IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ICNA-MIHT
(ISLA-MINT®)

Cknap:

Aitoya pevoBmHa: BOLHWUIA EKCTPAKT iCNaHLCbKOro MOXY;

1 nactunka mictutb 100 Mr BOAHOrO eKCTpakTy icnaHacbkoro moxy (lceland moos) ((2-4):1); ekcTpareHT: BoAa;
MICTUTb COp6ITY po3unH (1:2);

[ONOMI>KHI peyoBuHK: COpBITY po3unH, WO He Kpuctanisyetbca (E 420); acnaptam (E 951), rymiapabik, onis
M’ATW NepLeBoi, MigHI Komnnekcu xnopodinis (E 141), onis MiHepanbHa fierka, BoAa o4YmLLeHa;

1 nactunka mictutb 0,385 r ByrneBogis, Lo signosigae 0,03 xni6HOT 0g4UHNL.

Jlikapcbka thopma. MNactunku.
OCHOBHI  (DI3NKO-XIMIYHI BNACTUBOCTI: MIOCKI, HEPIBHOMIPHO OKPYr/i, NIH30MOAIOHI, 3eneHi rymMonogibHi
MacTUIKK 3i CMakoM M’ATW NepLEeBOT; LONYCKAETLCA MPUCYTHICTb MYXMUPLLIB NOBITPS.

dapmakoTeparneBTUYHa rpyna.
Mpenapatu, W0 3aCTOCOBYHOTLCA NPU 3aXBoptoBaHHAX ropna. Kog ATX RO2A.

dapMako/oriyHi BnacTmnBoCTI.

dapmakoguHamika.

NikapcbKuid 3acib MiCTUTL eKCTpakT i3 Nnikapcbkoi pocnmHu Cetraria islandica (ichaHAcbKuii Mox), fika Bifoma
CBOEID TepaneBTUYHOK [i€0 MpWY  3ana/ibHUX 3aXBOPKOBAHHAX AMX&bHUX LWASXiB. JIiKyBalbHUA edeKT
NiKapcbKoro 3acoby npu KatapasibHUX 3aXBOPHOBAHHAX AUXabHUX LUNAXIB IPYHTYETbCA HA aHTUMIKPOOHIl
aKTMBHOCTI Ta iMYHOCTUMY/IOOUMX BNaCTUBOCTAX POCAMHHOIO eKCTPaKTy, AKUIA MICTUTbCA B HbOMY, L0
[0BefIeHO pe3ynibTaTtamMmu HayKOBUX JOCiMKeHb. [onicaxapuau, Wo MICTATLCA Y npenapaTi, 06BONiKatoThb CIU30BI
060/10HKM NOBITPOHOCHMX LU/ISAXIB Ta eNEKTUBHO 3aXMULLAIOTL 1X BIf AiT WKIANMBMX 30BHILLHIX PaKTOpIB i pi3HOro
BUAY noapasHuKiB. OCKIfIbKM NiKapCbKWUA 3aci6 Mae Lie i 3aXMCHI BNacTMBOCTI, MOro MOXHa 3aCTOCOBYBAaTU
TaKOoX 3 MPOiNaKTUYHO METOHO, Y TOMY YMCAI | MPY 3aHATTAX CMOPTOM.

MpohinakTMyHe 3acTOCyBaHHSA NiKapCbKOro 3acoby 3faTHe 3axuULiaTW C/M30BI 0BO/IOHKW, MOXKE 3HWXKXYBaTU
CXMMNBHICTb ANXaNbHUX LUNAXIB A0 iH(EeKUiN. JTIKapCbKuiA 3aCib He NOAPA3HIOE LLTYHOK.

dapmakokiHeTVKa. [JaHi BiACYTHI.

KniHIYHI XapaKTEPUCTUKWN.

lNoka3aHHA.

Kawenb, y T. Y. Npn BPOHXITI; 3aXpUNiCTb (NapUHTIT, QapuHriT); 6poHXianbHa acTMma (SK AONOMIKHWIA 3acib).
MigBuULLEHe HaBAHTaXKEHHSA Ha ro/1I0COBI 3B’A3KM (Y CMiBakiB, y4nTeniB, IEKTOPIB).

