SATBEPIZKEHO
Haka3z MinicrepeTBa 0XopoHH
310poB’d YKpainu
04.04.2018 Ne 614
Peectpaniiine nocBinuenns
Ne UA/3591/02/01

IHCTPYKIIA
A1 MEAMYHOT0 32CTOCY BAHHS JIKAPCHLKOro 3aco0y

DIJIABAME/I® TABJETKH BIJ KAILJIO
(FLAVAMED® COUGH TABLETS)

Cknao:

oiloua peuoguna: aMOpOKCONy TiApOXIIOPUL;

1 Tabnerka MicTUThL aMbpokcony riapoxaopuny 30 mr;

OonomixcHi pevogunu: NAKTO3W MOHOTIApaT, KpoxManb KyKypymsuui, noeigon K 30, uemonosza
NMOPOLIKONOi0HA, HATPIIO KpOocKapMello3a, MarHilo creapar.

Jlikapebka dopma. TabneTku.

Ocrosui izuxo-ximiuni enacmueocmi: Kpyrii njockonapanesnbHi Tabnerku Oinoro konsopy, 3i
CKOIIGHMMHU KpasgMHM i HACiUKOWO if mojiny 3 oaHoro 6oky. TabneTky MOMHA PO3JAUIMTH HA JBI
piBHI 103H.

®apmakoTepaneBTHYHA rpyna. 3acoOM, LI0 3aCTOCOBYIOTHCS NpM Kauuli i 3acTyaHMX
3axpoproBaHHax. Mykonituuni 3acodu. Kog ATX R05C B06.

Dapmaronoziuni eracmusocmi.

DapmaroouHamika.
JlokaniHiuHO AOBEEHO, 10 AiloYa peyoBUHa Jikapehkoro 3acoby ®JIABAMEJL® TABJIETKH BIJT
KALUIKO — amOpokcony rigpoxjiopua — 30UIbLIye CeKpelilo 3an03 JuUXalbHMX HUIAXIB.

AMOpPOKCOJT TOCHIIOE BHJINIEHHA JIereHeroro cypdaxkraHTa UIIIXOM MpsAMOrO BIUIMBY Ha
nuesMorMTH TNy Il y aneBeonax ta kiithHax Knapa y OpoHxiosiax, a Takox CTUMYJIOE LUJIIapHy
aKTHBHICTB, BHACII/IOK YOTO MOJIETUIYETLCS BHJILIEHHS CIM3Y Ta HOTO BHUBEJCHHS (MYKOIMIiapHUii
knipenc). [lokpauieHHss MykouuJiapHoro KiipeHcy Oyno J0OBeIeHO T 4ac  KJIiHiKo-
(hapMaKoJOriYHUX JOCIIIKEHb.

[Tocunenns BupoOIeHHs CepO3HOT CeKpeLlil i MOKpalleHHs MYKOLMIIapHOTO KIIPEeHCY MOJIeriyoTh
BUBEJICHHS C/TU3Y Ta MOJIETIIYIOTH Kalleb.

Micuesuii anectezytounii edext amOpoKcoy riipoXaopUy CHOCTEpiraii Ha MOJENi KpoJsuoro
OKa, 1110 MO’e IMOSCHIOBATUCA BIAACTMBOCTAMM ONOKYBaHHS HaTpieBUX KaHaniB. JlocnmiukeHHs in
Vitro nokazaiu, o amOpoKcolly ripoxyiopuji GJoKye HeHpoHHI HATPIERi KaHaW; 3B SA3yBaHHs
Oyn10 06OPOTHUM i 3aJIEKHUM BiJl KOHLEHTpALIl.

AMOpOKCOy TiApOXJOpHI MPOJEMOHCTPYBAB NMPOTH3aNallbHUM BNJMB in vitro. TakuM UYHMHOM,
amMOpOKCoy TiipOXJOPUJ 3HAYHO 3MEHIIYE BHMBUIBHEHHS UMTOKIHY 3 MOHOHYKIEApHHX i
noaiMOp(HOHYKIIEapHUX KJIITHH Y KPOBI Ta TKAHUHAX.




