IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MIJIICTAH BI KAIILUIIO

(MILISTAN ANTICOUGH)

Cknao:
Oitoui peuoguHu: aMOPOKCOITY TiIpoXI0puL, KapOoIucTeiH;

1 TabneTka, BKpuTa 000JI0HKOI0, MiCTUTh aMOpoKcony rimpoxnopuny - 30 Mr, kapoouucteiny - 200
MT;

0onoMmidicHI peyo8uHU: KpOXMailb KYKYPYA3SHUH, 1Ie/110103a MiKpOKPUCTaliyHa, HaTpio
Metunrigpokcuben3soar (E 219), HaTpito npominrizpokcubensoat (E 217), Maruito cTeapar, Talbk,
KPEMHiI0 MiOKCH[ KONOigHMM 6e3BOMHIM, HAaTPil0 KPOXMaIBTIIKOIAT (THI A);

mamepian 0451 NnoKpumms: TiTPOKCUIIPOIiIMETUIILIETI0N03a, TalbK, TUTaHy giokcup (E 171),
nomietunenraikonb 6000.

JIikapcbka ¢opma. TabreTku, BKpUTi 060I0HKOIO.

OcHo8HI ¢i3uko-ximiyHi 81acmueocmi: 6iI0TO KONbOPY, KPYIJI, ABOOMYKIIi TaOEeTKH, BKPHUTI
0060noHKOI0, 3 HamucoM «MILISTAN» Ha ogHOMY Ooti Ta Hamucom «COUGH» Ha inmmomy 0otii.

dapmakoTepaneBTHYHA rpyma. MykomnitTuuni 3acobu. Kog ATX RO5C B10.

Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.
Jlikapchkui 3acib € koMOiHalli€lo OBOX iHTPeieHTiB - aMOPOKCOIy i KapOOLKUCTEIHY.

AMOpOKCOII € aKTUBHUM MeTab0J1iToM OpoMreKcuHy. BiH HopMai3ye aTonorivHo 3MiHEHY CeKpelil
KJIITUH 327103 CIIM30B0I 000JT0HKY OPOHXIB, CIIPUSIE PO3PiIKEHHIO B’ I3KOT0 OPOHXiaTbHOT'0 CEKPETY Ta
TIOJIETIIY€E HOT0 BiTXOMXKEHHS 3a PaXyHOK 30ibIIeHHS MYKOIMTiapHOTO KITipEeHCY, 3MiHIOE
CIIiBBITHOILLIEHHS CEPO3HOTO Ta CIM30BOI'0 KOMIIOHEHTIB MOKpOTU. CTUMYIIIOE KIIiTUHY Knapka Ta
aKTHBI3YE Tipomi3yodi GepMeHTH, 110 TaKOXK IIPU3BOOUTH A0 3HUXKEHHS B'I3KOCTI MOKPOTHAHHS.
AMOPOKCOJI Ma€ CEKPETOMOTOPHI BJIaCTUBOCTI - CTUMYJIIOE POOOTY MUTOTJIMBOTO EIIiTeii0 GPOHXIB,
IIOHOBJIIOE ApPeHaxXHy QyHKIiI0 ApiOHMX OpoHXiB Ta OpoHXios. [IpenmapaT CTUMYIIIOE YTBOPEHHS



E€HIOOTeHHOTO CypdaKTaHTa, He CIPUYUHSIE HAIMIPHOTO YTBOPEHHS CEKPETY, 3MEHIIIYE CIIaCTUYHY
rineppeakTUBHICTH OPOHXIB - OMHOTO 3 OCHOBHUX (DAaKTOPiB pO3BUTKY OpOHXiaabHOI aCTMU IIPU
aneprii. Kamesns Ta 06'€M MOKPOTUHHST 3HAYHO 3MEHIIYIOTHCS.

