3ATBEPOKEHO

Hakas MiHicTepcTBa OXOpPOHU

340poB’A YKpaiHu

N21589 Big 13.09.2024

PeecTtpauinHe noceigyeHHsA

UA/14703/01/01 3 15.10.2020

[ata ocTaHHbLOro OHOBNEHHSA IHCTPYKLiT: 16.09.2024

IHCTPYKLIA

AN Meon4YHOro 3acToCyBaHHA flikapcbkoro 3acoby

ISIK/STIH

(EZICLEN®)

Cknag:

Airodi pe4oBuHU: 1 nnAwWKa MiCTUTb: HaTpito cynbdarty 6essogHoro 17,510 r, MarHito cynodary,

rentarigpaty 3,276 r, kanito cynedaty 3,130r;

[OMOMIKHI pevoBMHM:HaTpito 6eH3o0art (E 211), kKncnota nMMoHHa 6e3BogHa, kucnota AbnyyHa,
Cykpanosa, N1040BO-ArigHNUMN apoMaTnaaTtop (CyMill MPUPOLAHUX | CUHTETUYHUX apoMaTmM3aTopiB,
nponineHrnikons (E 1520), eTaHON po3BeAeHU, KMC/NOTa OLUTOBA Ta KncnoTa 6eH3onHa (E 210)), Boaa

oyuLLeHa.

3aranbHu1iM BMICT iOHIB €/IEKTPONITIB:

BMicTy rpamax

BMicTy MMonax

1 nnawka 2 NAAWwKu 1 nnAawka
Hatpin* 5,684 11,367 2471
Kanin 1,405 2,81 35,9
MarHin 0,323 0,646 13,3
Cynboar 14,845 29,69 154,5

*3 HaTpito cynbdaTty 6e3BogHOrO (giroua pevyoBMHa) Ta HaTpito 6eH30aTy (4ONOMIDKHa peyoBMHa).

JNlikapcbka dopma

KoHLEeHTpaT A58 opanbHOro po3umHy.

OCHOBHI ®i3VKO-XIMIYHI BIaCTUBOCTI:piAVHA BiJ NPO30pO0I A0 AeLL0 MYTHOI 3 apoMaToM GpyKTOBOT

CyMiLui.

dapmakoTepaneBTM4Ha rpyna

OcMOTUYHI NpoHOoCHi 3acobun. KoMb6iHauia MiHepanbHUX conen.

Kon ATC AOGA D10.

dapMakonorivyHi BnacTUBOCTI
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https://likicontrol.com.ua/%D0%BB%D1%96%D0%BA%D0%B0%D1%80%D1%81%D1%8C%D0%BA%D0%B0-%D1%84%D0%BE%D1%80%D0%BC%D0%B0
https://likicontrol.com.ua/%D0%BE%D1%81%D0%BD%D0%BE%D0%B2%D0%BD%D1%96-%D1%84%D1%96%D0%B7%D0%B8%D0%BA%D0%BE-%D1%85%D1%96%D0%BC%D1%96%D1%87%D0%BD%D1%96-%D0%B2%D0%BB%D0%B0%D1%81%D1%82%D0%B8%D0%B2%D0%BE%D1%81%D1%82%D1%96
https://likicontrol.com.ua/atc-%D0%BA%D0%BB%D0%B0%D1%81%D0%B8%D1%84%D1%96%D0%BA%D0%B0%D1%86%D1%96%D1%8F/

dapmakoanHaMika

JNlikapcbknin 3aci6 € 0CMOTUYHMM NPOHOCHUM 3acoboM. MexaHi3M Moro Aii nepeBa>HO I'PYHTYETbCS
Ha o6Me>keHOMy Ta Hacu4yBaHOMY NPOLECi akTUBHOrO nepeHeceHHA cynbdarty. BHacnigok
HaCMYeHHA Yy NPOLECi LLNYHKOBO-KMLLIKOBOrO NePEHOCY CynbdaT 3aNMLLaeTbCa B KULLEYHMUKY.
OcMoTHYHMI edekT HeabcopboBaHKMX iOHIB MPU MPUINOMI pa30M i3 BE/TMKOLO KiNbKiCTHO BOAMU
CNpPUYNHAE pACHE BOAAHNCTE BUNOPOXKHEHHSA. B xoai KNiHiYHMX gocnigXXeHb cepeaHin Yac o noasu
4acToro BUMOPO>XKHEHHA CTaHOBUB 6/11M3bK0 6,3 roanHM Npu iHTepBani Mixx golammy 12 roguH Ta
6113bKo 2,8 roAnHM NpW 3aCTOCYBaHHI i3 iHTepBanoM B 1 rogmHy.