[Ticns 3acTocyBaHHs aMOpOKCONMY TiZPOXJIOPHIY, MiIBULLYETHCS KOHLEHTpallis aHTHOIOTHKIB
(aMOKCHILMIHY, LedyPOKCHMY, EPHTPOMILMHY Ta JOKCHLMKIIIHY) Y GPOHX0/IEreHEBOMY CEKPETi Ta
y MokpoTi. Ha cborozni He 6y10 BUSIBICHO HIsSKOT KIIHIYHOT 3HAYYIOCTI IOTO (haKTy.
[TpoTuBipyCHi BAACTHBOCTI B JOCHIKCHHSAX {7 Vilro Ta Ha TBAPUHHUX MOJICNIAX:

V J0CHiUKeHHSX in vifro Ha eniTelialbHUX KIITHHAX Tpaxel JI0AuHH Oy10 BUABJIECHO 3MEHIICHHS
pernikauii punosipycy (RV14).

V MoJIesi AMXaTbHUX HUIAXIB MMIIeH Oy10 BUSBIEHO 3MEHILEHHS perutikalii Bipycy rpuny A micis
nonepenrboi 06podku ambpokcosnoM. Ha choropHimmiil 1eHb HEMOMKIMBO 3pOOHTH BHCHOBKH
OO KNIHIYHOT 3HAUYHLOCTI 1boro dakry.

Dapmarorinemura.

Abcopbyin. Abcopbuis amOpokcony riipoxjopusy 3 Ycix nepopanbHuX (OpM  HeranHoro
BUBLIbHEHHS LUBUJKA i MOBHA, 3 JIHIAHOK 3al€KHICTIO Bifl JI03M y TepaneBTHYHOMY Jliana3oHi.
[MikoBuii piBeHb y miasMi KpoBi mocsraerbest vepes 1-2,5 roJuHH NpU NepopanbHOMY NMpUAOMI
nikapchKuX GOpM IIBHIKOTO BUBUILHEHHS i B CepefHbOMY Yepes 6,5 rofMHu Micis 3acToCcyBaHHs
(OpM INOBITBLHOTO BUBUIEHEHHS.

Po3nooin. Tlpu nepopajibHOMY NPUIHOMI PO3MOALT aMOPOKCOITY TiIPOXIOPHAY 3 KPOBi 10 TKAHHH
IBMKKH 1 BUPKEHMH, 3 MAKCHMAaJbHOIO KOHLEHTpALi€l0 aKTMBHOI PEYOBHHH Y JIETEHSX.
OuikyBanuii 06’eM po3MOAUTY NMPH MEPOPATLHOMY HPHHOMI CTAaHOBUTH 552 1. YV nasmi kposi y
TepaneBTHUHOMY JAianazoHi 103 npubausHo 90 % npenapaty 38 s13yeTbes 3 OliKamu.

Memabonism ma eusedenns. TlpubnuzHo 30 % 1034 nicast nepopajbHOro  3acTOCYBAHHS
BUBOMTHCS LIISAXOM [PECHCTEMHOro MeTabonizmy. AMOpoKcoiy ripoxXjiopua MeTabolni3yeTbes
rOJOBHUM YMHOM Yy MediHli LUISXOM TJIIOKYPOHi3alii i posuienieHHs jo AuOpoMaHTpaHiioBoi
kucnotd (npubamusno 10 % nosu). JlocnivkeHHsT Ha MIKpOCOMAaX NEeYiHKH JIIOJHHH T0Ka3alH, 110
CYP3A4 signosinac 3a metabo1i3M aMEGpOKCONY TiIpoXJIOpUy 10 AMOPOMAHTPaHIIOBOT KUCIOTH.
Yepes 3 aui nepopatbHOro MpUtOMY i3 ceuero BUBOAMTBCA OJHM3bKO 6 % /103U y BilbHIH (opmi,
npuGau3Ho 26 % 1031 — y KOH toropaniii ¢opmi.