KapOouucTein mposiBiisie MyKOIITHYHY Ta BifXapKyBaJIbHY Mil0 3a PaXyHOK aKTHBAIlil ciamoBoi
TpaHcdepasu - GepMeHTy 00KalomomiOHUX KITITHH CIU30B01 000710HKY O6poHXiB. HopManisye
KiIbKiCHE CIiBBiIHOINEHHS KUCINX Ta HEUTPalIbHUX CiaJIOMYLIMHIB, IO CIPHUSAE 3MEHIIEHHIO
B’I3KOCTi OpoHXialbHOTO CeKpeTy. [loneruye BigxonKeHHs MOKPOTUHHS 32 PaXyHOK IiIBUIIEHHS
MYKOLIXJIiapHOTO KJIiPEeHCY, Ma€ aHTUOKCHUaHTHI Ta THEBMOIIPOTEKTOPHI BIaCTUBOCTI, IIJ0 3yMOBJIEHO
3MATHICTIO CynbGrigpUIbHUX TPYII 3B’ I3yBaTH BiNlbHI paguKanu. TakKoX CIPUsE pereHepaliii CI130Bo1
000JI0HKY, HOpMaJIi3ye Ii CTPYKTYpY Ta aKTUBi3y€ OisNbHICTh Bil4aCcTOT0 emiTesnito, BiTHOBITIOE
cekpelito IgA (cienudigyHn 3aXUCT) Ta KiJIbKICTh CYIb(TigpUIbHUX IPYII KOMIIOHEHTIB CIU3Y
(HecnernudigyHUM 3aXUCT).

dapmMaxkoKiHemuxka.

[Ticns mpuiiomy MinicTaH Bifl KalUTIO MPAaKTUYHO MTOBHICTI0O aBCOPOYETHCS ¥ TPAaBHOMY TPaKTi, mobpe
IIPOHMKAE Y TKAHUHMU JiereHiB. AOCosoTHa 6i0lOCTYIHICTL IPHU IIepOPaIbHOMY IIPUHOMi CTAHOBUTD
70-80 %. MakcumasnbHa KOHIIEHTpAllisl y I1a3Mi KPOBi HOCSITAaEThCs MPUOIN3HO Yepes 2,5 TOOuHI
iCJIsl IPUIOMY BHYTDPIIIHEO.

[Tepion HaniBBUBEeOeHHS CTaHOBUTH 10 romuH. BUBOOUTHCS, TOOBHUM YHHOM, i3 CeUelo.

KriniyHi XxapaKTepHUCTHKH.
Iloka3anus.

CekpeToniTiyHa Teparis TPy TOCTPUX i XPOHIYHUX OPOHXOMY/IbMOHAIBHUX 3aXBOPIOBAHHSX,
TIOB’sI3aHUX i3 IOPYIIeHHAM OpOoHXianbHOI CeKpellil Ta ocabeHHsIM TPOCYBaHHS CIIU3Y.

IIpomunoka3saHnus.

linepuyTnuBicTs 10 aMOPOKCONyY Timpoxiopuny, Kapbouucteiny abo 10 iHIINX KOMIOHEHTIB
JiKapchbKOro 3aco0y, 0co6IMBO 0 HATPil0 MeTUNTiApoKCcuOeH30aTy abo HaTpiio
IPOMiNTigpoKcubeH30aTy. Y BUMQKY PiAKiCHUX CIIafiKOBUX CTaHiB, Uyepe3 IKi MOXKJIMBa HECYMICHICTh
i3 momoMixKHMMK peYOBUHAMH Ipemnapaty (muB. po3min «Oco6IuBOCTI 3aCTOCYBaHHS»), 3aCTOCYBAHHS
npenaparTy IPOTUIIOKa3aHe.

[TenTryHa BUpa3Ka IIJTyHKa Ta JBAHAAISATUNATIOL KUIIKY Y Iepiof 3arocTpeHHs. | TpumecTp
BariTHOCTI - y 3B’SI3Ky 3 HEOCTATHbLOIO KibKICTIO JaHUX LIION0 TEPATOreHHOi Ta eMOPiOTOKCHUYHOI Aii.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

[TipBuiye eeKTUBHICTD I'TIOKOKOPTHUKOITHOI Ta aHTUOaKTepiaabHOI Teparii mpy JTiKyBaHHI
3araJbHUX 3aXBOPIOBAHb BEPXHIX 1 HUXKHIX AUXaIbHUX LIJIAXiB. AJle He PeKOMEHIYEThCS
3aCTOCOBYBATH OOHOYACHO 3 aHTUOIOTHKAMU TETPALMKITIHOBOTO PANY (3a BUHATKOM JOKCUIIKKIIIHY),
iHTepBaa MiX IX IPUUOMOM Ma€ CTaHOBUTH HEe MeHIIe 2 TONUH.



