THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

MIIICTAH ®PAPUHI'O ®OPTE

MILISTAN PHARYNGO FORTE)

CKn1ao0:
0itoua peyosuHa: benzydamine;
1 M7 cmpeto MicTuTh GeH3umaMiny rigpoxmopuny 3,0 Mr;

00onoMidCHI peyosuHu: eTaHoi 96 %, ruinepuH, metunmnapaben (E 218), caxapus HaTpio,
nmoicopbat 20, HaTpiro 6ikapOoHAT, OJIist M'SITH IIEePIEBOl, BOMla OYHIINEHA.

JlikapcbKka ¢popma. Cripelt 1t pOTOBOI ITIOPOXKHUHH.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: mpo3opa 6e36apBHA piAyHA 3 XapaKTEPHUM
CMaKOM 1 3armaxoM M’STH.

dapMakoTepaneBTHYHA rpyna. 3acobu [js 3aCTOCYBaHHS Y CTOMATOJIOril. HI 3acobu s
MICIIEBOT'0 3aCTOCYBaHHS B [IOPOXKHUHI poTa.

Kom ATX AO1A Do2.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

BeH3umaMiH € HeCTepOigHUM MpoTH3anaabHuM npenapatom (HIT3IT) 3i 3HE00/TI0BAIBHUMY Ta
IIPOTUEKCYOATUBHUMH BJIaCTUBOCTSIMH.

Y xomi kniHiYHUX moCHimKeHb 0yJ10 MOKa3aHo, 110 OeH3ugaMiH € eeKTUBHUM [JISI MOJIeTIeHHS
CHMIITOMIB, SKUMHU CYIIPOBOAXKYIOTHCS JIOKaJi30BaHi IOApa3HIOBaJIbHI IaTOIOTi4YHI IPOIeCH B POTOBI
IIOpOXKHUHI Ta rnoTui. Kpim Toro, 6eH3ugaMiH YMHUTE IPOTU3allaibHy Ta MiclleBy 3HEOO0/II0BaIbHY
ifo Ha CIU30BY 000JIOHKY POTOBOI IIOPOXKHUHU.

dapmakoKiHemuka.

®akT abcopOiii yuepe3 cau30By 000JIOHKY POTOBOI MOPOKHUHY Ta TTIOTKH OYB JOBEOEHUM HASBHICTIO



BUMipIOBaHUX KibKOCTeM OeH3ugaMiny B I1a3Mi KpoBi moguau. OJHaK IIbOTO HEIOCTAaTHBO OIS
CHCTEMHOT0 (papMaKooriyHoro epekTy. beH3ugaMiH BUBOOUTHLCS TOJIOBHUM YMHOM i3 Cedero,
1epeBaXkHO y (GopMi HeEaKTUBHUX MeTa0oIiTiB abo KOH I0r0OBaHUX CITONYK.

Byno mokasaHo, 110 Ipu MiCIIeBOMY 3aCTOCYBaHHI HOCATAETHCS HAaKOMUUYEeHHS e(heKTUBHOL
KOHIIeHTpallil 0eH3uaaMiHy B 3alajieHNX TKaHMHaX 3aBASKU MOT0 30aTHOCTI TPOHUKATU KPi3b
CITU30BY 00OJIOHKY.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

3aCTOCOBYBATH [IJISI CAMIITOMATUYHOTO JTiIKYBaHHS IOPAa3HEHb i 3amaneHb POTOTIOTKY; 00JTIO0,
3yMOBJIEHOTO TiHTiBiTOM, CTOMATUTOM, (DapUHTIiTOM; y CTOMATOJIOTil 3aCTOCOBYBATH ITiC/IsI €KCTPaKIIil
3y0a a60 3 Mpo¢inakTUYHOIO METOIO.

IIpomunoka3aHHs.

[TinBuIleHa YyTNUBICTL [0 AiI040l PEYOBMHU a0 [0 iHIIMX KOMIIOHEHTIB JTiKapChKOro 3aco0y.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

IocmimxeHb B3a€EMO/Iii He TPOBOIUIIH.

Oco06.1ueocmi 3acmocye8aHHs1.