Ilepios HaniBBMBEJEHHS 3 IUIA3MHM KpoBi cTaHoBUTH Onusbko 10 roauH. 3aranbHuii KiipeHc
CTAHOBUTH NpHOIM3HO 660 MII/XB i3 HMPKOBMM KIIpPEHCOM CTaHOBUTH npubiauszHo 8 % Bij
saranpHoro. Yepes 5 axiB npubnusno 83 % 3aranbHoi 103U BUBOJUTHCS 3 CEYEHO.
dapmaroxinemuxa y ocobiuux 2pyn xeopux. Y TNalicHTIB i3 nopyweHHAM (YHKIIT neviHKu
BHMBEJIeHHS aMOpOKCOly TiIpoXJIOpuay 3MeHLIeHe, 1o 3yMoBmoe B 1,3-2 pasu BUILMH piBEHb Y
naasmi  kpoBi. OCKiibKM TepaneBTUYHMI Jjama3zoH amOpOKcosly TipOXJIOpUAY JIOCTaTHLO
IIMPOKHIA, 3MIHIOBATH J03YBaHHS HE NMOTPIOHO.

Bik Ta crarb HE MalOTh KJIIHIYHO 3HAYYHIOr0 BIUIMBY Ha (apMakokiHeTHMKY aMOpokcomy
ripOXIOPHIY, TOMY Oy/Ib-Ka KOpPeKIlis 1031 He NnoTpiOHa.

[MpuiioM ki He BIUIMBaE Ha GIOMOCTYMHICTE aMOPOKCONY riIpoXa0pHY.

Kainiuni xapakTepHCTHKH.

Ilokazanus.

CexperosiiTHuHa Tepartisi IPH TOCTPUX Ta XPOHIYHUX OPOHXOMY/IEMOHANBHUX 3aXBOPIOBAHHSX, 1110
CYNPOBO/PKYIOTBCS OPYLIEHHAM GpoHXianbHOT cekpellii Ta ocnablieHHAM NPOCYBAHHS CIU3Y.

Hpomunoxasanus.

[Tinguiena 9yrnuBicTs A0 amOpokcody Tigpoxymopuay abo a0 OyAb-fKOro KOMIIOHEHTa
nikapcbkoro 3aco6y. Uepes BHCOKMIA BMicT jitouoi pedosunu, nikapebkuii 3acic ®JABAME]L®
TABJIETKH BIJI KAILUJTIO npoTunokazaHuii ayisi 3aCTOCYBaHHs AiTaAM BikoM 10 6 pokiB. JliTam
BiKOM /10 6 pOKiB pekOMeHIyeTbCs s 3acTocyBaHHs Dnapamen® pO34MH Bijl KallIoO, PO34YHH
opanbHuii, 15 Mr/5 mu abo ®nasamen® dopre, po3unH opanbHuit 30 mMr/5 ma.

Bsacmooin 3 inmumu gikapcokumu 3acodbamu ma inuii 6u0u 83acmooiil.

Ilpn komGiHOBaHOMY 3acTocyBanHi Jikapcbkoro 3acofy ®JIABAMEJI® TABJIETKH BIJ]
KALJTKO) i npoTHKalmIbOBMX JliKapchkux 3aco0iB, Moke BHHMKHYTH (HeOe3neuHmil) 3acrifi
CeKpeTy, BHACHIIOK MOpPYIIeHHs! KalliboBOro pedliekcy y NalieHTiB i3 HasBHUMHM PeCripaTopHUMH
3aXBOPIOBAHHSMH, 110 CYMPOBOUKYIOTHCS TiMepceKpelielo ciu3y, TAKUMHU K MYKOBICIMI03 abo
HGpoHxoekTaTH4YHa XBopoOa.
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Ocoonusocmi 3acmocy8amts.

[ToBiIOMIAAM NPO BUMAJAKKM TSXKKUX ILKIPHUX peakulii micas 3acTocyBaHHs aMOpOKCONy, TaKMX fK
myabTHGOpMHA epuTeMa, cuHApoM CriBeHca-J[xxoHcona (CCJ)/TokcuuHMiA enigepMabHUM
HekpoJiiz (TEH) ta roctpuii renepanizoBanuii ekzentemarosnuii nycrynbos (I'TETI).

