IHCTPYKUIA
JUISI MEIUYHOT 0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

PECIIMKC® CIIPEHA

Cknao:

oioua peuosuna:. ambroxol,

1 MJ1 po34MHY MICTHTH aMOpoKcouTy Tiapoxiopumy S0 Mmr;

1 crpyminb po3unny (0,2 M po3unHY) MICTUTh aMOPOKCOy Tiapoxiopumy 10 mr;

O00NOMIdCHI pe4o8uHY.: TPOMETAMOJI, MAaKpPOTOJIy TiIpOKCHUCTeapar, MIIiLEpHH, Kajlito anecysibdam, KCHIIIT,
Hatpito 0ensoart (E 211), neBoMeHTON, aMOHIFO TTIIPHU3AT, €TaHo 96 %, HATPiIO TIAPOKCH]T, BOJIa OUHINICHA.

Jlikapcbka gopma. Po3unH opanbHUA.
OcHosHi ¢hizuxo-ximiuni enacmueocmi:. 6e30apBHUI a00 KOBTYBaTHl MyTHYBaTHUW po3uuH. [3 ciraOkum
3araxoM MEHTOJY.

dapmakorepanesTuuHa rpyna. Myxkomituku. Kog ATX RO5C B06.

Dapmakonoziuni eracmusocmi.

Dapmaroounamika

AMOpoKcoI1, 3aMilieHnit OeH3MUIaMiH, € METa0O0IITOM OPOMI€KCHUHY.

Binpisuserscs Big OpOMIeKCHHY BiICYTHICTIO METHIIBHOI TPYTIH Ta I0IaTKOBOIO T'IPOKCUIILHOIO TPYTIO0
y 4 (TpaHC)-TIOJIO’)KCHHI IHMKJIOTEKCHJIPHOTO KIJbIlA. XO4Ya TOYHHUN MeXaHi3M [ii TOBHICTIO HeE
BCTAHOBJICHUH, y PI3HUX JIOCIIPKCHHSIX MTOKa3aH1 CEKPETONIITHYHI Ta CEKPETOMOTOPHI €(DEeKTH.

[Ticns mepopaibHOTO 3aCTOCYBaHHS €(DEKT MPOSBIAETHCA y cepenHboMy depe3 30 XB Ta TPUBAE 3aJIEKHO
BIJI 3aCTOCOBaHOI 103U 6—12 roauH.

VY IOKIIHIYHUX JOCTIIKEHHSAX aMOpOKCON 30UIbIIYBaB KIJIBKICTh CEpPO3HOI OpOHXiaIbHOI CeKpeLii.
BcranoBieHo, 1110 aMOpOKCOJI MiJBUIY€E MYKOIMITIAPHUH TPAHCTIOPT HIISAXOM CTUMYJTIOBaHHS PYXJIMBOCTI
Bilf OPOHXIAJIFHOTO EMITENII0 Ta 3HUKEHHS B’ SI3KOCTI CITU3Y.

AMOPOKCOJI BUKIMKAE AaKTUBAIIO Cyp(aKTaHTHOI CHUCTEMH MUISXOM IPSIMOTO BIUIMBY Ha MYJbMOILUTH
tumy Il anpBeosn Ta ceKpeTOpHI KIITUHE OpOHX101 (KiHIIEBA TIISTHKA TUXATBHUX MUIAXIB).

AMOPOKCOJI CTUMYIIIOE€ YTBOPCHHS Ta BUAIJICHHS IMOBEPXHEBUX AKTUBHHUX PEUOBHH B ATbBEOJSIPHUX Ta
OpoHXIaTbHUX IISTHKAX JIETeHb TUIOJA Ta TIOPOCTUX IMAIlIEHTIB.

MicueBuit aHecTe3yrounid epexT aMOpPOKCOITy T1IPOXIJIOPUIY CIIOCTEPITAIM Ha MOJIE1 KPOJITYOTO OKa, 10
MOX€ MOSICHIOBATUCS BJIACTUBOCTSIMU OJIOKYBAaHHSI HAaTpieBUX KaHawiB. JlocmimkeHHs IN VItro mokasainu,
0 aMOpOKCONy TiIpoxjiopua OJOKye HEWpOHHI HATpieBl KaHaW; 3B’A3yBaHHSA Oyino 00OpOTHUM i
3aJIe)KHUM BiJI KOHIIEHTpAIIIi.

