12/27/2021 3:04:25 AM

.thmx

IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

3IMENOP®
(ZIPELOR®)

Cknap:

Aitoya peyoBmHa: 6eH3ngamiHy rigpoxnopua,;

1 NbOAAHUK MICTUTb GeH3ugamiHy rigpoxnopuay 3 Mr, WO eKBiBaJIEHTHO 2,68 Mr GeH3ugamiHy; AOMNOMIdKHI
peyoBuHK: i3omManbT (E 953); KUcnoTa IMMOHHA, MOHorigpart; acnaptam (E 951); xiHoniHoBMiA oBTuWiA (E 104);
apomatm3satop «JIMMOH; onisi M’STW NepLeBol.

JlikapcbKa thopma. JTIboAsaHUKN.
OcHoBHI (Di3nKO-XiMIYHI BnacTmBOCTI: Kpyrni NbOAAHUKN XXOBTOrMO KOMbOPY AiameTpoMm 19 MM 3i CMakom
NIMMOHa.

dapmakoTepaneBTMUHa rpyna. MNpenapaTy, Lo 3aCTOCOBYHOTLCS NPY 3aXBOPHOBAHHSX Fop/a.
Koz ATX R0O2A X03.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamika.

bBeH3npaMiH €  HecTepoigHMM  npoTu3ananbHMM  3acob6om  (HIM33) 3i  3HebonOBa/lbHUMKM  Ta
NPOTMEKCYAATUBHVMMM BNaCTUBOCTAMM.

Y xofi KNiHIYHKX focnifpKeHb 6yn0 nokasaHo, Wo 6eH3ngaMiH € eeKTUBHUM A/18 MOJerweHHs CUMMNTOMIB,
AKMMU CYNPOBOKYIOTLCS /10Kai30BaHi NOApasHioBa/IbHI MaTONOriYHI NMpouecy y POTOBIM MOPOXKHUHI Ta
rnotui. Kpim Toro, 6eH3ufamiH YMHUTbL MpOTM3anasbHy Ta MicueBy 3HeO0M0Ba/IbHY [0 CepeaHbOl
IHTEHCMBHOCTI Ha CN30BY 060/IOHKY POTOBOT MOPOXHUHMN.

dapmakoKiHeTVKa.

dakT abcopbuLii yepe3 C€AM30BY 060/I0OHKY POTOBOI MOPOXHWHWM Ta TFNOTKA OyB A0BEAEHWI HasBHICTIO
BUMIpHOBaHUX KifIbKOCTe 6eH3naamiHy y nnasmi KpoBi NognMHN. MprbansHo Yepes 2 roguHn nicns npuinomy
NbOAAHUKA 3 MI' MAKCUMa/IbHa KOHLEHTpaL i 6eH3naaMiHy y niasMi KpoBi CTaHOBUTL 37,8 HI/MA, a 3HAYeHHS
AUC — 367 Hr/mnxrog. OfHak UbOro HeAoCTaTHbO AN TOro, Wo6 YMHUTKM OY[Ab-AKUA CUCTEMHUNA
(hapMakonoriyHmin edekt. EKCKpeuis BigOyBaeTbCA TFOMOBHUM YMHOM i3 CeYetd, MePeBaXHO Yy (opMi
HeaKTMBHMX MeTabosiTiB a0 KOH’HOroBaHUX CrosyK.

Byno nokasaHo, WO MNpY MICLEBOMY 3aCTOCYBaHHI [0CAraETbCA HAKOMUYEHHS eqieKTMBHOI KOHLeHTpauit
GeH3uaaMiHy y 3ananeHnx TKaHWHaxX 3aBAAKM NOro 34aTHOCTI MPOHMKATY KPi3b CN30BY 0O0/IOHKY.

KniHIYHI XapaKTePUCTUKWN.
lNoka3aHHA.
CumnTomMaTyHe NikyBaHHs 60/t0, NoApa3HeHb i 3anaieHb POTOMIOTKN.

MpoTnnNoKasaHHA.
MigBuLLEHA YYTAMBICTb 0 A4iK0YOT pe4oBUHM abo [0 IHLIMX KOMMOHEHTIB NiKapCbKOro 3acoby.

