IHCTPYKIIA

JJIS1 MEIUYHOT0 32CTOCYBAHHSA JiKapCbhbKOro 3aco0y

EPMYIITH®
(ERMUCIN®)

Cknao:

ditoua peuosuna: erdosteine;

1 xancyna mictuth epaocteiny 300 mr;

O00NOMIJICHI peuo8uHU. TIETI0NI03a MIKPOKPUCTATIYHA, IOBITOH, MAarHIIO CT€apar;

CKJIaJ] 000JIOHKH: KenmatuH, TuTany aiokcua (E 171), 3amiza okenn sxoBtuit (E 172), inauroxkapmin
(E 132).

Jlikapcbka ¢gopma. TBepai Kancynu.

OcHosHi @i3uko-ximiuni nracmugocmi: XEIATUHOBI KaICyJIH 3 dKOBTUM KOPIYCOM Ta 3€JICHOI0
KPHUIIEYKOIO, [0 MICTITH MOPOIIOK BiJ OLTOTO A0 Maike O110T0 KOJIboPY.

dapmakoTepaneBTHYHA rpyna. 3aco0u, IO 3aCTOCOBYIOTBCS NpPH KalUIl Ta 3acTyJHHX
3aXBOpIOBaHHAX. BinxapkyBasibHi 3ac00M, 32 BUHATKOM KOMOIHOBaHMX IMPENapariB, SKi MICTATH
MPOTHUKAIIBOBI 3acobu. MykomituuHi 3acoou. Epnocrein. Kom ATX RO5C B15.

Dapmakon02ivni eracmueocmi.

Dapmaxoounamixa.

Epnocrein — mMyKkoJliTHUHA CTIOyKa, Ais K01 omocepeAKoBaHa i akTMBHUMU MeTabomitamu. i
METa0OJITH MAOTh BUIBHI TIOJIOBI IPYIH, SIKI CIPUYMHAIOTE pyHHYBaHHS AUCYIb(QITHUX MICTKIB,
10 3B’SI3YIOTh BOJIOKHA TJIIKOMPOTETHIB, 1 TAKUM YMHOM 3MEHIIYIOTh €IaCTHYHICTh Ta B’SI3KICTh
ciuzy. B pe3ynprati 3aci6 nornomarae OYHMIIEHHIO JUXAIbHUX IUISIXIB Bil CEKPETY Ta MiABHILYE
e(DEeKTUBHICTh MYKOITMJIIaPHOTO MEXaHI3MYy y BHJIAJICHHI CIM3Y 1 CIM30BO-THIMHUX BHIIUICHb 3
BEPXHIX Ta HUKHIX JUXaTbHUX [UISXIB.

OKpiM MYKOJITHYHUX BJIACTUBOCTEH, €pJOCTEIH BUSBISE AaHTArOHICTUYHHN BIUTUB Ha JIOKAJIbHE
YTBOPEHHS BUIBHUX PaJMKaliB Ta MPUTHIYYE aKTUBHICTh (PEPMEHTY €IacTasu.

Takox epaocTeiH 3HWKY€e aAre3uBHY 3aTHICTh TPAMIO3UTHUBHUX Ta FPaMHEraTUBHUX OakTepiit
BiTHOCHO €MITENII0 TUXAIbHUX NUIAXiB. BHACIITOK IbOTO aHTHOAKTEPiaIbHOTO AaHTUAAT€3UBHOTO
edexTy, mo OyB JAOBEACHHUH B XOJ1 AOCIIKEHB in Vitro, MOXKE 3MEHIITYBAaTHCS OakTepiaJbHA
KOJIOHI3aIlisl TUXaTbHUX HNUIAXIB Ta 3HUKYBATUCS PU3HMK OaKTepiadbHOT cymepiH(eKIii.
Epnoctein Takox ni€ sIK aKIEnTop BUIBHUX paJWKaliB KHCHIO, 3a00Irac iXHbOMY YTBOPEHHIO
JIOKaJIbHO Ta 3HAUYYyLIO 3MEHIIYE piBeHb 8-130MpOCTaHy SK MapKepa MEpEeKUCHOTO OKHCIICHHS
mininiB. Ha nmpotuzanansHuil eekT epaocTeiny in vitro Ta in vivo TaK0X BKa3yBaJIO 3HIKCHHS
CHHTE3Y JIeSKUX Mpo3ananbHuX nuTokinis (IL-6, IL-8).

