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IHCTPYKUIA

JJIS1 MEAUYHOT0 32CTOCYBAHHSA JiKapPChbKOIo 3aco0y

EPMYIITH®
(ERMUCIN®)

Cknao:

dioua peuosuna: erdosteine;

5 MJI cycnieHsii i1 mepopaibHOTO MPUHOMY MICTATh epaocTeiny 175 wmr;

oonomidicHi peyoguHu: caxapos3a, Harpito Oenzoar (E 211), Harpito KpOXMajbrIiKOJST,
apoMaTHU3aTOp ameJIbCMHOBHH, KMCJIOTa JIMMOHHA 0€3BOJIHA, I[yKpayio3a, cMakoBa jgo0aBka Mask
CLD nat.

Jlikapcbka ¢opma. [Toporok a1 opajgbHOi CycHeHsii.
OcHosHi ¢hizuxo-ximiuni enacmusocmi: NpiOHOIUCTIEPCHUH, CUITYYHI TTOPOIIOK O1JIOTO KOJIBOPY,
3 XapaKTepHUM IPUEMHUM 3aMIaXOM Ta areIbCUHOBUM CMaKOM.

dapmakoTepaneBTHYHAa rpyna. 3acoOM, L0 3aCTOCOBYIOTbCS MPW KalUll Ta 3acTyAHUX
3aXBOPIOBaHHAX. BigxapkyBanbHi 3ac00H, 32 BUHATKOM KOMOIHOBaHMX IPEMapariB, SKi MICTATh
NPOTHUKANLIBOBI 3aco0u. Mykomituusi 3acobu. Epnocrein. Kog ATX RO5C B15.

Dapmakonoziuni eracmueocmi.

Dapmaroouramika.

EpnocTein — MyKoOJITHYHA CIIONYKa, /i SIKOi OlocepeikoBaHa ii akTHBHUMHU MeTaboiitamu. Lli
METaboJIITH MAaITh BUIBHI TIOJOBI TPYIH, SKI CIOPUYUHSAIOTH PYHHYBaHHS JTUCYJIb(iTHUX
MICTKIB, 110 3B’SI3yIOTh BOJIOKHA TJIIKOMPOTEIHIB, 1 TAKUM YMHOM 3MEHIIYIOTh €IaCTHYHICTh Ta
B’S3KICTh CM3y. B pe3ynbrari 3aci0 crpuse OYUIICHHIO NUXAIbHUX IUIAXIB BiJ CEKpETy Ta
niBHIYy€e €(EeKTUBHICTh MYKOLMJIIAPHOTO MEXaHi3My BUJAJICHHS CIH3Y 1 CIM30BO-THIMHUX
BUJIIJICHB 3 BEPXHIX Ta HIDKHIX TUXAIBHUX MUIIXIB.

OxkpiM MyKOJIITUYHUX BIACTHBOCTEH, €pPJIOCTEIH BUSBIISIE AHATATOHICTUYHHI BIUTMB Ha JIOKAJIbHE
YTBOPEHHS BUTLHUX PaJIUKAIIB Ta MPUTHIYYE aKTUBHICTh (PEPMEHTY eJ1acTasu.

Takoxx epaocTeiH 3HWKY€E aAre3WBHY 3aTHICTh TPAMIO3UTHBHUX Ta IPAMHETaTHUBHUX OaKTepiit
IIOJI0 CMITENII0 JUXAIBHUX NUIIXIB. BHACTIIOK IIbOTO aHTHOAKTEpIaJbHOTO aHTHAIT€3UBHOTO
edekry, mo OyB MOBEACHHUN B XOJi JOCHIKEHb in Vitro, MOXe 3MEHIIyBaTHCS OakTepiaibHa
KOJIOHI3allisl Ta 3HUKYBATHUCS PU3UK OaKTepiasibHOI CynepiH(eKIIii.

Epnocrein Takox fi€ sIK akenTop BUIBHUX PaIUKaiB KHCHIO, 3a1100ira€ iXHbOMY YTBOPEHHIO
JIOKaJbHO Ta 3HAUYYIIO 3MEHIIYE PiBEHb 8-130TMpOCTaHy SK MapKepa MEePEeKUCHOTO OKHCICHHS
mimigiB. Ha nporusanansauit eekt epaocTeiny in vitro Ta in vivo TaKOX BKa3yBaJo 3HIKCHHS
CHUHTE3Y JesSKHX Mpo3anaibHux nuTokiHiB (IL-6, IL-8).



