IHCTPYKIIA
JJISI MEAUYHOT0 32CTOCYBAHHSA JiKapPChKOro 3aco0y

PECITUKC®
(RESPIX®)

Cknao:

oioui peuosunu’: ambroxol hydrochloride, acetylcysteine.

1 Tabnerka micTuth aneruianucreiny 200 mr, amOpokcomny rixpoxyiopuay 30 mr;

OONOMIJNCHI peqosuHu: TIENION03a MIKpOKPUCTAIIYHa, IIOBIJIOH, MAarHilo cTeapar, JIAKTO3U
MOHOT1/IpaT, HATPiI0 KPOXMABIIIIKOJIAT, KPEMHIIO T11I0KCH/I KOJIOIAHUI 0e3BOIHUH, riIpoMeno3a,
TaJbK, nojietuaeHrmikoiabp 6000, Tutany miokcun (E 171), 6apsuuk xoBtuii 3axig FCF (E 110).

Jlikapcbka gopma. TabieTku, BKpUTI IIIIIBKOBOKO 000JIOHKOIO.
OcHosni  hizuko-ximiuni eracmugocmi: KpyTIi, IBOOMYKI TaOJETKH, BKPHUTI OOOJOHKOIO,
TIOMapaH4YeBOTO KOJIBOPY.

dapmakoTepaneBTUYHA Ipyna.
3aco0u, SIKi 3aCTOCOBYIOTHCS MPH KalllTl Ta 3aCTyJHUX 3aXBOPIOBAHHAX. MYyKONITHYHI 3aCO0H.
KowmoOinmarii. Kog ATX R05C B10.

Dapmakono2iuni eracmueocmi.

Dapmaxoounamixa.

Ambpokcon — MYKOJNITUYHUN Ta BIAXapKyBaJbHUM 3aci0, YMHUTH BUPAKEHY BiIXapKyBaJIbHY,
NpoTU3anaibHy, IMYHOMOJIYJTIOIOUY, AHTHOKCHIAHTHY 1 HE3HAuHy MPOTUKAIUIHOBY IilO.
CTuMyITI0€ CEepO3H1 KIIITHHU 3aJ103 CIIM30BO1 000JIOHKH OPOHXIB, 301IBIIYE KITBKICTh CIU30BOTO
CeKpeTy 1 TakUM YHHOM 3MIHIOE TIOpYIIEHE CITiBBiAHOIIEHHS CEPO3HOIO 1 CIIM30BOTO
KOMITOHEHTIB. [le Hopmaii3ye peosoriyHi MOKa3HUKHW MOKPOTHHHS, 3HWKYIOUH HOTO B’SI3KICTh
Ta aAre3vWBHI BIACTHUBOCTI. be3mocepenHbo CTUMYIIOE PYXJIMBY AaKTHUBHICTh MHUTOTIHMBOTO
emitenito OpoHXIB, 3amobirae WOro 3JIMIIAHHIO Ta TOKpallye MYKOIWIiapHy eBaKyarlito
MOKPOTHUHHSI. AMOpPOKCOJI MiZBHILY€E BMICT Cyp(akTaHTy B JIETEHSX, a TaKOX 3arodirae H#oro
JNECTPYKIli THEBMOIMTaMH. AMOPOKCOJ HE CHPUYUHSE OpPOHXOOOCTPYKIIIO, a HaBIMaKH,
nokpamye  (QyHKIIO  30BHIIIHBOTO  JAuXaHHA. JloBemeHo, 1o  mIpemapar  3HHIKYE
TIEePPEaKTUBHICTh M 31B OPOHXIB XBOPHUX Ha acTMy. AMOPOKCOJ Ma€ MPOTU3AMaIbHUN e(eKT,
AQHTHOKCHUIAHTHI BIACTHUBOCTI, CTUMYJIIOE MICIIEBHI IMYHITET Ta MOHOBJICHHS MIPUPOJHOTO LIApy
cypdakranra. Ilicns mpuitMaHHS aMOpPOKCOJIy 3HAYHO 3MEHINYIOTHCS CKapry TAaIll€EHTIB Ha
KallleJib 1 MOKPOTHUHHS BIJITIOBITHO 10 IHTEHCUBHOCTI JIIKYBaHHS.

