IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Auerunuucrein-TeBa

(Acetylcysteine-Teva)

Cknao:
0itoya pevoB8uHdA: alleTUIIINACTEIH;
1 TabneTka mumyda MiCTUTh: aneTUNUucTeiny 600 mr;

0onomidcHi peyoguHU: TUMOHHA KHCJIOTa 0€3BOMHA, HATPi0 rimpokapOoHAT, KUCIIOTa agUIliHOB],
MIOBiIOH 25, KMCJI0Ta afuIliHOBa MiKpOHi30BaHa, acrmaptaM (E 951), apomaTu3aTop TUMOH,
BUCYIIeHUM po3nuneHHsaM, 213°841 (apoMaTh4HUM IIpenapaT, MaJbTOOEKCTPUH, LIyKPO3a,
rymiapa0ik (E 414), ruoinepon tpuanerat (Tpuanetut) (E 1518), ansda-Tokodepon (E 307)).

JIikapcbka ¢opma. TabreTKy MUY,

OcHogHi ¢izuko-ximiuHi 81acmueocmi: 6ini abo 37erka KOBTyBaTi, KpYTJi, maacki 3 060x 60oKiB,
muny4i Tabnetku, 6e3 miHil po3noMy i 3 3aaxoM ITUMOHa.

dapMakoTepaneBTHYHA rpyna. 3aco0u, 1110 3aCTOCOBYIOTLCS IIPH KalllJli Ta 3aCTyIHUX
3axBoprooBaHHAX. MykomituuHi 3acobu. Kog ATX R0O5C BO1.

dPapmako102iuHi e1acmueocmi.
dapmakoOuHamika.

Anetunuucteid (ALl) € moXiTHUM aMiHOKUCJIOTH LKACTEIH. ATIETUIIMCTEIH YNHUTh CEKPETOJIITUYHY Ta
CEKPEeTOMOTOPHY Aii0 B AinsHIl 6ponxiB. BBaXkaeThcs, 1110 BiH po3puBae gucyibbinHi 3B’ 13Ku
MYKOTIOJIicaXapuAiB i YMHUTE AenoniMepusyouy gio Ha JHK (y raitHOMy cnudy). Lleir MexaHi3M, SIK
BBaXKalOTh, 3HUXKYE B'SI3KIiCTh CIIU3y. BBaXKa€eThCH, 10 albTePHATUBHUAN MeXaHi3M alleTUJILHACTEIHY
0a3yeThCs Ha 3[ATHOCTI HOT0 XiMiYHO aKTUBHOI CyTbPTigpUIbHOI IPYNH 3B’ I3yBATU i TAKUM YUHOM
NEeTOKCUKYBaTH XiMiYHI pafiuKaliu.

Kpim Toro, aneTunuucTein crpuse 30i/bIIeHHI0 CHHTE3Y TTyTaTiOHY, 110 BaXKJIMBO I JeTOKCHKallii
MIKiAIMBUX PEYOBUH. L[UM MOSCHIOETHCS MOTO [is IK aHTUAOTY Y pa3i iHTOKCUKAIIl TapalneTaMoIoM.



Bimomo mpo 3axuCHUM BIJIUB MIPOQiTaKTUYHOTO 3aCTOCYBaHHS alleTUIIMCTEIHY 00 YaCTOTH Ta
TSKKOCTI 6aKTepiaTbHUX 3aTOCTPEHDb Y XBOPUX Ha XPOHIYHUM GPOHXIT/MyKOBiCIHMI03.

dapmakokiHemuxka.