Epnocrein  mepemkomkae iHTIOyBaHHIO — anb(da-1-aHTUTPHUIICMHY  TIOTIOHOBUM  JIUMOM,
3aro0irarouy TaKMM YMHOM YPaXXCHHSM, [0 COPUYHHSAIOTHCS CMOTOM a00 TIOTIOHOMATIHHSM.

Jlo Toro >x epmocTeiH 30UIblllye KOHIICHTpalilo [gA B AuXalbHHX MNIIAXaxX y TMAalli€HTIB 3
XpOHIYHMM OOCTPYKTUBHUM 3axBoproBaHHsSM JereHb (XO3JI) Ta 3amobirae iHriOyBaHHIO
TPaHYJIOIMTIB, BHUKIMKAHOMY TIOTIOHOTAMIHHIM. EpmocTein TakoK 30UIbIIy€e KOHIIEHTPAIIIO
aMOKCHUIIWIIIHY B OpOHXIaTbHOMY CEKpETi, 1 OT)Ke, TepaneBTHYHUI €PEeKT NpU OJHOYACHOMY
3aCTOCYBaHHI ITMX 3aco0iB Oyae OUIBII MIBUAKUM TOPIBHSAHO 3 TEPaneBTUYHUM €(PEKTOM
MoHoOTeparii amokcuuiaiHoM. Y nanienTiB 3 XO3JI Tepamist epoCcTeiHOM TPUBANICTIO 8§ MiCALIB
NPU3BOAMJIA 10 3MEHIIEHHS YacTOTH 3aroCTPEeHb 3aXBOPIOBAHHS Ta JI0 MOKPAIIAHHS SKOCTI
KUTTSL.

Hist 3aco0y MposBISE€TbCS MPUOIN3HO Yepe3 3—4 qH1 MICIs MOYaTKy Teparii.

Epnoctein cam no co6i He MicTUTh BUIbHUX SH-pagukaniB, SKUM 1 IPUIHCYETbCS aKTUBHICTD,
OCKUJTBKM BOHHM XIMIYHO 3a0JIOKOBaHI 1 CTalOTh BIILHUMH JIMINE Micias merabomizamii abo y
JTY)KHOMY cepenoBulli. ToMy At HbOrO BIACTHBI HE3HAYHUH BIUIMB HA IMUTYHKOBO-KHIIKOBHN
tpakT (LLIKT) mpu 3acTocyBaHHI peKOMEHIOBAHHMX 03, BIICYTHICTh HEMPEMHOTO MPUCMAKY 1
BIZIPMKKH, 100pa MepeHOCUMICTh, a po¢ins Hebaxkanux sBuIl 3 60ky LLIKT He BiapizHseTbCs
B1JI TAKOT'O MPHU 3aCTOCYBaHHI IJ1aedo.

Dapmaxokinemuxa.

Epnocrein mBuako abcopOyeThes; METabOMI3y€eThCS TIEHIHKOIO 3 YTBOPEHHSM IOHAWMEHIe 3
aKTUBHUX MeTa0oiTiB, HaiOLIbI momupeHuM (y % BiJHOIIECHHI) Ta aKTUBHUM 3 SKHX € N-
Tiogurikoairomonucrein (Meradomrt 1, abo M1). OcHoBHI (papMakOoKIHETHYHI TapaMeTpHu
(msg M1): Cmax 3,46 Mxr/MiT; Tmax 1,48 romunu; AUC (0-24 rogunun) 12,09 mr/a/roa. PiBeHs
3B’3yBaHHsI €pA0CTEIHY 3 OUIKaMHM IJIa3MU KPOBi CTAaHOBUTH 64,5 %. Eniminaiiis BinOyBaeThes 3
Ceuero Ta KajoM, Jie OyJid BUSBIICHI JIMIIE HEOPTaHiuHi CyIb(paTH.

[Tepion HamiBBHBEACHHS (B LIIOMY /IS MpemnapaTy, TOOTO IJis epAoCTeiHy Ta HOro MeTaboJIiTiB)
CTaHOBUTh >S5 TOAMH. baratokpaTHe 3acTOCyBaHHA Ta TMpPHHOM TKi HE 3MiHIOIOThH
dbapmakokiHeTHIHHUHN TIpod b penapaTy. JKogHuX 03HaK KyMyJisiiii a0o 1HIyKIlii (epMEHTIB HE
CriocTepirauocs.

[Tpu nopymeHHs X GyHKINT MeYiHKH criocTepiraiocs 30utbieHHs 3Ha4eHb Cmax Ta AUC.