Y pa3i BUHUKHEHHS YYTJIUBOCTIL IPU TPUBAJIOMY 3aCTOCYBaHHI CJIifj IPUIIMHUTHU JIIKYBaHHS Ta
3BEPHYTHUCA [0 JiKaps, 1100 BiH IpHU3HA4YMB BiATIOBigHE JTiKyBaHHS.

Y mesiK¥X TMAaIlieHTIB BUPa3KU CIM30BO1 000JIOHKU LIiK/TJIOTKM MOXKYTb OYTH 3yMOBJIEHi CEPHO3HUMU
IIATOJIOTiYHUMMU TIPOIlecaMu. Y 3B’SI3KY 3 LM TAI[iEHTH, Y SIKUX CHMIITOMH ITOCUIUINCS a0 He
3MEHIIUIUCS MPOTIroM 3 [HIB a00 y SKUX MiIBUINMUIACS TeMIIepaTypa Tila Ui BUHUKIIY iHII
CHMIITOMH, MalOTh 3BEPHYTHCS 3a KOHCY/IbTAIIIEIO 0 TepaneBTa abo cToMaTojIora.

He pexomeHOy€eThCS 3aCTOCOBYBaTH O€H3UAaMiH NalieHTaM 3 TinepyyTIUBICTIO 10
alleTUIICAJTIIIMIOBOL KUCIOTH abo0 [0 iHIINX HECTEPOINHUX IPOTHU3aa IbHUX MIperapaTis.

3acToCcyBaHHA IIpenapaTy MoXe CIPUYMHUTHA OPOHXOCIIa3M Yy Malli€eHTiB 3 OPOHXiaTbHOI0 aCTMO0 abo
3 OPOHXialIbHOI0 aCTMOI0 B aHaMHe3i. Takux manieHTiB moTpiOHO 000B’I3K0OBO PO Iie MOTIEPEUTH.

Lle#t mikapcbkui 3aci6 mictuth Metunnapaben (E 218), skuit MoxXe CIPUYMHUTH aJlepriyfi peakuii
(MOKJIMBO YIIOBiIbHEHI), @ B OKpEMUX BUIagKaX — OPOHXOCIa3M.

I7ns ciopTCMeHiB: 11eH MiKapChbKui 3aci6 MiCTUTL HEBENTUKY KiNTbKiCTh €TaHOJY (aJTKOT0II0) — MEHIIIe
100 mr/mo3y. 3acToCcyBaHHS JTiKapChKUX 3aC00iB, 1[0 MiCTSATh €TUIOBUM CIIUPT, MOXKe HaBaTH
IIO3UTUBHUY Pe3yJIbTaT aHTULOIIIHTOBOr0 TECTY, 3 OIJIANYy Ha I'PaHUYHI TIOKa3HUKY, BCTAHOBJIEH]
NesSKUMU CIIOPTUBHUME (efepalisimu.



3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pyodoto.
BaritHicTb

Kniniyni mani mopmo 3acTocyBaHHS JikapcbKoro 3acoby Minictan ®apunro ®opTe mif 9ac BariTHOCTI
Bi[ICYTHI.

Y TpeTboMy TPpUMeCTPi BariTHOCTiI CUCTeMHE 3aCTOCYBaHHS iHTiOITOPIB MpocTarIaHIUHCUHTETA3H
MOXe CIPUYMHUTHU CEPLIEBO-JIETeHEeBY Ta HUPKOBY TOKCUYHICTH y Iyiofga. Hanpukini BariTHOCTI
MOXKJIMBE ITOOOBXKEHHS Yacy KPOBOTeUl K y MaTepi, Tak i B HOBOHAPOIXKEHOI0, a TaKOXK 3aTpUMKa
IIOYAaTKY II0JIOTOBOI isITbHOCTI.

HeBimoMo, u1 MoOXKe CUCTeMHa eKCIIO3UIIis JTiKkapchKoro 3aco0y Mimicran ®@apunro ®opre, sika
BMHUKAE ITiCJIST MiCIIeBOTO 3aCTOCYBaHHS, OyTH IIKiIINBOWO Ojst eMOpioHa/mioma.

