IHCTPYKLIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOIo 3aco0y

OY®AIIAK®

(DUPHALAC®)

Cknao:
0iloua peyosuHa: MaKTyn03a;
1 M1 cupony MiCTUTH JTAKTY/I03U 667 MT;

0onoMidiCHa peyosuHda: Boma OYHUIIEHa.

Jlikapcbka ¢popma. Cuporr.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: TPO30pa I'ycTa pifrHa Bif 6e30apBHOI 10 KOPUYHIOBATO-
JKOBTOT'0 KOJIBODY.

dapMmakoTepaneBTHYHA rpyma. OcMoTuyHi mpoHocHi 3acobu. Kog ATX A0O6A D11.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOduHamika.

Y TOBCTI¥ KM JTAKTYJ103a PO3IIEIUIIOETHCS KUITKOBUMY 6AKTEPIIMU 10 HU3BKOMOJIEKYIIIPHUX
opraHiyHux KucnoT. Lli KucnoTu 3HMKYI0Th pH y IPOCBITI TOBCTOI KUIIKY i Yepe3 OCMOTUYHUN e(eKT
30inbIIyI0Th 00’€M KUIIKOBOTO BMICTY. Lle CTUMYIIIO€ ITePUCTAIbTUKY TOBCTOI KUIIKY Ta HOpMaJi3ye
KOHCUCTEHIIi}0 KaJIOBUX MacC. 3arop KOPUTYEThCS, 1 BIGTHOBIIOETHCS (Pi3i0NIOTIYHUN PUTM KUALIEYHUKY.

[Tpu nedinkoBil eHlledasonarTii (a60 me4iHKOBiM KOMi i mpekoMmi) mist mpenapaTy 3yMoOBIeHa
IPUTHIYEHHSIM POCTY NIPOTEOMITUYHNX OaKTePi 3a paxyHOK 30ibIIeHHS KiTbKOCTi anumodiTbHUX
OakTepill (HampuKiaz JakTo0aKTepiii), 3B'I3yBaHHSAM aMiaky B i0HHiN (HopMi 3aBOAKU MiTKUCIIEHHIO
BMICTY KUIIEYHUKY, OYUILIEHHIM TOBCTOI'0 KUIIEYHUKY 3a paXyHOK HU3BKOro pH, a Takox
OCMOTHYHOT0 eeKTy, 3MiHOI0 OaKTepianbHOro MeTaboi3aMy a30Ty HMIJISXOM CTUMYJIAIII yTumisanii
OakTepiaMu aMmiaky s CHHTe3y OakTepianbHUX GinKiB. Y KOHTEKCTI BUIIEBHKIageHOr0 HeoOXiIHo,
OJIHAK, Big3HAYMUTH, 1110 HEWPOIICUXiYHi TPOSIBY IEeYiHKOBOI eHIledasonaTii He MOXHa IOSCHUTH
TIJIBKY TinepaMoHieMier. [IpoTe aMiak MOXKHA pO3rIggaTy AK 3pa30K [JId IHIIUX a30THUX CIIOJYK.

JlakTyno3sa K npebioTHK IMOCHUIIOE PICT KOPUCHUX [JIST OPraHi3My 0akTepil, TaKux SK
6idpimoOakTepii i makTOOAKTEPIi, TOMI SIK PIiCT MOTEHIIINHO TAaTOTeHHUX OAKTEPil, TaKUX K



KJIOCTPHUMII Ta KUINKOBA MalMyKa, MOXKe IPUTHiuyBaTUCs. Lle MoXe MPU3BOAUTH [0 OiTbI
CIIpUSTIUBOTO OGanaHCy KUIIKOBOI (Iiopwu.

dapmakoKiHemuka.

JlakTyno3a Maiixke He abCOpPOY€EThCS IMiCIIs TepPOPaTbHOT0 IPUMOMY i OCSITa€ TOBCTOTO KUIIIEYHUKY Y
He3MiHEeHOMY CTaHi, fie MeTa0oi3yeThCs 6akTepiambHoI0 Gopoo. [Ipu 3actocysanHi dydanaky”® B
mo3i 25-50 r a6o 40-75 M nakTyno3a MeTaboi3yeThCS MOBHICTIO. [Ipy 3aCcTOCYBaHHI BUIIUX
[03 YaCTUHA JIaKTYyJIO3U MOXKe eKCKPeTyBaTUCh Y He3MiHEeHOMY CTaHi.