Kpim Toro, mpu TSKKHX po3nagax (yHKIII MEYiHKH crocTepiranocss 30UIbLICHHS Mepiory
HaliBBUBENCHHs 3aco0y. Ilpm TsDKKIH HUPKOBIM HEJOCTATHOCTI ICHYE PH3UK KyMYJISIii
MeTaboITIB.

KuiniuHi XapaKkTepucTHKH.

Iloxkazanna. 3MeHIICHHS B’ SI3KOCTI Ta MOJICTIIICHHS BIIXapKyBaHHS OpOHX1aJIbHOTO CEKPETY MpH
JIKYBaHHI TOCTPUX 1 XPOHIYHHUX 3aXBOPIOBAaHb BEPXHIX Ta HIXKHIX AUXATBHUX LUIAXIB, TAKUX 5K
OpOHXIT, PWHIT, CHHYCHUT, JApUHTO(APUHTIT, 3arOCTPEHHS XPOHIYHOTO OpOHXITY, XPOHIYHE
oOcTpykTuBHe 3axBoproBanHs JereHb (XO3JI), rimepcekperopHa OpoHXialdbHAa acTMa,
OpOHXOEKTaTUYHA XBOpPOOa.

Ilpomunoxazanns.

- limepuyTnuBicTh A0 AIF0Y0I PEUOBUHU a00 0 OY/Ib-SKO1 3 IEPETIUCHUX TOTOMIKHUX
pedyoBuH, 200 10 PEUOBHH, 110 MICTAThH BUIbHI SH-Tpymu;

- po3naau 3 OOKy MeUiHKH (HampuKiaa 301UIbIICHHS PiBHIB JTyXHOI dochaTasu abo TpaHcamiHa3
y CUPOBATIII KPOB1 TOIIO), Y TOMY YHCIII IEPO3 MEUIHKH;

- HUPKOBA HEJIOCTATHICTh (KITIPEHC KpeaTuHiny < 25 MII/XB);

- TOMOIMCTUHYDisA (1€l JiKapchKWii 3acid € pKepesoM TOMOITMCTEiHYy, a Hapasl Hemae
JNOCTYIHUX JAaHUX IIOJO 3aCTOCYBaHHA €pJOCTEIHYy Yy pa3i BpPOKCHHX MOPYLICHb
MeTaboJ1i3My  aMiHOKHCJIOT, OCOOJMBO Yy TAIIE€HTIB, $KI BHUMYIIECHI JOTPUMYBATHUCS
0E3METIOHIHOBOI Ji€TH) Ta HEIOCTaTHICTh (EpMEHTY IUCTATIOHIH-CHHTETa3d — uepes
MO>KJIUBUH BILJTUB HA META0O0J113M METIOHIHY;

- BUpa3KoBa XBopo0Oa B akTUBHIiH ¢a3i;



- (peHITKETOHYPIsl.

B3aemooia 3 inwumu nikapcoKumu 3acodvamu ma inwii 6uOU 83ae€mMoo0ii.

He cnioctepiranocs »xonHuX HeOa)kaHUX B3a€MOJIIH 3 IHIIIMMU JTIKAPCHKUMH 3aC00aMH, SIKi 4acTo
3aCTOCOBYIOTBCS TIpH iH(Pekmisx auxanpHux nupixie ta XO3JI, takumu sk TeodimiH,
OpOHXOJITUYHI CIIOJNyKH, EPUTPOMILMH, aMOKCHLMIIH abo cyibdpameronpuMm. Eppoctein
MOTCHIUIOE [0 NESIKAX AaHTHUOIOTHUKIB (HANPHUKIA] aMOKCHUIIMJIHY, KIAPUTPOMIIUMHY), SKI
MOXYTh 3aCTOCOBYBATHCS 3 TEPAIlEBTUYHOIO METOI0, a TAaKOK MOKE 3aCTOCOBYBATHUCS PAa30M i3
OponxoaunaraTopamu (TeodimiHoM abo Oera-2-aapeHOMIMETHKAMU, JIKApCHbKUMHU 3ac00aMu Bijl
KallTio Ta iH.). ByB ToBeneHuii cuHepriunuii eekt epocTeiny mpu 0THOYaCHOMY 3aCTOCYBaHHI
3 OyI€COHIJIOM Ta CATbOYTaMOJIOM.

Ocoonueocmi 3acmocy8annsi.

[Ipy mosiBi KJIACHYHMX O3HAK Ta CHMIITOMIB TiMEpUYyTIMBOCTI TEpamilo epAOCTeTHOM CIif
HETaHO MPUITMHUTH.