OpHOYacHe 3aCTOCyBaHHS aMOpPOKCOIY Ta 3aco0iB, 0 MPUTHIYYIOTH Kalllellb, MOXKe IIPU3BECTU [0
HaMipHOTO HaKOMWYEHHS CIU3y BHACINOK IPUTHIYEHHS KallIboBOro pediekcy. ToMy Taka
KoMOiHallisT MOXK/IMBA TiJTbKY IIiCJIT PETENTbHOI OILIiHKY JIiKapeM CITiBBiIHOIIEHHS O4YiKyBaHOI KOPUCTI
Ta MOXKJIMBOT'0 PU3HUKY Bifl 3aCTOCYBaHHS.

Y nepion nmikyBaHHST KapOOLKMCTEIHY He CJIil 3aCTOCOBYBATH IIPOTHUKAIIILOBI 3ac0o0u Ta 3acobu, 110
IPUTHIYYIOTh OPOHXialIbHY CEKpeliio.

OpHOYacCHe 3aCTOCYBaHHSI IpelapaTty MimicTaH Bif Kalutio 3 Teo()iliHOM MOCUIIOE Ail0 OCTAHHBLOTO.

HasiBHiCTE aMOpoKcomy y mpemnapaTi MinmicTaH Bif KaIlmo Moxe MPHU3BEeCTH 0 30i/IbIIeHHS
KOHIIeHTPaIlil aHTUOiOTHUKIB (AMOKCHUIUIIHY, 11ePyPOKCUMY, EPUTPOMILIUHY) ¥ OPOHXO0JIET€HEBOMY
CEeKpeTi Ta MOKPOTHHHI.

Oco06.1ueocmi 3acmocyeaHHsi.

[TpogyKTHBHUM Kallleslb - Ile pyHAaMeHTaIbHUN MeXaHi3M 3aXUCTy OpOHXO0JIETeHeBOl CUCTEMH i K
TaKUl IPUTHIYYBaTHUCS He MOBUHEH. HepauioHanbHOI0 € KoMOiHaIis JTikapchKuxX 3acobiB, AKi
Momu(iky0Th OPOHXiaTbHY CEeKpelliio, i3 3acofamu, 110 MPUTHIYYIOTh Kalllesb, i/abo peyoBuHAMH, IO
3HUXKYIOTh CEKPeIilo (Ipylla aTpoIiHy).

3acTocyBaHHS MYKOJIITUYHUX areHTiB MOXKe IIPU3BECTH [I0 IOPYIIeHHs OPOHXiambHOI MPOXigHOCT y
HEMOBJIAT. Y OiTel IepIIoro poKy KUTTS MOXKJIUBICTh OYUIIEHHS OUXaJIbHUX IIIAXIB Bif
OpoHxiarbHOTO CeKpeTy oOMexkeHa Yyepe3 BikKOBi aHaTOMO-}izionoriuni ocobnuBocTi. Byab-gaki
MYKOJIITUYHI areHTU He CIIi[ 3aCTOCOBYBaTUA HEMOBJIATAM.

JlikyBaHHST HEOOXiIHO MEePerIsHyTH Y BUMIAAKy BifCyTHOCTI eheKTy abo MOCUIEHHSI CUMIITOMIB
3aXBOPIOBaHHS.

