Ib-SKHX
HeOaXaHUX SBUII Y JiTeH, Ki OTPUMYIOTh TaKe MOJIOKO.

30amuicmy  enausamu Ha WEUOKICMb peaxyii npu KepyeawHi aAsmMoOmpaHcnopmom abo IHuUMU
MexXarnizmamu.
BrnuBy Ha 31aTHICTB KepyBaTH aBTOMOO1JIEM 1 KOPUCTYBATHCS IHIIMMHU MEXaHi3MaM1 HE CIIOCTEPIraioch.

Cnoci6 3acmocyseannsa ma 0o3u.

[Tpu pi3HUX TOKA3aHHIX PEKOMEHIYIOThCS HI)KUEHABEICH1 T0OOBI1 J103H.
I[J'I}I PO3YNHCHHSA XOJICCTCPUHOBUX ) KOBYHUX KaMeHiB.

[Tpu6mm3uo 10 mr Y IXK/kr macu Tina Ha 100y (auB. Tabm.1).

Ta0muns 1

Maca Tina MipHa Jiojkeuka* ExBiBaJIeHT y Ml
Bix 5 mo 7 xr V4 1,25

Big 8 o 12 xr %) 2,50

Bix 13 1o 18 kr (=Y + %) 3,75

Big 19 no 25 xr 1 5,00

Bix 26 no 35 kr 1% 7,50

Big 36 mo 50 kr 2 10,00

Bix 51 go 65 kr 2 12,50

Big 66 1o 80 kr 3 15,00

Bixg 81 g0 100 xr 4 20,00

ITonax 100 xr 5 25,00

* 1 mipHa nokeudka (= 5 ma cycnensii) mictuth 250 mr YV JIXK.
Jlikapcekuit 3aci6 Yxpmis®
peryisipHoO.

HeoOximHuii 17151 pO3UMHEHHS )KOBYHUX KaMEHIB Yac 3a3BUYail CTAaHOBUTH 6-24 micsti. SIKIo 3MeHIIeHHS
PO3MipiB )KOBYHHUX KaMEHIB He CHOCTepiraeThes micis 12 micsuiB mpuidoMy, MpoAOBKYBaTH TEpaIiio He
CITII.

VYenmix JiKyBaHHS TOTPIOHO TepeBipATH KOXKHI 6 MICAIIB 3a JOMOMOIOI0 yIBTPa3BYKOBOro abo
PEHTIeHIBCHKOTO JOCTIKEHHS. 3a IOMOMOTOI0 JOAATKOBUX JOCTIIKEHb MOTPIOHO TEPEeBIpsATH, YU 3
yacoM He BiaOyrnacs kanpludikallis KaMeHiB. SIKIIo 1e TPanuioch, JIIKyBaHHS CIIiJl IPUIHHHUTH.

JUis cMMOTOMAaTUYHOTO JIIKYBaHHS NEPBUHHOrO OitiapHoro nuposy (I1BIT).

Jlo6oBa m03a 3aeKUTh BiJl MacH Tijia Ta CTAaHOBUTH pubau3HO 1412 Mr YV JIXK/kr macu Tina.

V nepmii 3 Micsii nikyBaHHs nikapchkuii 3aci6 Ykpais® noTpibHO NpuitMaTH IPOTATOM JHS, PO3IiIUBIIN
n000BY 703y Ha KinbKa mpuiiomiB. [Ipu mokpamieHHi MoKa3HUKIB (QYHKIII MEUiHKK JOOOBY 103y MOKHA
npuiiMaTH 3a OJIUH pa3, yBeuepi.

noTpiOHO mpuiiMatu yBeuepi, mepen cHoM. CyCmeH3io ciij NmpuiMaTh

Tabmums 2
Maca Tina JloGoBa Posnoain npuitomy npenapary
(xr) n03a (MipHa noxeuka* cycnensii Yipais®)
(MT/KT M. T.) nepwi 3 micayi Y nOOANbULOMY
paHOK JIeHb BEUip BEUip
(1 pa3 Ha n1o0y)
8-11 12-16 --- Va Va Vs




12-15 12-16 V4 V4 Va 3
16-19 13-16 %3 --- %3 1
20-23 13-15 V4 %3 %3 1Y
24-27 13-16 %3 %3 %3 1%
28-31 14-16 Va %) 1 13
32-39 12-16 %) %) 1 2
40-47 13-16 %3 1 1 2V
48-62 12-16 1 1 1 3
63-80 12-16 1 1 2 4
81-95 13-16 1 2 2 5
96-115 14-16 2 2 2 6
Binbmre 115 2 2 3 7

* 1 mipHa noxeuka (= 5 mut cycnensii) mictutb 250 mr Y IXK.