[Ticns mepopalbHOTO 3aCTOCYBaHHSA alleTUILKUCTEIH IIBUAKO i MaliKe IOBHICTIO BCMOKTYETHCS i
migmaeThCcsa MeTaboIi3My y IeUiHIli 3 YTBOPEHHSIM HUCTEIHY, PapMaKoIoriYHO aKTUBHOTO MEeTabomiTy,
a TaKOX JialleTUINUCTEIHY, DUCTUHY Ta iHIIKUX 3MillaHuX AUCYIbGiniB. Yepes 3HaUHUYU ePeKT
IIEePIIOTO TPOXOMXKeHsI Oi0M0CTYIHICTh alleTUIIUCTEIHY IIPU IIepopaIbHOMY 3aCTOCYBaHHI qyxXe
Hu3bKa (67113bK0 10%). MakcuMasbHa KOHIIEHTPAIlig y IJ1a3Mi KPoBi JocsATaeThCA Yepe3 1-3 roquHu
icys mpuiioMy, 3 MaKCHMaJlbHOIO KOHIIeHTpallielo MeTabOoJIiTy IXCTEIHY Y I1a3Mi KPOBi IPHUOIU3HO 2
MKMOJIb/TI. 3B’13yBaHHs 3 OinKamMu njna3Mu Kposi - mpubnu3uo 50%.

AneTUNILIKMCTEIH Ta #oro MeTaboliTh 3yCTPidaloThCS B OpPraHi3Mi B TPHOX pi3HUX PopMax: YaCTKOBO -
y BiNIbHIi popMi, 9acTKOBO - y popMi, 3B'sA3aHil 3 6inkamMu yepes nabinbHi AucynbGhigHi MicTKY, i
YACTKOBO - Y BUTTISIMi iIHKOPIIOPOBAHUX aMiHOKMCIIOT. BuBemeHHSs BimOyBa€eThCS MalKe BUHSITKOBO
yepe3 HUPKHU Y BUTJISAI HEAaKTUBHOTO MeTaboIiTy (Heoprauiyuu cynbdar, gialleTUILUCTHH).
[Tna3MoBui mepion HaIiBBUBENEHHS alleTUIIUCTEIHY CTAHOBUTH MPUOIN3HO 1 roguHy i

BHM3HAYa€EThCS IOJIOBHUM YMHOM IIBUAKOIO GioTpaHchopMaliieo y nedinii. Y pasi 3HUKeHHS QYHKIII
IIeYiHKY I1JTa3MOBUY N1epiof HalliBBUBEEHHS IOJOBXYETHCSA [0 8 TOOUH.

N-aneTtuniucrein nepeTrHae IyaleHTapHU O0ap’ep i BUSBIIETLCS B IYIOBHHHIM KpoBi. IHQopMmatis
IIPO MPOHMKHEHHS y TPy[IHE MOJIOKO BifncyTHS. HeMae iHdopmaliil om0 TpOHUKHEHHS
aLeTUIIIIUCTEIHY Yepe3 reMaToeHuedaniunmii 6ap’ep.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

JIikyBaHHSI TOCTPHUX Ta XPOHIYHUX 3aXBOPIOBaHb OPOHXO0JIET€HEeBOI CUCTEMH, 110 CYIPOBOAXKYIOThCS
MigBUILIEHNM YTBOPEHHSM MOKPOTUHHS.

IIpomunoka3aHHs.
linepuyTnuBIiCTh N0 aneTUNIIUCTEIHY a00 0o OYOb-IKOI 3 TOIOMIXKHUX PEUYOBUH.

Bupa3koBa xBopo0a IIJTyHKa Ta ABAHAOISATHUIIANOI KAIIIKK Y CTafil 3aroCTPeHHS, KPOBOXapKaHHS,
JleTeHeBa KpOBOTeYa.

Yepes BUCOKMY BMIiCT aKTUBHOI PEUYOBUHM IIpenapaT He 3aCTOCOBYBATH HiTSIM BiKoM 10 14 pOKiB.

B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
HocnifKeHHS B3a€EMOil TPOBOOWIN TUIBKU 3 y4aCTIO JOPOCIUX.

3acTOCYBaHHS Pa30M 3 alleTUIIIHCTEIHOM IIPOTUKAIIIHOBUX 3aC00iB MOXKe ITOCUITUTH 3aCTil
MOKPOTHUHHS 4epe3 MPUTrHiYeHHs KallJIboBOTO pedyeKCy, TOMY IMOKa3aHHS 10 TAKOT0 KOMOiHOBaHOTO
JiKyBaHHS CIIiJ] BCTAHOBIIIOBATH 0COOIMBO 06epPekKHO.