CyxiCTb CN130BMX 000/IOHOK NPY CYXOMY MOBITPI XXUTNOBUX KiMHAT ab0 B HeAOCTaTHLO 3BOJIOXKEHUX O(iCHUX
NPUMILLLEHHAX Nif Yac OnasiloBa/IbHOro Mepiody, a TakoX Mpyv 0O6MeXXeHOMY HOCOBOMY AMxaHHi abo nif vac
CMOPTUBHUX 3aHATD.

MpoTuUnokasaHHs.
MigBuLLeHa YyTAMBICTb [0 Ai0UOT PeYOBUHM ab0 IHLWINX KOMMOHEHTIB NiKapCbKOro 3acoby.
HenepeHocuMICTb PYKTO3N.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiA.
[0 UubOro yacy Hesifioma.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

Mpn HasBHOCTI (heHINKETOHYpPIT HEOOXIAHO BPaxOBYBaTH, WO A0 CKAady NiKapcbKOro 3acoby BXOAWUTL CONOAKA
peyoBuHa acnaptam (E 951).

Mpn HassBHOCTI HernepeHOCUMOCTI (hPYKTO3M CNif BpaxoByBaTM, L0 NiKapCbKMIA 3aCi6 MiCTUTb COMOAKY PEYOBUHY



cop6iT (E 420).

POC/NIMHHI €KCTPaKTK, L0 MICTATLCS Y NTIKAPCbKOMY 3ac06i, IHOAI MOXYTb 6YTM NPUYMHOO BiAXU/IEHb Y KOMbOPI
CMaKy Lib0Oro NikapcbKoro 3acofy, Lo HisK He M03Ha4YaETbCs Ha Oro TepaneBTUYHIN 4.

Mpenapart Icna-MiHT He MICTUTL LyKpY, TOMY AOr0 MOXHa Mpu3HayvaT XBOpUM, fKi CTPaXAatoTb Ha LyKpPOBUiA
niabert.

1 nactunka signosigae 0,03 xni6HoT oamMHuUui = 0,385 1 ByrneBosis.

3acTocyBaHHA y nepiof BariTHOCTI abo rogysaHHs rpyaato.

BigomocTeidi Npo HeraTMBHWIA BNAMB NiKapCbKOro 3acoby y nepiof BariTHOCTI abo rofyBaHHA TpyA4l0 He
Hagxoamno. OpfHakK cneuianbHUX [OCNIMKeHb Y Uiel kaTeropii nNauieHTIB He MpoBoAMAW, TOMY nepef
3aCTOCyBaHHAM Mpenaparty Cif, 3BaXKUTW CMiBBIAHOLLEHHS PU3NK/KOPUCTD.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWIMMKU MeXaHi3mamu.
AKLLO0 npenapat NpuiimMaTti BiANOBIAHO A0 LET IHCTPYKLIT TO XKOAHWUX HEraTMBHUX HACNifKiB AOro 3aCTOCYBaHHA
He nepepbdayaeTbCs.

Cniocib 3acTocyBaHHA Ta A03Mu.

Jopocnum i ditam BikoM Bif 12 pokis npuiimatyi no 1 nactunui woroamHn (4o 12 nactunok Ha foby), Aitam
BikOM Big 4 Ao 12 pokiB — no 1 nactuiyi KOXHi 2 roguHn (4o 6 nacTunok Ha foby), Aatoum iM MoBifbHO
PO3YMHUTUCA Y POTI.

Icna-MiHT MOXHa 3aCTOCOBYBATMW NPOTSArOM TPUBA/IONO Yacy.

HaBiTb nicns 3HUKHEHHS CUMMTOMIB 3aXBOPOBaHHA Icna-MiHT cnif npuiiMaTy LWie Kifbka AHIB 3 METOH
[OCATHEHHS CTIAKOro TepaneBTUYHOTO eqEKTY.

AKLLO NPOTAroM 4 — 5 AHIB CTiKI CUMNTOMM 3aXBOPIOBaHHA HE 3MEHLLYIOTLCS ab0, HaBMaku, NOripLwyTLCA, NPK
nosBi 3aAWLIKM, MPONAacHWUL, a TakKOoX TFHINHOr0 MOKPOTMHHA Ta MOKPOTWHHS 3 KPOB’KO Chif HeravHo
MPOKOHCYNbTYBATUCA3 NiKapem.

aiTn.
MpenapaT Npu3HavaT 4iTSM BiKOM Bif 4 POKiB, OCKI/IbKM NacTUNKK Tpeba TpUmaTtun y poTi, Aatoum iM NoBiNbHO
PO3YMHUTUCS.

