IHCTPYKUIA
AN MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NYDASTAK®
(DUPHALAC®)

Cknap:

Ait0ya peyoBmHa: N1aKTy/103a;

1 mf cmpony MICTUTb NaKTyno3n 667 mr;
[ONOMI>KHa peyoBMHa: BOAA OUMLLEHA.

Jlikapcbka thopma. Cupon.
OcHoBHI (hi3MKO-XiMiYHI BNaCTUBOCTI: MPO30pa rycra piguHa sif 6e36apBHOI O KOPUYHIOBATO-XXOBTOrOKO/LOPY.

dapmakoTepaneBTUYHa rpyna. OCMOTUYHI MPOHOCHI 3acobun. Kog ATX AOGA D11.

dapmMakosoriyHi BnacTmBoCTI.

PapmakognHamika.

Y TOBCTII KULWWIL 1aKTy103a PO3LLENIHOETLCA KMLIKOBUMM GaKTePisMU 0 HU3bKOMONEKYIAPHUXOPraHiYHNX KUCNOT. LIi KUCNoTu 3HWXY0Tb pH Yy NpOCBiTI TOBCTOT
KULLKK | Yepe3 OCMOTUYHWIA edheKT 36i/bLiyroTh 06°€M KULLIKOBOIO BMICTY. Lle cTMMyntoe nepucTanbTUKy TOBCTOT KUMKW Ta HOPMasi3ye KOHCUCTEHLIKO KaloBUX
Mac. 3arnop KOpUryeTbCs, i BIAHOB/OETLCA (DI3IONOTTYHUA PUTM KULLEYHUKY .

Mpwy neyiHKOBIN eHUedanonaTii (abo NeviHKOBI KOMI i NPeKoMi) Ais npenapaTy 3yMOBAeHa NPUrHIYEHHAM POCTY NPOTEONITUYHMX 6aKTepiil 3a paxyHOK 30i/bLLEHHS
KiNIbKOCTI aumaodinibHuX 6akTepint (Hanpuknag nakTobakTepii), 3B'A3yBaHHAM amiaky B IOHHIM (hOpMi 3aBASKW MiAKWUCNEHHIO BMICTY KULLEYHMKY, OYULLEHHAM
TOBCTOIO KMLLEYHUKY 33 PaxyHOK HM3bKOro pH, a TakoX OCMOTMYHOrO eqiekTy, 3MIHOK 6akTepiaibHOro MeTabosi3My asoTy LUIAXOM CTUMYNAUIT yTunisauit
GakTepiamMy amiaky Ans CUHTe3y GakTepianbHUX BINKIB. Y KOHTEKCTI BULLEBMKNALEHOr0 HeoOXiAHO, OfHaK, Bif3HAYNUTK, WO HEeMpPOrCUXivHi NposiBu NeviHKOBOI
eHuedanonaTii He MOXHa NOACHUTY TifIbKKM rinepaMoHieMieto. MpoTe amiak MOXHa pO3rnis4aTh AK 3pasoK A/19 IHLWMX a30THUX CNONYK.

JlakTyno3a sk nNpe6ioTUK MOCUNKOE PICT KOPUCHWUX AN OpraHiamMy 6akTepiil, Takmx K 6iigobakTepii i naktobakTepil, TOAI SK PiCT NOTEHLINHO NaTOreHHUX
baKTepii, TakMX AK KNOCTPUAIT Ta KMLWIKOBA NanNyKa, MOXe NpurHivysatuncs. Lie Moxxe npu3soauTy 4o 6inbL CNpUATINBOro 6anaHcy KULLKOBOT (hiopu.
dPapmakoKiHe TuKa.

