IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

Epmynun®

(Ermucin®)

Cknao:
ditoua pevosuHa: erdosteine;
5 MIJI CyCleH3il i IepopalbHOT0 MPUINOMY MICTATE epaocTeiny 175 Mmr;

donomigcHi peuosuHU: caxapo3a, HaTpito 6en3oar (E 211), HaTpio KPOXMAJIBIIIKOJIAT, apOMaTH3aToP
areIbCUHOBUY, KMCIIOTA TIMMOHHA 6e3BOHA, 1IyKpano3a, cMakoBa nob6aBka Mask CLD nat.

JIikapcbka ¢opma. [TopoImoK fjis opaibHOiI CyCIeHsii.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: OpiOHOOUCIIEPCHUM, CUITYUHH TIOPOIIOK 6iloro KONbopy, 3
XapakKTepHUM IPUEMHUM 3allaXOM Ta alleJIbCHHOBUM CMaKOM.

dapMakoTepaneBTHYHA rpymna. 3aco0y, 1[0 3aCTOCOBYIOTHCS IIPY Kalllli Ta 3aCTygHUX
3axBOpIOBaHHAX. BigxapKyBasbHi 3aco01, 3a BUHATKOM KOMOiHOBaHUX IIpeliapaTiB, IKi MiCTATh
IIPOTUKAIILOBI 3acobu. MykomituuHi 3acobu. Epmocrein. Kog ATX RO5C B15.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Epnocrein — MyKoJiTUYHA CIIONyKa, Hisl KOl oIlocepenKoBaHa ii akTuBHUMU MeTabositamu. LIi
MeTaboIiTH MalOTh BiJIbHI TiONOBI IPYIH, SKi CIPUYUHSIOTh PYHHYBaHHS OUCYNTbQITHUX MiCTKIB, 110
3B’A3yI0Th BOJIOKHA TJIIKOIIPOTEIHiB, i TAKMM YMHOM 3MEHINIYIOTh eJTaCTUYHICTh Ta B'SI3KiCTh CTu3y. B
pe3ynbTaTi 3acib CIprse OUMINeHHIO AUXaTbHUX LIUISXIB Bil CEKPETY Ta MifBUIlly€e eheKTUBHICTh
MYKOLIAJIIapHOTO MeXaHi3My BULalIeHHS CIIU3Y i CIM30BO-THIMHUX BUAINIEHD 3 BEPXHIX Ta HUXKHIX
OUXaJIbHUX LIJIAXIB.

OKpiM MYKOTITUYHUX BIaCTUBOCTEN, €PAOCTEIH BUSABIISAE aHATATOHICTUYHUY BILIUB Ha JIOKaIbHE
YTBOPEHHS BITbHUX PafyKalliB Ta IPUTHIYyEe aKTUBHICTh (PEPMEHTY eJlacTa3y.

Takoxk epoocTeiH 3HUXKYE afire3UBHY 3MATHICTh TPAMIIO3UTUBHUX Ta TPAMHETaTUBHUX OAKTepii 11010
eMiTesIii0 OUXaabHUX NUISXiB. BHACTIMOK 1IbOTO aHTHOAKTEPiaTbHOTO aHTHAATE3UBHOT0 e(PEeKTY, 110



OyB mOBefleHUN B XO[Ii OOCIiAXKEeHb in Vitro, MoXke 3MeHIIyBaTUCs 0aKTepianbHa KOJIOHI3allid Ta
3HUXKYBATHUCS PU3UK OakTepiambHOi cynepindexil.

EppocTeiH TakKOX i€ K aKIENTOP BUIbHUX pafiiKalliB KUCHIO, 3amo0irae iIXHbOMy YTBOPEHHIO
JIOKAJIbHO Ta 3HAUYyII0 3MeHIIYy€E pPiBeHb 8-i30IIpOCTaHy gK MapkKepa IepeKUCHOTI0 OKUCIIeHHS JIIifiB.
Ha npotusananbHuil epeKT epaoCTeiny in vitro Ta in vivo TaKOX BKa3yBaJl0 3HUXKEHHS CUHTE3Y
OesIKUX Mpo3alalbHuX NUTOKiHIB (IL-6, IL-8).

EpmocTein mepemkomxae iHriOyBaHHIO anbda-1-aHTUTPUIICUHY TIOTIOHOBUM JHUMOM, 3arobiraroun
TaKMM YMHOM ypaXKeHHSM, 1110 CIPUYUHSIOTECS CMOTOM a0 TIOTIOHOMATiHHSIM.

