C AnTeka iHTepHeT uev

IHCTPYKUIA

AN MeANYHOro 3aCTOCYBaHHA NiKapcbKoro 3acoby

PECTMUKC®
(RESPIX’)

CKnao:
ditoui peyosuHu: ambroxol hydrochloride, acetylcysteine.
1 Tabnetka MicTUTb aueTuauucteiny 200 mr, ambpoKcony rigpoxnopuay 30 mr;

O00rMOMIMCHI pevyoB8UHU: LEN0103a MIKPOKPUCTaNiyHa, NMOBiAOH, MarHilo cTeapart, /1akTO3M MOHoOrigpar,
HaTPil0 KPOXMANbINIKOMAT, KPEMHIIO AiOKcuA, KOMOIiAHWA 6e3BOAHWK, rinpomenosa, Tasbk,
nosietuneHraikonb 6000, TTaHy giokeug, (E 171), 6apBHUK XoBTui 3axig, FCF (E 110).

Nikapcbka popma. TabneTkn, BKPpUTI NNiIBKOBOO 060/10HKOIO.

OCHOBHI hi3UKO-XiMiYHIi 8nracmusocmi: KpPyrni, 4BOONYKAi TabNeTKN, BKpUTi 060/IOHKOID, MOMapaH4YeBoro
KONbOpY.

dapmaKkoTepaneBTUYHA rpyna.

3acobu, AKi 3acTOCOBYIOTLCA NPW KaLUAi Ta 3aCTyAHUX 3aXBOPIOBAHHAX. MyKoNiTUYHI 3acobu. KombiHauii.
Kog, ATX RO5C B10.

dapmakosnoeivyHi enacmueocmi.
dapmarkoOuHamiKa.

AMOPOKCOM — MYKONITUYHMIA  Ta  BiAXapKyBa/lbHWA  3acib, YNHWUTL  BUPAXKEHY  BiAXapKyBaJbHY,
NpoTM3ananbHy, iIMyHOMOAYNIOOYY, AHTUOKCUMOAHTHY i HE3HayHy MpPOTUKAWANbLOBY Ajto. CTUmytoe
CEPO3Hi KAITMHKU 3an03 cn30BOi 060NOHKM BPOHXiB, 36iNbLUYE KiNbKICTb CM30BOr0 CEKpeTy i Takum
YMHOM 3MIHIOE MOpYLIEHe CNiBBIAHOWEHHA CEPO3HOro i CAM30BOr0 KOMMOHEHTIB. Lle Hopmanisye
PEO0NOTiYHI MOKA3HMKN MOKPOTUHHSA, 3HUMKYIOUM MOro B'A3KICTb Ta aaresnBHi BlacTMBoOCTi. besnocepeaHbo
CTUMYJIOE PYXAIMBY aKTUBHICTb MUFOT/IMBOrO eniTenito 6POHXiB, 3anobirae Moro 3AnMNaHHIO Ta NOKPaLLyE
MYKOUMMIapHY eBaKyaLito MOKPOTUHHA. AMBPOKCON NiABMLLYE BMICT cypdaKTaHTy B JIEreHAX, a TaKoX
3anobirae Moro AecTpyKuii NHeBMOUUTaMU. AMBPOKCOT He CNPUYMHAE BPOHX00BCTPYKL,itO, @ HaBNaKw,
NnoKpalye GYHKLiI0 30BHILLHbOrO AMXaHHA. [loBefeHo, Wo nNpenapaT 3HUMKYE rineppeakTMBHICTL M'A3iB
6pPOHXIB XBOPWUX Ha acTMy. AMBPOKCON MA€E MPOTU3ananbHUI epeKT, aHTUOKCUAAHTHI BNACTUBOCTI,
CTUMYJIIOE MiCLLEBUIA iIMYHITET Ta MOHOB/EHHA NPUMpPOAHOro wapy cypdakTaHTa. Micna npuiimaHHA
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amMBpPOKCONY 3HAYHO 3MEHLUYITbCA CKaprM NALEHTIB Ha Kalwesb i MOKPOTMHHA BiANOBIAHO A0
iHTEHCMBHOCTI NiKYBaHHA.

