IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHSA npenapaTy

ALILLIO 100, ALLLIO 200
(ACCO 100, ACCO 200)

Cknag nikapcbKoro 3acooby:

AitoYa peyoBmHa: aueTUNUUCTETH;

1 nakeTuK MIiCTUTb aueTunymcteiHy 100 mr a6o 200 mr;

[OMOMI>KHI PEYOBMHU: caxapo3a, KUC0Ta acKopbiHoBa, CaxapuH, anebCMHOBMIA apoMaTm3aTop.

NikapcbKa thopma. MopoLoK 415 0pasbHOro Po3UnHY.
MopoLLOK Bif 6i10r0 A0 XXOBTYBATOIr0 KO/IbOPY, MOX/MBA HAsABHICTb ar/loMepariB, i3 3anaxom anesibcuHa.

Ha3sBa i MicLe3HaxopKeHHSA BUPOOHMKa.

Cantotac ®apma 'm6X, HimeuunHa/Salutas Pharma GmbH, Germany

(TecTyBaHHA, NaKyBaHHSA, BUMYCK CepiT).

OT1T10-BOH-I"tOpike-Annee, 1, 39179 bapnebeH, HimevunHa/Otto-von-Guericke-Allee, 1, 39179 Barleben, Germany.
Ningodapm M X, HimevunHa/Lindopharm GmbH, Germany

(BMpo6HULTBO in bulk,TecTyBaHHSA, NakyBaHHS).

HoviwTpacce, 82, 40721 XingeH, HimeuunHa/Neustrasse, 82, 40721 Hilden, Germany.

abo

3am6oH CsiTt3enang Jita, LLseliyapis/ Zambon Switzerland Ltd, Switzerland

(BMp0o6HMLTBO in bulk,TeCTyBaHHS, NaKkyBaHHS).

Bia IHgacTpia 13, 6814 KagemniHo, LLseiyapis/ Vialndustria 13, 6814 Cadempino, Switzerland

dapmakoTepaneBTUYHa rpyna. MykonituyHi 3aco6un. Kog ATC RO5C BOL.

Auetnnuymuctein (ALL) — MyKoNiTUYHWIA, BigXapKyBa/bHUIA 3aci6, AKWIA 3aCTOCOBYETLCA ANS PO3PIAKEHHA MOKPOTUHHSA MPU 3aXBOPHOBAHHAX AWMXa/IbHOI CUCTEMU,
L0 CYNPOBOAKYHOTLCS YTBOPEHHSAM IYCTOr0 CAn3y. ALETUNLMUCTETH € NOXIAHWM aMiHOKMUCIOTU UUCTeiH. MyKONITUYHII epeKT npenapaty mMae XiMiuHy npupoay. 3a
paxyHOK BiNIbHOT Cynb(rigpuabHOT rpynu aueTUNUMUCTEIH po3puBae AMCYNbMIAHI 3B’A3KM KUCAUX MYyKorosicaxapuais, WO NpU3BOAMTL A0 Aenonimepusauii
MYKOMPOTEIAiB MOKPOTUHHSA Ta [0 3MEHLLEHHS B A3KOCTI CM3Y, | CNPUSE BifXapKyBaHHIO Ta BiLXOLXeHHI0 6pOHXia/IbHOro cekpeTy. Mpenapar 36epirae akTUBHICTb
NPW HassBHOCTI FHINHOro MOKPOTUHHS.

AUETULMCTETH Mae TaKoX aHTUOKCUAAHTHI MHEBMOMNPOTEKTOPHI BNAaCTUBOCTI, L0 3YMOB/IEHO 3B’A3yBaHHAM Or0 Cy/b(rigpuabHUMK rpynaMmn XiMmibyHUX pagukanis
I, TAaKUM YMHOM, 3HELLKOKEHHAM iX. KpiM TOro, npenapar Crpuse NiABULLEHHIO CUHTE3Y TyTaTIOHY — BaXX/IMBOIO PakTopa BHYTPILLIHBOKIITUHHOIO 3aXWUCTY He
Ti/lbKN Bifl OKUCHNX TOKCWMHIB €K30reHHOro Ta eHAOreHHOro MOXOKEHHS, ane 1 Bif pAagy LUTOTOKCUYHMX PEYOBUH. LIS 0cO6aMBICTL aUeTUNLUCTETHY Aae 3Mory
eheKTMBHO 3aCTOCOBYBATW OCTaHHI Npy nepefo3yBaHHI NapaleTamony.