IIo Toro X epHocTein 30inblye KOHIIEHTPalio IgA B quXanbHUX IIJITXaX V NALli€eHTIB 3 XPOHIYHUM
0OCTPYKTHBHUM 3axBopioBaHHSM JiereHb (XO3JI) Ta 3anobirae iHridyBaHHIO I'paHyJIOIUTIB,
BUKJIMKAHOMY TIOTIOHONAJIiIHHSAM. EpiocTelH TaKoXK 30ibIllye KOHIIEHTPAIlil0 aMOKCHUIIMIIIHY B
OpoHXiaTbHOMY CEKPETi, i 0TKe, TepaleBTUUHUY e(deKT IPU OMHOYACHOMY 3aCTOCYBaHHI X 3aco0iB
Oyme OinbII MIBUOKUM IIOPiBHSIHO 3 TEPAEBTUYHUM e()eKTOM MOHOTepallii aMOKCHUITUITIHOM. Y
nartieHTiB 3 XO3JI Teparmis epgocTeiHoOM TPUBAJiCTIO 8 MiCAIliB TPHU3BOAMIIA 10 3MEHIIIEHHS YaCTOTH
3aroCTpeHb 3aXBOPIOBAHHS Ta [0 HOKpPAIaHHS SKOCTI XKUTTS.

Iist 3aco0y mposIBNIETLCS IPUOIU3HO Yyepe3 3-4 [HI micis movyaTKy Teparrii.

EpmocTein cam o cob6i He MicTUTh BinmbHUX SH-paguKaiiB, SKUM i MIPUIKUCYETHCSI aKTUBHICTE,
OCKiJIbKY BOHM XiMiyHO 3a67T0KOBaHi i CTalOTh BimbHUMU JTHIIe micis MeTabosmizalil abo y myKHOMY
cepepnoBuii. ToMy Oy HbOTO B/IaCTUBI He3HAUYHUY BIUIMB Ha IITYHKOBO-KUIIKOBUY TPakT (IIIKT) mpu
3aCTOCyBaHHI peKOMEH0BaHUX [103, BiICYTHICTh HETIPEMHOTO IIPUCMAKY i BiTpuKKHU, obdpa
IIepeHOCUMICTE, a mpodinb Hebaxanux aButl 3 00Ky IIIKT He Bifpi3HA€THCS Bif TAKOTO IPH
3aCTOCyBaHHi mare6o.

dapmakoKiHemuxka.

EppocTein mBuaKo abcopOyeThcsi; MeTaboli3yeThCs MEUiHKOI 3 YTBOPEHHAM IIoHaMeHIIe 3
aKTUBHUX MeTa0oIIiTiB, HaibinbuI momupeHuM (v % BigHOIIEHHI) Ta aKTUBHUM 3 SIKUX € N-
tiogurnikominromouuctein (Metabomt 1, a6o M1). OcHoBHI papMaKoOKiHETHYHI MapaMeTpH (mist M1):
Crax 3,46 Mxr/™Mm; T, 1,48 rogunau; AUC (0-24 rogunu) 12,09 mr/n/ron. PiBeHb 3B’93yBaHHSA
ephocTeiny 3 OinKamu njaa3Mu KpoBi CTaHOBUTE 64,5 %. EniMiHaliisl BinOyBa€eThCA 3 ceYero Ta KajoM,
ne Oynu BUSIBIIEH] JTMIIe HEOPTaHiyHi CyIbdaTy.

[Nepion HamiBBHMBe#eHH (B LiIOMYy AJIS IIpemnapaty, ToOOTO [ epAOCTeIHy Ta oro MeTaloIliTiB)
CTQHOBUTH > 5 TOAWH. baraTokpaTHe 3aCTOCYBaHHS Ta IPUKOM 1XKi He 3MiHIOIOTh
dapMmakokineTuuHUY mpodink npenapaty. 2KogHUX 03HAK KyMyJsiii abo iHoyKIii hepMeHTiB He
CIIOCTepiranocs.

[Tpu nopymeHHAX GYHKIII IeYiHKY criocTepiranocs 36inmbinenHs 3Hauens C,,, Ta AUC.

