IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

PECIIMKC® CIIPEH

CKnao:

ditoua peuosuHa: ambroxol;

1 M7 po3unHy MiCTUTh aMOpPOKCOy Tigpoxmopuny 50 Mmr;

1 ctpyminb po3uuny (0,2 MJI po34uHy) MiCTUTh aMOpPOKCOTy Tigpoxmopuny 10 mr;

donomidicHi pevoguHu: TPOMETaAMOJI, MAKPOTOJTy TiIPOKCHUCTeapar, TilepuH, Kaliio
atecynbdam, KCumiT, HaTtpito 6en3oart (E 211), 1eBOMeHTO, aMOHilo TJIillIpHU3aT, eTaHoI 96
%, HaTPIiIO TIAPOKCH, BOa OYHUIIEHA.

JlikapcbKa ¢opma. Po34uuH opambHUN.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: 6e36apBHUIL ab0 KOBTYBaTUM MyTHYBaTHUH pO3uuH. I3
cnabKuM 3allaXxOM MEHTOIY.

®apmakoTepaneBTuuHa rpyna. Mykomnituku. Kog ATX R0O5C B06.

dapmakonoeiuHi e1acmueocmi.
®apmakoOuHamika
AmOpokcor, 3aminenuii 6eH3unamit, € MetabosiToM OPOMIEeKCUHY.

BimpisuseTbcs Bim 6pOMIreKCHHY BiICyTHICTIO METUIIbHOI TPYIIH Ta OOJATKOBOO TiAPOKCUIIEHOIO
rpynoo y 4 (TpaHC)-NOJI0KEeHHI IMKJIOTeKCUIBHOTO KilbIld. X04a TOUHUY MeXaHi3M [il TIOBHICTIO He
BCTAHOBJIEHUH, y PI3HUX JOCIIAKEHHSIX IT0Ka3aHi CEKPETOJIITUYHI Ta CEKPEeTOMOTOPHI e(heKTH.

[Ticrsa mepopanbHOTO 3aCTOCYBaHHSA e(PEKT MPOSBIIETHCSA ¥ cepeguboMy depe3 30 XB Ta TpHUBaE
3aJIeKHO Biff 3aCTOCOBAHOI 031 6-12 romuH.

Y mokmniHiYHUX HOCHiIXKeHHSIX aMOPOKCOJI 30iTbIIyBaB KiNTbKiCTh Cep0o3HO0I OPOHXianbHOI CeKpelii.
BcTaHOBINEHO, 1110 aMOPOKCOJI IMiABUIIYE MYKOILMIiapHUH TPAHCIOPT IIISXOM CTUMYJIIOBAaHHS
PYXJIMBOCTI Biii OPOHXiaJIbHOTO €IiTeNlil0 Ta 3HNUKEHHS B I3KOCTi CIH3Y.



AMODOKCOJT BUKJIUKA€E aKTUBAllil0 CyppaKTaHTHOI CHCTEMH IUISIXOM IIPSIMOTO BIUIMBY Ha IYJIEMOIIUTH
tuny Il ambBeoN Ta CEKPEeTOPHI KITiTHHYM OPOHXioN (KiHIleBa MiNsSHKA OUXaTbHUX IISAXiB).

AMOPOKCOJI CTUMYJIIOE YTBOPEHHS Ta BUMIJIEHHS ITIOBEPXHEBUX aKTUBHUX PEUYOBUH B alIbBEOJIIPHUX Ta
OpoHXiaNbHUX [OiNTHKAX JIETeHb IJIOAa Ta JOPOCIIHX MaIliE€HTiB.

MicueBuit anecTe3ylounii eheKT aMOpPOKCOITy TiIpPOXJIOPUOY CIIOCTEPIranay Ha MOJei KPoIsyoro OKa,
II0 MOXKe TTOSICHIOBATHCST BIIACTUBOCTSIMU OJIOKYBAHHSI HAaTPi€BUX KaHaiB. [loCIimKeHHs in vitro
TIoKa3aJy, o0 aMOpoKCoy Trimpoxiopun 6710Kye HeMPOHHI HaTpieBi KaHamu; 3B’ 13yBaHHs OyI10
000POTHHUM i 3a/Ie2KHUM Bifl KOHIIEHTPAIIil.

