THCTPYKIIA

OJjisi MeIU9IHOI O 3aCTOCYBaHHﬂ npenapaTy
AIIII® 100, ALIII® 200

(ACC° 100, ACC° 200)

Cxiap TiKapcbKOro 3acooy:
0itoya pevoB8uHdA: alleTUIIINCTEIH;
1 makeTuk mMictuth auetunnucteiny 100 mr a6o 200 mr;

00NOMIdCHI peuosuHU: caxapo3a, KUCIIOTa aCKOpOiHOBa, CaXapyH, alelbCUHOBUN apoMaTH3aTop.

JIikapcbka ¢popmMa. [TopomoK A1 OpasbHOI0 PO3UUHY.

[Topoirox Bif 6iI0oro mo KOBTYBATOI'0 KOJILOPY, MOXKJ/IMBA HAsSBHICTh arjloMepariB, i3 3amaxoM
arebCuHa.

Ha3Ba i micue3HaxomkeHHsI BHPOOHHKA.
Camtorac ®apma 'M6X, Himeyunna/Salutas Pharma GmbH, Germany
(TecTyBaHHS, TaKyBaHHS, BUIIYCK Cepil).

Otto-BoH-T'topike-Annee, 1, 39179 Bapneben, Himeuunna/Otto-von-Guericke-Allee, 1, 39179
Barleben, Germany.

Jlinmodapm I'm6X, HimewuynHa/Lindopharm GmbH, Germany

(BupoOHMITBO in bulk,TecTyBaHHS, TaKyBaHHS).

Houmtpacce, 82, 40721 Xinpen, Himeuunna/Neustrasse, 82, 40721 Hilden, Germany.
abo

3am6b0H Cit3enanp JIth, [IBeiinapis/ Zambon Switzerland Ltd, Switzerland
(BupobHuLTBO in bulk,TecTyBaHHS, TaKyBaHHS).

Bia ImmacTtpia 13, 6814 Kagemmino, IlIBeiapisi/ Via Industria 13, 6814 Cadempino, Switzerland



dapmakoTepaneBTHYHA rpymna. MykomituuHi 3aco6u. Kog ATC R05C BO1.

Anetunuuctein (ALI) - MyKoJTiTUYHUM, BiTXapKyBaJbHUM 3aci®, SKUH 3aCTOCOBYETHCS OIS
PO3pimKeHHS MOKPOTUHHS IIPY 3aXBOPIOBAHHSX AUXAIbHOI CUCTEMH, IO CYIIPOBOAKYIOTHCS
YTBOPEHHSIM T'YCTOTO CIU3Y. AIETUILKCTEIH € MOXiTHUM aMiHOKMCIIOTH LIUCTEeIH. MyKOMITUYHU]
eekT mpemapaTy Ma€ XiMidyHy IPUPOAY. 3@ PaXyHOK BiJIbHOI CYIbGTiAPUIbHOI TPy alleTUINUCTEeIH
po3puBa€ ouCynbGigHi 3B’ 13K KUCIMX MYKOIIOJTicaXapyiiB, 110 MPU3BOIUTh 10 AEToIiMepu3arlii
MYKOIIPOTEI[liB MOKPOTHHHS Ta J0 3MEHIIEHHS B I3KOCTi CIIM3Y, i CIIPUSE BigxapKyBaHHIO Ta
BimxomkeHHIO OpoHXialbHOTO ceKpeTy. [IpemapaT 30epirae akTUBHICTh IIPU HASIBHOCTI T'HIHOTO
MOKDPOTHHHS.