Epnocrein  mepemkomkae iHTIOyBaHHIO — anb(da-1-aHTUTPHUIICHHY  TIOTIOHOBHUM  JIMMOM,
3aro0irarouy TaKMM YHHOM YPaXXCHHSM, 1[0 CHPUYHHSAIOTHCS CMOTOM a00 TIOTIOHOTMATIHHSM.

Jlo Toro >x epmocTeiH 30UIbIlye KOHIICHTpaIil0 [gA B AUXaJbHMX MIIAXaxX y TAaIll€HTIB 3
XPOHIYHMM OOCTPYKTUBHUM 3axBoproBaHHsSM JereHb (XO3JI) Ta 3amobirae iHTiOyBaHHIO
TPaHYJIOIMTIB, BHUKIMKAHOMY TIOTIOHOTAMIHHIM. EpmocTein Takok 30UIbIIye KOHIIEHTPAIIIO
aMOKCHUIIWIIIHY B OpOHX1aJbHOMY CEKpeTi, 1, TaKUM YHHOM, TEpaneBTHYHUN e(eKT mpu
OJIHOYAaCHOMY 3aCTOCYBaHHI IMX 3ac00iB Oy/e OUThII MIBUIKUM TOPIBHSIHO 3 TE€PANeBTUUYHUM
epexToM MOHOTepanii amokcuuuiaiHoM. Y nanieHTiB 3 XO3JI Tepamis epaocTeiHOM TPUBATICTIO
8 MicCAIIiB 3MEHIITYBajla YaCTOTY 3arOCTPEHb 3aXBOPIOBAHHS Ta MOKpAIyBajia SKICTh )KUTTS.

Jist 3aco0y nposBnseTbes NpuOIM3HO yepe3 3—4 AHi MiCisA MoYaTKy Teparii.

Epnoctein cam no co6i He MicTUTh BUIbHUX SH-paaukaiiB, SKUM 1 IPUIHCYEThCS aKTUBHICTD,
OCKUJTBKM BOHHM XIMIYHO 3a0JIOKOBaHI 1 CTalOTh BIIBHUMH JIMIINE MMicias Meradosmizamii abo y



JTY)KHOMY cepenoBuili. ToMy Ui HROTO BJIACTHBI HE3HAYHWH BIUIMB Ha IUTYHKOBO-KHIITKOBHIA
tpakt (ILIKT) npu 3acTocyBaHHI peKOMEHJOBAHUX 103, BIJCYTHICTh HENPEMHOTO NMPHCMAKY 1
BIJIPMKKH, 100pa IEPEHOCUMICTh, a mpod itk Hebakanux sBut 3 00ky IIIKT He Bigpi3HIETHCS Bl
TAKOTO MPH 3aCTOCYBaHHI uIaeoo.

Dapmaxokinemuxa.

Epnocrein mBuako abcopOyeThes; METabOMI3YETHCS TIEYIHKOIO 3 YTBOPEHHSM IOHAWMEHIe 3
AaKTUBHHUX METa0OoJiTiB, HAWOLIBII MOMUPEHUM (Y MPOIEHTHOMY BiTHOLICHHI) Ta aKTHBHHUM 3
akuX € N-TioguriikoniromonucTein (meradomt 1, ado M1). OcHoBHI dapMaKOKIHETHYHI
napamerpu (17t M1): Cax 3,46 MKT/MIT; Tiax 1,48 roguan; AUC (0-24 rogunn) 12,09 mr/n/ro.
PiBenb 3B’si3yBaHHsSI epAOCTeiHY 3 OUIKaMM IUTa3MU KpoBi cTaHOBUTH 64,5 %. Emiminanis
BiZIOYBa€THCS 3 CEUEIO Ta KaJOM, B IKMX OyJI0 BUSBIICHO JIMIIIE HEOPraHiuHi Cynbdaru.

