THCTPYKIOIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

MUIICTAH ®APUHI'O ®OPTE

MILISTAN PHARYNGO FORTE,

Cknao:
ditoua pevosuHa: benzydamine;
1 M1 cipeto MicTuTh OeH3ugaminy rigpoxnopuny 3,0 Mr;

0onoMidcHi peyosuHu: etanoin 96 %, ruinepuH, metunmnapaben (E 218), caxapus HaTpio,
moicopbaTt 20, HaTpiro 6ikapOoHAT, OJIist M'SITH IIEPIEeBOl, BOIa OYHUIINEHa.

JlikapcbKa ¢popmMa. Cripelt 11 pOTOBOI ITOPOXKHUHH.

OcHosHi (pisuko-xiMiuHi 81acmusocmi: mpo3opa 6e36apBHAa piAyHa 3 XapaKTePHUM
CMaKOM 1 3armaxoM M’STH.

dapMaKoTepaneBTHYHA rpymna. 3aco0u [ 3aCTOCYBaHHS y CTOMATOOrii. [HIIi 3aco0u s
MICIIEBOT'0 3aCTOCYBaHHS B IOPOXKHUHI pOTa.

Kom ATX AO1A DO02.

dPapmakon02iuHi e1acmusocmi.
dapmakoOuHamika.

BeH3upmaMiH € HeCTepOigHUM MpoTH3anaabHuM npenapatoM (HIT3IT) 3i 3He00/MI0BAIBHUMY Ta
IIPOTUEKCYOaTUBHUMU BIaCTUBOCTSIMU.

Y xopmi KniHiYHUX gocHimKeHb Oyi10 MoKa3aHo, 110 OeH3ugaMil € e(heKTUBHUM [JIS MTOJIETIIeHHS
CUMIITOMIB, IKUMU CYIIPOBOMAXKYIOThCS JI0OKaJIi30BaHi IOAPa3HIOBaJIbHI ITaTOJIOTiYHI MPOIeCH B POTOBIN
NIOPOXKHUHI Ta ryoTui. Kpim Toro, 6eH3ugaMiH YUHUTE IPOTU3aMaibHy Ta MiclleBy 3HEO0/I0BaIbHY
Mif0 Ha CIIM30BY 000JIOHKY POTOBOI IIOPOKHUHU.

dapmakoKiHemuka.



®akT abcopOiril yepe3 cMru30By 000TIOHKY POTOBOI TIOPOXKHUHY Ta TTIOTKU OYB [IOBEeMI€HUM HASIBHICTIO
BUMIPIOBaHUX KiJTbKOCTEW OeH3umaMiHy B I1a3Mi KpoBi mogusu. OgHaK 1bOTO HEIOCTATHLO [
CUCTEMHOT0 GapMaKooriyHoro epekTy. beH3ugaMid BUBOOUTHCS TOJIOBHUM YMHOM i3 Cedero,
IepeBaXkHO y (opMi HeaKTUBHUX MeTa0oIiTiB abo KOH I0r0OBAHUX CITOMYK.

Byno nokasano, 1110 IpX MiCIIEBOMY 3aCTOCYBaHHI JOCATAEThCSI HAKONMUYEHHS e(DeKTHUBHOI
KOHIIeHTpallil 6eH3umaMiHy B 3allajieHuX TKAaHWHAX 3aBASKU MOTO 3MAaTHOCTI IIPOHUKATH KPi3b
CIU30BY 00O0JIOHKY.

KrinigHi XxapaKTepHCTHKH.
Iloka3anus.

3aCTOCOBYBATH [IJIT CAMIITOMATUYHOTO JIIKyBaHHS IIOPAa3HeHb i 3amaneHb POTOTIOTKY; 00JTI0,
3yMOBJIEHOTO TiHTiBiTOM, CTOMATUTOM, (DapUHTIiTOM; y CTOMATOJIOTil 3aCTOCOBYBATH IiC/ISI €KCTPaKIIil
3y0a abo 3 Mpo¢inakTHYHOIO METOIO.

IIpomunoka3aHHs.

[TigBuIleHa YyTNUBICTH [0 [iI040l PEYOBUHU a0 [0 iHIIMX KOMIIOHEHTIB JTiKapChKOro 3aco0y.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

HocnimXeHb B3a€EMO/Iil HE TTPOBOMIUIIH.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Y pa3i BUHUKHEHHS YyTJIUBOCTI IPU TPUBaJIOMY 3aCTOCYBaHHI CJIifj IPUIMHUTHU JIIKYBaHHS Ta
3BEPHYTUCS [0 JiKaps, 1100 BiH Ipu3HAUYMB BiATIOBigHE JTiKyBaHHS.