Ilpy nospi cumnrTomie abo oO3HAK MporpecyBaHHs WKipHOro Bucuny (iHOAI MOB’S3aHOrO 3
NYXUPUAMH YM YPaKEHHSAMM CJIM30BOT OOOJIOHKM) CJIiJi HeraiHo TNPUIHMHUTH 3aCTOCYBAHHS
amMOpoOKcoJly Ta HEeraifHO 3BEPHYTHCS J10 JliKaps.

Uepes MoxMBe nocuieHns cekpenii ciamsy @JIABAMEJ® TABJIETKH BIJI KALUJIIO cnip 3
00EpeXKHICTIO 3aCTOCOBYBATH MPH TMOPYLIEHHAX MOTOPUKM OpPOHXIB Ta MOCHIIEHIH cekpellil cnuzy
(HanpuKJIaa NpH PiaKICHOMY CHHAPOMI HEPYXOMOCTI BilHOK).

[laiieHTaMm i3 HasBHUMM TNOpYLIEHHAMM (yHKUiH HUpok a0 THKKAM nopymeHHAMH (yHKIil
nevinku nikapeskuii 3aci6 ®JTIABAMEJ® TABJIETKU BIJT KALLJIIO ciij 3acTOCOBYBATH TillbKK
micas KOHCYNbTalliil 3 JTiKapeM.

[Tpu 3acTocyBaHHi amOpoKkcony, AK i Oyab-AKOT it040T PEHOBMHH, Ka MeTabOi3YEThCA Y MEYiHIli,
a MoTiM BUBOJMTLCS HUPKaMu, BinOyBaeTbCs HAKOMWYEHHA MeTabolliTiB, SKi YTBOPIOIOTBCS Y
NIeviHIli y Nalli€HTIB 3 HAABHOK TSKKOK HUPKOBOKO HEJIOCTATHICTIO.

Lleit nikapcbkuit 3aci® mictutbs naktosy. [lanientam i3 pigkicHumu cnaakoBumu dopmamu
HEMepeHOCUMOCTI rajlakTo3M, MOBHOK HEJOCTATHICTIO JlakTa3u abo MOpYIIEHHSIM BCMOKTYBAHHS
IJIIOKO3M Ta FalakTo3u He CJiji npuiimMati neit nikapebkuii 3acio ®JIABAMEJI® TABJIETKH BIJT
KALLJIIO.

Lleit nikapchkuii 3aci®6 micTuTh MeHuie HiK | MMonp Hatpito (23 mr) Ha tabnerky, To6TO €
MPakTUYHO BITLHUM BiJl HATPIlO.

3acmocyeannsa y nepiod eazimnocmi abo 200yeanns 2pyooio.

Bazimuicmb.

AMOpOKCOJY TipoXJIOpH/L NPOHMKAE Yepes mualeHTapHuii 6ap’ep. JlocnivkeHHs: Ha TBapUHAX He
BUSBWIIM MPAMMX UM HENPsAMUX IWIKUUIMBHX BIUIMBIB Ha nepebir BaritHoCTi, pPO3BUTOK
emOpioHa/mnojia, NoJoru UM NMOCTHATANLHUIA PO3BUTOK.

VY pesyabTari KIiHIYHUX JOCHiMKEeHb 3aCTOCYBAHHS Mpenapary micias 28-ro THIKHS BarirHocTi He
BHMABJIEHO KO/IHOTO HIKIZAJIMBOTO BIUIMBY Ha I,

OpnHak noTpibHO JOTPUMYBATUCH 3BHYHMX 3aCTEPEKHMX 3aXOJiB CTOCOBHO NpHHOMY JIKiB Y
nepiog BarirHocti. OcobAMBO nig 4ac MnepuIoro TPUMECTPY BariTHOCTI 3acTOCOBYBATH
®JIIABAMEJI® TABJIETKH BIJ] KALLJIIO He peKOoMeHIyeThCs.

Tooyeanns _epyodio. AMOPOKCOYy TipOXIOPUI NMPOHUKAE y rpyaHe Mojoko., ®JIABAME]®
TABJIETKH BIJI KALIIIO He pekoMeHIyeThCs ISl 3aCTOCYBaHHS JKiHKaM, SKi FOAYIOTE IPYJLLIO.
Depmunvricny. JIOKNIHIUHI JOCTIKEHHS He BUSBUIIM HISKOrO HIKIJIMBOIO BIJIMBY aMOpOKCOIY
Ha PepTUNBHICTD.