3rigHo 3 pesyabTaTaMM KIHIYHOrO JOCHTiMKEHHs, Hpu 3acTocyBaHHi Pecrmkc® Crpelo BUSABIEHO
3MEHIIEHHS! I1HTEHCUBHOCTI OOJI0 B TOpJi Yy TAI€HTIB 13 HEYCKIaJHEHUMHU PEeCHipaTOPHUMHU
3aXBOPIOBAaHHSIMHU.

Dapmakoxkinemuxa

[licms mepopalbHOTO 3aCTOCYBaHHS aMOpOKCON MaiKe TIIOBHICTIO BCMOKTYETHCS, JOCSTAIOYH
MaKCUMaJbHUX KOHIICHTpalii y mia3mi depe3 1-3 roguHu. AOcomoTHa O10IOCTYMHICTH ITICIHS
NEPOPANBHOTO 3aCTOCYBAHHS 3HUKY€THCS Ha TPETHHY IIpH nepiiit (asi meradbomizmy. 1o MeTaboutiTiB, 1110
HiJIATal0Th HUPKOBIH CEKpellii, HanexaTb CIOJIYKH AUOPOMAHTPAHIIOBOT Ta TIIOKYPOHOBOI KHCIIOT.
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AMOpoKcoI J1eTKo 3B’s13y€eThes 3 Ouikamu miazmu (80-90 %). Ilepion HamiBBUBEAEHHS 3 TUIa3MU CTAHOBUTD
Bim 7 mo 12 romun. CymapHuil mepioJi HAmBBUBEIACHHS aMOPOKCOIY Ta HOTrO METaOOoMITIB 13 TUIa3MH
CTaHOBHUTbH MPUOIU3HO 22 TOAVHU.

AMOPOKCOJI IPOHUKAE Y JIKBOP HEHTPAIbHOI HEPBOBOI cucTeMH. BiH MpoXoauTh mianeHTapHuil 0ap’ep i
TaKOX IPOHHUKAE y TPYIHE MOJIOKO.

[Tpubmuzno 90 % mo3u aMOPOKCOITY BUBOAMTHCS HUPKAaMH y (GopMi METa0OITIB, 10 YTBOPIOIOTHCA Y
neyvinmi. Menmie 10 % aMOpokcosry BUBOAUTHCS Y HE3MIHEHOMY BUTJISII.

Uepes BUCOKY 3/IaTHICTH JI0 3B’SI3yBaHHS 3 OLIKAMH CHPOBATKH KpPOBI, BEIMKHA 00’€M PO3MOIICHHS Ta
MOBUTbHE BUBLILHEHHS 3 TKAHUH 13 TIOBEPHEHHSIM Y KpOB Jiaii3 abo GopcoBaHMiA Aiype3 HE BIUIMBAIOTHh Ha
piBEeHb BUBEJICHHS aMOPOKCOITY.

Tspkke mopymeHHs (YHKIIT MEYIHKK MOXE 3MEHIIYBaTH MeTabomizM amOpokcory Ha 20-40 %. Tsokki
nopyuieHHs GyHKIIl HUPOK MOKYTh IPU3BOJUTHU 10 KyMYJIALil MEeTaOOITiB, 110 YTBOPIOIOTHCS Y MEUiHIII.

Kuiniuni XapakTepucTUKH.

Ilokazannsa.

JlikyBaHHS rOCTPUX Ta XPOHIYHUX OPOHXOJIETEHEBUX 3aXBOPIOBAHb, 110 CYNPOBOAKYIOThCS MOPYLIEHHAM
YTBOPEHHS Ta BUBEJICHHS CIIN3Y.

[TonermenHs BHpakeHOro OO0 y TOpJdl IPU HEYCKIAAHEHUX PECHIPaTOPHUX 3aXBOPIOBAHHAX Y
JOPOCIIHX.