ALeTUIIIMCTEIH Ma€ TaK0XK aHTHOKCHOAHTHI THEBMOIIPOTEKTOPHI BIaCTUBOCTI, III0 3yMOBJIEHO
3B’sI3yBaHHSAM MOT0 CyJIb(rigpuUIbHUMU IPyHaMy XiMiYHIX pafuKaJiB i, TAKUM YUHOM,
3HELIKOMKeHHAM 1x. KpiMm Toro, penapaT CIpusie MifBUILIEHHIO CUHTE3Y TJIyTaTiOHy - BaXK/IMBOTO
(daxTopa BHYTPIIIHbOKJIITUHHOTO 3aXUCTy HE TiJIbKM Bifl OKMCHUX TOKCUHIB €K30TeHHOTO0 Ta
E@HIIOTeHHOTO TIOXOKEHHS, ajie ¥ Bif PAIy HMTOTOKCUYHUX PEeYOBHUH. LIg 0COOMUBICTE
alleTUNLIUCTEIHY Jae 3MOTy e(peKTUBHO 3aCTOCOBYBATH OCTaHHIW MPU Iepefo3yBaHHi mapaleTaMoy.

[Ticns mepopalbHOrO 3aCTOCYBaHHS Al[eTUILKCTEIH MIBUAKO i TIOBHICTIO BCMOKTY€ETHCS 1 MigAaeThCs
MeTab01i3My y MediHlli 3 yTBOPEHHSIM IUCTEiHY, (hapMaKOoJIOTiuHO aKTUBHOT'0 MeTaboliTy, a TaKoXK
OialleTUIILKCTEIHY, IUCTUHY, 1 Hafai - 3MillaHuX gucynbQiniB. BiomoCTynHICTh IyKe HU3bKA -
6mu3bk0 10 %. MakcuManbHa KOHIIEHTpALlis Y My1a3Mi KpoBi focaraeTbes yepe3 1-3 romuHu micis
npuiiomy. 3B’s13yBaHHS 3 OinKamu nna3Mu - npubnu3Ho 50 %. AleTUNuKuCTelH BUBOAUTHCS HUPKaMu
y BUTJISAMI HEaKTUBHUX MeTabO0MiTiB (HeopraHiuHi cynbdaTy, OialleTUILIKUCTEIH).

[Nepion HamiBBHMBeEeHHS BU3HAYa€THCS IOJIOBHUM YMHOM IIBUAKOIO GioTpaHCchopMalieo y nevinmi i
CTaHOBUTH NpuOIN3HO 1 ropuHy. YV pas3i 3HUKEHHS QPYyHKII] NeYiHKY Iepiof HalliBBUBENEHHS
IIOOBXKYETHCA A0 8 TONUH.

IToxka3aHHs OIS 3aCTOCYBaHHS.

JIikyBaHHSI TOCTPHUX Ta XPOHIYHUX 3aXBOPIOBAaHb OPOHXOJIET€HEeBOI CUCTEMH, II0 MOTPEOYIOTh
3MEHILEHHS B'93KOCTi MOKPOTUHHS, ITIOKPalllaHHSA M0r0 BiOXOOXKEHHS Ta BiXapKyBaHHS.

IIpoTumoxka3aHHA.

[TigBuIeHa YyTNIUBICTh [0 alleTUIMKUCTEIHY a00 [0 iHIMX KOMIIOHEHTIB IpenapaTy. BupaskoBa
XxBopo0a IIUTyHKa Ta [BaHA[IITUIIAIO0l KUIIKY ¥ CTaflil 3aTOCTPEeHHSI, KPOBOXapKaHHS, JiereHeBa
KpOBOTEYa.

HanexxHi 3axongu 0Oe3leKH IPH 3aCTOCYyBaHHI.

PexomeHOyeThCsT 3 00epeXHICTIO MPUIMaTH IIpenapar nallieHTaM i3 BUpa3Koio IITyHKa Ta
[BaHAOIATUIIANIOl KUIIKY B aHaMHe3i, 0CO0NIKMBO y pa3i CyIyTHLOr0 NPUHUOMY iHIINX JTiKapChKUX
3ac00iB, 110 TOAPA3HIOITh CIU30BY 000JIOHKY LITYyHKA.

€ oKpeMi MoBifOMIIeHHS PO TAXKKi peakiii 3 60Ky mKipu (cuaapomu CriBeHca-[IKoHCOHa i Jlatiena)



IIpY MIPUMOMI alleTUNIKUCTEIHY, TOMY V pa3i BUHUKHEHHS 3MiH 3 00Ky mIKipu abo cu30BUX 000I0HOK
CJIil HeralHO NMPUIIMHUATY 3aCTOCYBaHHA IIperapaTy i IPOKOHCYIbTYBAaTUCA 3 JIiKapeM II0f0
IIOAAJIbIIOr0 MOr'0 IIPUIOMY.