AKTHBOBaHe BYTi/IJIA 3HUXKYE €(DEeKTUBHICTb alleTUITIIUCTEIHY.

IIpu ogHOYACHOMY 3aCTOCYBaHHI 3 TAKUMH aHTHOIOTHKAMH SIK TEeTPAIMKIIiHU (3a BUHSITKOM
HOKCHIHUKIIiHY), amninuiid, amdorepunun B, nedarocnopuan, aMiHOTTiKO3UAH, MOXK/THBA
IX B3a€EMO/isi 3 Ti0JIOBOIO IPYNOI0 aLleTHIIIHCTEIHY, 110 MPU3BOAUTH 10 3HUKEHHS
AKTHBHOCTi 000x nmpemnapatiB. [ToBimoM/IeHHS PO iHAKTHBALIi0 aHTHOIOTUKIB (TeTPAILUKIIiHY,
aMiHOTTIKO3UMiB, MEHIIIUITIHIB) alleTUIIKUCTEIHOM OYyIIM MOB’I3aHi BUHSITKOBO 3 HOCITIIXKEHHSIMHU in
vitro, y IKUX BifITIOBiIHI pe4oBUHM 3MilllyBanu 0e3mocepenHbo. [IpoTe 3 MipKyBaHb Oe3MeKu
IepPopaIbHUN MPUHOM aHTUOIOTHKIB CIIif BiTOKPEMUTH iHTEPBAJIOM He MeHIe 2 roguH. Ile He
CTOCYeThCS LedikcuMy Ta topakapbedy.

HimpozaiuepuH. OgHOYaCHe 3aCTOCYBaHHS alleTUILMCTEIHY i TPUHITPATY TIlillepuHy
(HiTpOTIiLIepUHY) MOXKe IIPU3BECTH [0 MOTEHIIiII0OBaHHS CYOUHOPO3IIUPIOBaIbHOL Ta
aHTUTPOMOOLKTapHOI Ail HiTporainepuny. [Ipy omfHOYaCHOMY IPHUNOMIi HiTPOTTiLlepUHY i
aLeTUIIIUCTEIHY BUSBJIEH] 3HaYHI TioTeH3is i po3mupeHHs: CKpoHeBoi apTepil. [Ipu HeoOxigHOCTI
OZHOYACHOT0 3aCTOCYBaHHS HITPOTILIEPUHY i alleTUIUCTEIHY Y Malli€HTiB CIi KOHTPOIBATH
TilOTEeH3i10, SKa MOXKe MaTH TSIXKKHU XapaKTep, i CHif momepeIuTH IX PO MOXKIHABICTh BUHUKHEHHS
T0JIOBHUX 0O0JIiB.

AneTunuucTeid Moxe OyTH JOHOPOM LUCTEIHY Ta MiABUINYBATHU PiBEHB I'NIyTATiOHY, SKUU CIPUSE
NEeTOKCHKAIlil BiTbHUX paguKalliB KMCHIO Ta TeBHUX TOKCUYHUX PEYOBHMH B OpraHi3Mi.

Bnaue Ha nabopamopHi 00cai0dH#ceHHA. ATIeTUIIUCTEIH MOXKe BIIJIMBATH Ha KOJIOPUMETPUYHE
OOCII?KEeHH CaJlil[AIaTiB Ta Ha BU3HAYEHHS KETOHOBUX TiJI y CeYi.

[Tpu po3YrHEHHi alleTUNIKUCTEIHY He0OXiqHO KOPUCTYBATHCS CKISHUM IIOCYIOM, YHUKATH KOHTAKTY 3
METAJIeBUMU Ta TYMOBHUMH ITOBEPXHSIMHU.

He peKoMeHOy€eThCSI PO3YMHSATH alleTUIIHUCTEIH 3 iHIIMMH JIiIKapCbKUMU 3aco0aMu.

Oco06.1ueocmi 3acmocye8aHHs1.