IIpomunoxasanna.

[TigBuieHa 4yTIUBICTh O aKTHBHOI cyOcTaHIlii abo 10 Oyab-sKOi 3 JOMOMIXKHUX PEUOBHH Y CKJIaji
Pecriuxc® Cripero.

JuTsgiit Bik 10 12 pokiB — yepe3 BUCOKUI BMICT JIIFOY0i PEYOBHHH Y PO3UHHI.

B3aemooia 3 inmumu aikapcoKumu 3acovamu ma inuwii 6uou 83acmooiil.

Tpomuxawnvosi 3acobu. OnHodacHe 3actocyBaHHs Pecrmkc® Crpero i3 MpOTHKANITBOBHME 3ac00aMu
MOX€ MIPU3BECTH J0 KyMYJISIii BETUKUX KUTBKOCTEH OPOHXIAIBHOTO CEKPETY uepe3 3HIKEHHS KallIbOBOTO
peduekcy. Taki mikapcbki KOMOIHAIIIT CITiT 3aCTOCOBYBATH 3 00EPEXKHICTIO.

Aumubiomuxu. OIHOYAaCHE 3aCTOCYBaHHS aMOpOKCONy 3 JAEIKMMU aHTHOIOTHKAMH, TaKHUMU SK
AMOKCHUIIWIIH, UEPYPOKCHM, EPUTPOMIIMH, MOKCHIMKIIH TPU3BOAUTH N0 TIJBUIICHHS KOHIEHTpAIii
aHTUOI0THKIB Y OPOHXOJIETEHEBOMY CEKPETi Ta Y MOKPOTI.

licmamin. AMOPOKCON BIUTMBAE Ha MeTabOI3M TiCTaMiHy, TOMY CJIiJi YHUKaTH TPUBAJIOTO 3aCTOCYBaHHS
Pecrimkc® Cripero y malieHTiB 3i BCTAHOBIIEHOO MiABHIIIEHOO YyTIHBICTIO JI0 TiCTAMIHY.

Emunosuii cnupm. Pecrimkc® Cripeii MiCTHTh HEBEMKY KiJIbKiCTh €TaHONY (€THIOBOTO CrupTy) MeHmre 100
MT Ha OJIMHUYHY JI03Y.

Ocobnueocmi 3acmocyeanns.

I[Tpu 3acTocyBaHHI aMOpOKcoy OyiM Jy»e piAKi MOBIIOMIICHHS PO Cepiio3Hi MIKipHI peakiii, moaioHi 10
cuanpomiB CriBenca — JIxoncona (CCJI) /rokcuunuii emimepmansuuii Hekponiz (TEH) ta roctpwmii
reHepanizoBanuii ex3antemato3Huii myctyinpo3 (I'TEIT). ¥V pa3i BuHuUKHEHHsS 3MiH 3 OOKy IIKipu abo
CJIM30BOI 00OJIOHKH HEOOX1THO HETAaifHO MIPUITMHUTH 3aCTOCYBaHHS aMOPOKCOITY Ta 3BEPHYTHCS JI0 JIIKapsl.
[TartierTamM 31 BCTAaHOBJICHUM TMPHUTHIYEHHSM OpPOHXOMOTOPHUX (DYHKINM CIiJI YHHKATH 3aCTOCYBAaHHS
MYKOJIITHYHHUX 3aC001B, SKIIIO TUTHKH BOHU HE MepeOyBaloTh 1] HATJISIIOM JIIKapsi, 4Yepe3 pU3HK MOKIUBOTO
HAKOIIMYCHHS BEJIUKHUX KUTBKOCTEH CIN3Y.



VY martieHTiB 13 mopymeHHsIMU (DyHKINT HUPOK/TIEYIHKH BiJl IOMIPHOTO JI0 TSDKKOTO CTYTICHS, YITOBUTHHEHHS
MIBUAKOCTI BHUJIIJICHHS MOXE TPU3BOJIUTH JI0 KyMYJISIlii amMOpOKcoily Ta/abo HWoro metabosiTiB, IO
YTBOPIOIOTHCS y Tewinmi. Y Takux Bumaakax Pecrukc® Crpeil MoskHa NpuilMaTu JHIIE 3 OCOGIMBOIO
00eperKHICTIO, ITOJIOBXKYIOUYH IHTEPBAIM MK BBEICHHIMHU a00 3MEHIITYIOUH J03Y.