Y 3B’s13Ky 3 tuM Minictan ®apunro ®opte He CiIifg 3aCTOCOBYBATH IIiJ YaC BariTHOCTI, 3a BUHATKOM
BHUITIQIKiB, KOJIX 3aCTOCYBAHHS BBAXKAETHCS KITIHIYHO 0OI'PYHTOBAHUM. Y pa3i 3aCTOCYBaHHS [103a
TIOBUHHA OyTH SKOMOTA HUKYOIO, @ TPUBATICTh JIiKyBaHHS - MiHiMaIbHOIO.

['onyBaHHSA TPYOOIO

Hapas3i HeMa€e HajlexKHUX OOCTYIHUX JaHUX 100 3aCTOCYyBaHHS OeH3MOaMiHy XKiHKaM, SIKi TOOyI0Th

TPyamio. 3MaTHICTE IIbOTO 3ac00y IPOHUKATH B IPYIHE MOJIOKO He BUBYAsachk. [JaHUX [OCTigXKEHb Ha
TBAapWHAX HEIOCTATHBLO IJIST TOTO, 100 3p0OUTH SIKiCh BUCHOBKH IIIOM0 BIJIUBY IIhOT'0 3aC00Y y mepion
roayBaHHA Ipynna0. [ToTeHUiMHNY PU3UK [AJIS JIIOOUHYA HEBIJOMU.

He cnig 3acTocoByBaTH niKapchkuit 3acid Minictan ®apunro ®opTte y nepion rogyBaHHs T'PYOIIO.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHi3mamu.

HpI/I 3aCTOCYBaHHi B PEKOMEHOOBAHHUX N03aX HiKapCLKI/Iﬁ 3aci0 He YUHUTD KOOHOTO BIIJIUBY HaA
BﬂaTHiCTb KePyBaTH TPAHCIIOPTHUMHA 3acobamu Ta IIPpanoBaATH 3 iHIMIMY MeXaHi3MaMH.

Cnoci6o 3acmocyeanHs ma 0o3u.
[Tepeqn 3acTOCYBaHHSIM JIiKApChKOT0 3aco0y He0OXiIHO BCTAaHOBUTH HeOymai3ep.

[Ipy HaTHCKaHHI Ha TOMIIy YTBOPIOETLCS aep030Jib, AKUM MicTUuTh 1 mo3y cupeto — 0,17 M, 1m0
Bigmosigae 0,51 Mr 6eH3umaMiHy TigpPOXIOPHUAY.

Ho3ysaHHA

IopocnuM: 2-4 po3nuneHHs 2-6 pa3iB Ha Ho0y.



He nepeBuilyBaT peKOMEHI0BaHi 03H.

Himu.

Jlikapchkui 3acib He 3aCTOCOBYIOTH AiTsM (BikoM 10 18 poKiB).

Ilepedo3yeanHsi.
He Oyno moBigomieHs IOAO Mepefo3yBaHHs OeH3UOaMiHy IIPU MiClleBOMY 3aCTOCYBaHHi.

[Tpu BUMIafIKOBOMY BHYTPIITHEOMY IIPUIOMI BEIUKOI KinbKoCTi 6eH3upaMiny (> 300 Mr) MoxKInBe
OTPY€HHS. XapaKTePHUMU O3HAKaMU [epef0o3yBaHHs MiCJIg BHYTPIIIHLEOTO IPUMOMY €
racTPOEHTEPOJIOTiYHI cuMIITOMY (HaldacTille 1e HyoTa, 61i0BaHHs, 0ib y XKUBOTI, TOAPa3HEHHS
CTPABOXOMY) Ta CUMIITOMH 3 OOKY IeHTPaIbHOI HEPBOBOI CUCTEMHU (3allaMOPOYEHHS, TaTI0IHAll,
30ymKeHHSs, TPUBOXKHICTh i IPaTiBIUBICTB).