dapmakokiHeTMKa

Ab6copbuia cynbdaty € 06MexXeHUM i HacnYyBaHMM NPOLLECOM aKTUBHOTIO NepeHocy; abcopboBaHmnm
cynbdaT BUBOAMTLCA NEPEBA>KHO HUPKaMW. llicna KiHiYHOro 3acTocyBaHHA Nlikapcbkoro 3acoby 3
TMM caMMM BMICTOM cynbdary, Lo 1y nikapcbkoMy 3acobi I3ikniH, y wecTm 300poBMxX 406POBO/bLIB
BiQMOBIOHO 40 pEeXXMMY po3aineHunx Ao3, To6To 3acTocyBaHHA ABOX 403 i3 iHTepBanoMy 12 rogmH,
MakcuMarsibHa KOHLLeHTpauis cynbdaTty B cupoBaTLi cnocTepiranaca npmbnmaHo Yepes 16 roauH nicna
nepLuoi go3u Ta yepes 5 roguH nicna gpyroi ao3m [Cmax: 499,5 mkmonb/n (CV: 33,03%) nopiBHAHO 3
BUXiOAHWMM 3HaUYeHHAMU 141-467 MKMOnb/N, cepegHe 3HaueHHA 335 MkMonb/n (CV: 34,4 %)]. Micna
LbOro KOHLUEHTpaLia B cMpoBaTLi 3HU>XKyBanaca 3 nepiogoM HanieeueeneHHa 8,5 rognHu (CV:
53,76%). OCHOBHUM LLUMAXOM BMBEAEHHA cynbdaTty 6yno BUAiNeHHA 3 KanoBUMU Macamm (611M3bko
70% NpunHATOI 8,03K).

CuctemHum Bnnme (AUC i Cmax) cynbdaty nicna npMnHATTA NiKapCbKoro 3acoby Takoxx
NopiBHIOBABCA Y 340POBMX 0OPOBONBLIB, LLECTV NALEHTIB i3 MOMIPHMM NOPYLLEHHAM QYHKLiIT HUPOK
(knipeHc KpeaTnHiHy 30-49 MN/xB) i LLECTM NaLIEHTIB i3 HE3HAYHMM ab0 NOMIPHMM MOPYLLUEHHAM
$yHKUii neviHkn (6anu 3a wkanoto Yannga-’'to A (N=5) i B (N=1) BianoigHo). NMopyweHHA yHKLiT
HUPOK NPU3BENO A0 3MEHLLEHHA BUBEAEHHA cynbdaTy 3 ceveto. BHacnifok uboro cepenHi 3HaueHHs
AUC i Cmax 6ynu npmbnnsHo Ha 50% BULLKMMM NOPIBHAHO 3 BiAMOBIAHMMM NOKA3HUKaMM Y MaLi€HTIB 3
HOpPMasbHOK GyHKLiE HMPOK. MNopyLeHHA GYHKLIT NeYiHK1 He BNMHYNO0 Ha CUCTEMHY Ait0
cynbdarty. KoHueHTpauii cynbdaTy B cupoBaTLi NOBEPHYAUCA 40 BUXiAHUX 3HaYeHb Ha 6 AeHb nicnAa
NPUMNOMY flikapcbkoro 3acoby y BCiX TPbOX AOCNIAXKYBAHMX rpynax. Y LbOMy OOCNIAKEHHI
3acTocyBaHHSA nikapcbkoro 3acoby He NPU3BeENO [0 K/iHIYHO 3HauUyLLoi rinepcynbdaTeMii y nauieHTiB
3 NopyLUEeHHAM PYHKLIT NeYiHkn abo HUPOK.

KniHiuHi xapakTepncTmkmn
lNoka3aHHA.

Jlikapcbknin 3acib npuaHa4varoTb 4OPOCINM ANA OUMLLEHHA KNLWLEYHUKY rnepes 6yab-aKor
npoueaypoto, Lo LbOro BMMarae (Hanpuknag, Bisyanisauia KMWeYHuKY, BKIrYatovn eHa0CKoMiko i
papnionoriro, 4n XipyprivHi npoueaypm).

Nikapcbkni 3acib He NpU3HaYvYeHn 4nA NikyBaHHA 3anopi..

lMpomunoka3aHHA.

3acTocyBaHHA nikapcbkoro 3acoby NnpoTMnokasaHe NauieHTaM 3 TakuMK cTaHaMu:

- TiNepYyT/IMBICTb 40 AitoUnx pevyoBuH abo fo 6yab-SK0i 3 4OMNOMIDXKHUX PEYOBUH;

- 3aCTiHa cepLeBa HeAOCTaTHICTb;

- CEPMO3HiI MOoripLIeHHA 3arasibHOro CTaHy 340p0OB'A, 30KpeMa CuU/ibHe 3HEBOAHEHHS;

- akTMBHE 3ananbHe 3axXxBOPHOBaHHSA KMLLEYHUKY (Hanpuknag xBopoba KpoHa, BUpa3KoBUM KOJIT);

- TOCTPi po3naam LWNYHKOBO-KMLLKOBOIO TpakTy, Lo noTpebytoTh XipypriyHoi onepadii, 3okpeMa
rocTpuUM aneHauunT;


https://likicontrol.com.ua/%D1%84%D0%B0%D1%80%D0%BC%D0%B0%D0%BA%D0%BE%D0%B4%D0%B8%D0%BD%D0%B0%D0%BC%D1%96%D0%BA%D0%B0
https://likicontrol.com.ua/%D1%84%D0%B0%D1%80%D0%BC%D0%B0%D0%BA%D0%BE%D0%BA%D1%96%D0%BD%D0%B5%D1%82%D0%B8%D0%BA%D0%B0

- BigoMa abo nifo3ptoBaHa, abo HasgBHa B aHaMHe3i HeNPoXiAHiCTb a60 CTEHO3 LLUYHKOBO-KULLIKOBOIO
TpakKTy;

- BigoMa abo nigo3proBaHa nepdopauia CTiHKU LWyHKa abo KMLLIEUHUKY;

- po3nagm BUNOPO>XKHEHHSA LWTYHKa (Hanpuknag ractponapes, ractpocras);