Cnig 3 06epexXHiCTIO TPU3HAYATH alleTUIIIIUCTEIH XBOPUM Ha OpoHXiaabHYy acTMy Yepe3 MOKJIUBUN
po3BUTOK OpoHxO0cna3My. [Ipy BUCUIIaHHI BMiCTy ITaKeTHKa y MOCYL Iifl Yac IPUTOTyBaHHS PO3UYUHY
TIOPOLIOK MOKe IIOTPAIJIATH y OBITPS Ta MOofpa3HioBaTH CIX30BYy 000JI0HKY HOCA, BHACIIOK YOTO0
MOXK€ BUHUKHYTH pedieKTOpHUY OPOHX0CIIa3M.

[TarienTaM i3 3aXBOPIOBAaHHSIMHU IEYiHKY, HUPOK alleTUIIIIUCTEIH CITi[l Mpu3HadYaTH 3 00ePexKHICTIO
[Ji YHUKHEHHS HaKOIIMYEHHS a30TOBMICHUX PEYOBUH B OPraHi3Mi.

3acToCcyBaHHS alleTUNILUCTEIHY BUKJIMKA€E PO3PifKeHHS OPOHXialIbHOTO CEKPETY. AKIIO MaIlieHT He
3maTHUY e(eKTHBHO BiKAIlIIOBaT! MOKPOTHHHS, HeOOXigHI TOCTypasibHUM ApeHax i
OpoHxoacIiparis.

AnleTUNLIMCTEIH BIIJIUBA€E HAa MeTaboJ1i3M ricTaMiHy, TOMY He CIIif Ipu3HadaTHd OOBTOTPUBAIY TepaIliio
IalieHTaM 3 HellePeHOCUMICTIO TicTaMiHy, OCKIIbKHU 1€ MOXKe IIPU3BECTU [0 [IOSIBU CUMIITOMIB
HEeINepeHOCUMOCTi (Toj1oBHUY 6islb, BA30OMOTOPHUM PUHIT, CBePOixK).

[IpemapaT MiCTAThL CaXxapo3y, TOMY MOTO He CIIif IpH3HavYaTH MallieHTaM 3 PiAKICHUMHU CIIafKOBUMU
dbopMaMy HeIIEPeHOCUMOCTi GPYKTO3H, medilluTOM caxapa3u-i3oMasnbTa3u a0o CHHIPOMOM T'JTI0K030-
rajlakTo3HOoI MababcopoIril.

Opun naketuk AIIT® 100 mMicTuTh 2,8 T caxaposu (mpubau3sso 0,24 xmi6Hi ofuHULI); ONUH
nakeTuk AIIIT® 200 mictuts 2,7 T caxapo3u (mpubmusso 0,23 xmi6Hi oguaumi). Ie cif
BpPaxOBYyBaTH IIPU 3aCTOCyBaHHi IIpelapaTy MallieHTaM, XBOPUM Ha IyKPOBUM miaber.

Oco01uBi 3acTepexKeHHs.
3acmocyeanns y nepiod eazimHocmi abo 200yeanuHs 2pydoio.

Y nepion BaritHOCTi ab0 romyBaHHS IPYAAI0 3aCTOCYBAHHS alleTUIIIUCTEIHY MOXKIIUBE TiTbKHU Y
BUIIAJKY, SKIIO Nepen0adyBaHa KOPUCTH AT MaTepi epeBUIye MOTEHLUINHUN PU3UK IJis Ioxa abo
OUTUHU.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
pobomi 3 iHwuMu mMexaHizmamu.

He BnuBae.

Himu.



3aCTOCOBYIOTH HiTSIM Bif 2 POKiB.

Cnocid 3acTocyBaHHsSI Ta IO3H.

Lopocaum i dimam cmapwe 14 pokie mpusHadaioTh Mo 400-600 Mr aleTUIIIUCTEIHY Ha H00Y,
poamnomineni Ha 1-3 npuitomu.