AuemunyucmeiH — MyKONITUYHWUI Ta BiaXapKyBaibHWUI 3aci6. 3a paxyHOK BiNbHOI cynborigpuabHOI rpynu
po3puBae bicynbdiaHi 3B’A3KM MyKOMoOicaxapuaiB MOKPOTUHHSA, WO 3HWMKYE B’A3KICTb BpPOHXianbHOro
cekpety. 36inblWye MyKouuniapHUA KnipeHC. YMHUTb aHTMOKCMAOAHTHY Ait0 32 paxyHOK 3B’A3yBaHHS
BiZIbHUX paanKanis. 36inblUYe CMHTES IYTATIOHY, AKUIA € BaXKAMBUM GaKTOPOM AETOKCUKaLLiT; 3aBAAKN Ll
B/1IACTUBOCTI aUEeTU/ILMUCTEIH 3aCTOCOBYIOTb A4 JIiIKYBAHHA rOCTPUX OTPYEHb NapaLeTamoiom, beHonamu,
anbgerifamm 1a iHWMMKN pe4yoBUHaAMM.

dapmaKoKiHemukKa.

Ambpokcon.

Abcopbuis.

Abcopbuia ambpoKcony rigpoxnopuay WBMAKA | AOCTaTHbO MOBHA, 3 NiHIMHOW 3a/IEeXKHICTIO Y
TepaneBTUYHOMY Aiana3oHi. MaKkcMmanbHi piBHI B Naasmi KpoBi gocaratotbea yepes 1-2,5 roanHu npu
nepopanbHOMY NPUIAOMI NIKAPCbKMX GOPM LUBUAKOTO BMUBINIbHEHHS.

Po3nodin.

Po3nogin ambpokcony rigpoxaopuay WBUAKUA Ta Pi3KO BUPAXKEHWIM, 3 HAMBULLOK KOHLEHTpaLieo
aKTUBHOI pe4yoBMHKM Yy nereHsax. Obem posnoginy craHoBUTb NpubamsHo 552 aA. Y nnasmi Kposi B
TepaneBTUYHOMY Aiana3oHi ‘'npnbansHo 90 % ambpoKcony riapoxnopuay 38’A3yeTbCs 3 NpoTeiHaMu.
Memab6onizm.

AmbpoKcony rigpoxsopng mMeTabonisyeTbCA roNIOBHUM YMHOM Y MeEdiHUi LWASXOM [NOKYpPOHi3auii Ta
po3wenneHHa 4o AMBpoMaHTPaHiNoBoi Kucnotu (npubamnsHo 10 % aosu). 3a metaboniam ambpokcony
rigpoxnaopuay 4o AMbpomaHTpaHinoBoi Kucnotu Bianosigae CYP3A4.

BusedeHHs.

BansbKko 30 % 4031 BUBOAMUTLCA 3 OPraHiaMmy LWAAXOM NPecMcTemMHoro metabonismy. Yepes 3 aHi nicna
NnepopasbHOro 3aCToCyBaHHA 61M3bKO 6 % [03M BUBOAUTLCS 3 CEYED B HE3MIHEHOMY BUMAsA4I, 61M3bKO

26 % [o3u — B KOH'toroBaHin ¢opmi. Mepios HaniBBUBEAEHHA CTaHOBUTL NPM6AN3HO 10 rogmH.

Auemunuyucmeit.

Abcopbuis.

AueTnnumcreiH NoBHicTIO abcopbyeTbca y pasi nepopanbHoro npuitomy. Yepes metaboniam y CTiHKax
KMLWEYHMKY Ta e(deKT «Meplioro MnpoxoasKeHHa» 6iof0oCTynHICTb AyyKe Hu3bKa (npubnusHo 10 %).
MaKcMmanbHa KOHUEHTpPALiA B nnasmi gocAraeTbca vepes 1-3 rogmHM nicna npuiomy i 3anMwaeTbea
BMCOKOIO NPOTArom 24 roauH.