- BigoMa abo nigo3ptoBaHa, abo HasBHa B aHaMHe3i napaniTuyHa KMLWKoBa HenpoxigHicTb (ineyc);
- TOKCUYHUM KONIT abo TOKCUYHUI MEerakosoH;

- HyaoTa abo 61toBaHHS;

- acuymr;

- TADKKA HUPKOBa HeAO0CTaTHICTb (LUBMAKICTb KyboukoBoi ¢inbTpauii <30 mn/xe/1,73 M2).
Ocob6nuBi 3axoaun 6e3neku

Enekmponimni nopyweHHA ma 3HeEBOAHEHHA

- 3 ornagy Ha NoTeHUiNHNI PU3NK CEPUO3HNX ENEKTPONITHMX NOPYLUEHb CNig PETENbHO
npoaHaniayeaTu CNiBBiAHOLLUEHHSA PU3NK-KOPUCTb NlikapCbkoro 3acoby, NepLu Hixk MoYmMHaTH
NiKyBaHHA NauieHTIB i3 NiABULLEHMM pPiBHEM pU3KMKY. [pn NpM3HaYeHHi nikapcbKoro 3acoby cnig
npuainatTi ocobnuey yBary BigoMmMM NMpoTmnokasaHHAM i ocobnmemmM 3anobi>kHMM 3axoaaM Lwog0
3aCTOCYBaHHA, BK/IKOYAKOUUM Ba>K/IMBICTb A0CTATHLOrO PiBHA rigpaTadii.

- YciM nauieHTaM cnig pekoMeHayBaTh BXUBATU [OCTAaTHLO PiAVMHK Nepen, nig vac i nicna
3acTocyBaHHA nikapcbkoro 3acoby. AKLLO B NaLieHTa po3BMHYoca cuibHe 61t0BaHHA abo 03Hakum
3HEBOAHEHHA Micnsa 3acTOCYBaHHA flikapcbkoro 3acoby, cnig BXXMTK 3axogiB Woa0 perigpartauii 3
METOK YHUKHEHHSA MOTEHLiMHUX PU3UKIB CEPMO3HUX YCKNaAHEHb, MOB’A3aHMX i3 PIAMHHMMMK Ta
eneKTPOoiTHUMM NOPYLLUEHHAMMU (TaKMX AK cygoMm abo aputmii cepusa). OKpiM TOro, crif po3rnisaHyTm
MO>K/IMBICTb MPOBEAEHHA MNepe, NpoLeaypoto nabopaTtopHUX A0CNIOKEHDb (€NEKTPONITU, KpeaTUHIH i
a30T ce4vyoBUHM KpoBi). MNMauieHToBI cnig pekoMeHayBaTh BXXMBaTK 404aTKOBO BoAy abo YMCTy piguHy B
KinnbKOCTi, HE0BXigHIM oNAa NiATPMMaHHA HaNMeXXHOro PiBHA rigpaTaii.

lMayieHmu rpynu pu3uky

- B ocnabneHunx nauieHTiB, NaLieHTIB NiTHbOIO BiKy, MALEHTIB i3 K/TiHIYHO 3HAYYLLIMM NOPYLUEHHAM
PYHKLUIT HUPOK, NediHkn abo cepus, a TakoXX NauieHTIB, A5 AKX iICHYE PU3MNK eNeKTPONITHOro
ancbanaHcy, nikapesi g po3riaHyTM MOXKNMBICTb NPOBEAEHHA [OCNIAXKEHHA eNeKTPONITIB i GyHKL,iT
HUPOK Nepen, i nicns 3acTocyBaHHA Nikapcbkoro 3acoby.

- MauieHTaM 3 npossBaMu 3HEBOAHEHHA abo nauieHTaM i3 eNeKTPONITHUMKM NOPYLUEHHAMM CAifg,
YCYHYTW iX Nepes 3acToCcyBaHHAM MiKapCcbKoro 3acoby A8 oumLeHHA kuwe4vHuky. OkpiM Toro, cnig,
NpoABMATM 06epeXXHICTb WOA0 NaLieHTiB, WO abo € y CTaHaxX 3 PU3UKOM PiIANHHUX | €1eKTPOMITHUX
nopyLueHb, abo NpmMMMatoTb Nikapcbki 3acobu, Wo NigBULLYIOTb PU3UK PIANHHUX | €NeKTPOITHUX
nopyLUeHb (BK/IHOYatoum rinoHaTpieMito Ta rinokasniemito) abo MoXKyTb MiABULLYBaTU PUINK
NOTEHUIMHUX ycKNagHeHb. Taki nauieHTr NnoTpebyroTh HANEXXHOTro CNOCTEPEXKEHHA.

- IcHye TeopeTUYHMN pU3NK NOAOBXEHHA iHTepBany QT BHacnifok enekTponitHoro aucbanaHcy.
3acmocoByBamu 3 o6epexxHicmio

- MauieHTaM 3 NnopyLLeHHAM 61HOBOTHOTO pedriekcy, a TakoxX NauieHTaM, CXUIbHUM A0 BigpuKkm abo
acnipauii. Taki nauieHTV NoTpebytoTb Harna4y NPOTAroM 3acTocyBaHHA Nikapcbkoro 3acoby ans
OUYULLEHHA KNULLEYHUKY.


https://likicontrol.com.ua/%D0%BE%D1%81%D0%BE%D0%B1%D0%BB%D0%B8%D0%B2%D1%96-%D0%B7%D0%B0%D1%85%D0%BE%D0%B4%D0%B8-%D0%B1%D0%B5%D0%B7%D0%BF%D0%B5%D0%BA%D0%B8

