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IHCTPYKIIA
AJIS1 MEUYHOI0 32CTOCYBAHHS JIKAPCHKOIo0 3ac00y

3IIEJIOP®
(ZIPELOR®)

Cknao:

diroua peyosura: OCH3UIAMIHY T1IPOXJIOPHI;

| TBOASHUK MICTUTH OCH3MIAMIHY TiIPOXJOPHIY 3 MI, IO €KBiBaIeHTHO 2,68 Mr OeH3uAaMiHy;
oonomixcui peuwosunu:. 13omanbT (E 953); xmcmora numonHa, MoHorigpar; acmaptam (E 951);
xinominoBuit xoBtuil (E 104); apomaruzarop «JIMMOH»; OJIist M’ATH MEPIIEBOI.

Jlikapcbka gopma. JIboastHUKH.
OcHogni ¢hizuko-ximiyni eracmueocmi: KpYTIl JbOJISHUKH >KOBTOTO KONBOPY AiameTpoM 19 mwm 3i
CMaKOM JINMOHA.

dapmaxkoTepaneBTHYHA rpyna. [Ipenaparu, 1o 3acTOCOBYIOTHCS IPU 3aXBOPIOBAHHAX rOpIia.
Kox ATX R0O2A X03.

Dapmakonoziuni enacmueocmi

Dapmaroounamika

bensupamin € HectepoigHuM mnpoTu3anaibHuM 3acoboM (HII33) 31 3HeOomoBalbHUMHU Ta
MPOTHEKCYTaTUBHIMH BJIACTUBOCTSIMHU.

VY Xoai KIHIYHUX JOCHIKeHb OyJo MoKazaHo, 10 OeH3uAaMiH € e()EeKTUBHUM MJs MOJIETLICHHS
CUMITOMIB, SKHMH CYIPOBOKYIOTHCS JIOKAJi30BaHI IOAPA3HIOBAIbHI IATOJIOTIUHI MpPOLECH Yy
poToBiif mopokHMHI Ta roTHi. KpiM Toro, OeH3uJamMiH YMHUTH MPOTU3aNalbHY Ta MICIEBY
3HE00JIIOBAJIbHY [I110 CEpPeIHbO1 IHTEHCUBHOCTI Ha CIM30BY 000JIOHKY POTOBOI NOPOKHUHHU.
Dapmaxokinemuka

®daxkt abcopOirii yepe3 cIru30By 000JIOHKY POTOBOI MOPOKHUHU Ta TJIOTKUA OYB JTOBE/ICHUN HAsSBHICTIO
BHUMIPIOBaHMX KUIBKOCTEH OEH3MIaMiHy Yy IUla3Mi KpoBi JroAuHU. [IpnOan3HO uepes 2 roguHH Micis
pUOMYy JIbOASIHMKA 3 MI' MakCMMallbHa KOHIIEHTpalisl OE€H3WJaMiHy Yy IUIa3Mi KpPOBI CTaHOBUTh
37,8 ur/mi, a 3uadenus AUC — 367 ur/muxroa. OmHak IIbOro HEIOCTaTHHO IS TOTO, MO0 YMHUTH
Oyab-sikuii cucteMHMi (apmakonoriunuii edekr. Exckpelis BinOyBaeTbcs TOJOBHUM YHHOM 13
ceuero, epeBaKHO y (hopMi HEAKTUBHUX MeTa00JIiTiB 200 KOH FOTOBaHUX CIIOJYK.

Byno moka3zaHo, 1m0 TIpU MICIIEBOMY 3aCTOCYBaHHI JOCSTA€ThCS HAKONMUYEHHS e(EeKTUBHOI
KOHIIEHTpallii OeH3WIaMiHy y 3amajieHuX TKaHWHAX 3aBJSIKA MOTO 3aTHOCTI MPOHHMKATH Kpi3b
CIIN30BY OOOJIOHKY.

Kuiniuni xapakrepucTuku
Ilokazanna. CumMnTOMaTUYHE JIKYBaHHS 0010, MOAPA3HEHb 1 3aMajeHb POTOIJIOTKH.