Micna nepopasibHOro 3acToCyBaHHA aueTUNLMCTEIH LWBMAKO | MOBHICTIO BCMOKTYETbCA | NIAAAETLCA MeTaboniamy Yy MediHui 3 YTBOPEHHAM LMUCTEIHY,



(papMakosioriYHO aKTMBHOIro MeTaboniTy, a TakoX AiaueTUNLUNUCTETHY, UACTUHY, | Hagani — 3milaHnx aucynb@igis. Bio4oCTynHICTb Ay)Ke HU3bka — 6/13bko 10 %.
MakcumasibHa KOHLEeHTpauis y nna3mi KpoBi focAraeTbes vepe3 1-3 roamHu nicns npuinomy. 38°a3yBaHHA 3 6inlkamy nnasmm — npnbnmnsHo 50 %. ALeTUauucTeiH
BMBOAMTLCS HUPKaMK Y BUTNISIAT HEAKTUBHMX MeTaboniTiB (HeopraHiyHi cynbgaTu, AiaueTUauncTeiH).

Mepiog HaniBBMBEAEHHS BU3HAYAETLCS FO/IOBHMM YMHOM LUBUAKOLO GioTpaHCchopMaLieto y nediHui | cTaHOBUTb NPUGAN3HO 1 roAnHy. Y pasi 3HUXKeHHS (yHKLIT
neviHKM nepiof HaniBBUBELEHHS MOLOBXYETLCA A0 8 roAuH.

lNokasaHHA AN 3acTOCyBaHHA.
JiKyBaHHS roCcTpux Ta XPOHIYHMX 3aXBOPHOBaHb GPOHXO/IEreHeBOT CUCTEMM, LLLO NOTPEOYHOTh 3MEHLLEHHS B’A3KOCTI MOKPOTUHHS, NMOKPALLIAHHA MOro BiAXOMKEHHS
Ta BiAXapKyBaHHS.

MpoTunokasaHHS.
MigByLLeHa YyTAMBICTb 40 aUeTUALMCTETHY abo [0 iHLWMX KOMMOHEHTIB npenaparty. Bupaskosa XBopoba LuMyHKa Ta ABaHaAUATUNANOI KULLKW Y CTafil 3arOCTPEHHS,
KPOBOXapKaHHs, NereHeBa KpOBOTEYa.

HanexxHi 3axoam 6e3nekun npu 3acTocyBaHHi.

PeKOMeHAYETbCA 3 06epeXHICTIO npuiMaTK npenapaT nauieHTam i3 BYpasKo LWIyHKa Ta ABaHaAuAaATANAIOl KULWKW B aHaMHesi, 0co6/MBO Y pasi CyMyTHbOro
NPUIAOMY THLLIMX NiKaPCbKMX 3ac06iB, L0 NOAPa3HIoKTb CN30BY 060/I0HKY LUTYHKA.

€ OKpeMi NOBIAOMNEHHS NP0 TSXKKI peakuii 3 60Ky wWKipy (cuHapomn CTiBeHca->KOHCOHa i Jlailenna) npy NpuiioMi aueTUALMCTEIHY, TOMY Y pa3i BUHUKHEHHS 3MiH
3 6OKY LLKipy abo CM30BUX 060/TIOHOK CNifJ HEranHO NPUMMHUTI 3aCTOCYBaHHA Npenapary i MPOKOHCYNbTYBATUCA3 NiKapeM LWoA0 MNO4asbLLIOro KOro Npuinomy.