Ayemunyucmein — MYKONITUYHUM Ta BIIXapKyBaJIbHHM 3aci0. 3a paxyHOK BLIbHOI
CyIbQTipUiIbHOI TPYNH po3pUBae Oicynb(digHl 3B’SI3KM MYKOIOIiCaxapuaiB MOKPOTHHHS, IO
3HIDKYE B’SI3KICTh OpOHXIaTBHOTO CEKpeTy. 30uIblllye MYyKOUMJIiapHUW KiipeHc. YuHUTH
AQHTHOKCUJAHTHY [iI0 3a pPaxyHOK 3B’S3yBaHHS BUIBHHUX paguKaliB. 3O0UIbIIye CHHTE3
TJIYyTaTiOHy, SKHH € BaXJIWBUM (AKTOpOM JETOKCHKAIlii, 3aBASKA 1[I BJIACTHBOCTI
AIETUIIUCTETH 3aCTOCOBYIOTh /ISl JIIKYBaHHS TOCTPHUX OTPYEHH IMapameraMmosioM, (heHOJIaMu,
aJbJeTiIaMU Ta IHIIUMHA PEYOBHHAMM.

Dapmaxokinemuxa.

Ambpoxkcon.

Abcopbuyis.

AOGcopOr11ist aMOPOKCOy TIAPOXJIOPUIY IIBHJKA 1 JOCTATHHO MOBHA, 3 JIHIHHOIO 3aJIKHICTIO Y
TEpaneBTUYHOMY Jiana3oHi. MakcumalbHi piBHI B IUIa3Mi KpoOBi jgocsraioTeest uepe3 1-2,5
TOJIMHHU TIPY TIEPOPATLHOMY MPUHOMI JTIKApChKUX (DOPM MIBUIAKOTO BUBIILHEHHS.



Posnodin.

Posnonin  amOpokcosly TipOXJIOpUAY IIBHAKMA Ta PI3KO BUPAXECHUH, 3 HAMBHILIOIO
KOHIICHTPAIlI€I0 aKTUBHOI PEYOBHHH Y JiereHsaX. O0'eM po3moiiny CTaHOBUTH MPUOIU3HO 552 1.
VY mna3mi KpoBi B TepameBTUYHOMY Jianma3oHi mpuoiau3Ho 90 % amOpoKcoily TiapoXJIOopHIy
3B'A3YETHCA 3 MPOTETHAMH.

Memabonism.

AMOpOKCOTYy  TIIPOXJIOpHUJT METa0OJI3ye€ThCS TOJIOBHMM UYWHOM Yy TEYIHII  IIIIXOM
[JIIOKYPOHi3allii Ta pO3IIETUICHHS 10 TUOpoMaHTpaH1IoBoi kuciaotu (mpubausHo 10 % nos3m). 3a
MeTab0J1i3M aMOPOKCOJTY TIIPOXJIOPUITY 10 TUOPOMAHTPaH1JIOBOT KHCIIOTH BianoBigae CYP3A4.
Bueeoenns.

brmuzbko 30 % 103U BUBOIUTHCS 3 OpPraHi3My LUISIXOM IpecucTeMHOro meraboinizmy. Yepes 3
JIH1 TICJIS IEPOPATILHOTO 3aCTOCYBaHHS OJIM3BKO 6 % 1031 BUBOIMTHCS 3 CEUCIO B HE3MIHEHOMY
BUTJISII, Omm3bko 26 % no3u — B KOH'toroBaHiid ¢opwmi. Ilepion HamiBBUBENCHHS CTaHOBUTH
npu6smzno 10 roauH.

Auemunyucmein.

Abcopbuyis.