B3aemogisi 3 iHLLMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiiA.
JlocnigpkeHb 3 BUBYEHHS B3aEMOAIT HE MPOBOANN.


mailto:

Oco6MBOCTI 3aCTOCYBAHHSA.

Y [eskumx nauieHTiB BMpPasKM CAN30BOT O0OOMOHKM POTOFNOTKM MOXYTb OYyTWM 3yMOB/EHI CEpO3HUMU
NaTonoriYHMMK npouecamun. Y 3B°A3KYy 3 UMM NaUieHTH, Y AKX CUMITOMMW MOCUAWANCS abo He 3MEHLLMMCA
npotarom 3 4HiB, ab0 y AKMX NigBULLMIAcS TeMnepaTtypa Tifia Y4 BUHUKAN iHLWI CUMITOMMW, Mat0Tb 3BEPHYTUCH
3a KOHCY/bTallieto fo TeparneBTa abo cTomaronoray BiAnoBigHNX BUMALKaX.

He pekomMeHAyeTbCA 3aCTOCOBYBAaTV BeH3MAaMiH NalieHTam 3 rinepyyTInBICTIO A0 aueTuCcaniLmioBol KUCI0TH
ab0 [0 iIHWNX HeCTepPOIAHMX NPOTM3anabHUX 3aco6iB.

3acTocyBaHHS NiKapCcbKOro 3aco6y MoXe CrpuYnHUTI 6pOHX0CNa3M Y nauieHTiB 3 6pPOHXiaIbHO acTMOKO abo
3 OPOHXia/IbHOKO aCTMOKO B aHaMHe3i. TakuM nauieHTam npenapar Cnif 3aCTOCOBYBATU 3 00EPEXHICTHO.

Llei nikapcbKuin 3aci6 MiCTUTb i30MabT. AKWO Yy BaC BCTAHOB/IEHA HEMEePeHOCUMICTb [esKUX LYKpIB,
MPOKOHCYNbTYWATECA 3 NiKapeMm, NepLl HiXX NPUAMATK Liei NikapcbKuii 3acio.

Llein nikapcbKuii 3aci6 MiCTUTbL acnapTam, KWl € NOXiAHOK (heHinanaHiHy, WO SBASE HE6e3MNeKy AN XBOPUX
Ha (PEHISIKETOHYPIIO.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyasto.

Hapasi Hemae HaneXxHUX AOCTYNHMX AaHWX OO 3aCTOCYBaHHS 6eH3MAaMiHy BariTHUM XiHKaM Ta XXiHKaM, siKi
roayrTb rpyAaro. 34aTHICTb LUbOro 3ac00y MPOHUKATK B FPYAHE MOIOKO He BMBYaIW. JaHuX AOCNiLKEHb Ha
TBapMHaxX HeAOCTaTHbO ANA TOro, LWo6 3pobuTn OyAb-SiKi BUCHOBKM LLOAO BMMBY LbOro 3acoby y nepiog
BariTHOCTi abo roflyBaHHs rpyaato. MoTeHUiMHUA pU3nK ANa NIOLUHA HEBILOMUIA.

He cnip 3acTocoByBaTy Nikapcbkuii 3aci6 3inenop® y nepiof BariTHOCTi a6o roflyBaHHs rpyAato.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeaku i’ Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK MexaHi3MaMu.
Mpn 3acTocyBaHHI B PEKOMEH[OBaHMX [03aX NiKapCbKUn 3aci6 He YMHUTL HISKOro BMMBY Ha 3[4aTHICTb
KepyBaTu TPAHCMOPTHUMM 3ac06aMM Ta NpaLoBaTh 3 MexaHizMaMu.

Cnocib 3acTocyBaHHS Ta [031.

NbosHMKM cAiif, NOBINIbHO PO3CMOKTYBATU B POTI.

[opocni Ta AiTv Bikom Bif 6 pokiB: No 1 NboAsHUKY 3 pa3n Ha [eHb.
He cnig NnpoKoBTYBaTU NbOAAHMKI. He cnif po3)KoBYBaTU NIbOAAHUKMN.
Kypc nikyBaHHS He Ma€e nepeBuLLyBaTV 7 AHIB.

aiTn.
Lito nikapcbKy (hopmy 3aCTOCOBYHOTb AiTAM BIKOM Bifj 6 POKiB.
[iTn BikoM 6- 11 poKiB 3aCTOCOBYHOTb LieWi NiKapCbKuWiA 3aci6 Mig Harnsa0M AOPOCnX.