Cnig 3 06epeXHICTIO NPU3HaYaTh aueTUNLMCTETH XBOPUM Ha GPOHXIia/lbHY acTMy uepe3 MOX/IMBUIA PO3BUTOK 6poHXOoCcNasMy. Mpu BUCUMAHHI BMICTY nakeTuka y
nocys nif 4ac MpUroTyBaHHA PO3YMHY MOPOLLUOK MOXE MOTpanifaTh y MoBITPSA Ta MOAPa3HIOBATW CNM30BY 0O0/IOHKY HOCA, BHACNILOK YOrO MOXE BUHUKHYTU
pethNeKTOPHMI GPOHXOCNA3M.

MauieHTaMm i3 3aXBOPHOBAHHAMM NEYIHKUN, HUPOK aLETUILMUCTETH CMij NPU3HAYaTV 3 00EPEXHICTIO 4151 YHUKHEHHSA HAaKOMUYeHHS a30TOBMICHUX PEYOBUH B OpraHi3mi.
3acTocyBaHHA aUeTUNLMCTETHY BUK/IMKAE PO3PIMKEHHA OGPOHXiaNbHOro cekpety. AKLLO NauieHT He 3[4aTHUI ePeKTUBHO BifKalU/IOBATU MOKPOTUHHSA, HeOOXiaHi
NoCTypasibHWUIA ApeHax i GpoHxoacnipallis.

ALETUNUNCTETH BNMBAE Ha MeTaboni3m rictamiHy, TOMY He C/lif Npu3Ha4aTn 4OBroTprBay Tepanito nauieHTaM 3 HernepeHOCUMICTHO TicTaMiHy, OCKINIbKU Lie MOXe
MPU3BECTN [0 MOSIBN CUMATOMIB HENEPEHOCUMOCTI (r0NI0BHUIA Biflb, BA3OMOTOPHUIA PUHIT, CBEPOIXK).

MpenapaT MICTUTb caxapo3y, TOMYy WOro He cnif npu3HayaTy NauieHTaMm 3 PIAKICHUMK CnagkoBUMMKW (hopMami HEenepeHOCUMOCTI (DPYKTO3M, AediunTom
caxapasu-izomanbTasn abo CMHAPOMOM [IHOKO30-Ta/lakTO3HOT MasibabcopoLii.

OpaunH nakeTuk ALLLI® 100 mictutb 2,8 T caxaposu (NpubnusHo 0,24 xnibHi ogmHuLi); oamH nakeTrk ALILI® 200 MicTuth 2,7 1 caxapo3u (NpubnnsHo 0,23 XNi6Hi
oauHuMui). Lie cnif BpaxoByBaTy NpK 3aCTOCYBaHHI Npenapary nauieHTaM, XBOPUM Ha LlyKPOBUiA giaber.

Oc06/11BI 3aCTEPEXEHHS.

3acTocyBaHHSA y nepiof BariTHOCTI abo rofyBaHHS rpyaato.

Y nepiog BaritTHOCTi abo rofyBaHHS FPYLAK 3aCTOCYBaHHA aUeTUILMCTEIHY MOX/IMBE TiNbKU Yy BUMafKy, AKLLO0 nepefbadyyBaHa KOPUCTb A4/ MaTepi NnepeBuLLye
NOTEHUIMHWIA pU3NK ANS nNnoga abo ANTUHN.



34aTHICTb BNAMBATW Ha LWBNAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNopTOoM abo pob0Ti 3 IHLLIMMKW MeXaHi3MaMu.
He BnanBae.

aiTn.
3acToCoBYIOTb fiTAM Bif 2 POKIB.

Cnoci6 3acTocyBaHHS Ta [03MW.

[opocnum i giTam cTaplue 14 pokis npusHavaroTb No 400-600 Mr aueTUNLMCTEIHY Ha A06y, po3nodineHi Ha 1-3 npuiiomu.