Ilpomunokazanna. lligBuieHa YyTAWBICTh JO [IFOY0i PEYOBHMHU a0O0 /O IHIIUX KOMITOHEHTIB
JKapCchKOro 3aco0y.

B3aemooia 3 inwumu nikapcokumu 3acovamu ma iHwii euou 63a€mooiil. JIoCniTKeHb 3 BUBUYCHHS
B3a€EMO/Ii1 HE MPOBOIHIIN.



Ocooausocmi 3acmocy8anns

VY neskux maimi€HTiB BUPa3Ku CIU30BOi 00OJOHKH POTOTIOTKUA MOXYTh OYTH 3yMOBIICHI CEpHO3HUMHU
MATOJIOTIYHUMH TIporiecaMH. Y 3B’S3Ky 3 IIMM TAIi€HTH, Y SKHUX CHMIITOMH IOCHIWINCS a00 He
3MEHIIMJIMCS TPOTATOM 3 JHIB, a00 y SKHX HiABHMIIMIACS TeMIepaTypa Tijla Yd BHUHMKIW 1HIII
CHUMIITOMH, MAlOTh 3BEPHYTHCS 332 KOHCYJIBTAII€I0 O TepaneBTa ado CTOMATOJIOra Yy BiIIOBIIHUX
BUIIAIKAX.

He pexomeHayeTbcsi  3aCTOCOBYBAaTH  O€H3WJAMiH  MAIiEHTaM 3 TINEPYYTIUBICTIO IO
alleTWICATIIMIIOBOT KUCIOTH a00 10 1HIIMX HECTEPOiTHUX MPOTU3ANATBHUX 3aC001B.

3acTocyBaHHs JIIKAPCHKOTO 3ac00y MOXKE CHPHYMHUTH OpPOHXOCIA3M Y MAIliEHTIB 3 OpOHXIaTBHOO
acTMoro abo 3 OpOHXiaJbHOIO aCTMOIO B aHaMHe31. TakuM maiieHTaM mpemnapar ciiji 3aCTOCOBYBAaTH 3
00epEKHICTIO.

Ieii mikapchkuii 3aci0 MICTHTH 130MaJIbT. SIKIIO y TMaIli€HTa BCTAHOBJICHA HEMEPEHOCHMICTh JESIKUX
IIyKpiB, MOTPIOHO MPOKOHCYIBTYBATHUCS 3 JIIKapeM, MepIl HiXK MpUAMaTH LeH JIiKapchKuii 3aci0.

It mkapchkuii 3aci® MICTUTBH acmapTam, SIKHH € MOX1THOKW (heHUIaaHiHy, 0 ABJIs€ HEOe3NeKy s
XBOPHX Ha (DEHIIKETOHYPIIO.

3acmocysanns y nepiod eazimmocmi aoo 200y8anHs 2pyooro

BariTtHicTh

KJIiHiYHEX JaHUX 100 3aCTOCYBAHHA JIKAapChKOro 3acoy 3imenop®, MboAsSHUKY, T1iJ 9ac BariTHOCTI
HEMae.

Y TpeTrboMy TpPHMECTPi BariTHOCTI CUCTEMHE 3aCTOCYBAaHHS 1HTIOITOPIB CHHTETAa3U MPOCTATIaH/INHIB
MOJKE€ CIIPHUYMHUTHU KapAiOMyJIbMOHAIbHY Ta HUPKOBY TOKCUYHICTH Yy Iiofa. HampukiHIii BariTHOCTI
MOJKJIMBE TOJIOBKEHHSI 4acy KpOBOTEUi SIK y MaTepi, Tak i B HOBOHAPO/KEHOTO, a TAKOX 3aTPUMKa
MOYaTKY MOJIOT1B.