AneTHIIIUCTETH TOBHICTIO abCcOpOyeThes y pasi mepopaibHOTo npuiioMmy. Uepes meTabomisMm y
CTIHKaxX KHIICYHUKY Ta e(EeKT «IepIIoro MpPOXOKEHHS» O10J0CTYIHICTh IyXKe HHU3bKa
(mpubnuzuo 10 %). MakcuManbHa KOHIIEHTpAIlisl B IJIa3Mi JIOCSTa€eThCs depe3 1-3 ronuHu micis
NpUHOMY 1 3aJIMIIAETHCS BUCOKOIO IPOTITOM 24 TOUH.

Posnooin.

O0’eM posmopiny anerwinucteiny craHoBuTh Big 0,33 mo 0,47 s/kr. 3B’s30k 3 Oimkamu
cTtaHoBUTh Onu3bko 50 % uepe3 4 ronuHu micias npuitomy i1 3MeHmryetbcs 10 20 % uepes
12 ronum.

Memabonizm.

AneTummcTeiH MeTabomi3y€eThCsl B CTIHKAX KUIICYHUKY 1 MTEYIHIT.

Buseoenns.

AUETHUIIHUCTEIH BUBOAUTHCA HHUPKAMHU Yy BUIJSAI HEAKTUBHUX METa0OMNITIB (HEOpraHivHi
cynbdartu, aianeruniucrein). [lepioa HamBBUBEACHHS CTAaHOBUTH NMPUOM3HO | ronauny. Y pasi
3HIKEHHS (DYHKIIIT MeYiHKH Mepioj HAaliBBUBEACHHS MOAOBXKYEThCS 10 8 TOAMH.

KuiniuHi XapakTepucTHKH.

Iloxkazanns.

— JlikyBaHHS TOCTPHUX 1 XPOHIYHUX 3aXBOPIOBaHb JUXAJbHUX IUISAXIB, IO CYMPOBOKYIOTHCS
NOPYIICHHSM OpOHXiaJIbHOT CeKpellii Ta eBakyarlii cekpeTy ( y T. 4. IpU TOCTPOMY 1 XpOHIYHOMY
OpOHXITI, XPOHIYHUX OOCTPYKTHBHHMX 3aXBOPIOBAHHAX JIETCHb, ITHEBMOHII, OPOHXOEKTaTHUYHIN
XBOpo0i, OpoHXiaNbHIN acTMi, MyKOBICIIM1031, TJAPUHTITI, TPAXeiTi).

— 3acTtocyBaHHS y TIEpioJ MiATOTOBKU JO OPOHXOCKOMIT Ta MiCis MPOBEACHOTO JOCIIKESHHS.

Ilpomunokaszanna.

[lirBuIIeHa YyTAUBICTH 10 AIFOYUX PEYOBUH a00 J0 IHIIUX KOMIIOHEHTIB IIpenapary.

BupaskoBa xBopoOa IIUTYHKY Ta JBAHAIATHIIAIOI KUIIKH B CTa il 3arOCTPEHHS.
KpoBoxapkaHHs.

Jlerenesa kpoBoTeua.

B3aemooia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€Mo0iil.

OpHouacHe 3acTOCYBaHHs Mperapary Ta 3aco0iB, 110 MPUTHIYYIOTh Kalllelb, MOXKE IPU3BECTH JI0
HAIMIPHOTO HAKOIWYEHHS CIW3Yy BHACIIIOK NMPUTHIYEHHS KalLIbOBOTO peduiekcy. ToMmy Taka
KOMOIHAIlIS MOXJIMBA TIUIBKM MICHS PETENbHOI OIIHKM JIIKapeM CITIiBBIIHOIICHHS OYiKyBaHOI
KOPHCTI Ta MOKJIUBOT'O PU3HKY BiJl 3aCTOCYBaHHS.

AMOpoOKCOII, 10 BXOJUTH 10 CKJIAAy MpenapaTy, IpU OJHOYACHOMY 3aCTOCYBAHHI IiJIBHIILYE
KOHIICHTpPAIlif0 aHTHOI0TUKIB aMOKCHUIIUJIIHY, Ie(PYypPOKCUMY, €pUTPOMIIIMHY Ta JOKCHUIIUKIIIHY B
MOKPOTi Ta B OPOHXOJIETEHEBOMY CEKPETi.