Hapxoguny noBifoMIeHHS IPO TAXKKI ypaXKeHHS WKIpU: MyJIbTU(POPMHY eputeMy, cuHApoM CTiBeHCa
- IxoHcoHa (CCII)/ TokcuuHuu emigepManbauy HeKpoi3 (TEH) Ta roctpuii reHepani3oBaHu
ek3aHTeMaTo3Hu# myctynbo3 (I'TEII) - moB’s3aHi i3 3acTocyBaHHSIM aMOPOKCOJTY TimpOXIOpUIy.
3me6inbIIoro ix MOXKHa IMOSICHUTH TSXKKIiCTIO Tepebiry 0CHOBHOT'O 3aXBOPIOBaHHS Ta/ab0 OqHOYAaCHUM
3aCTOCYBaHHSIM iHIIIOTO ITpenapaTty. ToMy IIpH MOsIBi HOBUX ypazKeHb IIKipK abo CMu30BUX 0007I0HOK
CJIil HeraHO 3BEPHYTUCS 3a MEeIUYHOIO IOTIOMOTO0I0 Ta MIPUNUHUTH JTiKyBaHHS aMOpPOKCOITY
rigpoxnopugoM. TaKoXK Ha IT0YaTKOBiM cTafmil cuaapoMy CTiBeHca-[I;KOHCOHaA ab0 CUHAPOMY
Jlatienna y naiieHTiB MoXyTh OyTH HecrnenudiuHi, mogibHi 10 03HAK MOYATKy TPUIY CUMIITOMHU, TaKi
SIK TIPOIIACHUIIS, JIOMOTA, PUHIT, Kaleb i 6iib B ropsi. [IoMUIKOBO IIPH TaKuX HecnenuivHmx,
nofmiOHMX M0 03HAK II0YATKY I'PUIY CUMIITOMaX MOXKHA 3aCTOCOBYBATH CUMIITOMaTUYHE JTiKyBaHHS
IIperapaTaMy IPOTY KaIIlo i 3aCTYHU.

[Tpu nopy1meHHi 6poHXiaTbHOI MOTOPUKHM Ta IOCUJIEHIN CeKpellil clu3y (HanpuKiIaf, MpU TaKOMY
pigKicHOMY 3aXBOpIOBaHHI SIK IEPBUHHA IWIiapHa AMCKiHe3is) mpemapar CIifl 3aCTOCOBYBaTH 3
00epexkKHiCTIO0, OCKiIbKM aMOPOKCOJI MOXKe ITOCUIIOBATHA CEKPELliio CIu3Y.

[TamieHTaM i3 mopyieHoo0 QyHKITi€I0 HUPOK a00 TSIKKHUM CTYIIeHEM ITe4iHKOBOI HEIOCTATHOCTI CIIif 3
00epexkHiCTIO IpUUMAaTH IIpenapar TiJIbKY Iicig KOHCYbTallil 3 ikapeM. [Ipu 3acTocyBaHHi
aMOpOKCOITy, 5K i OyAb-IKO1 [i040l pe4OBUHY, SKa MeTab0/Ii3yEThCA B EUiHIli, a TOTiM BUBOOUTHCS
HUPKaMH, BinOyBa€ThCS HaKONUYEHHS MeTa0O0JIiTiB, sIKi yTBOPIOIOTHCS B MEYIHIN Y TAI[iEHTIB i3
TS2KKOI0 HUPKOBOI HEOCTATHICTIO.



HeoOxiguuii peTeIbHUY JIiIKapPChKUYM HATJIAA IPYU BUAiJIEHH] THIMHOTO MOKPOTHUHHS, BUCOKIl
TeMIepaTrypi.

[Tpemapart cJIif 3aCTOCOBYBaTH 3 00€PEKHICTIO IIPY JIiKyBaHHI MAIi€HTIB, IKi MalOTh BUPa3KOBY
xBOpoOy 1uTyHKa ab0 [BaHaAALSTUIANOI KUIIKY B aHAMHe3i.

Jlikapcpku# 3acib MiCTUTh MeTWITigPOKCHOEH30aT, MPOMiNTigpokcuOeH30arT, 0 MoXe OyTH
IPUYUHOIO aJleprivyHol peakllil (BigmaneHol y 9aci).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

[TpoTunokasaHo 3aCTOCOBYBaTH JlikapchKuii 3acib y I Tpumectpi BaritHocTi. ¥V II Ta III TpumecTpi
BariTHOCTI IIpemnapaT 3aCTOCOBYIOTh IIiCJIS PETEJIbHOI OI[IHKY CITiBBIAHOIIEHHS KOPUCTD OIS
MaTepi/pu3uK Oy mnoga (IUTHHY), SKe BU3Ha4dae JTiKap.