NakTynosa maiixke He abcopByeTbCA MiCNS NepopasbHOro MPUIAOMY | AOCSArae TOBCTOrO KMLLEYHUKY Yy HE3MIHEHOMY CTaHi, Ae MeTabonisyeTbCa GakTepianbHOH
tnopoto. Mpu 3acTocysaHHi Aydanaky® B f03i 25-50 r a60 40-75 Mn NaKTyn03a MeTaboi3yeTbCs MOBHICTH. MpK 3aCTOCYBAHHI BULLMX [03 YaCTMHA NAKTyN03u
MO>XE EKCKPETYBaTUCb Y HE3MIHEHOMY CTaHi.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.
e 3anop: perynauis Pi3ioNoriYyHoro puTMy KuULLEYHUKY.
e CTaHu, Wo NoTpebyoThb NOMerweHHs gedekauii (remopoid, nicns onepawii Ha TOBCTOMY KMLLIEYHMKY Ta aHOPEKTasbHIl 30Hi).
o [eyiHKOBa eHuUehanonarisa: NikyBaHHS i NPOgiNaKTKa Ne4iHKOBOT KOMW i MPEKOMMU.



MpoTunokasaHHs.
[inepyyTAMBICTb A0 aKTMBHOI Pe4OBMHM abo A0 IHLWIMX KOMMOHEHTIB Npenapary, ranakto3eMis, WayHKOBO-KULWIKOBA HEMPOXiAHICTb, Nnepdopalis TpaBHOro TpakTy
abo pu3mK nepopauii TpaBHOro TPakTy.

B3aemogisi 3 iHLLIMMK NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

JocnifpKeHHs B3aEMOAiT He NPOBOAN/IN.

NakTynosa moxxe niABuvLlyBaT BTpaTy Kanito, iHAYKOBaHy iHLWIMMW NiKapCbKMMKM 3acobamun (Hanpuknag TiasugHuMKU fiypeTvkamu, KOPTUKOCTepoigamu Ta
amgoTteprymHoM B). dediynT Kanito MoXKe NocuntoBaTu eqekT CepueBnX riko3ngis.

Oco6MBOCTI 3aCTOCYBaHHS.

KoHcynbTauis nikaps peKoMeHA0BaHa, SKLO:

— nepef, NoYaTKOM NiKyBaHHS HasiBHi 60M1iCHI CUMNTOMM Y AINAHLI XXMBOTa HEBM3HAYEHOT O MOXOAXKEHHS;

— TepaneBTUYHWNIA ePEKT NPOTArOM KiNlbKOX AHIB NiKyBaHHS € HEJOCTaTHIM.

XBOpPUM 3 HENEPEHOCMMICTIO TaKTO3M 3aCTOCoBYBaTH Aydhanak® cnif 3 06epexHicTo.

[lo3a npenapary, AKy 3a3Buyaii 3aCTOCOBYHOTb A/151 NiKYBaHHSA 3aropiB, K NPaBuo, He CNPUYMHAE NPO6IeM Yy XBOPUX Ha LlyKpOBWiA AiabeT. MNpoTe go3a Ans nikyBaHHS
MeyviHKOBOI eHLedanionaTii 3a3Bmnyali HabaraTo BMLLa, TOMY Lie C/if BpaxoByBaTUNPK NiKyBaHHI XBOPUX Ha LyKpPOBWIA fiabeT.

[JloBroTpmnsane 3acTocyBaHHs npenapaty 6e3 nigoopy 403 abo Henpasu/bHE 3aCTOCYBaHHS MOXKe MPU3BECTN L0 BUHUKHEHHS fiapei Ta efIeKTPONITHOro AucbanaHcy.
Llei npenapat MiCTUTb N1aKTO3Y, rafakTo3y i He3HauHy KifbKiCTb ()pyKTO3M. TOMY NauieHTaM i3 pifKIiCHOK CNajKoBOK HeMepeHOCMMICTIO raakTo3n abo hpyKTosu,
NaKTa3HOM HeJOCTATHICTO abo rNHOKO30-ranakTo3HOMaIbabCcopOLiEto He cnig NpuiiMaTy Liel npenapar.

Llel npenapat MICTUTb CYNbQITH, L0 NOB’A3aHO 3 NPOLLECOM BUPOBHULITBA.