[TauieHTH, XxBopi Ha OPOHXiaMbHY acTMY, TOBHHHI 3HAaXOMUTUCS IIiJ] CTPOTUM KOHTPOJIEM V TIEepiof
JiKyBaHHS Yepe3 MOXKJIMBUI PO3BUTOK OPOHXOCIa3My. Y pa3i BUHUKHEHHS OPOHX0CIa3My JIiKyBaHHS
alleTUINUCTEIHOM CJIifi HeraHO IPUIIUHUTH.

PexomeHOyeThCS 3 00€peKHICTIO MPUIMaTH IIpenapar nallieHTaM i3 BUpa3Koio IITyHKa Ta
IBaHaMLSATHIIaN0l KUIIKY B aHaMHe3i, 0COOJIMBO ¥ pa3i CynyTHHOT'0 IPUMOMY iHIIUX JTiIKAPChKUX
3aco0iB, 1110 TOAPa3HIOITEL CIN30BY 000JI0HKY LUTyHKA.

[TamieHTaM i3 3aXBOPIOBAHHSIMY IeYiHKK ab0 HUPOK alleTUILKUCTEIH CITif Mpu3HavyaTu 3 00epexkHiCTIo
IJIST YHUKHEHHS HaKOIMUYeHHS a30TOBMiCHUX PEYOBHMH B OpraHi3Mi.

AlleTUNIIIMCTEIH BIIJIMBAE HA MeTabos1i3M ricTamiHy, TOMy HeoOXiTHO MOTPUMYyBATHUCS 00ePEeKHOCTI
IIpU 3aCTOCYBaHHI NallieHTaM 3 HEelIepPeHOCUMICTIO ricTaMiny. He ciif mpu3HayaTy JOBrOTPUBAITY
Tepalriio TaKUM TallieHTaM, OCKINTbKY 1€ MOXK€E IPU3BECTHU [0 HOSBU CUMIITOMIB HEIEPEHOCUMOCTI
(ronoBHuUM 6inb, BA30MOTOPHUM PHUHIT, CBEPOiXK).

3aCcTOCyBaHHS alleTUILKCTEIHY, TOJIOBHUM YMHOM Ha II0YaTKY JIiKyBaHHS, MOXE CIPUYUHUTH
po3pimKeHHsS OPOHXIATBHOTO CEKPeTY i 30iMbIMTH Horo 00’eM. fAKINO NallieHT He 3MaTHUN
e(eKTUBHO BiKaUIIIOBAaTU MOKPOTUHHS, HEOOXiHI MOCTypanbHuM ApeHax i 6poHxoacmmiparis.



Jlerkuii cipyaHu¥ 3amax He € 03HAKOI0 3MiHU IIperapary, a € crneludiyHuM it Ail040i peYOBUHMU.

MyxkonitiuHi 3ac00M MOXYTh CIPUYUHATH OPOHXiaNbHy 00CTPYKIIii0 y OiTel BiKOM 10 2 POKIB.
Bracnimok ¢isionoriunux 0cob6IMBOCTEN AUXANTbHOI CUCTEMHU Y [iTeH ITiel BIKOBOI I'PyIX 3[aTHICTh
OUMILIEHHST CEeKpellil IUuXaTbHUX IMUIXiB oOMexkeHa. ToMy MYKOJIITUKY He CITif 3aCTOCOBYBATH OiTSIM
BIKOM [I0 2 POKIiB.

1 mumyya TabmeTka MictuTh 150 Mr HaTpilo, 10 CTaHOBUTH 7,65% Bim pekoMeHnmoBaHoi BOO3
MaKCHUMaJbHOI J000BOI 03K HaTpito 2 T mis gopocnux. Lle HeoOXimHO BpaxoByBaTH IMallieHTaM, SKi
OOTPUMYIOTECS Ai€ETH 3 KOHTPOJIEM CIIOKHBAHHS HATPIO (3 HU3BKUM BMiCTOM COJIi).

Jlikapcekui 3acib MiCTUTD acmapraMm, Axepeno ¢eHinanaHiny, i Moxe OyTH WIKIATUBUM IS
MAI€HTIB i3 (PEHINKEeTOHYPI€EIO.