Jiist BUMIPIOBAaHHS /103 MOXHA BUKOPHUCTOBYBATH TUIACTUKOBHIA Pa30BUH IITIPHULL €3 TOJIKH.

Jlixapcekuit 3aci6 Yipnis® moTpi6HO npuitMaTH BiMOBIHO 10 HABEAEGHOTO Y Ta0I. 2 PEXKUMY JT03yBaHHS.
Heo0xigHO AOTPUMYBATUCH PETYIISPHOCTI IPUHOMY .

3actocyBanHs Jikapchkoro 3acoby Yxpmis® mpu I1B1] Moske GyTH HEOOMEKEHHM y Uaci.

VY mnaumientiB 13 IIBL] pinko Ha moyatky JiKyBaHHS MOXYTh TOTIpIIYBaTUCSA KIIIHIYHI CHMIITOMH,
HaINpuKIaa, cBepOik. SKImo 1e Tpamuiocs, Tepamilo CiiJg TPOJOBXKYBaTH, MPUHMAIOYHM CIIOYATKY
3MeHIIeHy 1000By 103y cycreHsii Ykpmi®, micis 4oro mocTymoBo MigBHIIYBAaTH 103y (30iNbIIyIOuH
HIOTHXKHS T000BY J103y) 10 JOCATHEHHS MOKAa3aHOTO PEKUMY J103yBaHHS.

JList ikyBaHHS TenaTro0iuTiapHuX PO3IaIiB MPU MYKOBICITHJIO31.

Jnst giTedt 13 MyKOBiCIIMIO30M BiKOM Bif 1 micsitig 10 18 pokiB mo3yBaHHS cTaHOBUTH 20 MI/Kr/mo0y i
PO3NOALIAEThCA HA 2-3 MPUIOMH 3 TOAATBIINM 30UIBIIEHHAM 1031 10 30 Mr/Kr/no0y y pasi motpedu.
Jitu macoro Tina merme 10 Kr ypakaroThbest Iy>Ke piaKo. Y TaKuxX BUIMAIAKAX JJIs BBEACHHS CYCHEH3il s
NEePOPaATLHOTO 3aCTOCYBAHHS PEKOMEHIyE€ThCS BUKOPUCTOBYBATH OJHOPA30B1 LIMPHUILIU, 1110 3HAXOAATHCS Y
BUTBHOMY TIPOJAXKY.

PazoBi n03u as aiteit 3 macoro Tia 10 10 Kr moTpiOHO HAOWUpaTH IIMPUIIOM 3 MIPHOT JIOKEUKH, 110 HJie B
KOMIUIEKTi, 710 00’emy 1,25 mn. Jlnsg mbOro CIiJi BHKOPUCTOBYBATH MIMIPHIl AJIS OJHOPA30BOTO
3acTocyBaHHs 00'emoM 2 mit 3 Tpazgaritiero 0,1 mit.

Criz 3BepHYTH yBary, 110 0JHOPa30Bi IINPHUIIM HE BKJIIOYEHI B YIIAKOBKY.

[[Io6 BBeCcTH HEOOXIAHY 03y 3a JOMOMOTOIO MITIPHUILA

1. Ilepen BigkpUTTIM riakoHa/OaHKU CYCIIEH310 HEOOX1THO 300BTATH.

2. Hanmuty HEeBeNUKyY KibKICTh CYCIIEH311 y MIpHY JIOXKEUKY.

3. HaGpatu y mmpui Tpoxu Oijbllie CyCreH3ii, HiXk MOTpiOHO.

4. HatucHyTH majblieM Ha MOPIICHb MITPHUILA, 100 BUAAIUTH OyJIHOAIKH IMOBITPS 3 HAOpaHOT CyCIeH3ii.
5. IlepeBipuTH 06’€M cycnieH3ii y MIpuIli, pu HEOOXiTHOCTI BiAPETYyTIOBATH.