Po3nodin.
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06’em posnoainy auermnumcTeiHy craHosuTb 8ig, 0,33 ao 0,47 n/Kr. 38’A30K 3 6iKaMK CTaHOBUTL 6M3bKO
50 % uepes 4 rogMHu nicaa npunomy i smeHLwyetbea 4o 20 % yepes 12 roanH.

Memab6onizm.
AueTnnumncreiH meTabonisyeTbCs B CTiIHKAX KMLLIEYHMKY i NeYiHu,i.
BusedeHHs.

AueTnnumncreiH BMBOAUTLCA HUPKAMW Yy BUINALI HEAaKTUBHUX MeTaboniTiB (HeopraHiyHi cynbdaty,
AdiauetTunumcrein). MNepiog HaniBBMBEAEHHA CTAHOBUTb NPUOAN3HO 1 roamHy. Y pasi 3HMKeHHA GyHKU,T
neyviHKkM nepiod HaniBBMBeAEHHA NOAOBXKYETLCA A0 8 rOAMH.

KniHiuHi xapaKkTepucTukm.

MoKka3aHHA.

— JlikyBaHHA rOCTPUX | XPOHIYHUX 3aXBOPIOBAHb ANXAJIbHUX LUAAXIB, WO CYyNPOBOANKYOTLCA MNOPYLEHHAM
6poHxiaNbHOT ceKpelii Ta eBakyauii cekpeTy ( y T. Y. NPU FOCTPOMY i XPOHIYHOMY BPOHXITi, XPOHIYHUX
OOCTPYKTUBHUX 3aXBOPIOBAHHSX JIereHb, MHEBMOHII, BPOHXOEKTaTUYHIN XBOPObi, BpoHXianbHiN acTmi,
MYKOBICUMA,03i, TAPUHTITI, TpaxeiTi).

— 3acTocyBaHHA y nepioA NiAroToBKM A0 BPOHXOCKOMIT Ta NicaA NPoBeAEHOro AOC/IAMKEHHS.

lpomunoka3aHHA.

MigsuLLEeHa YyTAMBICTb 40 Ait04MX PEYOBUH abo [0 iHWKMX KOMMOHEHTIB Npenapary.
BrpaskoBa xBopob6a LWAYHKA Ta ABaHagUATMMNANOI KULWKKM B CTaAii 3aroCcTpeHHs.
KpoBoxapKaHHsA.

JNlereHeBa KpoBoTeuya.

B3aemodin 3 iHwWumMu nikapceKumu 3acobamu ma iHwi sudu e3aemoditii.

OpfHovacHe 3acToCyBaHHA nNpenapaty Ta 3acobiB, WO MPUrHIYYOTb Kallenb, MOXKe Npu3BecTM A0
HaZMIPHOro HaKOMMYEHHA CNM3Y BHACNIAOK NPUIHIYEHHS KawaboBoro pednekcy. Tomy Taka KombiHauin
MO/MBA Ti/IbKN NiCNA pPeTenbHOi OUiIHKK NiKapem ChiBBigHOWEHHA O4YiKyBaHOi KOPMCTi Ta MOX/IMBOTO
PU3UKY BiJ 3aCTOCYBaHHA.

AMOpOKCcON, WO BXOAMTb [0 CKAagy npenapaTy, nNpv OAHOYACHOMY 3acTOCYBaHHI MigBULLYE
KOHLIEHTPALLit0 aHTUBIOTMKIB aMOKCULUAIHY, LedyPOKCUMY, EPUTPOMILIMHY Ta AOKCULIMKAIHY B MOKPOTI Ta
B HpOHX0NEreHeBOMY CEKPETI.
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Mpn opHOYacHOMY 3aCTOCYBaHHI aueTunuumcTeiHy 3 uedanocnopuHamm (3a BUHATKOM Ledikcumy Ta
nopakapbedy), TeTpaumKaiHaMK (3a BUHATKOM AOKCULMKAIHY), amboTepuumHom B, amiHornikosnaamm
MOXK/IMBE 3HUKEHHA AaKTUBHOCTI BULLLEBKA3aHWUX NiKapCbKMx 3acobis. TOMy iHTEepBan MixK 3aCTOCYBaHHAM
umx 3acobiB Ta aLETUNLMCTEIHY NOBUHEH CTAHOBUTU HE MeHWe 2 FOAMH.