30amuicmb ennueamu Ha WEUOKICMb peakyii npu Kepyeamni agmompancnopmom abo iHuumu
MexaHizMamu.

Hemae nokasy 1100 BNJAMBY Ha 3J1aTHICTH KepyBaTH aBTOTpaHCNOpToM abo podoTy 3 iHIIUMH
mMexaHisMamMu. JIOCHIDKEHHS BIUIMBY Ha 3JaTHICTb KepyBaTH aBTOTpaHcnoptoM abo poGoTi 3
[HIIMMH MeXaHi3MaMM HE [TPOBOIUIIH.

Cnoci6 3acmocyeanna ma 003u.

Jlo3yBaHHs:

Himu gixom do 6 poxis:

®JIABAME]I® TABJIETKH BIJT KALLJIIO npotunokasanuii 1itsM BikoM 10 6 POKIB (IUB. po3ain
«IIpoTunoxazanus).

Himu eikom 6io 6 do 12 poxia:

Baseuuaii no Y Tabnetkn @JIABAMEJII® TABJIETKU BIJ KAIJIKO 2-3 pasu na po0y
(exBiBaseHTHO 15 Mr amMmOpOKCONy riapOXIOpHIY 2-3 pa3u/aeHs).

Hopocni i oimu eixom cmapuie 12 poxies:




3azsuuaii o 1 Tabnetii ®JIABAME]I® TABJIETKH BIJ{ KALLUJIIO 3 pasu na no0y npotsarom
nepux 2-3 1i6 (exsiganentHo 30 mr amGpokcosy rizpoxnopuay 3 paszu/aeHs), a Hajgani — 1o |
Tabnerii 2 pa3u na 100y (ekeiBanentHo 30 Mr aMmGpoKcoy Tipoxnopuay 2 pasu/aeHs).

Baxcnuso

I[lpu HeoOXximHoCTi m03a Ui AOpOCAUX Moxke Oyru 30imbwena o 60 Mr aeiui Ha 100y
(exsiBanenTHO 120 Mr amGpokcoiy rigpoxaopuay Ha 100y).

IHediampuuna nonyaayis

Jlusitses posain « [ IpoTunokazanHsy Uls 3aCTOCYBaHHs Y AiTeit BIKOM 10 6 poKiB.

Cnocif 3acTocyBaHHs

OIABAMEJ® TABJIETKH BIJ] KAILUTIO npu3nadenuit s 0paibHOro 3aCTOCYBAHHA.
TabneTku Kpaiie KOBTaTH LIUTMMHM, 3aMBAIOYH A0CTATHBOIO KUIBKICTIO piiuHu, nia 4ac abo nicns
npuiomy mKi.

®JIABAMEJI® TABJIETKHM BIJ KALJIIO He cnin 3acrocoByBatd josuie 4-5 nid6 Oes
MpU3HAYEHHS JIiKaps.

JluBithes po3ain «OcobAMBOCTI 3aCTOCYBAHHS» IS J03YBaHHS TIPH HMPKOBMX Ta MNEYiHKOBHMX
3aXBOPIOBAHHSAX.

Jimu.

OJIABAMEJI® TABJIETKH BIJ] KAILIJIKO npoTunoKasanuii Ui 3aCTOCYBAHHS JITAM BIKOM /10

6 pokis. Jlitam BikomM 10 6 pOKiB pekoMeHAyeTbest Ansi 3actocyBanHs Dnapamen® posuuH Bij
KallLTio, pO34MH opaibHuit, 15 Mr/5 mi abo ®naamen® dopre, pozunn opanbHuii 30 Mr/5 mi.

Ilepedosysanns.

Ha panuit yac Hemae NoBigOMIIEHD 1010 BUMAJKIB nepeio3yBaHHs Y MoAuHH. CUMNTOMM, BilOMi 3
MOOJMHOKMX MOBIIOMJIEHB NP0 NEpeno3yBaHs Ta/abo BUMAJAKH MOMHIIKOBOIO 3aCTOCYBAaHHSA JiKiB,
BIANOBi@IOTH  BIJOMMM TNOGIYHWUM JliIM, SIKI MOJKYTh criocTepiraTucs TNpH  3aCTOCYBaHHI
OJIIABAMEJI® TABJIETKHM BIJI KAIIIKO B pekoMeHaOBaHMX J03ax i norpedylorsb
CHMITTOMaTHYHOTO JIIKYBaHHS.