6. OGepekHO BBECTH BMICT IIIpHIa 6€3M0cepeIHh0 B POT JUTHHI.

He moxxHa HabupaTu cycrneH3iro B Impul] Oe3mocepenHbo 3 (iaakoHa/Oanku. He MoxHa BUIMBATH
HEBUKOPHUCTAHY CYCIIEH31I0 3 MIpHOT JIOXKEYKH a00 IImpHIa Ha3as y urakoH/0aHKy.

TaOmumsa 3
Peoicum 0o3yeanus ons dimetl 3 macoro mina menue 10 ke: 20 me Y/[XK/ke/000y
(npucmpiii 0151 BUMIPIOBAHHS 00 ' €MY — 0OHOPA30B8UTLL WUNPUY,)

Maca Tina Posnoain npuitomy npenapary
(xT) (M1 cycnensii Yipini®)
Panox Beuip
4 0,8 0,8
4,5 0,9 0,9
5 1,0 1,0
5.5 1,1 1,1
6 1,2 1,2




6,5 1,3 1,3
7 1,4 1,4
7,5 1,5 1,5
8 1,6 1,6
8,5 1,7 1,7
9 1,8 1,8
9,5 1,9 1,9
10 2.0 20 Tabmuns 4

Peoicum 0o3ysarnms
o dimetl 3 macoro mina 6invue 10 ke: 20-25 me YIXK/ke/006y
(npucmpiti 0151 BUMIPIOBAHHS 00 '€EMY — MIPHA J10JHCEUKA)

Maca rina JloGoBa nmo3a Posznoain npuiiomy mpemnapary
(xr) YIAXK (MipHa mokeuka™® cycreHsii
(MT/KT MacH Tina) Vipnis®)
Panok Beuip
11-12 21-23 Va Va
13-15 21-24 Va %4
16-18 21-23 %4 %4
19-21 21-23 %4 1
22-23 22-23 1 1
24-26 22-23 1 1%
27-29 22-23 1% 1%
30-32 21-23 1% 1v2
33-35 21-23 1v2 1v2
36-38 21-23 1v2 134
39-41 21-22 134 134
42-47 20-22 134 2
48-56 20-23 2Y4 2Y4
57-68 20-24 2% 2%
69-81 20-24 3% 3%
82-100 20-24 4 4
>100 4v5 45
Taobmums 5
* TlopiBHIOBaJIbHA TAOTUIIS
Cycnensis opaiabHa YIAXK
1 MipHa JT0KeUKa =5Mn =250 mr
%4 MIPHOI JIOJ)KEUKH =375 M =187,5 mr
%2 MipHO{ JIOKEUKH =2,5Mn =125 mr
Y4 MIpHOT JIOXKEUKHU =1,25 mn = 62,5 mMr

Iimu.

Jna po3uuneHHs: XONeCmepuHOBUX HCOBYHUX KAMEHI8 Ma CUMIIMOMAmMuyHo20 aikyeanusa I[I6L]

BikoBux oOMexeHb I 3aCTOCYBaHHS IIbOTO JIIKAPCHKOTO 3aco0y Hemae. Jlo3yBaHHS 3TiHO 3 PO3ALIOM
«Crnocib 3acTocyBaHHS Ta JO3M».

Jlns nikyeanus cenamooiiapHux po3naoie npu MyKosicyuoosi



3acTocoByBaTH AITSIM BIiKOM Bijg 1 micsiis.

Ilepeoosysanns.

V pasi nepeno3yBaHHs MOXITHBA fiapes. [lepeno3yBaHHs € MAIOWMOBIpHUM, OCKUTBKY rorymmHaHHS Y JIXK
3MEHUIYEThCS IPU 30UIBIICHH] 03U 1 TOMY OUIBIIICTh MPUHHATOT T03H EKCKPETYEThCA 3 (DEeKaTisIMH.

VYV pa3i nosiBu miapei 103y MOTPiOHO 3MEHIIUTH, a SKIIO Jiapes MPOIOBXKYETHCS, TEPaIiio MOTPIOHO
MPUITHHUATH.

Hisxux crienmngiqHMX 3aX0/1iB BXKMBATH HE MOTPIOHO; HACTIAKK Jiapei CIi JIKyBaTH CHMIITOMAaTHYHO,
30epirarouu OajlaHC PiUHY 1 €IEKTPOJIITIB.