Limsam 8i0 6 0o 14 pokie mpusHaydaioTs 10 400-600 Mr Ha moby, po3mofineHi Ha 2-3 IPUKOMH.
Llimsam 8id 2 0o 6 pokie mpu3HadaioTh 110 200-400 Mr Ha Ho0y, Po3MoAiiieHi Ha 2 TPUHOMH.

[TpemapaT peKOMEHOYEThCS MPUUMATH Micd 1A, BMiCT makeTWKa PO3YMHUTHU Y Y2 CKIITHKY BOIH,
COKy ab0 X0JIOmHOTO Yato. [licyg npuroTyBaHHs PO34uHYy Horo Tpeba BUMUTH sKHaMuBuaLe. B
OKpeMMX BUIIQ[IKax y 3B’S3Ky 3 HasIBHICTIO y CKJIafii Tpemnapaty crabinmizaTopa - ackopOiHoBoi
KMCJIOTH NTPUTOTOBJIEHUHM PO3YUH MOXKHA 3aJIMIIUTH MPUOIM3HO Ha 2 TONUHY 0 MOMEHTY MOro
3acTocyBaHHA. [1omaTKOBe BXKUBaHHS PIIUHY IIOCUJIIOE MYKOTITUYHUN e(PEeKT Ipenapary.

TepMmiH NiKyBaHHS XpOHIYHMX 3aXBOPIOBaHbL BU3HAUaE JIiKap 3ajieXKHO Bifl XxapaKTepy Ta mepebiry
3axBOpIOBaHHSA. [Ipu rocTpux HeYCKIagHEHWX 3aXBOPIOBAHHSIX alleTUJIIIMCTEIH 3aCTOCOBYIOTh 5-7
IOHIB.

Ilepeno3yBaHHS.
HeMmae maHUX Npo BUMAAKU Ilepefo3yBaHHS IIPU IIepopaIbHOMY 3aCTOCYBaHHI alleTUIIIHACTEIHY.
Cumnmomu: Hy#oTa, O/Mi0BaHHS, fiapes. [[7d [iTel € pU3UK Tinepcekpetiii.

TepaniA: NiKyBaHHSA CUMIITOMaTUYHE.

INo6iuni epexTH.

Ins onucy 4yacToTu MobiYHMX [ill BUKOPUCTOBYIOTh TaKy Kilacudikaiito: ayxe gacto (> 1/10), gacTo
(3 1/100, < 1/10), meyacto (> 1/1000, < 1/100), pigxo (3 1/10000, < 1/1000), myxe pigko (< 1/10000).

3 6oky cepuego-cyOuHHOI cucmemu: HeYacTO - TaxikKapfis, apTepiabHa TiMmoTeH3is.
3 60Ky Hepeosoi cucmemu: HEYACTO - TOJIOBHUM Oifb.

3 60Ky wkipu: HeYacTo - anepriyni peakuii (cBepOixkK, KPOIKB’THKA, €K3aHTeMa, eK3eMa, BUCHUIIH,
AQHTiIOHEBPOTHUYHUY HAOPSK).

3 60Ky ope2aHa cayxy: He4acTo - A3BiH Y Byxax.

3 60Ky duxaabHOI cucmemu: pifgKo - UCIHOe, OPOHXOCIa3M (IlepeBakKHO y MAllieHTiB 3
rimeppeakTUBHICTIO OPOHXiaTbHOI CHCTEMH, IO ACOIHIOETHCS 3 OPOHXIABbHOI aCTMOI0), PHHOPES.

3 60Ky mpagHo20 mpakmy: He4acCTO - Medis, QUCIIeIICis, CTOMaTUT, abmoMiHanbHUM 6inb, HYOOTA,
0JTI0BaHHS, Miapes, HEIIPUEMHKH 3alax 3 poTa.



3aeanvHi po3aadu: HEYACTO - rapsTYKa.