3acmocysanns y nepioo eacimnocmi abo 200y8aHus 2py0oio.

AMOPOKCOJI MPOHUKAE Yepe3 TuIaleHTapHuid 6ap’ep. JlocmimKeHHsT Ha TBapHUHAX HE BUSBIIIHM MPSIMOTO YH
HETMPSIMOTO IIKIJUIMBOTO BIUIMBY Ha TeEpelir BariTHOCTI, PO3BUTOK eMOpiOHA/TIIONA, TMOJOTH YH
MOCTHATANBHUH Tiepioa. Y | TpumecTpi BariTHOCTI HE pEeKOMEHIyeThcs Woro 3actocyBanHs. Y II Ta III
TpUMECTpax BariTHOCTI MpemnapaT MOXHa 3aCTOCOBYBATH 32 YMOBH PETEIIHHOI OI[IHKA MOXKJIUBOI KOPHUCTI
BiJl JIIKYBaHHS Ta IOB’S3aHOTO 3 LUM PHU3UKY. AMOpPOKCOJI MPOHMUKAE y TPyAHE MOJOKO, TOMY HOro
3aCTOCYBaHHS y TEPi0JI TOyBaHHS TPYII0 HE PEKOMEHTYEThCS.

30amuicms  éniusamu Ha WEUOKICMb pearkyii npu KepyeawHi A8MOMPAHCNOPMOM abo [HWUMU
MexXauizMamu.

Pecrimkc® Crpeii iHOZi y YyTIMBHX OCi6 MOXKE BHSBIIATH HE3HAYHMH BIUTHB HA 3aTHICTh IO KEPYBaHHS
aBTOTPAHCIIOPTOM Ta poOOTY 3 TeXHIYHUMHU 3aco0amu. [Ipenapar mictuthb eranon 96 %, 1ie ci1ix BpaxoByBaTu
BOJIISIM TPAHCTIOPTHHX 3aCO0IB.

Cnoci6 3acmocysannsa ma 0o3u.

Jlikysannsa cocmpux ma XpoHiuHUX OPOHXO0JIe2eHe8UX 3aX60PI08AHD, WO CYNPOBOONHCYIOMbC NOPYUIEHHAM
VMBOPEHHS MA 8UGEOEHHS CIU3Y

Peoicum 0o3zyeanns y dopocaux ma oimeti cmapwe 12 pokie

CrannmapTHa J03a CTAaHOBHUTH O 3 CTPYMEHI crpero 3 pa3u Ha A00y, mo Biamosigae 90 mr amOpokcory
rigpoxyiopuay Ha 100y. 1 CTpyMiHb cripero ekBiBaieHTHHH 0,2 MJI po34rHY Ta MiCTUTH 10 Mr aMmOpokcoy
T1APOXJIOPHUY.

Tlonecuenns supasxcerno2o 6010 y 20pi NPu HEYCKIAOHEHUX PecnipamopHUX 3ax80PI0BAHHIX } 00POCIUX
ITo 3 crpymeHni cripero 4 pa3u Ha 100y, 110 1opiBHIOE 120 M aMOpPOKCOITY TiApOXIOpUIY Ha T00Y.
Iayienmu gixom 6i0 60 poxis

JlJis TIONETIICHHST BUPAXXEHOTO OO0 y Topii MpH HEYCKIATHEHHUX PECIipaTOPHUX 3aXBOPIOBAHHAX Y
MaIieHTiB BiKoM Bi 60 poKiB JIIKAPCHKHIA 3aci0 HE 3aCTOCOBYEThCS Yepe3 BiACYTHICTh KITIHIYHUX JaHUX.
Tlayienmu i3 HUPKOBOIO MA NEYIHKOBOIO HEOOCMAMHICMIO

[Tpu mopymeHHsX GyHKIT HIPOK/TIEYIHKH B1I TOMIPHOTO JI0 TSHKKOTO CTYTICHS CJI1J MPOKOHCYJIBTYBATHUCS
3 JTiKapeM I0J0 perymoBaHHs 1031 Pecrnkc® Crpero.