Nepeno3yBaHHA.

He 6yno noBigoMeHb WOA4O0 Nepefo3yBaHHA 6eH3MAaMiHOM NPy MiCLLEBOMY 3aCTOCYBaHHI.

OfHak BifoMo, Lo 6eH3naamiH Npu NOTPaNAsAHHI BCepeauHy Y BeNUKIN 403i (SKa Yy COTHI pa3iB nepeBuLLyBana
MOX/MBI 1031 i€l NiKapCcbKOT hopMK), 0COBNNBO Y AiTei, CNPUUMNHAB 30YAXKEHHS, CYyA0MU, TPEMOP, HYAOTY,
nigBuULEeHy NITAMBICTb, aTakcito, 6/0BaHHA. Take rocTpe nepefo3yBaHHA NOTPebye HeramHOro NPOMUBaHHS
LUYHKa, NiKyBaHHS MopyLUeHb BOLHO-eNeKTPONITHOro 6anaHcy Ta CUMNTOMATUYHOIO NiKyBaHHSA, afleKBaTHOT
rigparadii.

Mo6iuHi peakuil.

HebaxkaHi peakuil KnacugikosaHi 3a 4aCTOTOK BUHUKHEHHS: Ly>Xe yacTo (= 1/10); vacto (Big = 1/100 po < 1
/10); HeyacTo (Big = 1/1000 fo < 1/100); pigko (Big = 1/10000 fo < 1/1000); ay»xe pigko (< 1/10000); yacToTa
HeBioMa (He MOXe OyTW OLjiHeHa Ha OCHOBI AOCTYMHUX AaHKX).

B KOXHi rpyni 3a 4acTOTOK HebaKaHi eqieKTW 3a3HaueHi y NOPsAKY 3MEHLLEHHS TXHbOT CEPInO3HOCTI.

3 BOKY LLMYHKOBO-KMLIKOBOr0 TPaKTY: PiAKO — BifuyTTa MeYiHHA Y pOTi, CyXiCTb Yy pPOTi; YacToTa HeBigoMa —
rinecTesis pOTOBOT NOPOXHUHW.

3 60Ky IMyHHOT CUCTEMM: PifKO — peakLil rinepyyT/IMBOCTI; YacTOTa HeBifJOMa — aHa(iNlaKTUYHI peakLii.

3 60Ky pecnipaTOpHOI cMCTEMU, FPYAHOT KNITKW Ta CepefOCTIiHHA: AY>Ke PiAKO — NapuHrocnasm.

3 60Ky LKipy Ta MiAWKIipHOT KNiTKOBUHW: HEYacTo — (hOTOUYT/IMBICTb; AYXKE PiIAKO — aHriOHEBPOTUYHMWI
HabpsiK.



TepMiH NpUAATHOCTI. 3 pOKMK.
He 3acTocoByBaTy npenapar nicns 3akiHYeHHA TepPMiHY NMPUAATHOCTI, BKA3aHOr0 Ha YMaKoBLi.

YMoBW 36epiraHHs.

36epiraTv B opuriHanbHiin ynakosLi Npu TemnepaTypi He BuLle 25 °C.
36epiratny HegOCTYNHOMY AN AiTei MicLi.

YnakoBKa. Mo 10 a6o 12 nbofsHuKiB y 6nictepi. Mo 1, 2 a6o 3 6nictepn B nayu,i.
KaTteropis Bignycky. be3 peuenTa.

BupobHuK. N1o3i’c ®apmackioTnkans C.J1., IcnaHisa / Lozy’s Pharmaceuticals S.L., Spain.

Micue3HaxomMkeHHS BUPOOHMKaA Ta A0ro agpeca Micua NPOBagKeHHS 4isiNIbHOCTI.
Kamnyc Emnpecapian, Jlekapoc, Haeappa, 31795, IcnaHisa / Campus Empresarial, Lekaroz, Navarra, 31795,
Spain.

3aaBHUK. AT «Papmak».

MicuesHaxomkeHHS 3asiBHMKaA. YKpaiHa, 04080, m. Kuis, Byn. Kupuniscbka, 63.