[Ipu omHOYaCHOMY 3aCTOCYBaHHI aNETWIIUCTEIHY 3 medanocrnopuHaMu (32 BHUHSATKOM
nedgikcumy Ta  sopakapbedy), TeTpauukiIiHaMM (32  BHHATKOM  JIOKCHLUKJIIIHY),
amdorepuruHomM B, amiHOTIIKO3MAaMH, MOXKJIMBE 3HIDKCHHS aKTHMBHOCTI BHIIEBKA3aHHUX
Jikapchkux 3aco0iB. ToMmy iHTepBan MK 3aCTOCYBaHHSM LHX 3acO0iB Ta alETHIIUCTEIHY
IOBUHEH CTAaHOBUTH HE MEHIIE 2 TOANH.

OpHoYacHM TPUHOM HITPOTJILEPUHY Ta AlETWILHCTEIHY MOXKE MPU3BECTH N0 MiJCHICHHS
Ba30/IMJIATOPHOTO €(PEKTy HITPOTIIICPUHY.

BinzHavyaeThCst cHHEPri3M aleTHIILUCTETHY 3 OPOHXOTITHKAMH.

3acTOCyBaHHS AaIETWIIHCTEIHY MOXKE 3MIHIOBATH pE3yJbTaTH KUIBKICHOTO BH3HAYEHHS
CaJiIUJIATIB KOJIOPUMETPHUYHUM METOJIOM 1 pe3ylbTaTH BU3HAYCHHS KETOHY B CeUi.

Ocobueocmi 3acmocy8anns.

[Ipenapar 3acTOCOBYBaTH 3 00EPEKHICTIO:

— TaIli€HTaM 13 BHPA3KOI0 IUIYHKA Ta JABAHAIIMTUIIAIO] KUIIKK B aHaMHE31, 0COOJMBO y pasi
CYNMyTHHOTO TPUHOMY IHIIUX JKAPCHKUX 3ac00iB, IO TOJAPA3HIOIOTH CIU30BY OOOJIOHKY
IUTYHKA;

— TAaIi€eHTaM 3 MOPYUICHHSAMHU (DYHKIIH HUPOK a00 TSKKUMH 3aXBOPIOBAHHSAMH TEUiHKU (CIif
30UTBIIUTH 1HTEPBAT MK 3aCTOCYBaHHSIM a00 3MEHIITUTH J103Y);

— TaIfi€HTaM 3 MOPYIIEHHSIM OpPOHX1aJIbHOT MOTOPUKH Ta MOCUJICHIN ceKpelii cnu3y (HampuKiiag
IIpY TAKOMY P1IKICHOMY 3aXBOPIOBaHHI, SIK IEpBUHHA LIWJIiapHa TUCKiHE3is);

— TMamieHTaM 3 OpOHXiabHOI acTMOIO (3 KOHTpoJieM OpoHXiadbHOI MpPOBIAHOCTI). Y pasi
PO3BUTKY OpOHXOCHa3My 3aCTOCYBaHHS IpenapaTy CIIiJ IPUITHHNATH.