- MauieHTaM 3 rinoKiHETUMHMMK po31agaMu LLITYHKOBO-KMLLIKOBOrO TpakTy abo HaAaBHICTIO B aHAMHE3I
MeauYHMX cTaHiB abo onepauin Ha LWWNYHKOBO-KULLKOBOMY TPaKTi, LLLO CNPUAKTL FiNOKIHETUYHUM
po3nagam.

linepypukemia

- likapcbkuit 3acib MoOXXe BUKNMKATM TMMYacoBe He3Ha4YHe abo NoMipHe NiaBULLEHHA PiBHA CEYOBOI
kncnotu. Nepepn 3acTocyBaHHAM flikapcbkoro 3acoby cnig BpaxoByBaTu MOTEHLUINHY MOXXMBICTb
NigBULLEHHS PiBHA CEYOBOI KNC/I0TU Yy NALEHTIB, LLLO MatoTb y aHaMHe3i nposABu nogarpu abo
rinepypukemii.

lwemiyHul konim

- OCMOTMYHI NPOHOCHI 3aC0bM MOXKYTb CAPUUYMHATU apTO3HI BMPa3KM CIIM30BOT 06010HKM TOBCTOI
KULIKK. Y nicnapeecTpauinHnuin nepiod NoBigaoMnAnocs Npo B1Unaaky illeMivyHOro Konity, BKao4varoumn
CEepMO3Hi, L0 BMMaratoTb rocnitanizauii. lNauieHTaMm, y AKMX nicnsa 3actocyBaHHA I3ikniHy BUHMKAOTb
panToBi 60/ B XXMBOTI, LLLO CYNMPOBOAXKYHTbCA UM HE CYNPOBOAXKYHTbCA KPOBOTEUEHD 3 MPAMOT KMULLKN,
a60 iHLWi CMMNTOMM iLLEMIYHOTO KOJITY, C/ig HeramHo 3BepHyTUCA A0 NikapA.

Joanamkosa iHpopmayia

- likapcbkui 3acib He NpM3HayYeHnin Ansa NpumnoMy B Hepo3eeneHoOMy BuUrnagi. beanocepegHin
NPUMNOM HEPO3BELEHOIO PO3UNHY MOXKE NiABULLNTU PU3UNK HYAOTU, 6/110BaHHA, 3HEBOAHEHHSA Ta
€NeKTPOMITHUX MOpYyLEeHb. BMiCT KOXXHOT NNALWKK CNig, pO3BECTM BOAOO Ta NpUMMaTK 3 404AaTKOBO
BO/JOHO 3rigHO 3 peKoMeHaaLiasMn 3 MeToto 3abeaneyveHHA NepeHOCUMOCTi NikapcbKoro 3acoby.

- likapcbkunn 3acib Mictutb 247,1 mmornb (a6o 5,684 r) HaTpiro Ha NAAWKy. IHhopMauito HeobxigHO
6paTu 0o yBarm nauieHTaMm, Lo AOTPUMYOTbCA AiETU 3 06MEXKEHMM BMICTOM HaTpito.

- likapcbkunin 3acib Mictntb 35,9 MMonb (abo 1,405 r) kanito Ha nnALwKy. IHpopMauito HeobxigHo 6paTun
[0 yBarn nauieHTaM i3 nopyLueHHAM PyHKLii HUpOoK abo nauieHTaMm, Lo 4OTPUMYHOTbCA OiETU 3
obMe>xeHMM BMICTOM Karito.

B3aemogia 3 iHWuUMuU nlikapcbkuMu 3acobamMu ma iHwi Bugu B3aemogid.
AK i ona 6yab-aKnX iHLKX NikapCcbknx 3ac0obiB A1 OUYNLLEHHS KULLEYHUKY:

- 3acTtocoByBaTh 3 06epeXXHICTIO NauieHTaM, AKi NpunMaroTb 6/10KaTOPU KanbLieBUX KaHanis,
AiypeTunkn, npenapatu nitito abo nikapcbki 3acobu, LLLO MOXYTb BN/IMBATU Ha PiBHI €/1EKTPOSIITIB.

- PexoMeHayeTbcAa 06epexkHICTb MpU 3aCTOCYBaHHI flikapcbknx 3acobiB, LWL,040 AKUX BigOMO, LLLO BOHU
MatoTb BNacTUBICTb NoaoBXXyBaTu iHTepsan QT.

- [liapen € ouikyBaHMM HacniAKOM; CynyTHi nepopanbHi nikapcbki 3acobu, Aki NnpurMaroTb NpoTAroMm 1-
3 roguH Big noyaTky flikyBaHHA Ta 40 3aBEPLUEHHSA NPOLLECY OYMLLEHHSA, MOXXYTb BYTU BUMMTI 3i
LLNYHKOBO-KMLLKOBOIO TpakTy Ta He abcopbyBaTnca HaneXXHnM YmHoM. TepaneBTuYHNN edekT Big
perynAapHoO 3aCTOCOBYBaHWX NepopasnbHUX NiKkapCbkmx 3acobiB 3 By3bKMM TepaneBTUUYHUM
Aiana3oHoM abo KOPOTKMM TEPMIHOM HaniBpo3naay (Takux AK nepopasnbHi KOHTpauenTueu,
npoTMeninenTu4Hi 3acobu, npotnaiabetnyHi 3acobu, aHTUBIOTUKM, NEBOTUPOKCUH, ANTOKCUH TOLLLO)
MO>Ke 3a3HaTy 0cob6MBOro BNINBY.