Jlikapcekui 3acib MicTuTh IIyKpo3y. [lalieHTaM 3 pigKicCHUMYU ClTafKOBUMU ITpobieMaMu
HEeTepeHOCUMOCTi GPYKTO3H, IIOPYLIEHHSIM BCMOKTYBaHHS T'/TIOKO3HU-TajlakTo3u abo caxapa3Ho-
i30ManbTa3HOW HEOCTATHICTIO He CIIifl MpuiMaTH Liey mpemnapar.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Barirsicte

KniniuHi maHi npo 3acToCyBaHHS alleTUIIMCTEIHY BariTHUM XiHkKaM oOMexXeHi. [JocmigKeHHs Ha
TBapUHaX He BUSBUIMN IPSIMUX a00 HEIPSIMUX HETaTUBHUX BIIUBIB Ha BariTHiCTh, eMOpio-heTanpHuM
PO3BHUTOK, IIOJIOTH Ta TOCTHATANIBHUY PO3BUTOK.

ConyBaHHS IPyIAI0
Indopmariisi mpo MPOHUKHEHHS JTiKapChKOTro 3acoby y TpyaHEe MOJIOKO BiICyTHSI.

3aCcTOCOBYBATH IIpemaparT y mepion BariTHOCTI a00 rogyBaHHS I'PYAII0 CIIif TibKY MiCIs PETeNIbHOI
OLIIHKY CIIiBBIAHOIIEHHS KOPUCTh/PU3UK.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Hemae mifgTBepaKeHHS, 1110 alleTUNIIKUCTEIH BIIJIMBAE Ha 30ATHICTh KepyBaTH aBTOMOOiNIEM Ta iHIITUMU
MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.
[7ns1 mepopanbHOTro 3aCTOCYBAHHS.

[Iunyuy TabNeTKy CIifl pO3YUHUTH Y CKIISHII IUTHOI BOOY i BUIIMTHU BMICT YCi€l CKIISTHKHU.
Jlikapcekui 3aci6 HeoOximHO MpuiHATH 663 3BOJiKAHHS, OfIpa3y XK ITiCJIs MPUTOTYBAHHS PO3YUHY.

Lopocai ma dimu eikom 8i0 14 pokis



1 munyya Tabnetka 1 pa3 Ha mo6y (exBiBameHT 600 MT alleTHIIIUCTEIHY Ha MO0Y).

TpuBasnicTe Kypcy JIiKyBaHHS JIiKap BU3Ha4a€ IHAUBIAyaIbHO, 3aJIe2KHO Bifl XapakKTepy 3aXBOPIOBAHHS
(rocTpe abo xponiune). [IpemaparT He ciifg 3acTocoByBaTH Oinbiie 4-5 mi6 6e3 KOHCYNIbTAIlil 3 JTiKapeM.

Himu.

3acTOCOBYBaTH HiTSM BiKOM Bif 14 pokiB.

Ilepedo3yeaHHsi.
HeMae maHWX PO BUTIAKY TT€PE03yBaHHS IIPU IIePOPaibHOMY 3aCTOCYBaHHI alle TUIIUCTEIHY.

Ho6poBonbLi npuiimanu 11,6 r auetuniucTeiny Ha go0y IpoTaroM 3 MicsiiB 6€3 BUHUKHEHHS
cepuo3HuX ModivyHuX eeKTiB.

AneTUNIIIMCTEIH ITPU ITepopaIbHOMY 3aCTOCYyBaHHi v mo3ax 500 mr/kr/moby nmepeHocuBcst 6e3 03HaK
iHTOKCHKAIIi].

Cumnmomu. [Tepeno3yBaHHSA MOXKe MPOSIBISITUCS LITYHKOBO-KUIIKOBAMY CUMIITOMaMHU, TAKUMU SIK
HymoTa, O/moBaHHS i fiapes. IcHye puU3UK rinepcekpelii y HEMOBJIAT.

JlixyeanHA. CrenuivHOT0 aHTUAOTY IIPX OTPYEHHI alleTUIIMCTEIHOM HeMae, Tepalis
CHMIITOMaTH4Ha.

ITo6iuni peakuii.