[lepion HamiBBHBEACHHS (3arajioM, TOOTO /I €pAOCTEiHy Ta HOro MeTaboJiTiB) CTaHOBUTH
Oinpiie S rogauH. baraTokpaTHe 3aCTOCYBaHHS Ta MPHIOM 1K1 HE 3MIHIOIOTh (hapMaKOKiHETHYHHIMA
npodins npemapaty. JKogHux o3HaK KyMyJsIii abo iHAyKIii epMEeHTIB HE CITOCTEPIraaocs.
[Tpu nopymeHHsax QyHKIIT HeUiHKU criocTepiraiocs 301bieHHs 3HaueHb Cmax Ta AUC.

Kpim Toro, mpu TsOKKMX posnanax (QyHKIli MEYiHKH CIOCTEPIragocss 301IbIICHHS TMEepioay
HamiBBUBeAEHHS 3aco0y. [lpu TsDKKi HHUPKOBIM HETOCTATHOCTI ICHYE PHU3HMK KyMYJISLii
MeTaboMiTIB.

KuainiuHi xapakrepucTukm.

Ilokazanna. 3MeHIIEHHS B A3KOCTI Ta MOJICTIICHHS BIIXapKyBaHHS OpPOHXIAIBHOTO CEKPETY MPHU
JIKYBaHHI TOCTPUX 1 XPOHIYHUX 3aXBOPIOBAHb BEPXHIX Ta HUKHIX JUXAIBHHUX IIIAXIB, TAKUX K
OpOHXIT, PUHIT, CHHYCHUT, JAPUHTO(QAPUHTIT, 3arOCTPEHHS XPOHIYHOTO OpOHXITY, XpOHIYHE
o0cTpykTBHE 3axBoproBaHHs JereHb (XO3JI), rimepcekperopHa OpoHXiajgbHAa acTMa,
OpOHXOEKTaTHYHa XBOpoOa.

Ilpomunokaszanna.

- INnepayTMBiCTh 10 MiF0Y01 PEUOBUHU a00 10 OYIb-SAKOi 3 TOMOMIXHUX PEYOBHH, IO MICTAThH
BiIbHI SH-Tpymy;

- po3naau 3 OOKY MEeYiHKW (HampuKiIaa 30UTbIIEHHS PIBHIB JTY>KHOI (hocara3u abo TpaHcaMiHa3 y
CHpOBATIII KPOBi), Y TOMY YHCII LEPO3 MEUIHKU;

- HUPKOBA HEJOCTATHICTh (KJIIPEHC KpeaTuHiHy < 25 MII/XB);

- TOMOLUCTHHYpis (el JIKapChbKUil 3acid € JKepeloM TOMOLMCTEIHY, a ChOTOIHI HeMae
JOCTYMHHMX JaHUX IIOJ0 3aCTOCYBAHHS €pAOCTEIHY Y pa3l BPOIKEHUX MOPYILIEHb MeTaboIi3My
aMIHOKHCJIOT, OCOOJIMBO Y MAIIIEHTIB, SIKI BUMYILIEHI JOTPUMYyBaTHUCS 0€3METIOHIHOBOI JI€TH) Ta
HEJIOCTaTHICTh (PEPMEHTY IMCTATIOHIH-CUHTETa3d — MOMJIMBHH BIUIUB Ha MeETabo0II3M
METIOHIHY;

- BUpa3KoBa XBOopoOa B aKTUBHIN (a3i.