3rifHO 3 pe3yabTaTaMy KIIiHIYHOTO HOCTiAXXEeHHs, IIPH 3acToCyBaHHi Pecnukc® CIpero BUSBIEHO
3MEHIIIeHHST iIHTEHCUBHOCTI 00JII0 B TOpPJIi ¥ MallieHTiB i3 HeYCKIIaHEHUMHU PecIipaTOPHUMU
3aXBOPIOBAHHSIMHU.

dapmakokiHemuka

[Ticns nepopasibHOTO 3aCTOCyBaHHSA aMOPOKCOJI MaiixKe IIOBHICTI0O BCMOKTY€EThCS, [OCSATAI0UN
MaKCHUMaJIbHUX KOHIIeHTpali#l y mia3mi yepe3 1-3 roguau. AGcontoTHa 0i000CTYIHICTD Mics
IIepopajIbHOTO 3aCTOCYBaHHS 3HUKYETHCS Ha TPETUHY IIpHU nepiuiii pasi metabonizmy. o
MeTaboIiTiB, 10 MiAIAraloTh HUPKOBiM CeKpellil, HajlexkaTh CIOMyKHd AuOpOMaHTPaHiIoBol Ta
TJIIOKYPOHOBOI KHCJIOT.

AMOPOKCOJI JTETKO 3B’s13yEThCS 3 Oinmkamu ma3mu (80-90 %). Ilepion HamiBBUBEOEHHS 3 IIJIa3MU
CTaHOBUTH Bif 7 mo 12 roguH. CyMapHU# mepiof] HamiBBUBEeIeHHST aMOPOKCOJTYy Ta HOro MeTaboIiTiB i3
IIJIa3MH CTAHOBUTH IPUOIU3HO 22 TOOUHH.

AMOPOKCOJT TPOHUKAE Y JIIKBOP LIeHTPaAIbHOI HEPBOBOI CUCTEMHU. BiH IPOXOOUTH IIalleHTapHUN
Oap’ep i TAaKOK MPOHUKAE V¥ TPYIHE MOJIOKO.

[Tpubnusno 90 % mo3u aMOPOKCOJTy BUBOOUTLCS HUPKAMHU y (GopMi MeTabOJIiTiB, 110 YTBOPIOIOTLCS Y
neyinii. Menie 10 % aMOpPOKCOJTy BUBOIUTLCS Y HE3MIHEHOMY BUTJISAL.

Yepes BUCOKY 3[ATHICTb IO 3B’sI3yBaHHS 3 OiTKaMy CHPOBATKM KPOBi, BEJIUKUN 00'€M PO3IOMiIEHHS
Ta MOBiJTbHE BUBINIbHEHHS 3 TKAHUH i3 TOBEPHEHHSM Y KPOB miani3 abo ¢opcoBaHuii miypes He
BIIJIUBAIOThH Ha PiBeHb BUBEJEHHS aMOPOKCOITY.

TsxKe nopyuieHHsT QyHKIII MeyiHKy MoxKe 3MeHIyBaTh MeTabosiaM ambpokcomny Ha 20-40 %. Tsaxkki

NOpYIIeHHs QYHKIl HUPOK MOXKYTh IPU3BOAUTH A0 KyMYJIsllii MeTabOoJIiTiB, 1110 YTBOPIOIOTHCS Y
MeYiHIIi.

KrniniuyHi xapaKTepHCTHKH.
Iloka3aHHs.

JIikyBaHHS FOCTPHUX Ta XPOHIYHUX OPOHX0JIETEHEeBUX 3aXBOPIOBAHb, ITI0 CYIIPOBOMIXKYIOThCS
MIOPYIIEeHHSM YTBOPEHHS Ta BUBEJEHHS CIIU3Y.

