ORALTEK
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JKCTpaKT annepreHa TONbKO C rMMLEepPUHOM

BbicokaAa KoHUeHTpauua annepreHa (30,000 TE/mL)
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Inmunotek - nepBanAa papmaueBTUHEeCKaAa KOMNaHuA,

KoTopasn pa3paboTan u npeanoXxuna noagbA3bl4HOE

npuMeHeHWe MMMYHOTepanuu B (popme cnpen

¢ BcAa npoaykuma nponssoauTcA .
no crangaptam GMP
e CTaHOapTU3MPOBaHHbIE S3KCTPaKThI

¢ [loaxoanT AniA naumMeHToB C caxap-

HbIM AnabeTom

® VYny4leHHbIN KOHTPOb 3a 40301 BBOAMMOrO npenaparta.

)’)) OauH cnpen cooTBETCTBYET 403€ BBEAEHMA
e KaxxgaA nosa akemaneHTHa 0.1 mn

.--"""-.-H
ey Mpocdunb 6e3onacHocTH’
CTBA
.,,f’q " OTcyTCcTBME NOBOYHBIX 3OPEKTOB 0.3%
I Cnabble noboYHble 3hheKThbI

n BE3OMACHOCTb

n=1960 NpuMeHeHne

1 Dichmann R. Safety proftle and compliance of co-seasonal initiation of speciftc
sublingual immunotherapy with a perlingual spray application. Allergy 2011;66 S94:361
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 BornbluaA 30Ha pacnpocTpaHeHns, Yem C Kannamm
e Bonbluaa nnowanb NoKPbITUA KNETOK aHTUreHOM
e Bonbluasa 06nacTb NOBEPXHOCTM anmnMKaummy BakUyHbI Ha

CNM3nCTON 060M04Ke nosiocTu pTa (MpumepHo B 10 pas)

QODPEKTUBHOCTb Allam JP, Stojanovski G, Friedrichs N, et al. Distribution of Langerhans cells and mast

cells within the human oral mucosa: new application sites of allergens in sublingual
immunotherapy? Allergy 2008;63(6):720-7

* BbicOKaA KOHLIEHTpaLVA annepreHa
(30,000 TE/mL)

Bnarogapa rnvuepuHy yBenmynBaeTcA
) ) KOHTaKT annepreHoB C NOBEPXHOCTLIO
CNMU3UCTON 0O60NOYKU

Pennington AK, Ratcli e JH, Wilson CG, Hardy JG. The inftuence of solution viscosity on
nasal spray deposition and clearance. Int J Pharm 1988; 43:221-24.

NMPUMEHEHUE

ORALTEK® &

perlingual BN Maximum dose

from the 1st day
MOJIb3A SCHEDULE
=it

(2x)
DAILY DOSE

e MakcumanbHana fo3a ¢ NepBoro AHA D o 2 8 i 20.000TUmD)

Treatment duration (2 vials): 3 months approx.

’)’) e OpHa ynakoBka Ha 3 MecALa UCMonb30BaHnA -

Traina G, et al. Safety of ultra-rush perlingual immnotherapy in allergic rinitis.
Allergy 2012;67,5 96:411

e AHaHacoBbIN apomaT
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”) e BonblUOW aCCOPTUMEHT CTaHAAPTU3UPOBAHHbIX 9KCTPAKTOB asjliepreHoB

3nutenni XMBOTHbIX

KNELWA
3N1AKHU
rPYMMbl COPHAKHU
OEPEBbA
NMECEHb
AMUTEJIUNA XXMBOTHbIX

lneceHb CopHAKkn

HAepeBba

’))) 9KCTPAKTbI ANNEPTEHOB

D XAPAKTEPUCTUKA NPOAYKTA

ORALTEK® 370 mMuUepUHOBBIA pacTBOP, COAEPXKALMA OAWH UM HECKONbKO CTaHAAPTM3UPOBaHHbIX HATUBHbLIX 3KCTPAKTOB aniepreHoB
(30,000 TepaneBTuyeckux Eannnu/mL) ana cybnuHreansHom cneununyeckon MMMyHoTepanum (B Buae nogbA3bIYHOro Crnpes).

CocraB: FHIALIepI/IHOBbII;I pacTeop, co,u,epxau.mﬁ OOUH UNN HECKONbKO CTaHAAPTU3NPOBAHHbLIX HATUBHbIX 9KCTPAKTOB anjepreHoB B Kave-
CTBe aKTUBHOrO BellecTBa.