Kpim Toro, mpu TSXKKUX po3jafgax QyHKINI IediHKK CIlocTepiranocs 36imbIIeHHs Iepiomy
HaliBBUBeMeHHS 3ac00y. [Ipy TSIXKKili HUPKOBiM HEJOCTATHOCTI iCHYe pU3UK KyMyJIsllii MeTa0OJTiTiB.

KriniyHi xapaKTepUCTHKH.

IToxa3aHHs. 3MeHIIEeHHS B’ I3KOCTi Ta MOJIETIIEHHS BifXapKyBaHHs OPOHXiaIbHOTO CEKPEeTy IIpu
JIIKYBaHHI TOCTPUX 1 XPOHIYHUX 3aXBOPIOBaHb BEPXHIX Ta HUXKHIX IUXAJIbHUX IUIAXIB, TAKUX K



OpOHXIT, PUHIT, CHHYCUT, TapUHTO(DAPHUHTIT, 3aTOCTPEHHS XPOHIYHOT0 OPOHXITY, XPOHiYHE
o0CTpYyKTUBHE 3axBopioBaHHs nerenb (XO3JI), rimepcekpeTopHa GpoHXianbHa acTMa,
OpOHXOEKTaTHYHa XBOPoOa.

IIpomunoka3aHHs.

- linepuyTnuBicTh 7o mirouol pedoBuHU abo mo OyOb-KOi 3 epeliyeHux JOMOMIXKHUX PeYOBUH, abo
[0 PEYOBHH, 1110 MIiCTATh BiIbHI SH-rpyny;

- po3napgu 3 OOKY MeviHKM (Hampukian 30inbiIeHHs piBHIB TyxKHOI ¢pocdaTas3u abo TpaHCaMiHa3 y
CHPOBATIIi KPOBI TOI0), Y TOMY YHCIIi IIep03 MEeYiHKY;

- HUPKOBa HEJIOCTATHICTh (KJIipeHC KpeaTHHIHY < 25 MJI/XB);

- TOMOITUCTHHYPIs (11e¥ miKapCchKu# 3acib € mKepesoM roMOIMCTeIHY, a Hapa3i HeMa€e JOCTYITHUX
MaHUX II0J0 3aCTOCYBaHHS €PHOCTEIHY Y pa3i BpOOKeHUX IOpyIleHb  MeTabosi3My aMiHOKMCIIOT,
0CO0NIMBO Y TIAIIiEHTIB, IKi BUMYIIEHI HOTPUMYyBaTHUCSI 6€3METiOHIHOBOI [Ii€TH) Ta HEOOCTATHICTh
(bepMeHTy LKUCTaTiOHIH-CHHTEeTa3u — Yepe3 MOXKJIMBU BIJIUB Ha MeTa00JI1i3M MeTioHiHY;

- BUpa3KoBa xBopo0a B aKTHBHiH (a3i;

- (heHiTKeTOHYPif.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

He cnocTepiranocst komHuX HeOakaHUX B3aEMOIN 3 iHITUMHU JTiIKapCbKUMU 3aco0aMHu, SKi 4acTo
3aCTOCOBYIOThCS IpH iHDeKITiax guxanbHuX msxiB Ta XO3JI, TakuMu K TeodiniH, OpoHXOTiTHYHI
CIIOJTYKH, EPUTPOMIIINH, aMOKCHUIIUIIIH a0 cynbhaMeTonpuM. EpmocTein noTeHi0e fil0 nesKux
aHTHUOIOTHKIB (HapUKIIal aMOKCULIUIIIHY, KIIaDUTPOMILIMHY), SIKi MOXKYTh 3aCTOCOBYBATHUCS 3
TepaneBTUYHOI0 METOI0, & TAKOXK MOXKe 3aCTOCOBYBATHCS Pa3oM i3 O6pOHXOgUIaTaTOPaMu
(Teodininom abo OeTa-2-agpeHOMiMETUKaMHU, TiKapChKUMM 3acob6aMu Bifi KAl Ta iH.). ByB
[OBeNEHUY CUHepriyHnM edeKT eproCTelHy IIPY OOHOYACHOMY 3aCTOCYBaHHi 3 OyecoHizoM Ta
canb0yTaMoIIoM.

Oco6 1ueocmi 3acmocyeaHHsi.

[Tpu nosiBi KTaCUYHUX O3HAK Ta CHMIITOMIB TillepUyTINBOCTI TEpaIiio epaoCcTelHOM CJIii HeranHo
IPUNUHUTH.