VYcporo Kidbka MOBIIOMIIEHb HAIMIUIO MPO TSDKKI ypaskeHHS HKipu — cuHiapom CTiBeHca-
JI)KOHCOHa Ta TOKCHYHMK emijepMaibHuil Hekpoisi3 (cunzapom Jlaiiennma), — moB’s3aHi 13
3aCTOCYBaHHSAM BiJXapKyBaJbHUX 3aC00iB, TAKHX K aMOpPOKCOJ. 31e01IbIIOro ix MokHa OyIo
MOSICHUTH TSDKKICTIO Tepebiry OCHOBHOTO 3aXBOPIOBAaHHS Yy IAIEHTIB 1/a00 OZHOYACHUM
3aCTOCYBaHHAM  IHIIOrO  mpemapaTy. Takok  Ha  MOYATKOBIM  cramii  cuHApPOMY
Crienca-J>xoncona abo cunaapomy Jlaliemna y mamieHTiB MOXKYTh OyTH HecnenuiuHi, moai0H1
JI0 O3HAK MOYATKy I'PUITy CUMIITOMH, TaKi sIK MPOTACHUIIS, JIOMOTA, PHHIT, KaIlllelb 1 0171 y TOpIi.
[TomMunkoBo mpw Takux Hecrmenu(PidHUX, MOMIOHMX JI0 O3HAK TOYATKy TPHUIYy CHUMITOMAax
MOKYTh 3aCTOCYBaTH CUMITOMATUYHE JIKyBaHHS MpenaparaMyd MpOTH Kamuiio 1 3actyan. Tomy
MIPH TI0SIB1 HOBUX ypaXK€Hb IIKIPH a00 CIM30BUX 0OOJIOHOK MAIlIEHTaM CJIiJT PUITUHUTH TPHHAOM
npernapaTy Ta HeralHO 3BepHYTHUCS 3a MEAMYHOIO JJOMTOMOTOI0.

3acTocyBaHHs JIIKAPCHKOTO 3ac00y CIPUYHMHSE PO3PIIKEHHS OpOHXIATBHOTO CEKpeTy. SKIio
MAI[iEHT He 3JaTHUH €PEKTUBHO BiJKAILIIOBATH MOKPOTHUHHS, HEOOX1/IHI MOCTYpaIbHUN IPEHAXK
1 OpoHxoacmiparris.

Jlikapchkuid 3aci® MICTHTH JAaKTO3y, TOMY HOTO HE CIIiJ] 3aCTOCOBYBATH JIIOJISAM 13 PiJIKICHOIO
CIMAJKOBOIO HEMEPEHOCUMICTIO TalakTo3W, Lapp-1akTa3HOW HEMIOCTAaTHICTIO abo TJIIOKO030-
raJIakTO3HOI0 MaTbabCOpOITi€TO.

3acmocysanus y nepioo eazimnocmi abo 200y8aHHs epyO0io.

[Ipenapar He pEKOMEHIYETHCS 3aCTOCOBYBATH y MEPi0J] BariTHOCTI.

AMOPOKCOJI Ta alleTHIIUCTETH MPOHUKAIOTH y TPYIHE MOJIOKO. Y pa3i 3aCTOCYBaHHS MpemnapaTry
CJI1J1 IPUIIMHUTYU TOAYBaHHS IPYAIIO.

30amuicms eniugamu Ha WBUOKICMb peakyii npu Kepy8aHHi A8MOMpPAaHCnOpmMomM abo iHuuUMU
MexXarnizmamu.

Hemae manux o0 BIUIMBY Ipemnapary Ha MIBHAKICTh PEaKIlil IpU KepyBaHHI aBTOTPAHCTIOPTOM
a00 1HIIMMH MeXaHi3MaMHu.

Cnocio 3acmocysannus ma 003u.

Hopocni ma dimu eixom 6i0 12 poxis. peKOMEHIOBaHa /1032 CTAHOBHUTH | Tabnerka 3 pa3u Ha
no0y. TaOmerku cmijg mpudMaTd MICHs iduM Ta 3aluBaTH JOCTAaTHHOI KIJIBKICTIO PIIUHHU.
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[Ipenapar He ciig 3acToCOBYBaTH jJoBIIe 4-5 110 0€3 KOHCYIbTaIli JIiKaps.

Himu.

[Ipenapar 3acTocoBYBaTH IITSAM BiKOM Bifl 12 pOKiB.

Ilepeoosysanns.