He pekoMeHIy€eThCs 3aCTOCOBYBATH B IePiof TOOYBaHHS IPYIIIO.

HoxminiuHi gocmigKeHHsS He BKa3yIOTh Ha IPSMUN a00 HePSIMUY KIiATUBUYN BIJIUB Ha
(hepTUNLHICTS.

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

HocnigXeHHS BIUIMBY Ha IIBUAKICTh peakllii Tpyu KepyBaHHi aBTOTpaHCIOPTOM abo poOoTi 3 iHmuMu
MexXaHi3MaMU{ He TPOBOJUIKCS. Y pa3i BUHUKHEHHS 3allaMOPOYEeHHS CIIil yTPUMAaTHUCS Bif KepyBaHHSI
aBTOTPAHCIOPTOM a00 iHIMMH MeXaHi3MaMHu.

Cnocid 3acmocyeaHHsi ma do3u.
Hopocri Ta mity BikoM Bifm 12 pokiB — mo 1 tabnetui 3 pa3u Ha m006y.

Kypc nikyBanus cranoButh 7-10 mi6.

Himu.

3acToCoByBaTH AiTAM BiKOoM Bif 12 pokiB. [liTaM 1o 12 pokiB AOLINTBHO 3aCTOCOBYBATH iHIII JTIKApPCHKIi
¢bopmu npemnapaty (cupor). JIiKyBaHHS HiTel CIIif IPOBOAUTH IIifi HATJISAOM JliKaps.

Ilepedo3yeanHs.

AMOpoKcon noOpe mepeHOCUBCS Iics MapeHTepaJbHOT0 3aCTOCYBaHHS Y J03axX A0 15 mMr/kr/moby Ta
IiCJIs IePOPAIbHOT0 3aCTOCYBaHHA 0 25 Mr/Kr/mo0y. [Ticnsa nepemo3yBaHHs aMOPOKCOJIOM He
CIIOCTEpIranoch TAKKUX 03HAK iHTOKCHKalii. Modcausi cumnmomu: Ginb y MUTYHKY, HYAOTa,
0110BaHHS, Miapesi, KOPOTKOTEPMIiHOBHM HECIIOKIH.



3a aHaJIOTi€l0 3 HOK/ITIHIYHUME AOCTiAKEeHHAMI aMOPOKCOJly HagMipHe ITepefo3yBaHHI MOXKe
IIPU3BECTH [0 TillepcatiBaliii, mo3uBiB 1o 67110BOTH, O/TIOBAHHS Ta 3HUKEHHS apTepiallbHOTO TUCKY.

HesBinkmamHi 3ax0yu Taki, SK CTUMYIIOBaHHS O/TI0BaHHS Ta MTPOMUBAHHS IINIYHKY 3arajioM He
IIOKa3aHi i MaloTh 3aCTOCOBYBATUCH Y BUIAMKY T'OCTPOI iHTOKCUKaIlil. JIiKkyBaHHS CUMIITOMaTU4YHE Ta
MigTPUMYIOYeE.

ITobiuni peakuii.

II7s1 OLiHKK YacTOTH MOOIYHMX SBUIN 0Y7I0 BAKOPUCTAHO TaKy Kilacudikarllito:

OyXe 4acTo > 10 %;

4acTo >1%i<10 %;
HeyacTo >0,1%1i<1%;
pigko > 0,01 %1<0,1%;
OyXe pigko < 0,01 %;

YacToTa HeBijoMa HEMOXKJIMBO OIIiIHMTH Ha OCHOBI HasIBHUX JaHUX.
3 boky imyHHOI cucmemu:
PifKo - peaxiiii rimep4yTINBOCTI;

YacCTOoTa HeBiloMa - aHadimaKTUYHI peakilil, BKTI04al4y aHaPiMaKTUYHUY 110K, aHTI0HEBPOTUYHUM
HaOpsK i cBepOixK.