[TomerimeHHs BUPaxKeHOro 00JII0 Y TOPJli MPU HeYCKIagHEeHWX PeCcIipaTOPHUX
3aXBOPIOBAHHSX Y JOPOCITHX.



IIpomunoka3aHnus.

TligBuieHa YyyTAMBICTb 0 aKTUBHOI cy6cTaHMmii a60 70 6yIb-IKOi 3 MOMOMIXKHUX PEUOBHH y CKIIafi
Pecnukc® Crpero.

IOuTsyit BiK 0o 12 pOKiB - Yepe3 BUCOKHUM BMICT [Iif040i PeYOBUHHU y PO3UUHI.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu mi iHwi eudu e3aemoditi.

Ipomukawabosi 3acobu. OgHOYacHe 3acTocyBaHHA Pecrukc® CIpero i3 IPOTHKAITEOBUMHE
3acobaMu MOXKe IMPU3BECTH [0 KyMYJIsLii BETUKUX KiTbKOCTEN OPOHXialTbHOTO CEKPETY Yepes
3HUKEHHS KalllTboBOTo pediekcy. Taki mikapchki KoMbiHarii ciiff 3acTocoByBaTH 3 00€PEXKHICTIO.

AHmubiomuku. OgHOYaCHe 3aCTOCYBaHHS aMOPOKCONY 3 AeSIKUMK aHTHOIOTUKAMU, TAKUMHU SK
aMOKCHIIUJIiH, 1eDypPOKCUM, EPUTPOMIIINH, JOKCUIMKITIH TPU3BOAUTE [0 MiIBUILIEHHS KOHIIEHTPAIlil
aHTUOIOTHKIB ¥ OPOHX0JIET€HEBOMY CEKPETi Ta ¥ MOKPOTi.

I'icmamiH. AMOPOKCOJT BIIJTMBAE Ha MeTab0J1i3M ricTaMiHy, TOMY CJIifi YHUKATU TPUBAJIOTO

® . . . . .
3actocyBaHHs Pecniukc CIIpelo y TallieHTiB 3i BCTAHOBIIEHOO MiIBUIIIEHOIO YyTIUBICTIO [0
ricraminy.

o ® o . . .
Emuasosutl cnupm. Pecnukc CHOpeyr MiCTUTb HEBENIHMKY KiJIbKiCTh €TaHOIy (€TUIIOBOTO CIHUPTY)
MeH1Ie 100 Mr Ha OQUHUYHY J03Y.

Oco6.1ueocmi 3acmocyeaHHsi.

[Tpu 3acTocyBaHHI aMOpoKcoy Oyu myKe PimKi IOBimOMIEHHS PO CepiO3Hi MIKipHi peakirii,
nofiOHi o cuaapoMiB CriBeHca - [I:KoHCOHa Ta Jlatenma. Y pa3i BUHUKHEeHHS 3MiH 3 60Ky Kipu abo
C1130B01 000JI0HKY HeOoOXigHO HeraHO IIPUNMHUTU 3aCTOCYyBaHHSI aMOPOKCOITy Ta 3BEPHYTUCS [0
JliKaps.

[TauieHTaM 3i BCTaHOBJIEHUM IIPUTHIYEHHSIM OPOHXOMOTOPHUX (PYHKIIM CHIifl yHUKATH 3aCTOCYBaHHS
MYKOJIITUYHUX 3aC00iB, SIKIIO TiTbKY BOHU He IepeOyBaloTh IIifi HAaTIS0M JIiKaps, yepe3 PU3UK
MOXKJIMBOT'O HAKOIIUYEHHS BEJIUKUX KIJIbKOCTEU CIIU3Y.