KniniuyHi xapaKTepHCTHKH.
IToka3aHHs.
e 3amnop: perynsuia ¢i3ionoriyHoro puTMy KUIIEYHUKY.
e CraHu, 110 MoTpeOyIOTh MoIeriieHHs fAedekatii (reMopoH, micys omepailiiii Ha TOBCTOMY

KUIIEYHUKY Ta aHOPEKTaJIbHill 30Hi).
e [leuyiHKOBa eHIedanonaris: JikyBaHHS i Mpo¢inakTUKa MeYiHKOBOl KOMU i IPEKOMH.

IIpomunoka3aHHA.

linep4yyTnuBICTh IO aKTUBHOI PeYOBUHYU ab0 [0 iHIIKWX KOMIIOHEHTIB IIpenapary, TalakTo3eMis,
IITYHKOBO-KUIITKOBA HETIPOXiAHICTE, mepdopallis TpaBHOr0 TpakTy abo pu3uk mnepdopaiiii TpaBHOTO
TPaKTy.

B3aemodia 3 iHwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
IocmigXeHHsT B3a€EMO[Iii He TPOBOIUIIN.
JlakTysio3a MoxXe IiIBUII[yBaTH BTPATy KaJlilo, iHAyKOBaHY iHIIMMU JTiKapChbKUMU 3acobaMu

(HanpuKIaf Tia3uOHUMU AiypeTUKaMu, KOPTUKOCTepoigaMu Ta amdorepunuaoM B). edinut xasmiio
MOXKe ITOCUTIOBAaTU e(DeKT CePIEBUX TTiKO3UIIB.

Oco06.1ueocmi 3acmocy8aHHs1.
Koncynbrauis nmikaps peKOMeHI0BaHa, SIKIIO:

- Imepeq ImMo49YaTKkoOM J'IiKYBaHHH HasBHi 00JIiCHI cUMIITOMHI y OiNSHI 2KUBOTa HEBU3HAUYEHOT O
IIOXOO2KEeHH;

- TEpaNeBTUYHUYN e(PEKT MPOTITOM KiTbKOX [HIB JTiIKyBaHHS € HENOCTATHIM.
XBOpHM 3 HEIIePeHOCUMICTIO TaKTO3M 3aCTOCOByBaTH Jydanak® cIiif 3 00epeXHiCTIO.

Ilo3a mpemnapary, Ky 3a3BU4al 3aCTOCOBYIOTH [JIs JIIKyBaHHS 3allOpiB, K IIPaBUIo0, He



CIpHUYMHSE IPo0JIeM Y XBOPUX Ha I[yKpoBuu fgiabet. [IpoTe mo3a aig niKkyBaHHS [I€4iHKOBOL
eHledasnonarii 3a3Buyail HabaraTo BUllla, TOMY Lie CJIii BpaxOBYBaTH IIPH JIiKyBaHHiI XBOPUX Ha
ITyKpPOBU# miaber.

IoBroTpuBae 3aCTOCyBaHHS IIpenaparty 6e3 migbopy no3 abo HempaBuIbHE 3aCTOCYBaHHS
MOXKe ITPU3BECTH N0 BUHUKHEHHS [liapel Ta eJIeKTPOJITHOTO aucOamaHcy.

Lle# npenapaT MiCTUTh JIJAKTO3y, TaJIaKTO3y i He3HAUHY KiNbKICTh PPyKTO3U. TOMY mamieHTam i3
PiAKiCHOIO CITafIkOBOIO HETIEPEHOCHMICTIO TalakTo3u abo GPyKTO3H, TaKTa3HOI0 HEJOCTATHICTIO abo
TJII0K030-TallaKTO3HOI0 MaibabcopOilieto He CIIif MpuiMaTH Iei pemnapar.

Lleit mpenapaT MiCTUTh CyNb}iTH, 1110 TOB’I3aHO 3 IpolilecoM BUpoOHUITBA. Cynb}iT pigKo MOXKYThH
CIIPUYMHSTY BaXKKi peakllii rinepyyTINBOCTi, BKITI0Ya0uu OPOHXOCTIa3M.