Hesigomo, 4 MOXX€ CHCTEMHHH BIUINB JILOIIHHUKIB 3inen0p®, IO JOCATAETHCA MICJIA MICIEBOrO
3aCTOCYBaHHS, 3aBJaTH WIKOAM eMOpioHy/mnoay. Tomy He ciif 3aCTOCOBYBAaTH JKApChbKUi 3aci0
3inenop®, THOMSHMKHM, HiA Yac BariTHOCTI, 32 BUHSATKOM BHIIAJKiB, KOJM 3aCTOCYBAHHS BBAKAECTHCS
KIIHIYHO OOIpYHTOBaHMM. Y pa3i 3aCTOCYBaHHS 1032 Ma€ OyTH SKOMOTa HI)KUOIO, a TPUBAIICTb
JKyBaHHS — SIKOMOTa KOPOTIIOKO.

I'pynHe roayBaHHs

Hapasi Hemae HaneXHUX TOCTYNMHHUX JaHMX IIO0 3aCTOCYBaHHS OCH3UAAMIHY JKIHKaMm, Kl TOAYIOTh
IpyabMH. 3JaTHICTh IILOTO 3ac00y MPOHMKATH B TPYAHE MOJIOKO He BUBYaiIM. He ciin 3acTrocoByBaTn
nikapchkuif 3aci6 3inenop® y mepios rogyBaHHS TPYAbMIL

30amuicms énnueamu Ha WUOKICMb peakyii npu KepyGanHi aemompancnopmom aoo iHwumu
mexanizmamu. [lpu 3acTocyBaHHI B PEKOMEHIOBAaHUX J103aX JIIKApChKHIA 3aci0 He BIUIMBaE abo mae
HE3HAYHWI BIUIMB Ha 3JIJaTHICTh KEPYBaTH TPAHCIIOPTHUMH 3aCO0aMH Ta TIPALFOBATH 3 MEXaHI3MaMH.

Cnoci6 3acmocysanns ma 0o3u

JIbOASIHUKH CJTiJ] TOBLIBHO PO3CMOKTYBATH B POTI.

Jlopoci Ta aiTH BikoM Bif 6 pokiB: o 1 mbosHUKY 3 pa3u Ha J€Hb.
He cnin npokoBTyBaTH Ab04sHUKH. He ¢ po3KoByBaTH JbOASHUKH.
Kypc nikyBaHHS HE Ma€ MepeBUILyBaTH 7 JAHIB.

Himu
[ro mikapchKy popMy 3aCTOCOBYIOTH AITSIM BIKOM Bij 6 pOKIB.
Jitu Bikom 6—11 poKiB 3aCTOCOBYIOTH I1€H JTIKAPCHKHI 3aci0 i HATJISI0M TOPOCTUX.

Ilepeoo3ysannsn

He Oyno noBitoMieHb 1010 Iepe03yBaHHs OCH3UIaMIHy IPU MiCIIEBOMY 3aCTOCYBaHHI.

Opnak BijlomMO, 110 OeH3MJaMiH MPH NOTPAIUISIHHI BCEpEIUHY Yy BEIUKIA /1031 (Ka y COTHI pa3iB
NepEeBUIIlyBaJIa MOXKIIMBI JTO3M IIi€l JiKapchbKoi (opmH), OCOOIUBO y NiTeH, CIPUUMHAB 30YIKEHHS,
CyJIOMH, TPEMOp, HYJIOTY, MiIBUIIECHY MITIUBICTh, aTaKkcito, OroBaHHA. Take TrocTpe mepeno3yBaHHs;
notpe0ye HeraifHOro MPOMHUBAHHS HUTYHKA, JIKYBaHHS MMOPYLIEHb BOJHO-EJIEKTPOIITHOTO OaitaHcy Ta
CUMITTOMATHUYHOTO JIIKyBaHHs, aJICKBATHOI T1ApaTaltii.



Hob6iuni peakuii

Heb6axani peakiii kiacugikoBaHi 3a 4aCTOTOO BUHUKHEHHS: Tyke yacTto (> 1/10); wacro (Big > 1/100
no < 1/10); mewacro (Bim > 1/1000 mo < 1/100); pigko (Bim > 1/10000 mo < 1/1000); myxe
pinko (< 1/10000); yacroTa HeBigoMa (He MOKe OYTH OI[iHEHA Ha OCHOBI JOCTYITHHX JIAHHX ).