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

He cnioctepiranocs xonHuX HeOa)kaHUX B3a€MOJIIH 3 IHIIMMU JTIKAPCHKUMH 3aC00aMH, SIKI 4acTo
3aCTOCOBYIOTBCS TIpH  1H(eKmisax auxanbHux nupixiB ta XO3JI, takumu sk TeodimiH,
OpOHXOJITUYHI CIIOJNIYyKH, EPUTPOMIIMH, aMOKCHUILWIH abo cyinbdameronpum. Eppoctein
MOTEHITIOE 110 ICSIKUX aHTUO10THKIB (HAITPUKJIIA] aMOKCHIIHITIHY, KIIADUTPOMIITUHY), SIKI MOXKYTh
3aCTOCOBYBATUCSI 3 TEpANEeBTUYHOIO METOI0, a TaKOXX MOXKE 3acTOCYBaTHCS pa3oM i3
OponxoaunaraTopamu (TeodimiHoM abo O6era-2-anpeHOMIMETUKAMU, JIIKAPCHbKUMHU 3ac00aMH Bijl
KaluTio Ta iH.). ByB noBeenuil cunepriunnii eeKT eprocTeiny Ipu 0JJHOYaCHOMY 3aCTOCYBaHHI
3 OyZIECOHIJIOM Ta CaIbOyTaMOJIOM.

Ocoonusocmi 3acmocy8amnnsi.



[Ipy mosiBI KJIACHYHUX CHMITOMIB TIMEPUYYTIUBOCTI TEpamil0 epAOCTETHOM CJiJ HETaiHO
MPUITHHUTH.

OnHodYacHe 3aCTOCYBaHHS MPOTHKANLIHLOBUX 3ac00IB € HEAOUUIBHHM 1 MOXKE CIPUYUHUTH
HAKONWYEHHSI CEKPETy B OpOHXIaJbHOMY JEpEBi, MiJBUIIYIOYH PU3UK PO3BUTKY CynepiH(ekiii
abo OpoHXOCTa3My.

MokrBa MPHUCYTHICTh CIPYMCTOTO 3amaxy, L0 € XapaKTepHOIO OCOOJIMBICTIO A1F0401 PEYOBUHH,
a HE 03HAKOIO MEePETBOPEHHS JIIKapCHKOTO 3ac00y.

3acmocysanus y nepioo sacimuocmi abo 200y8aHHs 2pyooro.
Bbesneunicte 3acTocyBaHHS €pIOCTEiHY il Yac BariTHOCTI Ta TOJyBaHHS TPyJl0 He Oyna
JIOBEJICHA, TOMY HOTO 3aCTOCYBaHHS HE PEKOMEHIYEThCH.

30amuicmv enausamu Ha WEUOKICMb peakyii npu Kepy8aHHi asmompaHcnopmom abo iHuumu
MexanizmMamu.

He cnocTtepiranocst >k0IHOr0 HETaTUBHOTO BIUIMBY Ha 3JaTHICTh KepyBaTH aBTOTPAHCIOPTOM,
MPAILOBATH 3 IHIIUMU MeXaHi3MaMH a00 KOHIICHTPYBATH yBary.

Cnoci6 3acmocysannsa ma 0o3u.

Jlikapcekuit 3aci6 Epmyrua® npusHaueHnii s 3actocyBasHs gopocaum mo 1 kancyai (300 mr)
2 pa3u Ha jaeHb. JlikyBanHsa Moxe TpuBatu 10 10 qHiB.

TBepai xarcynu npu3HA4YeHi Jis 0€3M0CepPeTHHOTO MEPOPATHHOTO 3aCTOCYBAHHS.

Jlimu. 1o nikapceky (opMy HE 3aCTOCOBYIOTH JTITSIM.

Ilepeoo3ysanns.

[Ipu mnepeBumienHi pexkomenmoBaHoi 103u (1200 wMr/meHs) cmocTepiranucs MiTIUBICTD,
3araMOpPOYEHHS Ta MPUILIUBH.

[Ipu nepeno3yBanHi ab0 BHITaKOBOMY NPUHOMI IIHOTO 3aC00y IUTHHOI PEKOMEHIYETHCS
CUMITTOMAaTHYHA Teparrisl (MPOMUBAHHS IIJTYHKA Ta 1HII MATPUMYBaJIbHI 3aX0/IH).

IHoo6iuni peakuii.