[MoBigomnsinocs, mo 6eH3ugaMiH IPY MOTPAIISHHI BCepeIuHY y BeIUKil 1031 (dKa y COTHi pa3iB
IIepeBUIlyBajia MOXKJIMBI 103U I1i€l TiKapchKol ¢hopMu), 0COONMUBO y AiTel, CIpUYNHAB 30yIKEHHS,
Cy@OMH, TPEMOD, HYNOTY, MigBUIIEHY MITIUBICTE, aTakciio, 6/1oBaHHS. Take ToCcTpe nepeno3yBaHHs
noTpebye HeralHOTO TPOMUBAHHS IIJTyHKA, JTIKyBaHHS ITOPYIIEHb BOAHO-€JIEKTPOIITHOTO OanaHcy Ta
CHMIITOMATUYHOTIO JIiKyBaHHS, afeKBaTHOI rigpararfil.

ITobiuni peakuii.

HebaxaHni peakiiii KiacudikoBaHi 3a 4aCTOTOIO iIXHbOTO BUHUKHEHHS: fyxkKe dacTo (= 1/10);
yacTo (Big = 1/100 go < 1/10); Hewacro (Big = 1/1000 mo < 1/100); pigko (Big = 1/10 000 mo
< 1/1000); myxe pigko (<1/10 000); wacTtoTa HeBimoMa (He Moxke OyTH OIliHeHa Ha OCHOBI
NOCTYIIHUX AAHUX).

Y KoXHiit Tpymi 3a yacToTo0 HebaXXaHi peakilii 3a3Ha4YeHi y IOPSIAKY 3MEHIIEeHHS iXHbO1
CEpPUO03HOCTI.

3 60Ky WAYHKOBO-KUWIKOB020 MpaKkmy: PiIKO — BiAYyTTH IEYiHHA Y POTi, CyXiCTh y POTi;
YacToTa HeBijoMa — TinecTe3is poTOBOl MOPOXKHUHHU, HYOOTa, O/110BaHHS, HAOpSK Ta 3MiHa
KOJIbOPY A3UKa, 3MiHa CMaKy.

3 60Ky imyHHOI cucmemu: PIAKO — peaklid rinepyyTInBOCTI; 4aCTOTa HeBigoMa —
a"adimakTUYHA peakilis.

3 60Ky pecnipamopHoi cucmemu, opeaHie 2pyoHoi kaimku ma cepe0oCcmiHHA: OyXKe PIOgKo —
JTAPUHTOCIIa3M; YacTOTa HeBimoMa — OPOHXOCIIa3M.

3 60Ky wKipu ma niOwkKipHOi KAiMKOBUHU: HewacTo — (OTOUYTIUBICTh; AyXKe PidKO —
AQHTiOHEeBPOTUYHUM HAOPSK; YaCTOTa HeBifoMa — BUCHITAHHS, CBepOixkK, KPOITUB SHKA.

3 60Ky Hepsosoi cucmeMu: YaCTOTa HEBiTOMa — 3alaMOPOYeHHSs, TOJIOBHUM Oinb.



[ToBimomneHHs mpo Mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IMBe 3HAYEHHS.
Lle nae 3MOry MPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI ILOTO
JiKapchbKOro 3acoby. MeguuHuM Ta ¢hapMalleBTUYHUM IIpalliBHUKAM, a TAKOXK IaliieHTaMm abo ix
3aKOHHUM IIpe[CTaBHUKAM CJIif] TIOBiTOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX MOOIYHUX Peakilii Ta
BifiCcyTHOCTI e(peKTHUBHOCTI TiKapChKOT0o 3aco0y yepe3 aBTOMaTU30BaHy iHdopMalliiHy CUCTeMY 3
(dapMakoHarasAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua/.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiranssi.

30epiraTtu B OpuriHanbHii yakoBLi npu TemnepaTypi He Buille 30 °C y HeJOCTYIIHOMY OISl HiTel
MicIti.

VYnaxoBka.

[To 25 M1 y ¢pnakoHi 3 HeOynalidepoM, o 1 ¢hakoHy B KAPTOHHIN KOpOOIIi.

Kareropis Bigmycky.

bes peuernra.

BupoOHHK.
AuCilliEu Xenc [IpomakTc Jlimiten /

ICPA Health Products Limited.

Micue3HaxoIkKeHHs1 BAPOOHHKA Ta HOro aapeca MiClisi IPOBAIKEeHHsI Tis/IbHOCTI.
286/287/288, GIDC, AuknemBap, I'yvaxapat, 393002, Iamis /

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


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