OpgHOYaCHe 3aCTOCYBaHHS IMPOTHKAIIILOBUX 3aC00iB € HEOLITBHUM i MOXKe CIIPUYUHUTH
HAKOIIMYEHHS CEKPeTy B OPOHXiaTbHOMY [iepeBi 3 MiABUIIEHHSIM PU3UKY PO3BUTKY CyrnepiHdexkii abo
OpoHXO0CIIa3My.

Epmyuun® mictuth caxapo3y. Caxapo3a He MiIXOOUTH MallieHTaM 31 CIIafK0BO HellepeHOCUMICTIO
(GbpPYKTO3H, CHHOPOMOM IIOPYIIEHOI0 BCMOKTYBaHHS TJIIOKO3U Ta rajlaKTO3M i 0B I3aHUM 3 HUM
IIOpPYIIeHHSM TpaBlieHHs abo mallieHTaM 3 caxapa30-i30MasibTa3HO0 HeIoCTaTHICTIO (medinuT
(bepMeHTIB, SKi pO3IIEIUTIOITh CaXapo3y Ta i30ManbTo3y). AKIIO y MallieHTa € BifoMa



HETEePEeHOCUMICTh HesKUX IyKPiB, MOTPiOHO 3BEPHYTHUCS MO NiKaps, Mepil HiXK IpuiMaTu e
nmiKapchKuy 3acib.

e nikapchbkuit 3acib MicTuTh MeHIe 1 MMoIb (23 Mr) / mo3y HaTpito, TOOTO MPAaKTUYHO BiTbLHUM Bif
HaTpilo.

e nikapcbkuii 3acid MicTuTh 10 Mr HaTpito 6eH30aTy Ha 403y 5 MJI, [0 eKBiBaJIEHTHO 2 MT/MII 3a
006’eMoM.

Moxn1Ba IPUCYTHICTh CIpYMCTOTO 3amaxy, 110 € XapaKTEPHOI0 0COONUBICTIO 1090l pEYOBUHH, a HE
03HAKOI0 IIePeTBOPEHHS JTIKapChKOT0 3aco0y.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

BeameuHicTh 3aCTOCYBaHHS €pAOCTEIHY Il Yac BariTHOCTI Ta rOMyBaHHS IPyOnio He Oya moBemeHa,
TOMY MOT'0 3aCTOCYBaHHS HE PEKOMEHAYEThCS.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

He cnocrepiranocst K0mHOTO HETaTUBHOTO BIJIMBY Ha 30aTHICTh [0 KOHIIEHTpAIlil yBaru.

Cnoci6 3acmocyeaHHsi ma do3u.

Litu. [To3y BU3HAYaIOTh BiAIIOBIAHO [0 MacCH Tija i BIKy AUTUHU:

15-20 kr (3-6 pokiB) — 2,5 My gBiui Ha HOOY;

21-30 kr (7-12 pokiB) — 5 M aBiui Ha HOOYy;

nmoHap 30 Kr (moHap 12 pokiB) — 5 M Tpudi Ha [00y.

[Topocri. [To3a s mopociux cTaHOoBUTHL 10 MIT cycneHsii 2 pa3u Ha o0y .

Y ¢nakoH i3 cyXuM IIOPOIIKOM [OIUNTE BOOU [0 IT03HAYKK i 00epexkHO 300BTalTe 10 IIOBHOTO
Ilepexony MOPOIIKY B OMHOPIAHY CycleH3ito0. [lepeBipTe piBeHb PIAWHY i, SAKINO BiH HE JOCATAE
II03HAYKY, fOofalTe MOTPiOHY KibKiCTh BOAM i 3HOBY 300BTaiiTe piguny y drnakoHi. [Ticns

PO3YMHEHHS CyClleH3i0 MoxkHa 30epiratu nmpoTsroM He Oinblre HixX 15 OHIB 3a TeMIepaTypu
2-8 °C. Ileper KOXKHUM 3aCTOCYyBaHHSIM CYCIIEH3il0 OTPiOHO 300BTYBaTH.

Himu. 1o nikapcbKy GopMy He 3aCTOCOBYIOTH HiTSIM BiKOM IO 3 POKIiB.

Ilepedo3yeanHsi.
Hapasi He moBimoOMIIANIOCS TPO KOOEeH BUIIaA0K Mepeqo3yBaHHs.