Y mesiKvX MAaIli€HTiB BUPA3KU CJIM30BO1 000JIOHKU LIiK/TJIOTKM MOXKYTb OYTH 3yMOBJIEHI CEPHO3HUMU
IIATOJIOTiYHUMM TIPOIlecaMu. Y 3B’SI3KY 3 LM TAI[iEHTH, Y IKUX CHMIITOMH ITOCUIUINCS a0o He
3MEHIIUIKCS IPOTAToM 3 OHIB ab0 y SKUX IiIBUIIUIACS TeMIepaTypa Tijla Y BUHUKIIY iHII
CHMIITOMH, MalOTh 3BEPHYTHUCS 3a KOHCYJIbTAIli€l0 10 TepameBTa abo CTOMATOJIOTa.

He pexoMeHOy€eThCS 3aCTOCOBYBaTH OeH3UAaMiH MalieHTaM 3 TinepyYyTIUBICTIO 10
alleTUIICAJIIIIAIIOBOI KMCIOTH abo [0 iHIINX HECTEPOIIHUX MIPOTHU3allaIbHUX IIPeaparis.

3acTocyBaHHS IpenapaTy MOXe CIPUYMHUATHA OPOHXOCIIa3M Y IMallieHTiB 3 6poHXiaTbHOIO aCTMOI0 abo
3 OpoHXianbHOIO aCTMOI0 B aHaMHe3i. Takux nauieHTiB ToTpiOHO 000B I3K0OBO NP0 Iie MOTIEPETUTH.

Lleit mikapchbkuii 3aci6 mictuth MeTuNMapadeH (E 218), skuit Moxe CIPHYMHUTY aleprivHi peakirii
(MOK/IMBO YIIOBiJIbHEHI), @ B OKPEMHUX BUIIAAKaX — OPOHXOCIA3M.



I clopTCMeHiB: 1iel TiKapChKUM 3acid MiCTUTh HEBEIUKY KiTbKiCTh €TaHOIY (aIKOT0J10) — MeHIIIe
100 mr/mo3y. 3acToCcyBaHHS JTiKapChKUX 3aC00iB, 1[0 MiCTSITh €TUIOBUM CIIUPT, MOXKe OaBaTH
MIO3UTUBHUM PEe3yJIbTaT aHTULOOIIIHTOBOT0 TECTY, 3 OIJIAANYy Ha I'PaHUYHI TOKa3HUKY, BCTAHOBJIEHI]
NesSKUMU CIIOPTUBHUME (efepalisimu.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Hapa3si HeMa€ HaneKHUX JOCTYIHUX JaHUX IIOA0 3aCTOCyBaHHA OeH3UaaMiHy BariTHUM XKiHKaM Ta
JXKiHKaM, SIKi FOOYI0Th TPYAAI0. 3OAaTHICTh IbOr0 3aco0y MPOHUKATH B TPYIHE MOJIOKO HE BUBYAJaCh.
HaHux OocigXKeHb Ha TBapUHAX HEIOCTATHBO IS TOTO, 1100 3pOOUTH SKiCh BUCHOBKH IIIOLO BILIUBY
I1,0T0 3ac00y y Iepiof BariTHOCTI abo rogyBaHHs rpyanio. [IoTeHIINHNN PU3UK TS JTIOIUHY
HEeBiTOMUI.

He crig 3acTocoByBaTH nikKapchkuii 3aci6 Minictan ®apunro ®opTe y nepion BariTHOCTi abo
rOfyBaHHS IPYALTIO.

30amHicmb eniueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[Tpu 3acToCyBaHHI B peKOMEHJOBAaHUX [103aX JIiIKapChbKUM 3acib He YMHUTHL KOMHOTO BIIJIUBY Ha
3[aTHICTh KepyBaTH TPAHCIOPTHUMU 3aco0aMy Ta IIPAIlOBaTH 3 iHIIKMU MeXaHi3MaMu.

Cnocid 3acmocyeaHHsi ma do3u.
[Tepeqn 3acTOoCyBaHHSIM JIiKapChKOT0 3aco0y He0OXiITHO BCTaHOBUTH HeOymaii3ep.

[Ipy HaTHCKaHHI Ha TOMITy YTBOPIOETLCS aep030Jib, IKUM MicTUTh 1 mo3y copeto — 0,17 M, mo
Bigmosigae 0,51 Mr GeH3umaMiHy TigpPOXJIOPUAY .

Llo3ysaHHA
Hopocnum: 2-4 po3nuiieHHs 2-6 pa3iB Ha 700Y.

He mepeBuiyBaTé peKOMEHIOBaHi IO3H.

Himu.

Jlikapcbkuit 3acib He 3aCTOCOBYIOTH HiTsM (BikoM [0 18 pokiB).

Ilepedo3yeanHs.
He 6yrno nmoBimoMieHs 00 Iepefo3yBaHHs OeH3ugaMiHy Ipy MiCIleBOMY 3aCTOCYBaHHI.