MayieHTaM 3 racTpokapgiasibHUM CUHAPOMOM (CMHAPOMOM PeMxenbja) NakTyno3y cif 3aCTOCOBYBaTW NIALLE MICNSA KOHCY bTauii3 nikapem. [ns Toro wo6 3anobirtu
nosBi METEOPU3MY, PEKOMEH0BAHO36iNbLLUYBATH 103y NOCTYNOBO. AKLLO BUHUKAE METEOPU3M, C/iJ, 3MEHLLNTM 03y 260 NPUNUHUTY NiKYBaHHS.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

BariTHicTb

Y nepiof BariTHOCTI He OYiKYETbCA Oy ib-AKMX ePEKTIB, OCKI/IbKU CUCTEMHWIA BNNB NIAKTYI03U Ha BariTHY € HE3HAYHWM.

Nythanak®, cupon, MoXXHa 3aCTOCOBYBATU Yy Mepiog BariTHOCTI.

Mepiof, roflyBaHHs rpyanto

Y nepiof rofyBaHHs TpyASt0 He O4YiKYETbCS OY[b-AKMX e(DEKTIB Y HOBOHAPOMXKEHOrO/HEMOBMATU, OCKINIbKM CUCTEMHWUIA BMAMB NAKTYNIO3M Ha XXIiHKY, LIO rofdye
rPYALI0, € HE3HAYHUM.

Aydanak®, cupon, MoXHa 3aCTOCOBYBATW Y NEPiOA FOAYBaHHS IPYAAH0.

PepTUNLHICTL
He o4ikyeTbcs 6yab-aKNX eheKTiB, OCKIIbKN CUCTEMHWIA BNIMB NTAKTY03U € HE3HAYHWM.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
Nyhanak® He BNMBae a60 Mae HE3HAYHMIA BNMB Ha 3[aTHICTb KepyBaTV aBTOMOGINIEM i NpaLoBaTL 3i CKNaAHUMM MEXaHi3MaMu.



Cniocib 3acTocyBaHHA Ta [03Mu.

Ayhanak® MoxHa NpuiiMaTy SIK y po3BeAeHOMY, TaK i Hepo3BeeHOMY BUTALI.

[03y NoTpibHO KOpWryBaTUBIAMOBIAHO 40 IHAMBIAYa/IbHUX NOTPE6 NauieHTa.

Pa30BYy [03y NaKTyno3ncnif o4pasy NPOKOBTHYTUI He CNif TPUMATW Y pOTi MPOTArOM TPMBAIONO Yacy.

AKLLO NayieHTy npenapar npusHaveHnid 1 pas Ha Jo6y, 403y Cif NpuiAMaTy 3aBXXAM B OAMH i TOW XXe yac fo6u, Hanpuknag, nig yYac cHigaHky. MNig yac Tepanii
MPOHOCHNMM 3aC06aMUN PEKOMEHLYETHCABXMBATU LLOCTATHIO Ki/IbKICTb pigvHK (1,5-2 niTpa, Wwo BiAnoBijae 6-8 CKnsHKaM) NpoTAaromM 4oom.

Mpwv 3acTocyBaHHI Npenapary y GnakoHax MOXHa KOPUCTYBaTUCA MIPHOK KPULLIKOHO.

Mpw 3acTocyBaHHI NpenapaTy B 04HOA030BMX NakeTnKax No 15 mn HeobXxigHO BifipBaT KYTUK NakeTUKa i 04pasy BXWUTW MOro BMICT.

[103yBaHHs Npu 3anopax abo An8 Po3M'AKLLEHHS BUNOPOXKHEHb 3 MEANYHO METOO

JNakTyno3y MoxXxHa npuinmati y BUrnsgi pasosoi 4060BOT 4031 ab0 po3noAinvBLUKM i Ha 2 NpUinoMK, NpX 3aCTOCyBaHHI npenaparty ,El,quanaK® y (h1lakoHax MOXHa
KOPUCTYBATUCA MiPHOHO KPULLIKOHO.

Uepes KifbKa AHIB NoYaTKOBa 1032 MOXeE OYTW CKOpUroBaHa A0 NiATPMMYHYOT A03M Ha NiACTaBi BIAMOBIAI HA NiKyBaHHA. MoXKe 3Haf0buUTUCA KinbKa AHIB Tepanii
(2-3 gHi) fo NPOsBM NiKYBa/IbHOI 0 e(DEKTY.