Cnocib 3acmocysanns

Pecriukc® Crpeit npu3Hadenuii 1y HepopasbHOTO 3aCTOCYBAHHSL.

[epen mepummM BUKOPUCTAHHSIM CIIPEIO HACOC CITiJ] MPOKAaYaTH, TPHUl HATUCHYBIITN HA HHOTO.

I3 ¢makoHa pexoMeHIOBaHY 703y OTPUMYIOTH 3a JOIOMOIOI0 MIpPHOTO Hacoca JAJs CIpero, KOTpUl
nonaetses. IlpenapaT po3nuimo0Th 6€31M0cepeIHRO Y POTOBY MOPOKHUHY, MICISI YOTO HOTO MPOKOBTYIOTb.
Pecriukc® Crpeit HeoOXifHO mpuitmMaTu pa3oM 3 bkero abo micns inu. MykoniTuyHa akTuBHicTh Pecrimkc®
Crpero miATpUMYETHCS BXKUBAHHSIM BEITUKOI KUTBKOCTI P1TMHH.

Tpueanicms nikysanmus

be3 koHcynbTallii Tikaps JTiKyBaHHS IOBUHHO TPUBATH HE OubIe 4-5 qHIB.

VY pasi 3acTOCyBaHHS JJI MOJIETTICHHS] BUPAXKEHOT0 OO0 y TOPJI MPU HEYCKIATHEHUX PECIPAaTOPHUX
3aXBOPIOBAaHHIX 0€3 KOHCYJbTAIlil JIiIKapsl, 3aCTOCOBYBATH HE OinIbIIe 3 JTHIB.



Jimu.

Jns JiKyBaHHA TOCTPUX Ta XPOHIYHMX OpOHXOJEreHEBMX 3aXBOPIOBaHb, IO CYNPOBOIXKYIOTHCS
MOPYIICHHSM YTBOPEHHS Ta BUBEICHHS CIIU3Y, 3aCTOCOBYIOTH JAITAM cTapiue 12 pokis.

JU71s1 TOoJIeT eHHS. BUPAXKEHOTO OOJII0 y TOPJIi TP HEYCKIaJHEHUX PECIipaTOPHUX 3aXBOPIOBAHHSX Yy AiTeH
10 18 pokiB JiKapchKHii 3aci0 HE 3aCTOCOBYEThCS Yepe3 BiACYTHICTh KIIHIYHUX JaHUX.

Ilepeoo3ysanns.

Cumnmomu nepedo3y8anms

Hemae nanumx mnpo TSKKY I1HTOKCHKAIIO TCHA Tepefao3yBaHHsA aMOpokconoMm. IIposBu, mpo ski
MOBIIOMJISUIOCS — KOPOTKOTpHUBaJe 30y/PKeHHsI Ta Jiapest.

VY 1inomy 1000Bi OpasibHi 103U 10 25 MI/Kr/mo0y myke 100pe mepeHOCIThCS.

[Ticig 3Ha4HOTO TMEepe03yBaHHs, BiMOBITHO 0 PE3yJabTaTiB JOKIIHIYHUX JOCIIPKEHB, CIIOCTEPIralnucs
CIIMHOTEYA, HyZ0Ta, OJIFOBaHHS Ta MaJiHHS apTepialbHOTO TUCKY.

Jlikysanns nepedo3yeanns

VY misoMy, HEBIIKJIAIHI 3aX0/M, TaKi SIK BUKJIMK OJIFOBaHHs a00 MPOMUBAHHS NIIYHKA, HE TOKa3aHi, 1X
MOXXHA 3aCTOCOBYBATH JIMINE TPU IyXKe TSDKKOMY IMepefo3yBaHHI. TakuM YHHOM, y BCIX BHITaJKax
nepenoadyBaHOTO MEePEA03yBaHHS CITiJT 3aCTOCOBYBATH CHMIITOMATHYHY Ta MiATPUMYIOUY TEPAITiio.