3a yacToTor0 moOiuHi peakilil PO3MOAiIeHi TaKUM YMHOM: OyxkKe 49acTto (=1/10); gacrto (=1/100,
<1/10); meuyacTto (=1/1000, <1/100); pimko (=1/10000, <1/1000); oy=xe pigko (<1/10000);
YacToTa HeBimoMa (HEMOXKJIMBO OIIHUTH 3 HAasIBHUX HaHUX).

3 60Ky imMyHHOI cucmemu: HE4YaCTO - TiMepYyTIUBICTh; Oyxke PimKo - aHadiTaKTUYHUH LIOK,
aHadinakTuyHi/aHa]iNaKTOIAHI peakiril.

3 6oky Kpoei ma aimpamuyHoi cucmemu: 4aCTOTa HeBifoMa - aHeMis.

3 boky Hepeoeoi cucmemMu: HEYACTO - TONIOBHUH 6iflb.

3 60Ky opaaHis cayxy ma aabipuHmy: HEYACTO - O3BiH ¥ ByXax.

3 60Ky cepus: HEYaCTO - TaxXiKapmis.

3 60Ky cyOuH: IyXKe PiAKO - remoparii.

3 boky OuxaavbHoi cucmemu: PIOKO - 6POHXOCIA3M, IUCITHOE; YaCTOTa HEBIZOMa - puHOpes.

3 60Ky W.YHKOBO-KUWKOB020 Mpakmy: HEYacCTO - GJII0BaHHS, fiapest, CTOMATUT, abmoMiHaTbHUH



0inb, HYIOTA; PiAKO - UCIIEIICis; YaCTOTA HeBimoMa - HeIIPUEMHUH 3arax 3 PoTa.

3 60Ky wkipu i nidwKipHUX MKaHuH: HEYACTO - KPOIIUB'sTHKA, BUCUIIaHHS, HabpsK KBinke, cBepOixK;
YacTOTa HeBijoMa - eK3eMa.

3aeanvHi po3snadu: HEYACTO - TimepTepMis; YaCTOTa HeBioMa - HaOpsK 06Iuyys.

IlocidoceHHA: HEYACTO - 3HUXKEHHS apTepialbHOTO TUCKY.

Y myXe pigKiCHUX BUIIafiKaX y 3B’I3Ky 3 IPUNOMOM alleTUIIMCTEIHY IOBIIOMIISIN PO TAXKKI peakiril
3 60Ky 1mKipu, Taki sk cuHapoM CriBeHca-][:KoHCOHA i curapoMm Jlatienna. Y GinbIIoCTi BUMAAKiB SK
MiHIMyM Ille ON¥H TiKapChKuit 3aci0 Moxke 3 GiNbII00 iMOBIPHICTIO OYTH TPUYHHOIO MTOSBY IIKiPHO-

CIIU30BOT0 CUHAPOMY. ToMy IpH MOsBi OyOb-IKMX HOBUX 3MiH Ha HIKipi abo ciau30BUX 000JI0HKAX
OTPiOHO 3BEPHYTUCS [0 JTiKaps i HeraiHo BiIMiHUTU IPUIOM alleTUJIIMCTEIHY.

Bin3nauvamucst BUNAKK 3HUKEHHS arperaitil TpoMOOIIMTIB, aje KIliHiYHe 3HAaYeHHS IIbOr0 He
BU3HAYEHO.

Tepmin npudamuocmi. 2 poku. TepMiH IPUAATHOCTI IMiC/IS MEePIIOTO BiAKPUTTS TyOu - 12 MicsIiB.

YmMmoBH 30epirannsi. 30epiratu npu TeMiepatypi He Buine 25 °C y IIibHO 3aKpUTiX TyOi st
3aXHUCTYy Big Bojioru. 30epiraTét y HEOOCTYIIHOMY AJIS [iTel MicIii.

YnaxkoBka. ITo 10 tabneTok y Ty6i; mo 1 Ty6i y KapTOHHi# KOpOO1Ii.

Kareropis Bignmycky. be3s penenra.

BupoOHHK.

Mepkne I'm6X.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Tis/IbHOCTI.

Byn. I'pad-Apko 3, 89079 YneMm, HimeuunHa.