Mepeno3yBaHHSA. MoBiAOMNeHb NPO BUNAAKU Nepefo3yBaHHS He HAAXOANIO.

Mo6iyHi peakuil.
Y MOOANHOKNX BUMaAKaxX MOXYTb BUHUKHYTU anepriuHi peaxuii.
[y>Ke pifKo npenapaTt MOXe YNHUTN NMPOHOCHY A0 Y YYTAMBUX MaLiEHTIB, OCKIIbKM MIiCTUTb COPOIT.

TepMiH NPMAATHOCTI. 4 POKW.
He 3acTocoByBatu nicns 3akKiHYeHHs TePMiHY NPWUAATHOCTI, 3a3HAYEHOr0 Ha YMaKoBL,i.

YM0BM 36epiraHHs.
36epirati B OpuriHa/IbHIN ynakosLi Npy TeMmnepatypi He BuLLe 25 °C y HeJOCTYNHOMY A4/15 4iTei MicLi.

YnakoBKa.
Mo 10 nacTnnok y 6ictepi; No 3 6nicTepy y KapTOHHI KOPOGLL.

KaTteropis Bignycky. be3 peuenTa.

BupobHuK.
EHrenbrapa ApuHanimitrens M'M6X & Ko. KI'/
Engelhard Arzneimittel GmbH & Co. KG.

Micue3HaxomMkeHHA BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS NOro 4isNIbHOCTI.
XepubeprwTpacce 3, 61138 HigepaopdensaeH, HimeuunHa/
Herzbergstrasse 3, 61138 Niederdorfelden, Germany.



NHCTPYKUWNA
Mo MeANLIMHCKOMY NMPUMEHEHWNIO NEKAPCTBEHHOI 0 CpeACcTBa

NCNA-MUHT
(ISLA-MINT®)

CocTas:

[eNCTBYIOLLIEE BELLLECTBO: BOAHbIA 3KCTPAKT UCNAHACKOTO MXa;

1 nactunka cogepxmt 100 Mr BOAHOro aKcTpakTa ncnaHackoro mxa (Iceland moos) ((2-4):1); akcTpareHT: BoAa;
COAePXUT copbuTta pacteop (1:2);

BCMOMOraTe/bHble BellecTBa: copbuTa pacTBop, He Kpuctannusupywowmiica (E 420); acnaptam (E 951),
rymMmmnapabnk, Macio MAaTbl NepevyHoin, MeaHble KOMMieKebl xiopounnos (E 141), macnio MUHepasibHOe fIerkoe,
BO/A OUULLEHHaN;

1 nactunka cogepxut 0,385 r yrneBoAoB, 4To cooTBeTCcTBYET 0,03 X1e6HOW eANHNLbI.

JlekapcTBeHHas hopma. Mactuku.
OCHOBHble  (DM3NKO-XMMUYECKIE CBOWCTBA: M/IOCKUE, HEPaBHOMEPHO OKPYT/ible NMH30MOA00HbIE, 3eneHble
PE3MHO06pa3Hble MacTUKM CO BKYCOM MATbI NMepPeYHoi, 0NyCKaeTca NPUCYTCTBME My3blPbKOB BO3A4yXa.

dapmakoTepaneBTUYecKasn rpynna.
MpenapaTbl, NpUMeHsieMble Npu 3aboneBaHnax ropna. Kog ATX RO2A.

dapmakonornyecKmne CBOMCTBaA.

dapmakognHamuKa.

JlekapcTBEHHOE CPEACTBO COAEPXMUT IKCTPaKT U3 NeKapCTBeHHOro pacteHus Cetraria islandica (McnaHACcKuiA
MOX), KOTOpPOE M3BECTHO CBOMM TepaneBTUYECKUM AENCTBMEM MPY BOCNA/INTENbHbLIX 3a001€BaHUAX AblXaTeNbHbIX
nyTen.