OcobsuBocmi 3acmocyBaHHA.

3acmocyBaHHA y nepioa BarimHocmi abo roayBaHHA rpyaaro.

[aHi oo 3actocyBaHHA LbOro ikapcbKoro 3acoby BariTHMM >KiHKaM BiACYTHi.
3acTocyBaHHSA nikapcbkoro 3acoby NpoTsAroM BariTHOCTi He peKOMeHAYETbCA.

HesigoMo, un BuainaeTbca nikapcbknin 3acib B rpyaHe MOMOKO.



He Mo>xHa BUKNOYNTU PU3UK A1 HOBOHAPOAXKEHMX/HEMOBNAT.

loaoyBaHHA rpyaaro cnig NpUNUHUTU, AOKU HE MUHE 48 roguH Mnicnisa npunoMy Apyroi Ao3u I3ikniHy.
depmusnbHicme.

[aHi wono BnnmBy Ha GepTUNbHICTb BIACYTHI.

3aamnicmeb BriziuBamu Ha wWBUAKICMb peakyii npu kepyBaHHi asBmompaHcrnopmom abo iHWwuMu
MexaHi3MaMmu.

Jlikapcbknin 3acib He BNAMBAE Ha 34aTHICTb KepyBaTh TPAHCMOPTHMMK 3acobamMum Ta npauoBaTn 3
iHLLMMW MexaHi3MaMu.

Cnioci6 3acmocyBaHHA ma 403U.

LHopocni

[na Hane>kHOro oUnLLEHHA KULLEYHMKY NOTPIGHO 3acTOoCOBYBATM BMICT 2 nMaALok I3ikniHy. MNepep,
3acTOoCyBaHHAM BMICT KOXKHOI NIALLKK CNifg PO3BECTU Y BOAiI 3 BAKOPUCTAHHAM CTakaH4MKa, Lo
[o0aeTbCA, A0 OTPMMaHHA 3aranbHoro 06’emMy 6n113bko 0,5 n; nicna 3acTocyBaHHA CNif 404aTKOBO
npunHATK 1 NiTp BoagM abo Npo30poi piagnHU NPOTAroM 2 rogmH.

[o3BoneHi npo3opi pianHu: Boga, Yanabo kaea (6e3 Monoka abo HEMO/TOYHMX BEPLLKIB), ra3oBaHi abo
HeraszoBaHi 6e3anKoronbHi Hanoi, Cokn 3 NPOTEPTUX PPYKTIB 6€3 M’AKOTI (He UepBOHOro abo
NypnypoBoro Konbopy), 6ynbiioH abo cyn, NpouiaxeHnin 4o Npo30pOcCTi.

3aranbHuim 06’eM pianHU, AKMN HEOBXIAHO BXXUTK ANA OUYNLLEHHSA KNLLIEYHUKY, CTAHOBUTb 61M3bKO 3
niTpiB, WO MatoTb ByTM NPUNHATI NepopasnbHO Nepes npouenyporo. Lien nikapcbkmii 3acié MoxkHa
npuMMaTn po3aineHnMn o3amMm (NMpPoTAroM ABox 4i6; Npy LbOMY BMICT MepPLUOT NAALLKN NPUMMaeTbCA
BBeYepi Nepes NpoLenypoto, a Apyroi - HacTynHoro paHky) abo > NpoTAroM o4HOro AHA, K ONMcaHo
HmKue (anB. «Criocib 3acTocyBaHHSA»). TOYHUI PEXXUM A03yBaHHA Ta YacTOTy NPUNOMY BU3HAYaE
nikap.

AKLL,0 yac npoBeaeHHA Npoueaypu A03BONAE, PEXMMY PO3AINEHNX 003 CNid BiggaBatn nepesary
nepep ogHogo060BUM pexxMmoM. OgHOA060BUIN PEXXNUM A03YBAHHA € MOTEHLIMHO KOPUCHUM
anbTepPHaTUBHUM PEXXMMOM.

Cnocib 3acmocyBaHHA

PEXWM PO3AIJTEHNX AO3 (asBoaob6oBuiA)

LeHb nepea npoyeayporo:

PaHo BBeuepi nepen npoueaypoto (Hanpukniag o 18:00):

- BMicT 1 nnawkun nikapcbkoro 3acoby BUMNTU B CTaKaHUKK, LLLO 3HAXOAUTbLCA B yNaKoBLii, Ta pO3BECTU
BO/,0HO A0 MipHOI NiHii (To6To 6n1n3bKo 0,5 N).

- MauieHT Mae BUNUTK LEen po3BeAeHUN PO34YMH, 3anNmBLLN MOro A04AaTKOBO ABOMa HAarNnoBHEHMMU [0
MipHOI NiHii cTakaH4YKKkaMm Boamn abo nNpo3opoi pianHm (Tob6T10 61K3bKO 1 1), NPOTArOM 2 rOANH.

LleHb npouegypu
3paHky nepea npouenypotro (depe3 10-12 roauH nicna BeYipHbOi A03M):

- BMicT gpyroi nnawku nikapcbkoro 3acoby cnig BUNnTu B CTakaHUuMK, L0 3HaXoAUTbCA B yrnakoBLi, Ta
pPO3BECTW BOAOHO A0 MipHOI NiHii (To6To 651n3bko 0,5 n).