AMOpokconr 100pe TEepEeHOCHUBCS IMICHS IMapeHTEePaTbHOrO 3acCTOCYBaHHS Yy J03aX J0
15 mr/kr/no0y Ta micis nepopaibHOTO 3acTOCYBaHHS 70 25 Mr/kr/noly. Y pasi nepeno3yBaHHS
aMOPOKCOJIOM HE€ CIOCTEpIranocs O3HaK TSKKOi 1HTOKcuKarii. [loBimomisuiocs mpo BUNAIKH
KOPOTKOTEPMIHOBOTO HECIIOKOIO Ta jiapei, rimepcamiBamii. 3rijHO 3 AOKIIHIYHUMH
JTOCITIJDKEHHSMH, TIEPEI03yBaHHS MOXE MPU3BECTH JO TirmepcaiiBailii, HyJIO0TH, OJIOBaHHS Ta
3HIDKEHHS apTepiadbHOro TUCKY. [lepeno3yBaHHs alleTHIIUCTETHOM MOXKE CIIPUYHMHUTH HYIOTY,
OJIFoBaHHs, Jliapero. Y ATl iICHY€e PU3UK TiMepCeKperrii.

Jlikyéanus: CAMIITOMATHYHA Ta MiATPUMYIOYa Teparis.

Il06iuni peakuii.

3 b6oky cepyego-cyounHoi cucmemu. Taxikapisi, apTepiajibHa TrimoTeH31s.

3 6oxy Hepeosoi cucmemu: TOIOBHUHN O1ITb.

3 b6oky opeanie ciyxy: N3BiH y ByXax.

3 60Ky ouxanvhoi cucmemu. PUHOPES, CYXiCTh JUXATBHHUX MUISIXiB, OpOHXOCMA3M (TIEPEBaXKHO Y
MAIi€HTIB 3 TIMEPPEaKTUBHICTIO OpPOHXIaJbHOI CHCTEMH, IO ACOIIIOETHCA 13 OPOHXIATBHOIO
acTMOI0).

3 boxy mpaenozo mpaxmy: CyXiCThb y POTi, CIMHOTEYA, TeUis, HyJ0Ta, OJIOBaHHS, IUCIIETIC,
CTOMATHT, OiJIb Y )KUBOTI, Aiapes, 3a1op, HENPUEMHHHN 3amax i3 poTa.

3 60Ky ceuosudinbHOI cucmemu: TA3YPIs.

3 6oky imynHOI cucmemu, WKIpyu ma NIOWKIPHOIL KIIMKO8UHU . PEAKIil TIMEPUYTIUBOCTI, Y TOMY
guciai  a”adimakThyHl Ta a”adIaKTOiAHI peakiii, aHaUIAKTUYHWA 110K, BUCHITAHHS,
KpOIUB’siHKa, peakiii 3 OOKy CIM30BHX OOOJIOHOK, aHTIOHEBPOTHMYHHMI HAOpsK, JIMXOMAaHKa,
JIMCITHOE, CBEpOIK, epuTeMa, eK3eMa, TSOKKI ypakeHHs mikipu: cuaapoM CriBeHca-/[)xoHCOHa Ta
cunapoM Jlanenna.

3acanvui nopywenns: HaOPSIKU.

[Ipu 3acTocyBaHHI allETHIIIUCTEIHY YK€ PIIKO MOBIIOMIISIIOCS IPO BUHUKHEHHSI KPOBOTEY, 110
yacTimie 3a Bce OyJM MOB’s13aH1 3 PO3BUTKOM pEaKIliil rinepuyTauBocTi. Bin3Havanucs BUmaaku
3HIKEHHS arperarii TpOMOOIUTIB, OIHAK KJIIHIYHOTO MiATBEPKEHHS [[bOMY HEMAE.

Tepmin npuoamnocmi. 3 poxu.
YmoBHu 30epiranus.
30epiraTy B OpUTiHAIBHINA YIIAKOBIII pU TeMiiepaTypi He Buie 25 °C.

30epiratu y HEIOCTYITHOMY ISl AITE€H MicCIii.

YnakoBka.
ITo 10 Tabnerok y 6micrepi. [To 1 a6o 2 abo 4 GiicTepu y madili 3 KapTOHY.

Kareropis Binmycky. be3 penenra.

Bupoonuk.
EBepromxen Jlaitd Caencus Jlimiten/ Evertogen Life Sciences Limited.
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