[Tpu BUMaIKOBOMY BHYTPIIIHbOMY IIPUOMi BEIHKOI KinbKOCTi 6eH3umaminy (> 300 Mr) MOXKIHBe



OTPY€HHS. XapaKTePHUMU O3HAKaMU [epefo3yBaHHS MiCJIg BHYTPIIITHEOTO IPUMOMY €
racTPOEHTEPOJIOTIYHI cUMIITOMY (HaldacTille e HymoTa, 610BaHHs, Oib y XKUBOTI, TOAPa3HEHHS
CTPABOXOMY) Ta CUMIITOMH 3 OOKY IIeHTPaIbHOI HEPBOBOI CUCTEMH (3allaMOPOYEHHS, TaTI0IHAlli,
30ymKeHHSs, TPUBOXKHICTh i IPaTiBIUBICTB).

[Moigomnsinocsi, mo 6eH3WaaMiH IPY MOTPAIISHHI BCepeIuHY y BeIUKil 1031 (dKa y COTHi pa3iB
TIepeBUIlyBajia MOXKJIMBI 103U 1€l TiKapchKol ¢hopMu), 0COONMUBO y AiTel, CIpUYNHAB 30yIKEHHS,
Cy@OMH, TPEMOD, HYNOTY, MigBUIIEHY IITIUBICTE, aTakciio, 6/1ioBaHHS. Take TocTpe nepeno3yBaHHs
noTpebye HeralHOT0 TPOMKBaHHS IIJTyHKA, JTIKyBaHHS ITOPYIIEHb BOAHO-€JIEKTPOIITHOTO OanaHCcy Ta
CHMIITOMATUYHOTIO JTIKyBaHHS, afeKBaTHOI Tigpararfil.

ITobiuni peakuii.

HebaxaHni peakiiii KnacudikoBaHi 3a 4aCTOTOIO iXHbOTO BUHUKHEHHS: [yxkKe 4acTo (= 1/10);
yacTo (Big = 1/100 go < 1/10); Hewacto (Big = 1/1000 go < 1/100); pigko (Big = 1/10 000 mo
< 1/1000); myxe pimko (<1/10 000); wacTtoTa HeBimoMa (He Moxke OyTH OIliHeHa Ha OCHOBI
NOCTYIIHUX AAHUX).

Y KoXHi#t Tpymi 3a yacToTo0 HebaXkaHi peakilii 3a3Ha4YeHi y IOPSIAKY 3MEHIIEeHHS iXHbO1
CEpPUO03HOCTI.

3 60Ky WAYHKOBO-KUWK0B020 MpaKkmy: PiIKO — BIiAYyTTH IEeYiHHA Y POTi, CyXiCTb y POTi;
YacToTa HeBijoMa — TinecTe3is poTOBOl MOPOXKHUHHU, HYHOTa, O/110BaHHS, HAaOpSK Ta 3MiHa
KOJIbOPY A3UKa, 3MiHa CMaKy.

3 60Ky imyHHOI cucmemu: PIAKO — peaklis rinepyyTInBOCTI; 4aCTOTa HeBiToMa —
a”adimakTUYHA peakilis.

3 60Ky pecnipamopHoi cucmemu, opaaHie 2py0Hoi kaimku ma cepe0oCcmiHHA: OyXKe PIOgKo —
JTAPUHTOCIIa3M; YaCTOTa HeBimoMa — OPOHXOCIA3M.

3 60Ky wKipu ma niOwKipHOi KAiMKOBUHU: HeyacTo — (POTOUYTIUBICTh; AyXKe PioKO —
AQHTiOHEeBPOTUYHUM HAOPSK; YacTOTa HeBifoMa — BUCHITAHHS, CBepOixkK, KPOITUB SHKA.

3 60Ky Hepeosoi cucmeMu: 4aCTOTa HEBiTOMa — 3alaMOPOYeHHSs, TOJIOBHUM Oinb.

[ToBimomneHHs mpo 1mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle nae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IILOTO
nmiKapchKoro 3acofy. Megu4yHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK MallieHTaM abo ix
3aKOHHUM IIpeACTaBHUKAM CJIifl MOBiJOMJIATH IIPO yCi BUMAAKHY Mif03PI0BaHUX OO0IYHUX peakliil Ta
BimCcyTHOCTI e(peKTHUBHOCTI TiKapCchKOTo 3aco0y yepe3 aBTOMaTU30BaHy iH(opMaliiHy cCUCTeMy 3
(dbapMaKOHArIsAAy 3a MocuiiaHHgM: https://aisf.dec.gov.ua/.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiranHsi.


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

30epiraTtu B OpuriHanbHi¥ yakoBLi npu TemnepaTypi He Buille 30 °C y HeJOCTYIIHOMY OIS giTel
MicLi.

YnaxoBka.

[To 25 M1 y drakowi 3 HeOyna3epoMm, 1o 1 prakoHy B KapTOHHIM KOPOOII.

Kareropis Bigmycky.

be3 penernra.

BupoOHHK.
AuCilliEu Xenc [IpopmakTtc Jlimiten /

ICPA Health Products Limited.

Micue3HaxomaKeHHsI BAPOOHHKA Ta HOro aapeca MiCIsi MpoBaJKeHHsI TisIbHOCTI.
286/287/288, GIDC, AuknemBap, ['yvaxapat, 393002, Iamis /

286/287/288, GIDC, Ankleshwar, Gujarat, 393002, India.