OpHouacHe 3acTOCYBaHHsS TNPOTUKAIUILOBUX 3aCO0IB € HENOUUIBHHUM 1 MOXE CIPHYUHUTH
HAaKOIIMYCHHS CEKPETy B OpOHXIaIbHOMY JIepeBi 3 TIJABHINCHHSAM PU3UKY PO3BHUTKY
cynepingdekuii abo OpoHxocmnazmy.

Epmymma® wmictuth caxapo3y. Caxapo3a HE MiIXOIUTh TalliEHTaM 31  CHaJKOBOIO
HETePEHOCUMICTIO (PPYKTO3H, CHHAPOMOM IMOPYIIEHOTO BCMOKTYBaHHS TJIIOKO3U Ta TajlaKTo3M 1
MOB’SI3aHMM 3 HUM TIOPYIICHHSM TpaBieHHs abo MmaimieHTaM 3 caxapa30-130MaJbTa3HOIO
HEJOCTaTHICTIO (nedinuT (hepMeHTIB, sIKi PO3INEIUTIOIOTh Caxapo3y Ta i30MajbTo3y). SKIo y
MalieHTa € BioMa HETIEPEHOCUMICTh JICSIKUX IIYKPIB, TOTPIOHO 3BEPHYTHCS JI0 JIIKapsi, IEPIIT HIXK
npuiiMaTH 1el JTiKapchKuii 3aci0.

Ile#i mikapchkmii 3aci® MicTUTh MeHme 1 mMMmonb (23 Mr) / mo3y Hatpio, TOOTO MPAKTUYHO
BUTBHUI BiJ HATPIIO.

Le#t mikapcbkuit 3aci6 mictuTh 10 MT HaTpito O€H30aTy HA 103y S5 MJI, 110 €KBIBaJIEHTHO 2 MTI/MII
3a 00’ €eMOM.

MoskiiBa IPUCYTHICTh CIPUUCTOTO 3amaxy, Mo € XapaKTEPHOI OCOOIMBICTIO J1F0Y0I PEUOBHHH,
a He 03HAKOIO MEPETBOPEHHS JIKapChKOTO 3ac00y.

3acmocyeanus y nepioo sazimuocmi abo 200y8aHHs epyooio.

Besneunicte 3acTocyBaHHS €pIOCTEiHY IIiJ] Yac BariTHOCTI Ta TOAYBaHHS TPyIaI0 He Oyia
JIOBEJIEHa, TOMY HOTO 3aCTOCYBaHHS HE PEKOMEHAYETHCSI.

30amuicms eniugamu Ha WEUOKICMb peakyii npu Kepy8aHHi A8MOMpPAHCNOPMOM ab0 IHUUMU
MeXaHiZMamu.

He cnioctepiranocs >k0fHOT0 HETaTUBHOTO BIUIMBY Ha 3AaTHICTh O KOHIIEHTPALlli yBard.

Cnoci6 3acmocysannsa ma 0o3u.

Hitu. /o3y BU3HAYaIOTh BIAMOBIAHO 10 MacH Tija 1 BIKY JUTHHH:

15-20 r (3—6 pokiB) — 2,5 M1 J1Biui Ha 100Y;

21-30 kr (7-12 pokiB) — 5 mu1 B4l Ha 100Y;

nonan 30 kxr (moHax 12 pokiB) — 5 mu Tpuyi Ha 100y .

Jopocai. JIoza nist gopociux ctaHoBUTh 10 M1 cycniensii 2 pa3u Ha 100y.

VY (pnakoH i3 cyXuM MOPOLIKOM JOJUNATE BOIU 0 MO3HAYKH 1 00epekHO 300BTaiiTe 10 TOBHOTO
nepexoy MOPOIIKY B OJHOPIAHY cycreHsito. [lepeBipTe piBeHb piIUHU 1, SKIO BiH HE JOCATAE
NO3HAYKH, J0JaiiTe MOTPiOHY KUIBKICTh BOAM 1 3HOBY 300BTaiiTe piauny y ¢umakoni. [licns
PO3YMHEHHS CYCIEH31I0 MOKHa 30epiraTv MmpoTsAroM He Ounbie HiX 15 IHIB 3a TeMmmeparypu
2-8 °C. Ilepen KOXHHUM 3aCTOCYBAHHSIM CYCIHEH3110 OTPiOHO 300BTYyBATH.

Jlimu. 1o nikapceky (opmMy HE 3aCTOCOBYIOTH JITSIM BIKOM JI0 3 POKIB.

Ilepeoo3ysanns.
Hapasi He moBigoMIIsiiiocs po >KOJICH BUITAJIOK MEPea03yBaHHS.
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[Ipu mepeButieHH1 pekoMeH10BaHOo1 103U (TipuiioM 1200 Mr/meHs) criocTepiraiucs MiTIUBICTb,
3aIMmaMOpOYCHHS Ta IPUILITUBH.