Y matieHTiB i3 MOPyIeHHIMU (QYHKI1 HUPOK/IEUYiHKY Biff IOMIpPHOTO OO TSI)KKOTO CTYIEHS,
VIIOBiTbHEHHS IIBUOKOCTI BUMiIEHHST MOXKe ITPU3BOIUTH 00 KyMyJsIii aMOpoKkcosy Ta/abo #oro
MeTaboIiTiB, 0 YTBOPIOIOThCA Y TediHI. Y Takux Bunagkax Pecnukc”® Crped MOXKHA IPUAMATH
nuIe 3 0co0IMBOI0 00ePekKHICTIO, TIOIOBXKYIOUM iHTepBaId MiX BBeIeHHSIMHU a0
3MEHIIYI0YHU N03Y.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

AMOPOKCOJIT TPOHUKAE Yepe3 IialeHTapHui 6ap’ep. [ocimkeHHS Ha TBAPUHAX HE BUSBUIIM IIPSIMOTO
YU HEMPSIMOTO IIKiJINBOTO BIIUBY Ha Iepebir BariTHOCTI, PO3BUTOK eMOpPioHa/IIona, IOJIOTY YU



IOCTHaTa/IbHUY nepion. Y [ TpuMecTpi BariTHOCTI HE peKOMEHAY€EThCA 1oro 3acTocyBaHHs. Y 1l Ta III
TpUMeCTpax BariTHOCTI IIpemapaT MOXHa 3aCTOCOBYBATHU 3a YMOBH PETEJIbHOI OLIHKN MOXKINBOL
KOPHCTI Bif JTIKyBaHHS Ta IIOB’SI3aHOT0 3 IUM PU3UKY. AMOPOKCOJI IIPOHUKAE Y TPYIHE MOJIOKO, TOMY
MOT0 3aCTOCYBaHHS Y I1ePiof rOfAyBaHHs IPYANI0 HE PEKOMEHYEThCS.

30amuicmb 8niusamu Ha weudKicmb peakuyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

Pecrukc® Cnpeti iHOfi y 4y TIUBUX 0Ci0 MOXKe BUSBIATH HE3HAUHUU BIIJIUB Ha 3[ATHICTh O
KepyBaHHS aBTOTPAHCIIOPTOM Ta pob0TY 3 TexHiYHMMH 3acobamu. [IpemapaT MicTuTh eTaHoi 96 %,
11e CJIifi BpaXOBYBaTH BOMisIM TPAHCIIOPTHUX 3aC00biB.

Cnoci6 3acmocyeaHHss ma do3u.

JIikysaHHs 20cmpux ma XpPoHiuHUX OPOHX0e2@HeBUX 3AX80PHBAHb, WO CYNPOBOOHCYIOMbCSA
NopyweHHAM YyMBOPEHHS Mad 8uBeO0eHHSs CAU3Y

Pesicum do3ysaHHA y 0opocaux ma dimeu cmapwe 12 pokie

CraHpgapTHa 003a CTAHOBHUTH I10 3 CTPYMeEHi crpero 3 pa3u Ha go0y, 1o Bigmosigae 90 Mr amMmOpoKCoTy
rimpoxnopuny Ha mo0y. 1 cTpyMiHb cripero ekBiBameHTHuU# 0,2 MJI pO34YUHY Ta MicTuUTh 10 Mr
aMOPOKCOITy TiIpOXJIOPHUAY.

IToneaweHHs supadceHo2o 60410 Y 20pai NPu HEeYCKAAOHEeHUX PecnipamopHUX 3aX80POBAHHSAX )
dopocaux

ITo 3 cTpyMeHi cupeto 4 pa3u Ha f00y, 110 gopiBHIOE 120 Mr aMOPOKCOITy TiZpOXJIOPUAY Ha
no0y.

ITauienmu gikom 8i0 60 pokie. [IJ1s1 OJIeTIIeHHST BUPaXKeHOoTro 600 y TOPJIi IpU HEeYCKITafHEeHUX
pecripaTOpHUX 3aXBOPIOBAHHSX V MallieHTiB BikoM Bif 60 poKiB JikapCchKui 3acib He 3aCTOCOBYETHCS
yepes BiACYTHICTH KJIIHIYHUX JaHUX.