[Tpu mepeBuIlleHHI peKoMeHI0BaHo1 03U (mpuitoMm 1200 Mr/meHb) CIIOCTepiraaucs miTIUBICTh,
3aIlaMOPOYEHHS Ta MPUIIJIUBH.

[Tpu mepemo3yBaHHI @00 BUITaAKOBOMY IIPUHOMI IThOTO 3aC00Y TUTHHO PEKOMEHOYETHCS



CHMIITOMaTHU4YHa Tepar{iﬂ.

ITobiuni peakuii.

YacToTa PO3BUTKY MOOIYHUX peaklliii BU3HAYAETLCS TAKUM YMHOM: AyxKe yacTo (=1/10); gacTo
(=1/100, <1/10); meuyacto (=1/1000, <1/100); pigko (=1/10 000, <1/1000); myxke pigKo (<1/10
000), geBimoMoO (He MOXKHA BU3HAUUTHU 3 HAIBHUX HAHUX).

3 60Ky Hepeosoi cucmemu: OyxKe piAKoO — TOJIOBHUM Oiflb.

3 60Ky pecnipamopHoi cucmemu, opa2aHie 2pyo0HOi KAimKu ma cepe0oCmiHHA: OyXKe PigKo —
3a[uIIKa; HEBimoMO — OpoHXianbHa 00CTPYKIIis.

3 60Ky WAYHK0BO-KUWKOB020 MpAKmy: nyxKe PimKo — CMaKOBi po3yaau (ares3is abo muCreB3is),
HymoTa, 671t0BaHHS, fiapes, BiI4yTTs 1edii Ta 0070 B IUIYHKY.

3 60Ky wkipu ma nidwkKipHOi KAimKo8uHU: IyXKe PigKo — KPOIUB SIHKA, IOYEePBOHIHHS, eK3eMa.
3 6oky imyHHOI cucmemu: pimko — HaOpsK KBiHke.

3aeanvHi po3nadu: pigKo — HeOdiKyBaHa TillephuipeKcis.

ITogidomaeHHs npo nido3piosaHi nobiuHi peakuii

[ToBimomneHHs mpo mob6iuHi peakilil micis peecTpaliil TikapchbKoro 3aco0y Ma€ BeNvKe 3HaueHHS. Le
[a€ 3MOTY IPOBOAUTY MOHITOPUHT CIIiBBiTHOIIEHHS KOPUCThL/PU3UK IIPHU 3aCTOCYBaHHI 1ILOTO
niKapchKoro 3aco0y. Meou4yHuM Ta ¢papMalleBTUUHUM ITpalliBHUKAM, a TAKOX IallieHTaM a0o ixHimM
3aKOHHUM IIpeCTaBHUKAM CJIif] IOBiOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX IMOOIYHUX Peakilii Ta
BificyTHOCTI epeKTHUBHOCTI iKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy cucTeMy 3
(hapMakoHarIsAgy 3a nocuiaHHaM: https://aisf.dec.gov.ua

Tepmin npudamuocmi. 3 POKH.

YMmoBH 30epirannsi.

Lleit mikapchbKuy 3acib He BUMarae IKux-HeOyaob 0cobmuBUX YMOB 30epiranHs. Po3BeeHy cycneHsiio
cip 30epiratu y X0JIOOUIBHUKY 3a TeMmrepatypu 2-8 °C ynpogoBx He Oinbine HiX 15 fgHIB.

YnakoBka. ®akoH 3i ckia OypIITUHOBOTO KOJIbOPY 3 I03Ha4YKoM0 st 100 M1, TepMeTHYHO
3aKpUTHY 3aXMCHOIO TBUHTOBOIO aJlloMiHi€BOI0 KpuilKoio 3 [IE BcTaBKOIO y KOpoO1ii 3 KapToHy. Takoxk
NOOA€EThCS MIpHUYM KOHTEUHED.

Kareropis Bignycky. 3a pelenToM.
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Bupoonuk. 3ETA ®APMAIEYTIII C.IT.A., Itamis.

3asaBHHK. YAB «MPA», JIuToBCcbka Pecmy6iika.

Micue3HaxoaKeHHsI BUPOOHHKA Ta MOT0 aJpeca MicIisi IPOBaKeHHsI TisyIbHOCTi. Bia
lanBawi, 10 - 36066 Caupgpiro (VI), ITamis.

Micne3HaxoakeHHs 3assBHUKa. Byn. Toropiy 20-9, LT-01121, Binwsaioc, JIuToBChKa Pecmybrika.