[TamienTaM 3 racTpokapAiaJbHUM CHHAPOMOM (CHHApOMOM Pemxenbaa) MakTyno3y Cif
3aCTOCOBYBATH JIHUIIIE IIiC/Is KOHCY IbTalil 3 JTikapeM. 17151 Toro 1100 3amobirTé mosiBi METEOPU3MYy,
PEKOMEH[I0BaHO 30i/bIyBaTH N0O3Y MOCTYIIOBO. SKIIO BUHUKAE METEOPU3M, CJIifl 3MEHIIUTH 03y abo
IPUNUHUTY JIIKyBaHHS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTb

Y nepiof BariTHOCTI He 04iKy€eThCS OyOb-IKUX e(EeKTiB, OCKIIbKYA CUCTEMHUM BIJIUB JIaKTYJI03U Ha
BariTHY € He3HAYHUM.

HOydanax®, cCHpoII, MOXKHa 3aCTOCOBYBATH y IIEePiof BariTHOCTI.

[lepion ronyBaHHA IPYOII0

YV nepion rogyBaHHS I'PYAII0 He 0YiKyeThCS OyOb-a1KUX e(eKTiB Y HOBOHAPOMKEHOI'0/HEMOBIISTH,
OCKIiJIbKY CUCTEMHUY BIIJIUB JIAKTYI03U Ha XKiHKY, II0 TOAY€E TPYAOI0, € HE3HAYHUM.

HOydanax®, CHpoII, MOXKHa 3aCTOCOBYBATH y IIePiof TOMyBaHHS IPYIILO.

QepTUNILHICTD

He ouikyeTbcs Oyob-iKuX e(eKTiB, OCKiIbKU CUCTEMHUMU BIIJIUB JTAKTY/I03U € HE3HAYHUM.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aeBmompaHcnopmom abo iHwumu
MexaHiamamu.

IOydanak® He BiuBae abo Mac He3HAYHUM BIIJIUB Ha 3JATHICTh KEPYBATH aBTOMOOIIEM i
IIPaIffOBaTH 31 CKIIaJHAMHU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.



Iydanax® MoXHa IPUIMaTH K Y PO3BEIeHOMY, TaK i HepO3BeIeHOMY BUTIISAL.
o3y moTpi6HO KOPUT'YBaTH BiAIOBIHO [0 iHAMBiMyanbHUX MOTPED MallieHTa.

Pa3oBy 003y makTy103u Ciif ogpa3y NPOKOBTHYTH 1 He CJIif TPUMATH y POTi IPOTSATOM TPUBAJIOTO
yacy.

AKI0 mallieHTy npenapar npu3HayeHuil 1 pa3 Ha moby, 0o3y Cilif mpuiiMaTy 3aBXKAU B ONUH i TOM XKe
yac mobu, HaTPUKJIIaM, Mig Yac cHimaHky. I1im yac Teparmii mpoHOCHUME 3aco0aMu PeKOMEHIYEThCS
BXKMBATH MOCTATHIO KiJIbKICTh pigunu (1,5-2 miTpa, 1m0 Bigmosigae 6-8 CKIsSHKaM) IIPOTSITOM JO0H.

[Tpu 3acTocyBaHHI Iipenapaty y ¢pakoHax MOXKHa KOPUCTYBATUCS MipHOIO KPUIIKOIO.

[Tpu 3acTOCyBaHHi MpemapaTy B OMHOM030BHUX calrle 110 15 MJI HeoOXimHO BimipBaTH KyTHK carie i
Ofipa3y BXKHUTYU MOT'0 BMICT.

ﬂOSyBaHHH IIpHY 3alopax abo s QOBM'SIKH_IGHHH BHUIIOPOXKHEHDL 3 MENUYIHOIO METOIO

JIakTy103y MOXKHa IIPUAMATH y BUTJISIOI Pa30Boi J060BOi 031 ab0 PO3MOMiTUBIIY il HA 2 TPUHOMH,
IIpY 3aCTOCyBaHHi mpemapaty [ydanak® y ¢prakoHax MOKHa KOPUCTYBATHUCS MipHOIO
KPHIIKOIO.

Yepes KinbKa [IHIB T0YaTKOBa A03a MOXKe OyTH CKOPUTOBaHa [0 MiATPUMYI0Y0l 031 Ha IigCcTaBi
BifmoBimi Ha nmikyBaHHS. Moxke 3HamOOUTHUCS KiflbKa OHIB Tepatil (2-3 gHi) o MposiBY TiKyBaIbHOTO
edekTy.