OpHoYaCHMI NpUAOM  HITpOrAiLEepUHY Ta aueTUIUUCTeiHY MoXe NpuU3BecTM A0 NiACUNEeHHs
Ba304MN1aTOPHOro ePeKTY HITPOrNiLepuHy.

Big3HauaeTbcA cMHEpPrism aueTUAUMCTEIHY 3 BPOHXONITUKAMM.

3acTocyBaHHA aALETMAUMCTEIHY MOXKe 3MIHIOBATW pPe3y/abTaTWM KiNIbKICHOrO BM3HAYEHHA caniumnaTie
KOJIOPUMETPUYHUM METOZOM i pe3y/ibTaTu BU3SHAYEHHA KETOHY B Ceui.

OcobanBocCTi 3acTOCyBaHHS.

MpenapaT 3acTOCOBYBATH 3 0BEPENKHICTIO:

— TMalie€HTaM i3 BUPA3KOI0 IITyHKa Ta JBAHAISTUIIANO] KHIIKA B aHaMHE31, 0COOIMBO y pasi
CYITyTHBOTO IPUHOMY IHIIUX JIIKAPCHKUX 3aCO01B, 1110 IOPA3HIOIOTH CIIM30BY OOOJIOHKY IIITYHKA;
— TMali€eHTaM 3 MOPYIICHHAMH (DYHKIIH HUPOK a00 TSDKKMMH 3aXBOPIOBAHHSMH TMEYiHKH (CIIij
30UTBIIUTH IHTEPBAI MK 3aCTOCYBaHHAM a00 3MEHIITUTH J103Y);

— Tali€HTaM 3 MOPYIICHHSAM OpOHXiaJIbHOI MOTOPWUKH Ta IIOCHJICHOI CEKpEIE0 CIHU3Y
(HampuKIIaa MPU TAaKOMY PIJIKICHOMY 3aXBOPIOBAHHI, SIK IEPBUHHA IMITIapHA JTUCKIHE31s);
—marieHTam 3 OpOHXiaIbHOIO aCTMOIO (3 KOHTPOJIEM OpOHXiaIbHOT TPOBiTHOCTI). Y pa3i po3BUTKY
OpoHXOocna3My 3aCTOCYBaHHS IpenapaTy CJiJ IPUIHHUATH.

YCbOoro Kinbka NoBigOMNEHb HAAIMLWAO NPO TAXKKI YParKeHHA WKipn — cnHapom CrtiseHca —/[1)KOHCOHa Ta
TOKCWYHUI  enigepmanbHUii  Hekponis (cuHapom Jflaiienna), — noB’A3aHi i3  3acTOCyBaHHAM
BiAXapKyBa/ibHNX 3ac06iB, TaKMX AK ambpoKcon. 34ebiNblioro iX MOMKHa 6yN0o MOACHUTU TAXKKICTIO
nepebiry OCHOBHOrO 3aXBOPHOBAHHA Yy MaLieHTiB i/abo 04HOYACHMM 3aCTOCYBAHHAM iHLWIOro npenapary.
TakoX Ha noYaTKoBiIl cTagii cuHapomy CTiBeHca —[J»KOHCOHa abo cMHApoMy Jlanenna y NaLieHTiB MOXYTb
6yTn HecneumdiyHi, NogibHiI A0 03HAK MOYATKY rpMny CUMNTOMMW, Taki AK NPOMNACHUUA, IOMOTa, PUHIT,
Kawenb i 6inb y ropni. MomunkoBo Npu Takux HecneumdiyHUX, NOAIGHMX OO0 O3HaAK MoYaTKy rpuny
CMMMTOMAX MOXYTb 3aCTOCYBaTU CMMNTOMATUYHE JIiKyBaHHA NpenapaTaMmum NPOTU Kalwa i 3actygu. Tomy
npwv NosBi HOBUX ypaKeHb LWKipyn abo cIM30BMX 060NOHOK NaLiEHTAM C/ig NPUNUHUTM NPUIAOM NpenapaTy
Ta HEramHO 3BEPHYTUCA 3a MeAUYHOIO JLONOMOTOH0.