- MNauieHT Mae BUNUTK LLEN PO3BEAEHUI PO3UNH, 3aMMBLLM NOro 404aTKOBO ABOMA HAaNOBHEHNMM [0
MipHOI NiHii cTakaH4YKKkaMm Boam abo nNpo3opoi pignHm (Tob6T10 61KM3bKO 1 1), NPOTArOM 2 rOANH.



Mpninom ycboro po3eeaeHoOro po34vnHy nikapcbKoro 3acoby Ta 4o4aTKoBOi piauHM (Boan abo
Npo30pOoi piAnNHM) cNig 3aBepLUNTA:

- y pasi BigCcyTHOCTI HApKO3Y - NPMHANMHI 3a rogMHy 40 NoYaTky npoueaypu;

-y pasi npoBefeHHA HApPKO3Y - AK MiHIMYM 3a 2 roauHU A0 novaTKy npouenypu, BianosigHO 00
iHCTpyKUin aHecTesionora.

OAHOOOBOBUI PEXXMM JO3YBAHHA (anbTepHaTUBHUIA PEXKUM [,03yBaHHH, LLLO MOXKE
3aCTOCOBYBATMUCA 3a/71€XXHO Bif iHAMBIAYaNnbHUX KNiHIYHMX NOTPeb nauieHTa)

Beuip nepea npoueayporo:

PaHo BBeuepi nepen npouenypoto (Hanpuknag o 18:00):

- BMicT ogHiei nnawkm nikapcbkoro 3acoby cnig BUNNTN B cTakaH4YMK, L0 3HAaX0A4MTbCA B yNakoBL,i, Ta
pPO3BECTW BOAOH A0 MipHOI NiHii (6nnsbko 0,5 n).

- MauieHT Mae BUNUTK LEN PpO3BEAEHUN PO3UMH, 3aNMBLUM MOro A04aTKOBO ABOMa HAarNoBHEHMMU A0
MipHOI MiHii cTakaH4YKKaMm Boam abo Npo3opoi pignHm (Tob6T10 61K3bKO 1 /1), NPOTArOM ABOX FOAUH.

MpnbnuaHo uepes 2 roguMHK Nicna noYaTky NpMMnoMy nepLloi A4o3u (Hanpuknag o 20:00):

- BMicT gpyroi nnawku nikapcbkoro 3acoby cnig, HannTu B CTakaH4uK, Lo 3HaxXo4MTbCA B ynaKkoBLi, Ta
pO3BECTW BOAOH A0 MipHOI NiHii (6nnsbko 0,5 n).

- MauieHT Mae BUNUTK LEeN po3BeAeHUN PO34MH, 3aNMBLUM MOro A04aTKOBO ABOMAa HAarNoBHEHMMU A0
MipHOI NiHii cTakaH4YKKkaMm Boam abo Npo3opoi pignHm (Tob6T10 61K13bKO 1 1), NPOTArOM 2 roANVH.

Mpninom ycboro po3eeaeHoro po34vmHy nikapcbkoro 3acoby Ta 4o4aTKoBOi pianHM (Boan abo
Npo30poi piAnNHM) cnig 3aBepLUnNTA:

-y pasi BiACyTHOCTIi HapKOo3y - MPMHaMMHI 3a roAWHY 40 No4vaTKy npoueaypw;

-y pasi NnpoBefeHHA HApKOo3y - AK MiHIMYM 3a 2 rognHu 4o novaTKy npouenypu, BianoeigHo oo
iHCTpYKUin aHecTesionora.

Hwu>xkue onmcaHo HeobXxigHi KpOokM ana o60x BUAIB peXUMY:

1. BigkpunTu nnAaLwwKky, HeAOCTYNHY ANA BiAKPUTTA AiTbMU, HATUCHYBLLM Ha KPULLIKY Ta MOBEPHYBLUM i MPOTU FroaV

®¥ ] Open the childproof
"’® s’ | bottle by pressing down
Y |on the lid and twisting
anti-clockwise

2. BunnTu BMicT ogHiei nnaLwwkm nikapcbkoro 3acoby B cTakaHYMK 3 MipHOHO fiHiEtO.

Puc. 1.



Pour the contents of
one bottle of Izinova
into the cup.

Puc. 2.

3. JonaBatun BOoAy A0 flikapcbkoro 3acoby, A0KM piBeHb He A0CATHE MiPHOI MiHii Ha CTakaH4YKKy.

3 | ﬁ Add water to the
medicine until the level

** reaches the line on the
cup.

4. Bunutm BCHO pPiAVHY B CTaKaHUMKY (MPOTAroM MniBrognHU-roguHn).

By ~in| Take your time (over
half an hour to an hour])
to drink all the liquid in
the cup.

Puc. 3.

Puc. 4.

5. BAX/INBO:

Bunutn we aBa (2) ctakaHumMKu Boaun abo npo3o0poi pianHu. LLlopasy HanoBHOBaATN CTakaH4YNK BOO,OHO abo npo

B € |IMPORTANT

Drink two (2) more

i ir *} cups of water or clear
liquid

6. Bunmntu BCto pignHy B KOXKHOMY cTaKaH4YuKy (MPOTAroM NiBrogmHu).

Puc.5.

Puc. 6.

2 X ahr
Take your time (over half
an hour) to drink all of
the liquid of each cup.

Kpokn 1-6 MatoTb 3alHATM 611M3bKO 2 rOgMH | MatoTb 6YTY NOBTOPEHI ANs peXXnUMy po3gineHnx 4os.