Bik IToyuamkosa 0o3a, Ha 0oby ITiompumyroda 0o3a, Ha
0oby

opocni Ta mitu BikoM Big  15-45 mn (= 1-3 catue) 15-30 M (= 1-2 cartue)

14 poxkis

[liTu Bikom 7-14 poOKiB 15 mn (= 1 camme) 10-15 mn (= 1 came)*

Hitu Bikom 1-6 pokis* 5-10 mn 5-10 mn

[liTu Bikom 10 1 poky* IO 5 MII oo 5 Mn

* Ko migTpuMyr04a f03a CTAaHOBUTH MeHINe 15 MJI, a TaK0XK IJjIg TOYHOTO [03yBaHHS HEMOBJIATAM
Ta [iTSM BiKOM 710 7 POKiB HeoOxigHO 3acTocoByBati ydanak’ y GprakoHax.

I103yBaHH IPY NEeYiHKOBIYU eHIedanonarii (Juime ais JOPOCINX)

[ToyaTkoBa mo3a: 3-4 pa3u Ha {06y mo 30-45 mn (2-3 carte).

List mo3a Moxke OyTH CKOPUTOBAHA [0 MiATPUMYIOUO0l 03K [T OOCATHEHHS M'SKOTO BUIIOPOKHEHHS
Big 2 mo 3 pasiB Ha {mo0y.

Himu

Besneka Ta e(peKTUBHICTh IpenapaTy g AiTel (BiKOM Bifg HapomKeHHS [0 18 pokiB) 3 MeYiHKOBOIO
eHlledarsnonarieio He Oynu BcTaHOBJEHI. [laHi BigCyTHi.



[lalieHTH JTITHBOTO BiKY Ta MallieHTU 3 HUPKOBOIO a00 MeYiHKOBOI HEIOCTATHiCTIO

OCKinbKY CUCTEMHUY BIIJIUB JIAKTYJI03U € HE3HAYHUM, 0COOIMBUX PEKOMEHMALIIN 1110710 JO03yBaHHS
OJ1 LIUX TPYII IallieHTiB HEMaE.

Himu.

3acTocyBaHHS MPOHOCHUX 3aC00iB JiTAM IOBUHHO BifOyBaTUCh y BUHSITKOBUX BHUIIANKAX i
noTpe0ye MEOUYHOTO HATJISAY.

Heo06xigHO BpaxoByBaTH, 1110 pedieKC BUTIOPOKHEHHS MOXKe IOPYIIyBaTUCS ITif] Yac JTiKyBaHHS.

Ilepedo3yeanns.

AKI0 MO3W HAMITO BUCOKi, MOXYTh BUHUKHYTH TaKi CUMIITOMU $IK OiNb y KHUBOTI Ta miapes.
PekoMeHioBaHe JIiKyBaHHS BKJIIOYa€ MPUIMHEHHS IPUitloMy IIpenapaTty abo 3MeHIIeHHS N03H,
KOPEKIIilo eJIEKTPOJIITHOTO AucOanancy Npu HagMipHil BTpaTi pifuHU, 3yMOBIIeHii giape€io abo
OJTIOBAHHSIM.

ITo6iuni peakuii.

3aranpHuM npodins 6e3meku

[IpoTsAiroM nepiux KinbKOX AHIB JIiKyBaHHS MOXe BUHUKATU MEeTeOpU3M, KUM, SIK IPABUJIO, 3HUKAE
yepe3 KinbKa gHiB. [Ipu 3acTocyBaHHI IIpenapaTy y f03aX, 110 IIePeBUILyI0Th PEKOMEH0BaHi, MOXKe
BUHUKHYTH OiJlb ¥ KMBOTI Ta fiapes. Y TakoMy pasi o3y Tpeba 3MeHImMTH. [1il Yac 3aCTOCyBaHHS
BHCOKHUX TEpaleBTUYHUX 403 IPOTATOM TPUBAJIOTO Yacy (3a3BUYail TUIbKM Y XBOPUX 3 ITE€YiHKOBOIO
eHIledasonarieio) Moxe CIIOCTepiraTucs eJeKTPOoNiTHUM ArcOanaHc YHACTIOK fdiapel.

[TpoTsSITOM IMOCTMApPKETHHTOBOT'O 3aCTOCYBaHHS CIIOCTEPIraaucCh peakilil rimepuyTIuBOCTi, IepeBakHO
oOMexkeHi MIKipHUMU TPosBaMH, 5Ki Oy710 BU3HAYEHO IK MOXKJINBI m00iuHi peakiril. OCKinbKu 1po I
peaxilil MOBiqOMIISNIOCS CIIOHTAHHO 3 MOMYJIAII MallieHTiB HEBCTAHOBIEHOI YMCEIbHOCTI, JOCTOBIPHO
OILIIHUTH I1X 4YaCTOTYy HEMOXKJIKBO.