Bik MoyaTKoBa 034, Ha foby MigTpumytoya fo3a, Ha Jo6by
[opocni Ta gitv Bikom Big 14 | 15-45 mn (= 1-3 nakeTuku) 15-30 M1 (= 1-2 nakeTuKm)
pOKiB

[iTn Bikom 7-14 pokiB 15 mn (= 1 nakeTuK) 10-15 mn (= 1 nakeTmk)*
[iTn Bikom 1-6 pokiB* 5-10 mn 5-10 mn

[iTn Bikom 10 1 poky* [0 5 MmN [0 5mn

* FKLLO NiATPUMYHOYA 1033 CTAHOBUTL MeHLLE 15 M1, a TaKOX /11 TOUHOTO J03yBaHHS HEMOB/ATaM Ta AiTAM BiKOM 40 7 poKiB Heo6XiAHO 3acTocoByBaTty [ydanak®
y (piakoHax.

J103yBaHHA Npu NeYiHKOBIN eHUedanonatii (nvwe ans LOPOCANX)

MouaTkoBa fo3a: 3-4 pasun Ha fo6y no 30-45 mn (2-3 nakeTuky).

Lis fo3a Moxke ByTV CKOpPMroBaHaAo NiATPUMYHUOT 403U A5 [OCATHEHHSA M'AKOT0 BUMOPOXXHEHHA BIA, 2 0 3 pasiB Ha J00y.

LiTn

Be3neka Ta e()eKTUBHICTb NpenapaTty Ans AiTeld (BikoM Bif HAPOLKEHHS [0 18 poKiB) 3 NeYiHKOBOIO eHLethaionatieto He 6y BCTaHOB/EHI. JaHi BiACYTHI.

MawieHT NiITHLOrO BiKY Ta NALLIEHTN 3 HAPKOBOK ab0 NEYiHKOBOK HEJOCTATHICTHO
OCKIiNbKN CUCTEMHWIA BNIB NaKTYN03M € HE3HAYHUM, OCOBNMBMX PEKOMeHAALIN W00 A403YBaHHSA AN LMX FPYyn NawieHTIB HEMaE.

aiTn.
3acTocyBaHHSA NPOHOCHMX 3aC06iB AiTAM MOBUHHO BiA0YBaTUCby BUHATKOBMX BUNaKax i NOTPebye MeanYHOro Harnsay.
Heo6xigHO BpaxoByBaTw, WO pethieKC BUMOPOXXHEHHS MOXE NOPYLLYBaTMCA Mif, Yac NiKyBaHHS.

Nepepo3yBaHHA.
AKLLO [03U HAATO BUCOKI, MOXYTb BUHUKHYTU TakKi CUMNTOMM 5K 6iflb Y XXMBOTI Ta fiapes. PekomeHA0BaHeNiKYBaHHSA BKOYA€E NPUMNMHEHHS NPUIAOMY npenapaTy abo
3MeHLLIEHHS 031, KOPEKL,it0 eNeKTPONITHOro gncbanaHcy Npu HagMipHiii BTpaTi pignHu, 3yMOB/EHIN fiapeeto abo 6/110BaHHAM.



Mo6iyHiI peakuil.