YacToTy po3BUTKY MOOIYHMX peakiliii BU3HAYAIOTh TaKUM YMHOM: JIyxke 4acto (>1/10); gacro
(>1/100, <1/10); mewacto (>1/1000, <1/100); pimko (=1/10 000, <1/1000); myxxe piako
(<1/10 000), HeBimoMO (HE MOKHA BU3HAYUTH 3 HASIBHUX JIaHUX).

3 60Ky Hep6060i cucmemu: ayxKe piAKO — TOJOBHUHN O1LNIb.

3 60Ky pecnipamopHoi cucmemu, OpeaHié epyOHOI KAIMKU ma cepe0oCmiHHA: JTyXKe PIIKO —
3aJIMIIKA; HEBIIOMO — OpOHXiallbHa OOCTPYKITisl.

3 60Ky WIYHKOBO-KUUK08020 Mpakmy: NyXe PIAKO — CMaKOBi po3naau (areB3is ado JucTeB3is),
Hy/I0Ta, OJIFOBAHHSA, Jiapes, BIAIYTTS NMEeUYiHHA Ta 00JI1 B IUTYHKY.

3 6oxy wKipu ma niowKIipHoi KIiMKosuHu: TyXe PIIKO — KPOMHB’ THKA, IOYSPBOHIHHS, €K3eMa.
3 6oky imyHnnoi cucmemu: pinko — HaOpsik KBinke.

3acanvui pos3naou: piAko — HEOUIKyBaHa TiepHipeKcis.

Tlogioomnenns npo nido3prosari nodiuHi peaxyii

[ToBinomieHHss mpo moOivyHI peakuii micis peecTpauii JTIKapchbKoro 3aco0y Mae BeIHKe
3HaueHHsA. lle mae 3Mory mpoBOAWTH MOHITOPHHT CIIBBITHONICHHS KOPHUCTH/PU3UK TIPH
3aCTOCYBaHHI IIbOTO JIIKAPChKOT0 3ac00y. MeauyHuM Ta GapMaieBTUUHUM IpaliBHUKAM, a
TaKOX TaIfieHTaM abo TXHIM 3aKOHHUM IpEICTaBHUKAM CJIJI MOBIIOMIISITA TIPO yCi BUNAJKH
[i03pIOBaHUX MOOIYHUX PEakliil Ta BiCYTHOCTI €(peKTUBHOCTI JiKapCchKOTo 3acoly depe3
ABTOMAaTH30BaHY 1HbOpMAIlITHY CUCTEMY 3 dbapmakoHarasaay 3a
NOCUTIAaHHAM: https://aisf.dec.gov.ua



Tepmin npuoamnocmi. 5 poxis.

YMoBH 30epiranus.
30epiratu npu Temrneparypi He Bute 25 °C.

YnakoBka. [To 10 kancyn y amominieBomy/IIBX/TIBAX 6mictepi; mo 2 abo mo 6 GiictepiB y
KOpoOI1i 3 KapTOHY.

Kareropis Bigmycky. 3a peentom.

Bupoouuk/3asBank: EJIMOHJ] ®APMA C.P.JI., Itanis (BianmoBigaJbHUI 3a BUPOOHUIITBO
Hepo3dacoBaHOT MPOIYKILiT, KOHTPOIH Ta BUMYcK cepiii); IAMIT CAH ITPOCIIEPO CIIA, Iranis
(BiamoBigaIbHUM 32 IEPBUHHE T4 BTOPUHHE MaKyBaHHS ) /

YAB «MPA, JIutoBchka Pecy6uika.

Micue3naxonxeHHss BHPOOHMKAa Ta #oro ajapeca Micusi NPOBAaJKeHHSl MisIBHOCTI /
Micue3HaxomxxenHsi 3asBuuka: Crpana Crarane ner [xosi, 131 — 20037 [Tanepro JyHbsiHO
(MI), Itanis; Bia lennss [Tage, 25/A — 41030 Can-IIpocniepo (MO), Iramis /

Byn. Totopiy 20-9, LT-01121, Binbnroc, JIutoBchka Pecmy0uika.