BcnomorartenbHble BelecTBa: rJ'II/ILlepI/IH, CUHTETUYECKII apomMaTtm3aTop aHaHaca, XxJiopua HatpuAa n soaa anAa WHBEKLIMNA.

dapmaueBTudeckana opma: MNpenapat npeacTaeneH B Buae pactsopa B hopme cyb6nuHreanbHoro/ NoabA3bLIYHOro cnped U3 cTaHaap-
TU3UPOBAHHbIX HATUBHbIX SKCTPAKTOB asifiepreHoB, PaCTBOPEHHLIX B U3OTOHMYECKOM COMIEBOM PacTBOpe ¢ 50% FNMLIEPUHOM 1 3anakoBaHHbIX
B CTEpUSbHblE (NIAKOHbI U3 AHTAPHOrO CTEKIa, 3aKPbIThbIX MACTUKOBOW KPLIWKOW C BPalLaloLeiicA ropioBUHON CO BCTPOEHHOMN HacaaKom
pacnbinMTenem 1 3aneyataHHbIX NNacTMKOBLIM KanaHoM.

Onucanue ynakosku: ORALTEK® gocTyneH B AByX Bugax ynakoBKMu:

- Habop anA ne4yeHuna paccumntaHHoro Ha 1 mecAu — 1 cbrnakoH 6 mn

- Habop anA neyeHns paccyMTaHHoro Ha 3 mecAua — 2 hnakoHa no 9 mn

TepaneBTuyeckue nokasaHuA: ORALTEK® npegHasHavyeH AnA nepopanbHOM cneumdrnyeckon MMMyHoTepanuu, ANA NeYeHns pecnupa-

TOPHbIX annepruyecknx 3aboneBaHwn, TakKnx Kak puHUT, 6poHXManbHaA acTMa U KOHbIOHKTUBHWT, BbI3BaHHbIX PasfnyHbIMK aniepreHamm ono-
cpepnoBaHHon-IgE | Tvna, y B3pocnbix 1 geten (ctapie 2 ner).

MHcTpykumna no npumeHeHuto: ORALTEK® npegHasHayeH AnA opolleHna noabA3bl4HOW 06nactu (nepnuHreanbHbii nyTe). ORALTEK®
MOXET CaMOCTOATENIbHO MPUMEHATLCA NALMEHTOM AoMa.

[lnA npaBUNbHOro NpUMeHeHUA cnpes cnepyimTe MHCTPYKLUMK: CHUMUTE NNAacTUKOBbLINA KnaraH ¢ donakoHa. Mepen nepBbIM UCMoNib30BaHWEM Cripen
MOBEPHWTE pacrblUTeNb B FOPU3OHTASIBHOE MOSIOXKEHUE Y HECKOIBLKO pa3 HaXKMUTE Ha pacribiMTESbHYHO HacaaKy, AfiA TOro YTobbl AVCMEeHCEP HaNnoMHUICA
pacTBOPOM, MOCIIE YEro ero MOXXHO MPUMEHATb.  [BaxkAbl HAXKMUTE Ha PachbIMTENBHYIO HAcaAKy LA OPOLUEHWA NOAbA3bIMHON obnacT. He rnotats!
CHavana noaaep>kunte pacTteop Noa A3bIKOM B TeHeHne 2 MWHYT, a 3aTemM npornoTuTe ero. Kak Tonbko ata npouenypa 3aBepLueHa, noBepHUTe pacnbinnTeslb-
HYO HacagKy B UCXO[HOE MOJIoKEHWEe, TEM CaMbIM 3a6510KMPOBaB HacaaKy pacrbiieHua. MomecTute hnakoH B OpurvHasIbHYH YnakoBKy. [lo3a COCTOUT M3
©XKEOHEBHOro BBeAEHVA ABYX OPOLLEHWIA. CrieayeT y4nTbIBaTh, YTO HE CreayeT YNoTPebnATh MULLY WM HANUTKX A0 U Nocre MPUMEHEHWA Npenapara, YTobbl
06ecneymTb MakCMMaribHyH SKCMO3ULMIO N KOHTaKT pacTBOpa CO CIM3MCTON 060I04KOM MOMOCTM pTa.

XpaHeHue: riakoHbl OMKHbI XPaHUTBCA B XON0AUIIbHUKE Npu TemnepaType 2-8 °© C. Xonogosasa Lenb BO BpEMA TPAHCMOPTUPOBKU He Tpe-
byetcA. He 3amopa>kmeatb. Cnegyet nsberatb BO3AENCTBNA BbICOKUX TEMMEPATYP B TEHYEHME OANUTENIbHOrO NEpuoaa BpeMeHW. XpaHuTb B He-
OOCTYNHOM MecTe AnA AeTen.
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