IHo6iyni peakuit.

YacTora BUHUKHEHHS HeOakaHUX €(EeKTiB HaBOAUTHCS HACTYIMHHMM YMHOM: ayxe vacti (> 1/10); gacti
(> 1/100, < 1/10); veuacti (> 1/1 000, < 1/100); moomuuoki (> 1/10 000, < 1/1 000); piakicHi (< 1/10 000);
HEeB110Mi (He MO)ke OyTH BCTAaHOBJICHA HA IMIICTAaB] ICHYIOUUX JIAHUX ).

3 boky mpasroeo mpaxmy: HEYaCTI — Medisl, HyJJ0Ta, OJI0BaHHs, OUTb Y IUTYHKY, 3HUKEHHS Yy TIUBOCTI Y
POTOBIi# MOPOXKHUHI 1 TIIOTIII, CYXICTh y POTI Ta TOPJIi, AUCTEB3is.

Anepeiuni peakyii: He4acTi — peakilii MiABUINEHOT YyTAUBOCTI (BUCUIIAHHS HA IIKipi, aHT10HEBPOTUIHHIA
HaOpsK, 3aJMIIKa, KPOIIHMB IHKA), rapsyKa, aJepriuHuil KOHTAaKTHUM JepMaTHUT; PiAKICHI — TSXKKI TOCTpi
aHa(imaKTUYHI peakilii, BKJIIOYAIOUM IIOK, TSDKKI ypakKeHHS IWIKIipH, Taki sk cuHapoMm CriBeHca —
JbkoHncona Ta cuHApoM Jlallemna (TOKCMYHUE emigepMallbHUM HEKpOJIi3), HEBIAOMO - TOCTpUH
reHepalli30BaHUi €K3aHTEeMAaTO3HUI MyCTYIbO03).

VY 4yTIMBUX MaIi€HTIB peakIlii MABUIIEHOI Yy TIMBOCTI (BKIIOYAIOYH 3aUIIKY ) MOKYTh OYTH CIPHYHUHEHI
JIEBOMEHTOJIOM.

[ToBimomeHHs po MOOIYHI peakIlii Mmicis peecTpaltii JikapcbKoro 3aco0y Mae BakiauBe 3HaueHHs. Lle nae
3MOTYy TIPOBOJUTH MOHITOPHUHT CHiBBIAHOIIEHHS KOPUCTH/PU3HMK MPH 3aCTOCYBaHHI I[LOTO JIKAPCHKOTO
3aco0y. MeauunuM Ta QapMaleBTUYHUM TMpaliBHUKAM, a TaKOX TMalieHTaM abo iX 3aKOHHUM
MPEJCTaBHUKAM CJi/I TOBIJOMIIITH MPO YCi BUIMAJAKH MiJ03PIOBAHUX MOOIYHMX peakilii Ta BiJICYTHOCTI
e(eKTHUBHOCTI JIIKapChbKOT0 3aco0y uepe3 aBTOMaTU30BaHy iHpopMaliiiHy cucteMy 3 (hapMakoHarIsay 3a
nocuaaHHsM: hitps://aisf.dec.gov.ua

Tepmin npuoamnocmi. 3 poku
TepmiH nIpUAATHOCTI TICIS MEPIIOT0 BUKOPUCTAHHS — | MiCSIIb.

YmoBu 30epiranus.
30epiraT B HEIOCTYIMHOMY JJIs TiTel Miclii ipu Temnepatypi He Buie 25°C. He oxonomxyBaTu Ta He

3aMOPOXKYBATH.

YhnakoBka.


https://aisf.dec.gov.ua/

[To 13 mu po3uuny y (hy1akoHi 3 T03YHOUHUM MPUCTPOEM; 110 1 (rakoHy B KaPTOHHIM KOPOOIIi.

Kareropis Bignmycky.
bes penenra.

BupooHuk.
A Ti Ci [TIPOJAKIIH C.PJIL., Itanis/
ITC PRODUCTION S.R.L., ltaly
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