[iTam Big 6 ao 14 pokis npusHayatoTb no 400-600 mr Ha Ao6y, po3nogineHi Ha 2-3 NpuinomMu.

[iTam Big 2 go 6 pokis npusHayatoTb No 200-400 Mr Ha J06Y, PO3NOAiNeHi Ha 2 NPUnOMN.

MpenapaT PeKOMEHAYETLCS NPMIAMATK Nicns oM. BMICT nakeTuKa po3unHUTU Y %2 CKNSHKM BOAW, COKY ab0 XO/I0AHOrO0 Yato. Micns NnpuroTyBaHHS PO34MHY MOro
Tpeba BUNUTK siKHalWBKAaLLe. B okpeMux Bunagkax y 3B°A3Ky 3 HasBHICTIO y CKafi npenapaTy crabinizatopa — aCKOp6iHOBOT KACMOTW NPUIrOTOB/IEHWIA PO3UUH
MOXHa 3a/IMLINTIN NPUG/IN3HO Ha 2 FOAUHM A0 MOMEHTY A0r0 3aCTOCYBaHHS. [l0AaTKOBE BXXUBaHHS PigNUHM NOCUNIOE MYKONITUYHWIA e(heKT npenapary.

TepMmiH NiKyBaHHS XPOHIYHNX 3aXBOPHOBaHb BU3HAYaAE NiKap 3a/1eXHO Bif, XapakTepy Ta nepebiry 3axBoproBaHHA. Mpu rocTpmx HeycknafHeHUX 3axXBOPHOBaHHAX
aueTUNLUCTETH 3aCTOCOBYIOTb 5-7 AHIB.

Nepeno3yBaHHS.

Hemae faHvx Npo BUNafKW nepeso3yBaHHsA NPy NepopasibHOMY 3aCTOCYBaHHI aLeTUNLMCTETHY.
CvmnTOMU: HyfOTa, 6NtoBaHHS, Aiapes. Ana AiTeld € pusmK rinepcekpeLii.

Tepanis: NikyBaHHA CUMMTOMATUYHE.

Mob6iyHi etheKTMW.

[ns onncy YacToTn NO6GIYHMX Aili BUKOPMCTOBYHOTb TaKy Knacudikauito: ayxe yacto (3 1/10), vacto (3 1/100, < 1/10), HeyacTo (3 1/1000, < 1/100), pigko (3 1
/10000, < 1/1000), gy»xe pigko (< 1/10000).

3 60Ky CepLieBO-CYANHHOT CUCTEMI: HEYaCTo — TaxiKapais, apTepiasibHa rinoTeHsis.

3 60Ky HepBOBOI CUCTEMU: HEYACTO — FOMIOBHWIA Bifb.

3 6OKY LLKIpW: HEeYacTo — anepriyHi peakuii (cBep6iX, KPONUB’AHKa, eK3aHTEMa, EK3eMa, BUCUMM, aHTIOHEBPOTUYHNIA HAOPAK).

3 60Ky opraHa Cnyxy: He4yacTo — [3BiH y Byxax.

3 60Ky AuMxanbHOI CUCTEeMW: PigKO — AMCNHOe, 6poHXocnasMm (repeBaXkKHO Yy MauieHTIB 3 rineppeakTUBHICTIO OPOHXialbHOI CUCTEMM, LIO acOLitOETLCS 3
OPOHXiasIbHOK acTMOL), PUHOpPES.

3 60Ky TPaBHOro TPaKTY: HeYacTo — neid, gucnencis, cToMaTuT, abAoMiHanbHWIA 6iNb, HyA0Ta, 6/1H0BaHHSA, diapesi, HeNPUEMHWMIA 3amnax 3 poTa.

3arasibHi po3najun: HevacTo — rapsayka.