3acTocyBaHHSA NiKapCbKOro 3acoby CNpUYMHAE PO3PiaKEHHA BPOHXianbHOro cekpeTy. AKLWO NaLieHT He
34aTHUIM ePEKTUBHO BiAKALLNOBATU MOKPOTUHHA, HEOOXigHI MOCTypanbHUI gpeHaxK | bpoHxoacnipay,is.

JlikapcbKnit 3acib mMicTUTb 1aKTO3y, TOMY MOro He c/lig, 3aCTOCOBYBATU NtOAAM i3 pigKicHOO cnaaKkoBoto

HenepeHOCUMICTIO  ranakTo3u, Lapp-naKkTasHOW  HeAOCTaTHICTIO  abo  [/1lOKO30-ranakTo3HO
Mmanbabcopbuieto.

3acmocyeaHHsA y nepiod eazimHocmi abo 200y8aHHA 2pydoio.
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MpenapaT He peKkomeHAYETbCA 3aCTOCOBYBATU Y Nepiog, BariTHOCTI.

AMOPOKCON Ta aUETUNLNCTEIH NPOHMKAIOTb Y FPyAHE MOJIOKO. Y pasi 3acTocyBaHHA

npenaparty cnig NPUNUHUTU roAyBaHHA rpyaato.

34aTHICTb BNAMBATM HA WBUAKICTb peaKL,ii Npu KepyBaHHi aBToTpaHcnopTom abo

IHWKMM mexaHi3Mmamu.

Hemae gaHux WoA0 BM/AMBY MpenapaTy Ha WBWUAKICTb pPeakuii NpyM KepyBaHHI aBTOTpaHcnopTom abo
IHWMMM MexaHi3MaMU.

Cnocib 3acmocyeaHHA ma 0o3u.

Jopocai ma oimu eikom 8i0 12 pokie: peKoMmeHAoBaHa A03a CTaHOBUTbL 1 Tabnetka 3 pasu Ha aoby.
Tabnetkn cnig npuiAmatv nicna igM Ta 3anmMBaTW AOCTATHLOK KiJIbKICTIO piaMHuK. MpenapaT He chig,
3acTocoByBaTu goBLe 4-5 aib 6e3 KoHcynbTau,ii 3 nikapem.

Aimu.

Mpenapat 3acTOCOBYBaTH AiTAM BiKOM Bif, 12 pokiB..

Mepedo3yeaHHs.

AmbpoKcon gobpe nepeHocMBCA MicNs NapeHTepasibHOro 3acToCyBaHHA y Ao3ax o 15 mr/kr/poby Ta
nicnA nepopanbHOro 3actocyBaHHA A0 25 mr/kr/poby. Y pasi nepeposyBaHHA ambBpOKCONOM He
CNOCTEPIranocA O3HAK TAXKKOI iHTOKCMKauii. [MosBigomnsanocA npo BUNAAKM KOPOTKOTEPMIHOBOIO
HEeCNoKOK Ta Aiapei, rinepcanisauii. 3riAHO 3 AOKNIHIYHUMWU AOCNIOKEHHAMM, NEpefo3yBaHHA MOXKe
npu3BecTn Ao rinepcanisauyi, HyA0TU, 6AIOBAaHHA Ta 3HUXKEHHA apTepianbHOro TUCKY. Mepeao3yBaHHS

aUEeTUNLMCTEIHOM MOXKe CMPUUYNHUTU HY[OTY, 6atoBaHHA, Aiapeto. Y AiTel icCHYeE pU3KK rinepcekpedii.