3 60Ky WIYHKOBO-KUWKOB020 MPAKMY. PIAKO — BIAYYTTS MEUYiHHS Y POTi, CYXiCTh y POTi; 4acToTa
HEeB1JI0Ma — TiIecTe3isl pOTOBOT MOPOKHUHH.

3 60Ky imyHHOI cucmemu: PiITKO — peakiii TIMepuIyTIMBOCTI; YacTOTa HEBioMa — aHaiTaKTUYIHI

peaxiiii.
3 6oky pecnipamopmoi cucmemu, epyOHOI KIIMKYU ma cepedoCminHs: Ty)Ke PiJIKO — JIAPHHTOCTIA3M.
3 6oxy wxipu ma niOWKIpHOI KIIMKOGUHU: HEYacTO — (OTOUYTIUBICTH, IOyXKE pIIKO —

AQHT1OHEBPOTUYHUI HAOPSIK.

Llosioomnenns npo nidospiosani nobiuni peaxkyii

[ToBimomieHHs TIpo MOOIYHI peakIlii Mmicis peecTpallii JiKapchbKOTO 3ac00y Ma€e BakJIMBe 3HAYeHHS. [le
Ja€ 3MOTY MPOBOJUTH MOHITOPUHT CITiBBIJTHOIICHHS KOPUCTH/PU3UK MPH 3aCTOCYBaHHI ILIbOTO
JiKapchKoTo 3acol0y. Meauyaum Ta (GapManeBTUYHUM IpaIliBHUKaM, a TaKOXK MallieHTaM a0o iXHIM
3aKOHHHMM IPEJCTaBHUKAM CIIiJ] MMOBIIOMIIATH MPO yCi BUMAJIKU MiJ03PIOBAHUX MOOIYHHUX peaKiliii Ta
BIJICYTHOCTI €()eKTUBHOCTI JIKapChbKOTo 3aco0y uepe3 ABTOMATH30BaHy iH(QOpMAIiiHY cUCTEMY 3
bapmakoHarsiy 3a nocuitanusam: https://aisf.dec.gov.ua

Tepmin npuoammuocmi. 3 poxu.
He 3acTocoByBaTH nikapchkuii 3aci0 micis 3aKiHYEHHs TEPMiHY IPHUIATHOCTI, BKA3aHOTO Ha YIMAKOBIIL.

YMmoBH 30epiranus
30epiraTu B OpUTiHAIBHIN YIAKOBIII IPH Temreparypi He Buie 25 °C.
30epiraTtu y HEAOCTYIHOMY JUISI IITEH MicCIIi.

YnakoBka. [lo 10 abo 12 neoasHukiB y 6micrepi; o 1, 2 abo 3 6micTepu y mayiii.

Kareropis Binnmycky. bes penenra.

Bupoouunk
1. Jlosi’c ®apmackiotnkans C.JI., Ienanis / Lozy’s Pharmaceuticals S.L., Spain.
2. ITHOAPMEUW], C.JI., Icnaniss / INFARMADE, S.L., Spain.

Micue3HaxoaxeHHs] BHPOOHHMKA Ta ii0ro aapeca Micus NpoBazKeHHs AiAIbHOCTI
1. Kamnyc Emmnpecapian, Jlekapoc, HaBappa, 31795, Icnanis / Campus Empresarial, Lekaroz,
Navarra, 31795, Spain.
2. Kainne [le Jla Toppe e Jloc Xepbepoc 35, ITonirono Inmactpian Kapperepa e Jla Icna, loc
Xepmanac, 41703, Icnanis / Calle De La Torre De Los Herberos 35, Poligono Industrial
Carretera De La Isla, Dos Hermanas, 41703, Spain.

3asBHuK. AT «®Papmax».
Micue3naxoa:xeHHs 3aaBHUKA. Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 63.

JlaTa octannboro neperasay. 15.01.2026.