Hobiuni peaxuii.
Jlnst ouiHKM 4acToTH NOGIMHKUX aBUI Y10 BUKOPUCTAHO TaKy Knacudikanito:
JIY’KE 4acTo >1/10;

4acTo >1/100 no <1/10;

HEYacTo >1/1000 mo <100;

pinko > 1/10000 no < 1/1000;

JyKe piaKo < 1/10000;

HEBIJIOMO HEMOIJIMBO OLIIHUTH HA OCHOBI HAABHHX JIAHUX.

3 6oky imynHoi cucmemu:

pifKo — peakiii rinepuyTauBOCTi;

HEBiZIOMO — aHa(IakTHYHI peakuil, BKaovyaroun anadinakrnunuii wok, aurionabpsk ta cepOixk.

3 boky wxipu ma RIOWKIPHOT KIIMKOBUNU:

PIAKO — BUCHIL, KPOIIUB SIHKA;

HEBIZIOMO — TKKi WKipHi nmoGiuHi peakuii (BKIOHAIOYM MYIbTHHOPMHY €pUTEMY, CHHIPOM
Crisenca-/[KOHCOHA/TOKCHYHUIT  enmiiepMalbHUMIT  HEKponi3 Ta rocTpuil  reHepanizoBaHuid
eK3eHTEeMAaTO3HMH MyCcTyNb03).

3 6OKY WLTYHKOBO-KUWLKOBO20 MPAKNY:

4acTo — HY/0Ta,

HeyacTo —OJIIOBaHHA, jiapes, OUTb y JKHUBOTI Ta AUCHIENCIs ]

Iy PiIKO — CIIMHOTEYA.

3 boxy ouxanvHoi cucmemu:

HEBIIOMO — JIMCITHOE (SIK CUMIITOM peaKiii rinepuyTiMBOCTi).

S3azaneni poznadu ma nopywenHs y Micyi 3acmocyeants.

HEYacTo — JIMXOMAaHKa, peakiiii 3 60Ky clU30BUX 000JOHOK.

[losioomnenns npo nOGIUHI pearyii.




BaxauBuMH € noBigomieHHs npo noGiuHi peakuil y nicaspeectpauiiHuii nepioj niKapcbKkoro
zaco0y. lle J103BONsIE MPOJIOBKYBATH  MOHITOPUHI 32  CIBBIHOLICHHAM  KOPHCTH/PU3HK
nikapeekoro 3acofy. Jlo npauiBHHKIB OXOPOHM 3/10POB’s 3BEPTAIOTLCS 3 MPOXAHHAM MOBIIOMIATH
npo Oyab-aKi MoxJIkMBi no6ivni peakuii no Jlepxapuoro Excnepraoro Lientpy MO3 Vkpainu uepes
HaI[iOHAJBHY CHCTEMY MOBIJIOMIIEHbD.

Tepmin npuoamnocmi.
2 poku. He 3acTocoByBaTH Mic/is 3aKiHUCHHSA TEPMIHY NPH/ATHOCTI.

YmoBH 30epiranus.
3GepiraTu npu Temneparypi He suiie 25 °C. 30epiraT y HEAOCTYITHOMY JUIst JiTei Micii.

Ynakoska.
Baicrepu no 10 Tabnerok; 1 ado 2, aGo 5 GaicTepiB y KapTOHHIH KopoOi.

Kareropis Bianycky.
bes peuernra.

BupoOnuk.
Bupobnux, eionoeioansuuii 3a 8unyck cepii:
BEPJIIH-XEMI AT

Micue3Haxo/KeHHsl BHPOOHHKA Ta a/ipeca NPoBaKeHHs Horo AisJibHOCTI.
Ininikep Ber 125, 12489 bepnin, Himeuyuuna.

JlaTa ocTaHHBOIO Hepersiy.

13.04. 2026