Micna npouenypun

3 MEeTOHo BigHOB/IEHHSA PigMHK, BTPAaYeHOi NpOTAroM NigroToBKU 40 NpoLeaypu, nawieHTam cnig
pekoMeHayBaTh BXXUTW AOCTaTHIO KiNbKiCTb PignHM Nicna npoueaypu 3 METOMO NiATPUMAaHHA
Hane>xHoro piBHA rigparauii.

XapyoBi 06MexXeHHs

B neHb nepen npouenyporo 403BONTEHNIN NTIETKUA CHigaHoK. [icns uboro nauieHToBi 3aMicTb 06iay,
Beuepi Ta 6yab-AKMX iHLLMX NPUNOMIB iXXi cNig BXXMBaTK NKMLLE NPO30pi pianHK, 0OKM He Byae
nposegeHo npoueaypy. Cnig yHUKaTm 4YepBOHMX i NYPNypPOBUX PigMH, MOIOKa N ankoroibHUX HamnoiB.

Oco6nusi nonynayii

[MayieHTi NiTHLOrO BiKY

3aranom BigMiHHOCTeN Wwono 6e3nekn abo ePpeKTUBHOCTI 415 NALLIEHTIB MNiTHbOrO BiKy Ta iHLLIWX
nauieHTIB NPOTAroM K/iHiuHOT po3pobkun nikapcbkoro 3acoby He crnocTepiranocs. NMNotpebu B
Moaundikauii 4O3W oA NaLieHTIB NiTHbOro BiKy HEMae, NPOTe A4 Wiei monynauii cnig, BXXueatm
0cob61mBKXx 3aNobiXKHUX 3ax0oaiB, AK i 4Na 6yab-aKoi iHWOoi nonynauii 3 NigBULLEHMM PiIBHEM PU3NKY.

MNauieHTn 3 nopyLieHHAM OYHKLLT HUPOK

Lnsa uiei nonynauii Hemae gocTaTHiX ganux. Notpebu B Moandikauii o3n ona nayieHTiB i3
nopyLleHHAM bYHKLiT HUPOK Bi HE3HAYHOro A0 NOMIPHOro CTyNeHa HeMae, NpoTe AN wiel nonynauii
cnip BXuBatn ocobmBMx 3anobi>kHWX 3axoaiB, AK i Ana 6yab-aKoi iHWOoi nonynAuii 3 NiABULLEHUM
piBHEM pMn3KnKky. Jlikapcbkui 3acib He cnig 3acToCOBYBaTU NMaL€HTAM i3 TAXKKUM NOPYLUEHHAM PYHKLIT
HUPOK.

MauieHTn 3 nopyLieHHAM QYHKLLIi neYiHKu

Lnsa uiei nonynauii Hemae gocTaTHiX gaHux. NoTpebu B Moandikauii ,o3n ona nayieHTiB i3
nopyLleHHAM GYHKLIi MeYviHKu HeMae, NpoTe Ana uiei nonynawii cnig BXxneaty 0cobnmBmx 3anobid>kKHUX
3axomiB, AK i AnA 6yab-aKoi iHLWOT nonynALii 3 NiABULLLEHUM PIBHEM PU3UKY.

Adimu.

Besneka i epeKTMBHICTb NikapcbKoro 3acoby ana airen (Tobto nauieHTiB BikoM Ao 18 pokiB) Hapasi He
BCTaHOBNEHI. [laHi 040 3aCTOCYBaHHA AiTAM BigCYTHI.

lNepeno3yBaHHA.

Y pasi nepeno3yBaHHA abo HeENPaBWU/IbHOIoO 3aCTOCYBaHHA (Hanpuknaa Hepo3BeAEHHSA NiKapCbKOro
3acoby Ta/abo HeOCTaTHE BXXMBaHHA BOAW) OYiKyBaHMMMW € HyA0Ta, 6/1t0BaHHA, diapeda Ta
eneKTPOIiTHI NopyLUEHHSA. 3a3BMYaln A4OCTaTHLO NPOBEAEHHA KOHCEPBATUBHOI NepopanbHoOi
perigpaTtauii. [Mpy ManoMMoOBIipHOMY CEPMO3HOMY NOPYLLUEHHI 0BMiHY peYOoBMH BHAC/iA0K
nepenosyBaHHA CNif NPOBECTU BHYTPILLIHbOBEHHY perigpataLito.

lMo6iyHi peakuii.

YacTtoTa nobiuHmMx peakuin knacnoikyeTbCa TakMM UMHOM: ay>e yacTo (=1/10); uacto (=1/100 go
<1/10); HeuacTo (=1/1 000 go <1/100), pigko (=1/10 000 go <1/1 000), ay>ke pigko (<1/10 000),
HEBIAOMO (HEMOXKIMBO OLLIHNTU Ha NiACTaBi HAABHUX AaHUX).

Y Tabnuui HaBegeHo NobiyHi peakuii 3a AaHUMK KNiHIYHUX A0CNIO)KEHDb Ta OKpeMux Bunaakis. Okpim
TOro, 3a3HaveHo nobiyHi peakuii, Npo AKi NOBiOMNANOCA B XO4i NicNApeecTpaLiiHOro Harnagy.