[ToBimomusiyiocst IPO OKpeMi TSAXKKi peakilil 3 00Ky wmiKipu (cuagpomu CTiBeHca-IKoHCOHa i Jlalenna).
[Tpu 3acTOCyBaHHI alleTUNLIKUCTEIHY OyXKe PigKO MOBiIOMIISIOCS PO BUHUKHEHHS KPOBOTEY, 1110
yacrimte 3a Bce Oy/IM MMOB’s13aHi 3 PO3BUTKOM peaklill rinepuyTnuBocTi. Big3Havyanucs Bumnagku
3HUKEHHS arperariii TpoMOOIUTIB, OMHAK KIIiHIYHOTO HiATBEPAKEHHS TOMY HeMae. [lyxke pifgko
moBigomIsiiocs mpo Habpsk KBiHke, HaOpsak 061uyds, BUIIQOKKM aHeMii, reMoparil, aHadinmakTu4Hi
peaxirii abo HaBIiTH ITIOK.

B3aemojisi 3 iHIIMMH JTiKapCLKUMH 3aC00aMH Ta iHIII BHIH B3a€EMOIiH.

3acTocyBaHHS Pa30M 3 alleTUJIIACTEIHOM IIPOTUKAIILOBAX 3aC00iB MOXKe TTOCUIIUTH 3aCTil
MOKPOTHHHS Yepe3 3MeHIIeHHS KalllIbOBOT0 pedekcy.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI 3 TaKUMHU aHTHUOIOTUKAMHU SIK TETPALMKIIiHU (32 BUHATKOM
NOKCHUIIMKIIIHY), aMIIiluiid, aMmpoTeputiu B, 1ieganocnoprutu, aMiHOTIIKO3UAN MOXKJIMBA 1X
B3AEMO[IisI 3 TiOJIOBOIO I'PYIIOI0 AIlETUIILIUCTEIHY, 10 MPHU3BOAUTH 10 3HUKEHHS aKTUBHOCTI 000X
mpernapariB. ToMy iHTepBas MiXK 3aCTOCYBaHHSM LUX IIpernapaTiB Ma€ CTaHOBATYU HE MEHIIE 2-X
roguH. Lle He cTocyeThcs 1edikcuMy Ta nopakapoedy.

AKTHBOBaHE BYTi/UIS 3HUXKYE eDEeKTUBHICTh alleTUILUCTELHY.

He pexoMeHOy€eThCS PO3YMHATH B ONHIN CKIITHIN alleTUINKUCTEIH 3 iHIMMUMY IpernapaTaMi.
AnleTUNLIKMCTEIH 3MEHIIIYE TeNaTOTOKCUYHY [Iif0 TapaleTaMoy.

Bim3HayaeThCsl CUHEPTi3M alleTUILUCTEIHY 3 OPOHXOJTITHKAMU.

AneTunuucTeid Moxe OyTH JOHOPOM LUCTEIHY Ta IMiABUINYBATU PiBeHB I'NIyTATiOHY, SKUHU CIPUSE
OEeTOKCHKAIlil BiTbHUX paguKalliB KMCHIO Ta TeBHUX TOKCUYHUX PEYOBHH B OpraHi3Mi.

OnHovyacHUM NPUKOM HITPOTJTIIIEPUHY Ta alleTUIIUCTeIHy MOXkKe IIPU3BECTHU [0 MiICUIeHHS
Ba30MIaTyI040ro epeKTy HiTPOTIillepuHy.

[Tig yac KOHTaKTy 3 MeTajaMu ab0 T'YMOIO YTBOPIOIOTLCSA CYIb(igu 3 XapaKTEPHUM 3allaxoM, TOMY
71 PO3YMHEHHS TIperapaTy CJIii BAKOPUCTOBYBATH CKIISTHUYU MOCY]I.

Tepmin npugaTHOCTi. 3 POKHU.

YmoBH 30epiranns.

30epiratu npu TeMiepartypi He Buine 25 °C.

30epiratu y HEJOCTYIIHOMY OJIS OiTel MiCIi.

VnaxoBka.



[To 3 r nopomky y nakeTuky. 1o 20 makeTHKiB y KapTOHHi{ KOpPOOIIi.

Kareropis Bignycky. bes penenra.