[Tepenik MoOIYHUX peakilin

HuxxueHaBeneHi mo6iuHi peakilii BUHMKaIYU i3 BKa3aHOI YaCTOTOIO Y MAIli€HTiB, SKi MPOXOOUIN
Tepartiio TaKTyJI030I0 Y Iane60-KOHTPOIhOBaHUX KITIHIYHUX OOCTiAXKeHHAX [OyxKe yacTo (=1/10),
yacTo (=1/100 go <1/10), seuacTto (=1/1000 go <1/100), pigko (=1/10000 go <1/1000), nyxe pigko
(<1/10000)], abo mpo HUX MOBIMOMIISIIOCS CIIOHTAHHO IIifl Yac MOCTMapPKETHHTOBOT'0 3aCTOCYBaHHS [3
HEBiZIOMOIO YaCTOTOIO (TOYHY YaCTOTy BU3HAUUTHU HEMOXK/IMBO 3 HAsSIBHUX JaHUX)].

3 60Ky imyHHOI cucmemu: 3 HEBIIOMOI YaCTOTOI0 - TillepYyTIUBICTE.

3 60Ky WIYHKOBO-KUWKOB020 Mpakmy: LyKe 9acTo - Jiapesi; 4acTo - MeTeopu3sM, Oilb y
JKWBOTI, HygOTa i OII0BaHHS.



3 60Ky wkipu i ni0wWKipHOi KAiMKOBUHU: 3 HEBiOMOIO YaCTOTO - BUCHUIIAHHS, CBepPOixXK,
KPOIIVB AHKA, epuTeMa.

BioxuseHnHsa nabopamopHUX NOKA3HUKIB: HEYACTO - eJIEKTPOIITHHH qucOaaHC YHACTINOK miapei.
iTn

OuikyeThcs, 110 Tpodinb 6e3MeKy y OiTel € TaKUM Xe, K i ¥ JOPOCIuX.

[ToBimomeHHs mpo 1Mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle nae 3MOry POBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI ILOTO
niKapchKoro 3acofy. Megu4yHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IMallieHTaM abo ix
3aKOHHUM ITIpeCTaBHUKAM CJIiT TIOBiTOMJISITH TIPO YCi BUTTAAKM MiI03PI0OBaHUX IMOOIYHUX peakilii Ta
BificyTHOCTI epeKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMATH30BaHY iHGOpPMaIliliHy cucTeMy 3
(dapMakoHarIsAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

TakoxX, y pa3i BUHUKHEHHS OyIb-IKUX I00IYHUX peakKIliil UM BificyTHOCTiI eeKTUBHOCTI IIif] Yac
3aCTOCyBaHHS IIpenapaTty abo MpeTeH3il Ha SKiCTh IpemnapaTy IPOCUMO MOBiIOMIIATH B KOMIIaHi0
TOB «A600TT YKpaiHa» 3a Tenedonom: 38 044-498-60-80 abo e-mail: pv.ukraine@abbott.com.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epirannsi. 30epiratu npu TeMiepaTypi He Buite 25 °C. 30epiratv y HEOOCTYIIHOMY IJIs
giTen miciti!

YnakoBka. ®nakonu o 200 mit abo o 300 mi, abo o 500 M, a6o mo 1000 M 3 monieTuneHy
BHCOKOI IIIJTbHOCTI 3 KPUILIKOIO i MipHUM KOBIIAYKOM 3 MOIinpomnineny. [Iominku Ha MipHOMY
KOBITauKy Ha 2,5 Mi1, 5 My, 10 mu1, 15 mi, 20 Mo, 25 mut i 30 mit.

Camre 3 nomiedipHo-anOMiHi€BO-TI0Tie(ipHO-TIOIi€eTUIEHOBOT 0 JITaMiHATY, SKi MiCTATh 15 MJI cupoy,
ymakKoBaHi y KapToHHi KopoOku 1o 10, 20 i 50 mTyxK.

Kareropis Bignycky. be3s penenra.

Bupo0oHuK. AGGoTT Bionmomxkikans B.B., Hinepmammu/Abbott Biologicals B.V., The Netherlands.

Micue3HaxoaKeHHsI BUPOOHHKA Ta aJipeca Miclisi IpPoBadXKeHHsI HOr'o Jisi/IbHOCTI.
Beepser 12, 8121 AA Onscr, Higepnaugu/Veerweg 12, 8121 AA Olst, The Netherlands.