HonaTtkoBa iHbopMaIlis MO0 0COOIMBUX TPYIT MAIIEHTIB.

Tpusana teparis Bucokumu go3amu Y JIXK (28-30 Mr/kr/no0y) y maii€HTiB 3 IEPBUHHUM CKJIEPO3YIOUUM
XOJIAHTITOM (3aCTOCYBaHHS 3a HE3apeeCTPOBAHUM IIOKa3aHHSAM) Oyna TOB'sA3aHa 3 OUIBII BHUCOKOIO
4acTOTOIO CEPHO3HUX HEOAKAHUX SIBHILL.

Iloo6iuni peakuii.

Hwxue BkazaHi moOiuHi peakilii 3a CHCTeMaMHu OpPTraHiB Ta 4acTOTOIO: Ayxe dacto (>1/10), gwacto (>1/100,
<1/10), mevacro (>1/1000, <1/100), pinko (=1/10000, <1/1000), myxe pinko (<1/10000, BKIFOYarOYH
OKpeMi BHITAJIKH ), HEBIJOMO (4aCTOTy HEe MO>KHA OILIIHUTHU Ha TMi/ICTaBi HAssBHUX JaHUX).

3 00Ky winyHKOB80-mMpasHo20 mMpaxmy: 4acTo - TMACTONMOJIOHI BHUIIOPOXKHEHHS, iapes; AyKe DPIAKO -
BUPXCHU O1JIb Y TIpaBiii BEpXHii YaCTUHI YepeBHOI MOPOKHUHH.

3 00Ky neuinku ma HO08UHO2O MiXypa: DYXKe PIAKO - KabIHdiKaIlis )KOBUYHHX KaMEHIB, JCKOMIICHCAITIS
NEYiHKOBOTO ITUPO3Y, KA YACTKOBO perpecyBaa miciis NPUIUHEHHS JTIKyBaHHS.

3 6oky iMynHOI cucmemu: Ly’Ke PIIKO - peaKIlii TinepyyTIUBOCTI, BKIIFOYAI0YH BUCUTIAHHS (KPOIIHB’ THKY ).
[oBinoMIeHHS PO MiI03PIOBaHI MOOIYHI peaKIrii.

[oBinomieHHsT PO MiZO3pIOBaHi MOOIUHI peakuii Mmicas peecTparii JIKapchbKOro 3acody € BaXKJIUBOIO
npoueaypor. lle nae 3mory mnpomoBKyBaTu KOHTPOJIIOBATH CIIBBIJIHOIIEHHS KOPUCTH/PU3UK MIpU
3aCTOCYBaHHI 1IbOTO JIIKAPCHKOrO 3aco0y. MeauyHi NpariBHUKK TMOBMHHI TMOBIJOMIISATH MpPO BCi
nigo3proBani mooiuni peakuii y Il «/lepxaBanii ekcrieptHuii 1ieHTp MO3 Ykpainn» Ta 3asBHUKY uepe3
dbopMy 3BOpPOTHOTO 3B’sI3Ky Ha BeOcaiTi: https://kusum.ua/pharmacovigilance/.

Tepmin npuoamnocmi. 3 poku.

YMoBH 30epiranus.

36epiraTu npu Temneparypi He Buie 25 °C B OpUTIHAIBHIN YITAKOBIII.

30epiratv y HeZJOCTYITHOMY ISl IITEH MiCITi.

[Ticns mepmroro BiAKpUTTS diiakoHa abo OaHKH Mpemnapat 30epiratu He OiIbIne 4 MiCSAIIIB.

YnakoBka.
ITo 30 ma a6o mo 200 mu cycnensii y ¢uakoni; abo mo 40 mu y 6anui. Koxen ¢uakon abo Oanka y
KapTOHHIN yIaKOBIIl Pa30M 3 MipHOIO JIOKEUKOIO.

Kareropis Bigmycky.
3a peuenTom.

Bupoonuk.
TOB «KKYCYM OAPM».

Micue3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEeHHSA HOro AislJIbHOCTI.
40020, Yxpaina, Cymcbka obnacts, M. Cymu, Bys. Ckpsibina, 54.

JdaTa ocTaHHBOIO Neperyasay.
23.11.2021 Ne 2594
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