JleuebOHbIA  3h(heKT NeKapCTBEHHOIO CPeAcTBa MpW  KaTapasibHbIX 3ab0/eBaHUsAX  [AblXaTe/lbHbIX MNyTen
OCHOBbIBAETCA Ha aHTUMWUKPOOHOWN aKTUBHOCTU M MMMYHOCTUMYPYHOLLMX CBOMCTBAX COAEPXKALLEerocs B Hem
pacTUTENIbHOTO 3KCTPaKTa, YTO [OKa3aHO pe3y/nbTaTaMu HayuyHbIX uccnefoBaHuii. Cogepxalimecs B
NEKapCTBEHHOM CpeAcTBe nosmcaxapuabl 00BOMAKMBAKOT CAU3UCTbIE 060MI0UYKM BO3AYXOHOCHbLIX MyTen U
APPEKTMBHO 3aLLMLLAIOT UX OT [AeCTBUA BPeAHbIX BHELIHMX (DAKTOPOB M pas/IMYHOrO pofa pasgpaxuTenei.
MOCKONbKY NeKapCTBEHHOE CPeAcTBO 06/1aaeT elle U 3alUTHBIMU CBOMCTBaMM, €r0 MOXHO NPUMEHSATb Takxe B
NPO(MNAKTUYECKMX LieNsX, B TOM YMACAE N NPY 3aHATUAX CMIOPTOM.

MpodurnakTnyeckoe NPUMeHeHWe NIeKapCTBEHHOMO CPeACTBa CMOCO6HO 3alluLLaTh CAN3UCTbIE 060/IOUKM, MOXET
CHMXaTb MOABEPXKEHHOCTb [bIXaTe/bHbIX MyTel NHMEeKUMAM. JleKapcTBEHHOE CPeACTBO He pasapaxKaeT Xeny oK.
dPapmakoknHe TVKa. JaHHbIe OTCYTCTBYHOT.

KnuHnyeckune xapaKTepuCcTUKN.

lNokasaHuA.

Kawenb, B T. 4. nNpu OGPOHXMTE; OXPUNIOCTb (NapuUHIUT, (apuHIUT); B6poHXManbHas actMa (B KayecTBe
BCMOMOraTe/lbHOro cpefcTsa). MoBbILLEHHAA Harpy3ka Ha rosiocoBble CBA3KW (Y MEBLOB, yYuTeneld, NeKTOPOB).
CyXOCTb CM3UCTbIX 060/I0HEK NPU CYXOM BO3AYXE XW/bIX KOMHAT UM HEAOCTaTOMHO YBaXKHEHHbIX OPUCHBIX
MOMELLIEHUAX BO BPeMS OTOMUTENIbHOIO Nepuoa, a Takxe npu orpaHUYeHHOM HOCOBOM [bIXaHWUU UM BO BPEMS
CMOPTUBHbIX 3aHATUIA.

MpoTuBOMNOKa3aHUs.

MoBbIWEHHas YYBCTBUTENIbHOCTb K AEACTBYHOLLEMY BELLECTBY WM [PYrMM KOMMOHEHTaM JIeKapCTBEHHOIO
cpefcTea.

HenepeHocMMOCTb (hpyKTO3bl.

B3aumofeicTBUe C ApYrMU TeKapC TBEHHbIMYM CPeACTBaMU 1 Apyriie BU/bl B3aMOeACc TBUIA.



J10 HacTOALLEr0 BPEMEHU HEU3BECTHO.

OC06eHHOCT M MPUMEHEHNS.

Mpy HaMUMM (PEHUNKETOHYPUM HEOOXOLMMO YUUTbIBAaTb, YTO B COCTaB JIeKAPCTBEHHOrO CPefCTBa BXOAUT
cnagkoe BewecTso acrnaptam (E 951).

Mpy HanNuMM HemepeHOCUMOCTM (PPYKTO3bl CMefyeT YuuTblBaTb, UYTO JIEKAPCTBEHHOE CPEACTBO COLEPXWUT
cnajkoe BelecTBo copbut (E 420).

PacTuTeNlbHble 3KCTPaKTbl, COAepXKalimecs B JIEKapPCTBEHHOM CpeAcTBe, MHOrga MOryT ObiTb MPUYMHOM
OTK/IOHEHWIA B LBETe W BKyCe 3TOI0 J/IEKAPCTBEHHOrO CPeACTBa, UTO HUKAK He CKas3blBaeTCAd Ha ero
TepaneBTUYECKOM [eNCTBUN.

MpenapaT Vicna-MUHT He COAEp>KUT caxapa, MO3TOMY ero MOXHO Ha3HayaTtb 60/1bHbIM, CTPAAAOLLMM CaXapHbIM
IMabeToMm.

1 nactunka cootBetcTByeT 0,03 XNne6Hou eanHMLbl = 0,385 I yrneBo0B.

MprMeHeHNe B Nepuog 6epeMeHHOCT M NN KOPMEHUS TPYbHO.