JliKy8aHHA: CAMNTOMATUYHA Ta NiATPUMYIOYA Tepanis.

Mob6iyHi peakyii.
3 60Ky cepyeso-cyOUHHOI cucmemu: Taxikapais, apTepia/ibHa rinoTeHsis.

3 60Ky HepB8oBoI cucmemu: TONIOBHUI Binb.
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3 60Ky opaaHie cayxy: A3BIH y Byxax.

3 60Ky 0uxanbHOI cucmemu: PUHOPESA, CYXiCTb ANXaNbHUX WAAXIB, BPOHXOCNAa3M (NepeBarkHO y NaLLiEHTIB
3 rineppeaKkTMBHICTIO BPOHXiaNIbHOT CUCTEMM, LLLO ACOLLIOETLCA i3 BPOHXiaNbHOO acTMOt0).

3 60Ky mpagHo20 Mpakmy: cyxicTb y pOTi, CAMHOTeYa, neyvida, Hyao0Ta,
6/1t0BaHHA, gMcnencia, ctomaTtuT, 6isib y *KMBOTI, Aiapesn, 3aKpen, HeNPUEMHWNIA 3anax i3 poTa.

3 60Ky ce4yoB8udinbHOI cucmemu: gU3ypis.

3 60Ky IMyHHOI cucmemu, WKipu ma MiOWKIiPHOI KAIMKOBUHU: peaKLii rinepyyTaMBocCTi, y Tomy
yuncni aHadinakTUUHI Ta aHadinakToigHi peakuii, aHadiNaKTUUHWUI LWOK, BUCUMAHHSA, KPONUB’AHKA, peaKuii
3 60Ky C/IN30BUX 060/10HOK, aHriOHEBPOTUYHNI
HabpAK, AMXOMaHKa, gucnHoe, cBepbixk; eputTemMa, eK3eMa, TAXKKI yparKeHHs WKipn: cuHapom CriBeHca —
[XOHCOHa Ta cuHapom flarenna.

3az2a16Hi NopyweHHA: HabpsaKku.

Mpw 3acTOCYBaHHI aLETUNLMUCTEIHY AyrKe PiAKO NOBIAOMIANOCA NPO BUHMKHEHHA KPOBOTEY, LWLO YacTiwe

3a Bce 6y/1M NOB’sI3aHi 3 PO3BUTKOM peakLili rinepyyTAnBOCTI. BigaHayanuca BUNagKkm sHUKEHHS arperadii
TPOMBOLMTIB, O4HAK KAIHIYHOrO NiaTBEPAKEHHSA LLbOMY HEMAE.

Tepmin npudamHocmi. 3 PoKu.

YmoBwu 36epiraHHA.

30epiraTi B OpUTIHAJIbHIN yIIAKOBIII TTPH Temrnepatypi He Buie 25 °C.
30epiratv y HEAOCTYITHOMY IS TITEH MICIII.

YnakoBKa.

Mo 10 Tabnetok y 6nictepi. Mo 1 abo 2 abo 4 6nicTtepun y nayli 3 KAPTOHY.

Kateropis BignycKy. be3 peuenTa.

BUpo6HUK.

EsepToaskeH Jlaind CaeHcus Jlimitea/ Evertogen Life Sciences Limited.
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MicuesHaxoaKeHHA BUPO6HMKa Ta MOro agpeca micuA NpoBagKeHHA AiANbHOCTI.

Mnot Ne: Ec-8, Ec-9, Ec-13/Mi Ta Ec-14/Ni Ti Ec A A Ci, ®apma Ec | 3eT, IpiH IHAacTpian Napk, MNonenanni
(Bi), Eauepna (Em), MaxabybHarap, TenaHraHa, IH-509 301, IHais /

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M),
Mahabubnagar, Telangana, IN-509 301, India.