Knac cucrem YacToTa Mo6iuHa peakuis
opraHie




3 60Ky iMyHHOI HegigoMo (gaHi linep4yTnMBICTb (BK/IKOYAOUYM KPOMNUB’AHKY, CBEPOIXK,

cucTeMu nicnAapeecTpauinHoro [Bmcun, eputemy, 3aguLLKy, BiguyTTa CTUCKaHHA B ropni)
Harnaay)

3 60ky HepBoBOi  |HeuacTo [onoBHUM 6inb, 3aNaMoOpPoOYEHHA

CUCTEMU

3 60Ky TpaBHOro |[y>xe yacTto 3ayTTAa >XXMBOTa, abgoMiHanbHUI 6inb, HyaoTa,

TpakTy 6ntoBaHHA
HeuacTo AHOpeKTanbHUM AUCKOMOPT, CyXiCTb Y POTI

3 60Ky HMPOK i HeuacTo Onzypia

CEYOBMUBIQHNX

wnAxis

3aranbHi po3nagn |Qy>xe yvacto OnckomopTt

Ta NOpYyLUEHHA B

N HeuacTto O3H06

MicCLi BBEAEHHA

NlabopaTopHiTa HeuacTto MigBMLLEHHA piBHA acnapTaTaMiHoTpaHcdepasu,

iHCTpYMeHTanbHi niABULLEHHA PiBHA KpeaTUHdOoCPOKiHA3KM B KPOBI,

OaHi nigBULLLEHHA PiBHA NnakTaTAerigporeHa3mn B KPoBi,

rinep6inipybiHeMia, NnopyLLEHHA XiMIYHOro cknaay Kposi,
BK/HOYAKOUM FinoHaTpIieMIto, rinokanieMito,
rinokanbLieMito Ta rinepypmKeMiro

TuMyacoBe NigBULLEHHA PiBHA CEYOBOI KMCMIOTK CNOCTEepIranu nig vyac KNiHiuHMx BunpobyeaHb. [0
nauieHTiB 3 NnpoaBaMu nogarpu abo 3 rinepypukemMieto B aHaMHe3i anB. «Ocobnuei 3axoamn 6eanekn».

He 6yno BiaMiHHOCTEN y faHnx 3 6e3nekn Mi>k HaceneHHsM NOXMUI0ro BiKy Ta iHLUMMK NaLlieHTaMm nig,
yac KniHibYHoi po3pobkun. OgHak cnig, cTaBUTMCA A0 NaLiEHTIB NiTHLOTO BiKyY, AK i A0 6yAb-aKoi rpynu
BUCOKOro pu3uky (ame. «Ocobnmei 3axonm 6e3anekm»).

[Ona nauieHTiB 3 nopyweHHAM GyHKLiT HUPOK abo nedviHkm auB. «[1poTmnnokasaHHa» Ta «Ocobnumei
3axogu 6e3neku».

MNoBigoMneHHA Npo nNobiyHi peakLii

MoBigoMneHHa Npo NobiyHi peakuii nicnA peecTpaduii nikapcbKoro 3acoby € Baxxnmeumu. Lie
3abe3nevye NOCTIMHUIM MOHITOPUHT CMiBBIAHOLLEHHA KOPUCTL/PU3UK 3aCTOCYBaHHA NiKapCbkoro
3acoby. Megun4yHMX NpauiBHUKIB NPOCATb NOBIAOMAATU NMPo Byab-AKi Migo3ptoBaHi Nob6iYHI peakuii
yepea HaLlioHasbHY CUCTEMY MOBIAOMMEHD.

TepMiH npugamHocmi.3 poKu.

Micna nepLworo BigkpmMBaHHA NNALWKK Ta/abo po3BeAEHHA Y BOAI PO3UMH CAif BUKOPUCTATU HEFranHO.
YMoBu 36epiraHHA.

36epirat B opuriHanbHiM ynakoBLUi 418 3axMUcTy Bifg Aii ceitna.

He notpebye ocobnuBoi Temnepatypm 36epiraHHsa.

He cnig 36epiratv nicna nepLuoro BigkpuBaHHA NNAWKK Ta/abo po3BeaeHHA.

HecymicHicmeb.

JNlikapcbknin 3acib He cnig 3MillyBaTh 3 iHLLIMMU flikapCcbkKnMK 3acobamMi.



YnakoBka.

Bnnsbko 176 M KOHUEHTpaTY A8 opasibHOro PO3UNHY Y MAALLI 3 KPULLKOHD, LLLO HAarBUHUYETbCS,
HeAOCTYMHOO ANA BigKPUTTA AiTbMU, 3 6araToLLapoBO CUCTEMOHO YLLINIbHEHHA; MO 2 NALIKK Y
KOMM/EKTi 3 04HMM CTaKaH4YMKOM 3 MipHOHO JTiHIE Y KAPTOHHIN KOpobu,.

KaTteropis Bignycky.3a peuenToM.

Bupo6HUK.

BO®YP INMCEH IHOYCTPI.

MicuesHaxoapkeHHsa BUpobHMKa Ta Moro agpeca Micua NpoBaa>XeHHA AisnbHOCTI.
Pto ETe BipToH 28100 pbo, ®paHuis.

3afABHUK.

INCEH KOHCbIOMEP XEJ/ICKEA

AKUiOHEpPHe TOBApUCTBO CMPOLLLEHOrO TUMNY

MicuesHaxoa>KeHHs 3asaBHUKa Ta/abo NnpeacTaBHMKA 3asBHMKA.

65 Habepe>xHa Xop>xx Nopc 92100 bynoHb-binankyp, PpaHuis