MoBigomnanoca nNpo OKpeMi THXKi peakuii 3 60Ky LWKipn (cuHapomun CriBeHca-[pkoHCOHa i Jlailenna). Tpwu 3acTocyBaHHi aueTUILUCTEIHY LyXe Pifko
MOBIJOM/IANOCS NPO BUHMKHEHHSA KPOBOTEY, L0 YacTille 3a Bce Oynm NoB’s3aHi 3 PO3BUTKOM peakLili rinepuyTamMBoCTi. BigsHavanucs BUNagKu 3HMKeHHS arperauii
TPOMOOUMTIB, OAHaK KNiHIYHOrO NiATBEPAKEHHS TOMY Hemae. [y>Ke pifKo noBigomnsnocsa npo Habpsk KBiHKe, HAOpsAK 061MYYs, BUNAAKWM aHeMil, remoparii,
aHainakTnyHi peakuii abo HaBiTb LUOK.



B3aemogis 3 iHLWIMMK NiKapCbKMMM 3aco6amm Ta iHLWI BUAM B3aEMOSI.

3acTocyBaHHSA pa3oM 3 aLeTUILMCTEIHOM NPOTUKALLILOBMX 3aC06iB MOXKEe MOCUINTI 3aCTiil MOKPOTUHHSA Yepe3 3MEHLLEHHS Kall/bOBOro pediiekcy.

Mpn ogHOYACHOMY 3aCTOCYBaHHI 3 TaKMMW aHTMOIOTMKAMW AK TeTpauuKNiHA (32 BUHATKOM LOKCUUMKAIHY), aMmniuufiH, amdoTtepuunH B, uedanocnopuHu,
aMiHOTI/TIKO3MAM MOX/IMBA X B3aEMOZIS 3 TIO/IOBOK TPYMno aueTU/LMCTEIHY, WO NPU3BOAUTL L0 3HMXKEHHSA aKTMBHOCTI 060X npenapatiB. TOMY iHTepBan MiX
3aCTOCYBaHHSAM LMX NpenapariB Mae CTaHOBUTU He MeHLLEe 2-X roAuH. Lie He CToCyeTbCA LieikcMMmy Ta niopakapbedy.

AKTUBOBaHe BYTINA 3HWXKYE eIeKTUBHICTb aLeTUNLNUCTETHY.

He peKoMeHLYETLCA PO3UMHATMI B OAHIN CKASHLI aLeTUALMCTEIH 3 IHLWMMK NpenapaTamu.

AULETUILMCTETH 3MEHLLIYE renaToTOKCMYHY Ao napaueTamorny.

Bif3HayaeTbCca CUHEPTI3M aLeTULMCTEITHY 3 BPOHXONITUKAMM.

AUETUILNCTETH MOXKe 6TV LOHOPOM UMCTEIHY Ta MiABULLYBAaTW PiBEHb FNYTaTIOHY, AKUA CNPUSE LEeTOKCUKALIT BIIbHUX paguKaiiB KUCHIO Ta MEBHUX TOKCUYHUX
PEYOBVH B OpraHi3mi.

OfHOoYaCHWUIA NPUIAOM HITPOrNiLEPUHY Ta aUeTUNLMCTETHY MOXKe NPU3BECTM 40 NiACUNEHHS BAa30ANNATYHOYOr0 e(heKTy HITPOrNiLepuHy.

MMig yac KOHTaKTy 3 MeTasiamy abo ryMOK YTBOPHOKTLCA CYNb(ifn 3 XapaKTEPHUM 3araxom, TOMY A1 PO3YMHEHHSA MpenapaTy CNif BUKOPUCTOBYBATU CKISHWUIA

rnocyg.

TepMiH NPUAATHOCTI. 3 POKWU.

YMoBW 36epiraHHs.
36epiratv Npu TemnepaTypi He BuLe 25 °C.
36epiratv y HeOCTYNMHOMY AN AiTel MiCLi.

YnakoBkKa.
Mo 3 r NOpOLKY Yy nakeTuKy. Mo 20 NakeTUKIB Yy KapTOHHI KopoobL,i.

KaTteropis Bignycky. be3 peuenTa.