3 60Ky wkipu i niwWKipHOi KATMKOBUHU:

pigko - mKipHi Bucuny (ApiOHOTOYKOBI, INIIMUCTI, OPiOHO-TIISMUCTI, OISINKK 3/TMBHI), KPOIIMB' THKA,
cBepbixk, epuTEeMa, IePMaTUT;

YacToTa HeBijoMa - Cepio3Hi MIKipHi mo6iuHi peakiiil (y TOMy 4uci MynbTU(GOPMHA EPUTEMA,
cuaapoM CriBeHca - [[:KOHCOHA/ TOKCUUHUM elifiepMabHU HEKPOJIi3 i TOCTpUM reHepasi3oBaHu
€K3aHTeMaTO3HUM MyCTYJIb03).

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY:

49acTo - Hy[0Ta, 3HNKEHHS YyTJIUBOCTI ¥ POTOBiY TOPOXKHUHI;

HedacTo - O/toBaHHS, fiapes, HUCIEICis, 6ib y UUIYHKY, Oi/lb y 2KUBOTI;

ny¥e PioKo - CIMHOTeYa;

YacTOoTa HEeBiloMa - CYXiCThb y POTi, IIeyis, 3all0p, CYXiCTh Y I'OPJIi, HITYHKOBO-KUIIIKOBa KPOBOTEYA.
3 60Ky duxaabHOI cucmemu, opaaHie 2pyoHOI KaimkKu ma cepedoCmiHHA:

JacTOTa HeBifoMa - 3HUKEHHS YyTIUBOCTI y TJIOTIL, PUHOpes, OUCIHOE (K CUMIITOM peakKIlil
TinepyyT/INBOCTI), CyXiCTh OUXaIbHUX MUISIXIB.

3 6oky ceyosudinbHOI cucmemu: MOXKJIUBA OU3YPisl.

Hegposo2iuni po3aadu:



YacTOTa HeBioMa - 3allaMOPOYEHHS, TOJIOBHUY 0iNb, mUCTEB3is (po3/1am CMaKy).
KapoianvHi posaadu:

YacToTa HeBijoMa - BiJ4yTTs cepleOuTTs.

3azanvHi po3aadu:

HEYacCTo - TMXOMaHKa, peakiril 3 60Ky clMu30BUX 000I0HOK;

YacTOTa HeBigoMa - 3arajbHa CJIabKiCTs.

Yepes HASBHICTH y CKJIaAi JTiKAPCHKOTO 3aC00y METUNTiIAPOKCUOEH30aTy Ta IPOMiNTiApoKCcuOeH30aTy
MOXKYTh BUHUKHYTH aJIepriuHi peakilii, MOXKJIMBO BimmaseHi B 4aci. Y pa3i BUHMKHEHHS I00iYHUX
eekTiB peKOMEeHAYETLCS 3MEHIIUTH J03y a00 BigMiHKUTH MPUItOM ITperapary.

Tepmin npudamHocmi.

3 pPOKH.

YMmoBH 30epiraHHsi.

30epiratu npu Temmepatypi He Buile 25 °C B OpUTiHAJBHIN yIaKOBLI Ta HEOOCTYIHOMY IJIS OiTel
MicIti.

VnaxoBka.

[To 10 Tabnetok y Gmictepi. [To 2 GicTepu y KapTOHHIN KOpPOOLIi.

Kareropis Bigmycky.

bes penernra.

BupoOHHK.

Menpo ®apmacsiotukarc [Ipisart JlimiTen/ Mepro Pharmaceuticals Private Limited.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

Unit I, Q-Poan, ®a3ze IV, GIDC, Bapnxsan, CypeHgpanarap, ['ymxapat, 363 035, Iugis/



Unit I, Q-Road, Phase IV, GIDC, Wadhwan, Surendranagar, Gujarat, 363 035, India.

3asiIBHHUK.

Mini Xenckepe JlimiTen/ Mili Healthcare Limited.

Micue3HaxoaKeHHsI 3asiBHHKa.

2-11 moBepx, odicue npumimenusd, 4 Yaptoing Xayc, Kacn Ctpit, Touton, Comepcet, Aurmis, TA1
4AS, Benuka bpuranis/

Second Floor Office Suite, 4 Chartfield House, Castle Street, Taunton, Somerset, England

TA1 4AS, Great Britain.