ITauienmu i3 HUPKOBOI Ma neyviHkosow Hedocmamuicmto. Ilpu mopyuIeHHAX QYHKINI HUPOK/IeUiHKA
BiJl IOMIPHOTI'0 [0 TAXKKOI'0 CTYIIEHS CIIi[ IIPOKOHCY/IbTYBATUCA 3 JIIKapeM I0J0 PeryJil0BaHHS [03U
Pecnukc® Crpero.

Cnocib 3acmocyeaHHs
Pecnmkc® Crpeli Npu3Ha4YeHHi [/ IePOPaIbHOr0 3aCTOCYBaHHS.

[Iepen nepiuM BUKOPUCTAHHSAM CIIPEI0 HACOC CJIifi IpoKadyaTy, TPUYi HATUCHYBILU Ha HbOrO. [Tepen
KOXKHHMM 3aCTOCYBaHHSIM HeoOXiHO 3HiMaTH 3aXUCHUM KOBIIQ4OK.

I3 ¢hmakoHa peKOMEHI0BaHY 103y OTPUMYIOTh 3a JOTIOMOT0I0 MipHOT'0 Hacoca AJIsl CIPelo, KOTpUi
nomaeThes. [Ipemapar po3nuIioi0Th 6€31M0CepenHb0 Y POTOBY IIOPOXKHUHY, ITiCIIS 4OT0 HOTo
IIPOKOBTYIOTb.

Pecnmkc® Crpeli HeoOXigHO IPUIAMATH Pa3oM 3 ikero a6o mics igu. MyKOJTHYHA aKTUBHICTh



Pecniukc® Crpero miTpUMy€eThCS BXUBAHHAM BEJIUKOL KiTbKOCTI PifUHHY.
Tpusasicmb AiKYyB8aAHHA
Bes KoHCymbTallii MiKaps TiKyBaHHS IIOBUHHO TpUBATHU He Ginbine 4-5 gHiB.

Y pasi 3acTocyBaHHS OJ1s1 OJIETIIIEHHST BUPaXKeHOT0 00JII0 ¥ TOPJIi IpY HEeyCKIagHEeHUX
pecIipaTOpHUX 3aXBOPIOBAHHSX 0€3 KOHCYJIbTallil Jlikaps, 3aCTOCOBYBaTH He Oinbiie 3 OHIB.

Himu.

Ins MiKyBaHHS TOCTPHUX Ta XPOHIYHUX OPOHXOJEreHeBHUX 3aXBOPIOBaHb, 110 CYTIPOBOMKYIOThCS
TIOpPYIIeHHSAM YTBOPEHHS Ta BUBEJEHHS CIIM3Y, 3aCTOCOBYIOTh AiTSAM cTapiie 12 pokis.

IIns ToJereHHsT BUpPaXKeHoro 60110 y TOPJIi TPy HeYCKITafiHEHUX PECIIipaTOPHUX 3aXBOPIOBAHHSX Y
mitey no 18 pokiB miKapchKuii 3acib He 3aCTOCOBYETHCS Yepe3 BifICYTHICTh KITIHIYHUX JaHUX.

ITepedo3yeaHHs.
Cumnmomu nepedo3yB8aHHA

HeMae maHUX PO TAXKKY iHTOKCHKAIIiIO ITic/Is epeno3yBaHHS amMOpokconoM. [IposiBy, 1po sKi
TIOBiIOMJISINIOCS - KOPOTKOTpHBasie 30ymKeHHS Ta Jiapes.

Y ninomy goGoBi opanbHi fo3u 0o 25 Mr/Kr/moby myxe gqodpe mepeHoCAThCS.