3aranbHuil Npoginb 6e3nekun

MpoTArom NepLumx KifibKOX AHIB NiKyBaHHS MOXE BUHUKATL METEOPM3M, SKUIA, SK NPaBuIo, 3HUKAE Yepe3 Kifbka AHIB. Mpn 3acTocyBaHHI NpenapaTy y fo3ax, Lo
MepeBULLYIOTb PEKOMEH/0BaHI, MOXe BUHUKHYTW 6iNb Y XXMBOTI Ta fiapes. Y Takomy pasi fo3y Tpeba 3MeHWUTK. i Yyac 3aCToCyBaHHS BUCOKUX TepaneBTUYHUX
[,03 NPOTAroM TPUBA/IOr0 Yacy (3a3BMyaii TibKK y XBOPKX 3 NEYiHKOBOO eHLedanonartied) MoXe CrocTepiratnucs enekKTponiTHUIA ancbanaHc yHacnifok aiaper.
MMpoTAroM MOCTMapPKETMHIOBOr0 3aCTOCYBaHHSA CMOCTepiraiMcb peakuii rinepyyTiMBOCTI, NepeBaXXHO OOMEeXeHI LWKIpHUMU nposiBamMu, fiKi 6y/10 BU3HAYEHO fK
MOX/MBI NOBGIYHI peakuii. OCKiNbKXM NPO Li peakuil NoBiJoOMASAN0CA CMOHTAHHO 3 NONysAUiT NauieHTiB HEBCTAHOBMEHO! YMCENbHOCTI, AOCTOBIPHO OLIHUTKM iX
4acTOTY HEMOXK/IBO.

Mepenik No6iYHMX peakLin

HwxyeHaBeeHi NobivHi peakuil BUHMKaIM i3 BKa3aHOK 4acTOTOK Y MauieHTIB, AKi NPOXOAWMAM Tepanito NakTyno0300 y niaue60-KOHTPONbOBaHMUX KNiHIYHMX
focnimkeHHsAX [Ay»e yacto (=1/10), yacto (=1/100 go <1/10), HewacTo (=1/1000 go <1/100), pigko (=1/10000 go <1/1000), ayxe pigko (<1/10000)], abo npo HUX
MOBIZOMNANOCSA CMIOHTAHHO Mif Yac NOCTMAPKETUHIOBOIO 3aCTOCYBAHHS [3 HEBIZLOMOI YaCTOTOK (TOUHY YaCTOTY BU3HAYUTM HEMOX/INBO 3 HAsABHUX AaHUX)].

3 60Ky IMYHHOT CUCTEMM: 3 HEBIZLOMOK YaCTOTO — FiNepyyT/IMBICTb.

3 6OKY LLNYHKOBO-KMLLIKOBOIO TPaKTY: [Ay>Ke YacTo — fiapest; 4acTo — MeTeopu3M, Ginb Y XKMBOTI, HyAoTa i 6/110BaHHS.

3 60Ky LUKIpW i NiAWKIPHOT KNiTKOBUHK: 3 HEBIJOMOK YacTOTOK — BUCUMAHHS, CBEPOIX, KPONUB’HKa, epuTeMa.

BigxuneHHs nabopaTOopHMX NOKa3HMKIB: HEYaCcTO — eeKTPONITHUIA AncbanaHe yHacnifok aiaper.

ditn

OuikyeTbCA, WO Npotisib 6e3nekn y AiTelh € TaKUM Xe, SK i Yy AOpOCnX.

TepmiH NpUAATHOCTI. 3 POKMW.

YMmoBu 36epiraHHsA. 36epiratv npy Temnepatypi He BuLle 25 °C. 36epiratiny HeloCTyNHOMY ANs AiTei Micui!

YnakoBka. ®nakoHu no 200 mn a6o no 300 mn, a6o no 500 mn, abo no 1000 mn 3 MOMieTUNEHY BUCOKOI LLISIBHOCTI 3 KPWLLKOK | MIPHVMM KOBMaykoM 3
noninponineHy. Noginku Ha MipHOMy KoBMnayky Ha 2,5 mn, 5 mn, 10 mn, 15 mn, 20 mn, 25 mn i 30 M.

MakeTnKu 3 nosieipHO-aNtOMIHIEBO-MONIETUIEHOBOI 0 NaMiHaTy, AKi MICTATbL 15 M1 cupony, ynakoBaHi y KapTOHHI Kopooku no 10, 20 i 50 wTyk.

KaTteropis Bignycky. be3 peuenTa.

BupobHuk. A660TT bionomkikans b.B., Higepnangu/Abbott Biologicals B.V., The Netherlands.

MicuLe3HaxokeHHS BUPOOHMKaA Ta afpeca MicLs NpoBafpKeHHS Moro aisnbHocTi. Beepser 12, 8121 AA OnbcT, HigepnaHan/Veerweg 12, 8121 AA Olt, The
Netherlands.