CeefieHUii 06 OTpULATENbHOM B/IMSIHAM NEKAPCTBEHHOIO CPeACcTBa B Mepuo 6epeMeHHOCTV WA KOPMJIEHNS
rpyfpto He mocTynano. OfHAKO CheuuaNbHbIX WCCeA0BaHWiA y 3TOW KaTeropuv MauueHTOB He MPOBOAWUMN,
noaTomy nepeq NpYMeHeHWeM npenapaTta ceayeT B3BECUTb COOTHOLLIEHME PUCK/NONb3a.

Cnoco6HOCTb BAMATb Ha CKOPOCTb peakLyy Npy ynpasneHn aBTOTPaHCNOPTOM UK APYTMIA MeXaHU3MaMu.
Ecnu npenapat NpyMEHATbL COMaCHO 3TOW MHCTPYKLMK, TO HUKAKUX HEraTUBHbIX NOCNEACTBUI ero NPUMEHEHNS
He NpeaBUaNTCS.

Cnocob NprMeHeHNs 1 [03bl.

B3pocnibiM 1 feTam ¢ 12 feT npuHUMaTh no 1 nacTuike Kaxabli vac (40 12 nacTWIoK B CYyTKW), AeTam ¢ 4 o 12
net —no 1 nacTunke Kaxgple 2 yaca (40 6 NacTUIOK B CYTKM), fiaBad UM Mef/IEHHO PacTBOPUTLCA BO PTY.
Mcna-MUHT MOXKHO MPUMEHATb B TeYeHWe A/INTENIbHOT0 BPEMEHM.

Kpome TOro, faxe nocre WCYE3HOBEHUA CUMMTOMOB 3abonesaHns Wcna-MuHT crefyeT NpUHUMATL eLle
HECKO/IbKO [iHEN B LeNAX AOCTUXKEHUA CTOMKOro TepaneBTUYECKOro addeKTa.

Ecnu B TeueHve 4 — 5 iHeli CTOMKWE CUMNTOMbI 3260/1€BaHNSA HE YMEHbLUIAKTCS UK, HA060POT, YXY/ALLAOTCA, NPy
BO3HWKHOBEHVMN OAbILLIKK, NNXOPajKW, a Takke THOMHOW MOKPOTbI M MOKPOTbI C KpPOBbHO HEO6X04MMO
HeMeA/IeHHO NMPOKOHCYNbTUPOBATLCAC BPAYOM.

HeTn.
Mpenapat HasHayaTb AeTAM C 4 NIeT, NOCKO/IbKY MacTUIKM HeO06X0AMMO [epXKaTb BO PTY, AaBas UM MeaJ/iIeHHO
pacTBOPUTLCH.

Mepefo3npoBKa. COOBLLEHNMIA O Clyyasx Nepeao3vpPoBKM He MOCTynano.

Mo604Hble peakuun.

B pefKknx cnyyasax MOryT BO3HUKHYTb afiiepruyeckue peakuumn.

OueHb pefKo Mnpenapar MOXET O0KasblBaTb CabUTeNbHbIA 3¢eKT Yy YyBCTBUTE/IbHbIX MaLMEHTOB, TakK Kak
cofepxxar copour.

Cpok rogHocTW. 4 roja.
He npumeHATL Noc/e OKOHYaHWA CpoKa rofAHOCTH, YKa3aHHOIO Ha YMaKoBKe.

YCcnoBusi XpaHeHUsl.
XpaHUTb B OPUTrMHa/IbHOW YMakoBKe Mpu TemnepaType He Bbille 25 °C. XpaHUTb B HEJOCTYMHOM AN1si AeTeit

MecCTe.

YnakoBKa.
Mo 10 nacTnnok B 6nncTepe; no 3 61cTepa B KAPTOHHOW KOPOOKe.

KaTteropusi oTnycka.



bes3 peuenTa.

lNpoun3BoguTeNb.
AHrenbxapg ApyHaimuTtens M'M6X & Ko. KI'/
Engelhard Arzneimittel GmbH & Co. KG.

MecToHaxoxaeH e NPON3BOAUTENSA N aApec MecTa OCYLLECTB/IEHUSA ero AeATe/IbHOCTM.
XepubeprwTpacce 3, 61138 HugepaopdansaeH, repmaHus/
Herzbergstrasse 3, 61138 Niederdorfelden, Germany.