[licns 3HAaYHOT 0 Ilepefo3yBaHHs, BiOIIOBIIHO [0 pe3yJbTaTiB JOKJIIHIYHUX AOCIIAXKEHD,
CIIoCcTepiranucs CIXHOTEYa, HyooTa, OJII0BaHHS Ta NaiHHS apTepialbHOTO TUCKY.

JlixyeaHHA nepedo3yB8aHHA

Y uinoMy, HeBigK/IafiHi 3aX0HX, TakKi K BUKJIUK OJioBaHHS a00 TPOMUBAHHS IIJTYHKA, He [TOKa3aHi, ix
MOXHa 3aCTOCOBYBATH JIAIIE NIPY OyXKe TIXKKOMY Ilepefo3yBaHHI. TaKUM YMHOM, y BCiX BUIIafKax
nepen6adyBaHOTO Iepefo3yBaHHs CJIifl 32aCTOCOBYBAaTH CUMITOMAaTHYHY Ta HMiATPUMYIOUy Teparliio.

ITo6iuni peakuii.

YacToTa BUHUKHEHHST He0axXaHuX e(eKTiB HaBOOUTHCS HACTYITHUM YMHOM: AyXKe dacTi (= 1/10);
yacTi (= 1/100, < 1/10); HeuacTi (= 1/1 000, < 1/100); moomuuOKi (= 1/10 000, < 1/1 000);
pinkicHi (< 1/10 000); HeBigomi (He MoxXe OyTH BCTaHOBJIEHA Ha IMifCTaBi iCHYIOUUX IaHUX).

3 60Ky mpasHo20 mpakmy: He4acCTi - evis, HygoTa, 6;i0BaHHs, 0inb y MITYHKY, 3HUKEHHS
YYTJIHUBOCTI Y POTOBiM ITOPOKHMHI 1 TTIOTLI, CyXiCTh Y POTi Ta FOPJIi, AUCTEB3id.

AsepeiyHi peakuii: He4acCTi - peakil MiABUIIEHO] YyTJIUBOCTI (BUCUIIaHHS Ha IIKIipi,
AQHTIOHEBPOTUYHUY HAOPSK, 3a[UIIKa, KPOIIUB SHKA), Tapsyka, aJlepriuyHuii KOHTaKTHUN
IEepMaTHT; PiAKICHI - TAXKKi TOCTPi aHadimakKTUYHI peakilil, BK/II0Yal04H IIOK, TIXKKIi



ypaXeHHs LIKipHY, Taki K cuHgpoM CTiBeHca - [[:KOHCOHa Ta cuHapoM Jlaliesnna (TOKCUYHUI
elmifepManbHUY HEKPOIIi3).

Y yyTnuBMX MallieHTiB peakilil MigBUIeHOI YYTIUBOCTI (BKITIOUAIOUM 3aQUIIKY) MOXKYTh OyTH
CIIPUYUHEH] TEBOMEHTOJIOM.

Tepmin npudamHuocmi. 3 poku

TepMiH IPUOATHOCTI HiCIIS IEPIIOr0 BUKOPUCTAHHS - 1 MicAIlb.

YmoBH 30epiranssi.

30epiratu B HEAOCTYIHOMY AJIS OiTeW Micli pu TeMnepaTypi He Buile 252C. He oxonogxXyBaTu Ta
He 3aMOpPOXKYBaTH.

YnaxoBka.

[To 13 M po3uuHy Yy (JIaKOHi 3 [03YI0YKUM MIPUCTPOEM; 110 1 P1aKOHy B KapTOHHI# KOPOOIIi.

Kareropis Bigmycky.

bes penernra.

BupoOHHK.
Aii Ti Ci ®apma C.p.n., ITamis/

ITC Farma S.R.L., Italy.

Micuie3HaxoaKeHHsI BUPOOHHKA Ta aJpeca MPOBaIXKeHHS HOT0 Tis/TbHOCTI.
Bia ITonTina Keit Em 29 - 00071 Tlomenis (Ap Em), ITamis/

Via Pontina KM 29 - 00071 Pomezia (RM), Italy.