[Ipu mepenoszyBanHi ab0 BHUIMAIKOBOMY MPHHOMI IBOTO 3aco0y JWTHHOK PEKOMEHIYETHCS
CHUMIITOMAaTUYHA Teparis.

Il06iuni peaxuii.

Yactora po3BUTKY MOOIYHUX PEAKIid BU3HAYAETHCS TAaKUM YUHOM: Tyke dacto (>1/10); gacto
(>1/100, <1/10); mewacto (>1/1000, <1/100); pigko (=1/10 000, <1/1000); myxke pigko
(<1/10 000), HeBimoMO (HE MOKHA BU3HAYUTH 3 HASBHUX JTAHUX ).

3 6oy Hepeosoi cucmemu: TyXe PiAKO — TOJOBHHA O1J1b.

3 6oky pecnipamopHoi cucmemu, Opeanie epyOHOI KAIMKU Ma cepedOCmIiHHA: TyKe PIIKO —
3aUIIKA; HEBIIOMO — OpOoHXiajJbHa 0OCTPYKILis.

3 00Ky WYHKOBO-KUWKOB020 mMpakmy. JIyXe PIIKO — CMakoBl posnamu (arem3is abo
JICTEeB3is1), Hy10Ta, OJIIOBAaHHS, Jiapes, BIAUYTTA medil Ta 000 B MUTYHKY.

3 60Ky wiKipu ma niOWKIpHOI KIIMKOBUHU. TyKE PITKO — KPOMUB’ SIHKA, TOYEPBOHIHHS, €K3eMa.
3 6oky imynnoi cucmemu: pimko — HaOpsik KBiHke.

3azanvmi poznaou: pilko — HEOUIKyBaHa TIMIEPIIPEKCIs.

Tlogioomnenns npo nido3posani nobiuHi peaxyii

[ToBimoMsieHHs TIpo TOOIYHI peakmii Mmicas peecTpaiii JiKapchbKOro 3aco0y Mae BEUKe
3HaueHHs. lle mae 3Mory mpoBOJMTH MOHITOPHUHI CIiBBIAHOIIEHHS KOPUCTH/PU3UK MPH
3aCTOCYBaHHI IIHOTO JIIKAPCHKOTO 3aco0y. MeauunuM Ta ¢apMalreBTUIHUM MpaljiBHUKAM, a
TaKOX MarieHTaMm abo IXHIM 3aKOHHUM MpPEJICTaBHUKAM CIIiJI TOBIIOMIISITH PO yCi BUMAAKU
M1103PIOBAHUX MOOIYHUX pEaKI[Iid Ta BiCYTHOCTI €()EKTUBHOCTI JIIKAPCHKOTO 3aco0y uepes
ABTOMaTH30BaHy iHpopmaniitny CUCTEMY 3 dbapmakoHarIsay 3a
NOCHJIAHHAM: https.//aisf.dec.gov.ua

Tepmin npuoamnocmi. 3 poku.

YMoBH 30epiranus.

Ie#t nmikapcekuii 3aci0 He BUMarae sSKUX-HEOyIb OCOONMBUX YMOB 30epiranss. Po3BeneHy
CyCHeH31i0 i 30epiraTi y XOJOAWIbHUKY 3a Temmneparypu 2—8 °C ynpoaoBx He OiIbIlIe HiX
15 nHis.

YnakoBka. ®nakoH 3i ckiia OypHIITHHOBOIO KOJIBOPY 3 MO3Ha4YKow0 g 100 mu, repMeTH4HO
3aKPUTHI 3aXMCHOIO TBUHTOBOIO allFOMiHI€BOIO KpHUIIKOIO 3 [IE BCcTaBKOIO Y KOpOOIIi 3 KapTOHY.
Takox JOJAEThCSI MipHUN KOHTEHHED.

Kareropis Binmycky. 3a peentom.

Bupoounk. 3ETA ®PAPMAILEVYTILI C.ITA., Itanis.
3aaBHuk. YADB «MPAy, JlutoBchka Pecrybiika.

Micue3HaxoakeHHs1 BAPOOHHMKA Ta HOro agpeca Micusi NpoBazKeHHs AisiibHOCTI. Bia
lansasi, 10 - 36066 Cangpiro (VI), Itamis.

Micue3naxoakenns 3aaBuuka. Byn. Toropiy 20-9, LT-01121, BinsHioc, JIuToBchka
Pecny6uika.

JlaTa ocTaHHBOIO Meperyasay.



