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IHCTPYKIIA
JJIS1 MEUYHOI0 3aCTOCYBAHHA JiKApPCHKOro 3aco0y

EJKOIIMH®
(ELKOTSIN)

Cknao:

diroua pevosuna: pedamimis,

1 Tabnerka mictuth pedaminiay 100 mr;

OONOMIdHCHI PEeuOBUHU. LETI0JI032 MIKpOKPHCTAJIIUHA, T1APOKCUIIPOILILIEION03a
HU3BKO3aMIIIIeHa, TIAPOKCUIIPOIIUIIENI0N03a, MarHilo cTeapar;

cymiw Ons nokpumms: Tinpomeno3sa, Turany gaiokcua (E 171), monierunenriikosb (Makporodm).

Jlikapcbka ¢opma. TabneTku, BKpUTI IITIBKOBOIO 000JIOHKOTO.
OcHosHi  @izuxo-ximiuni eracmusocmi. OUNl KPyTrii, TJIaJCHBKI 3 000X CTOpIH JIBOOIYKII
TaOJIETKH, BKPHUTI IJTIBKOBOIO 0O0JIOHKOIO.

dapmakoTepaneBTHYHA rpyna. 3aco0u JUIsl JIIKYBaHHS KUCIOTO3aJIEKHUX 3aXBOPIOBAHb.
Kon ATX A02X.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

PeGaminia migBuinye eHIOreHHHME BMIiCT mpocrtarimanauais E; ta I (PGE2 Tta PGI), sxi
MICTATBCSA y NUIYHKOBOMY COKY, a TaKOX IiABHUINYE piBeHb mpocrardanmuny Ez (PGEz) y
CIM30BIiH 00O0JIOHII NINTYHKA, IO CHpHsE il 3aXUCTy B YIIKOKYBaIbHUX (hakTopiB. Pebamiriza
YUHUTH [UTOTPOTEKTOPHUI e(eKT, JOBSACHHUI Y JOCIIKEHHX IN Vitro, mokpaiiye KpoBooOir y
CIM30BiA OOOJIOHII IITyHKAa 1 CTUMYIIOE Tpoiidepartito KIITHH. 3aBASKH MiABUIIECHHIO
aKTUBHOCTI ()ePMEHTIB, L0 CTUMYIIOIOTH OIOCHHTE3 BHUCOKOMOJIEKYISIPHUX TIIIKOMPOTETHIB,
pebaminig 30UIbIIYE KUTBKICTh MOBEPXHEBOTO IUTYHKOBOTO ciu3y. Pebamimin He BIUIMBae Ha
0a3alibHy 1 CTUMYIIbOBaHY LIUTYHKOBY CEKPEIIiIO.

DapmakoKiHemuxa.

[Ticns  omgHOopazoBoro mnepopainbHOro 3actocyBanHs 100 wr pebaminigy MakcUMaibHa
KOHIIEHTpallis y miaa3Mi kpoBi (216 = 79 ur/mu) cnocrepiranacs depes 2,4 = 1,2 rogunu. B
eKcIiepruMeHTax in Vitro 3 Gimkamu mia3Mu 3B si3yBanocst npubnusHo 90 % npenaparty, npoTe y
6araTopa3oBUX JOCTIDKEHHSAX JOBEJIEHO, 110 IpenapaT He KyMYJIOeTbCs B opradizmi. [lpenapat
MiJIa€ThCS HE3HAYHOMY MeTabo0Ii3My B OpraHi3mi JIIOJIMHU, OJHAK 3A€OUTBIIOTO BUAUISETHCS Y
He3MiHeHoMY BUrJAl. [lepioa HamiBBUBEAEHHS 3 MJIa3MHU KPOBI CTAHOBUTH NpuOim3Ho 1,9 + 0,7
rogunu. [Ipu 3actocyBanHi pebaminigy B 1031 100 Mr y naiieHTiB 3 HUPKOBOIO HEJOCTATHICTIO
criocTepiraiocss 30UTbIIIEHHS KOHIIEHTpalii mpenapaTy y IUIa3Mi KpoBI Ta Mepiof
HamiBBUBEAECHHS OyB OUIBILINIA MOPIBHAHO 31 3I0POBUMH HalliEHTaMU.



Kuiniuni xapakrepucTuku.

Ilokazannusa.

Bupaska mnutyHka, TOCTpUI TacTpUT, MEpiod 3arOCTPEHHsS XPOHIYHOTO TacTPHUTY, MATOJOTIYHI
3MIHH CIM30BOT 000JIOHKH IUTYHKA (€po3ii, KpOBOTEUl, TilepeMisi, HAOPSIKH ).

IIpomunoxazanusa.
[linBuimena 4yTnuBicTh 10 pedaminimy abo 10 Oyab-SKMX IHIIUX KOMIIOHEHTIB IIperapary.
3no0sIKiCHI 3aXBOPIOBAHHSI IIUTYHKA.

B3aecmooia 3 inwumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMO0ill.

[Ipu 3acrocyBaHHi pebamiminy y CKIaAl TPaauIiIfHUX AaHTUXENIKOOAKTEPHUX CXEM
eeKTHBHICTh TPaAUIIIHOI Teparrii, BiporinHo, 3pocTae. B3aemomis 3 iHIIMMHU TpenapaTaMu He
JOCIIKEHA.

Ocobnueocmi 3acmocyans.

Inomi Moxe cmnocrepiratucsi 3MEHIIEHHS KUTBKOCTI JICMKOIMTIB Ta TpoMOOIuUTIB. Y pasi
BUSIBJICHHS BLAXWJICHHSI Bl HOPMH HEOOXIJHO NPUIIMHUTH NpPUHOM IpemnapaTy Ta MNPOBECTH
BIJIOBIIH1 3aX0/11 JUIS TOKPAILlEHHS CTaHy Malli€HTa.

Inoxi moxe crioctepiratucs 3poctans piBHs AcAT, AnAT, y-I'TTIIL, JI® (iykHoi dhocdarasm)
Ta IHILI1 MOPYIIEHHS (PYHKIIi IEUIHKH, )KOBTSAHULA. Y pa3i BAHUKHEHHS TaKuX peaxiiil
HEOOX1IHO IPOBECTH BIANOBIHE 0OCTEKEHHS, Y pa3l BUSBICHHS BIIXUIEHb Bl HOPMU
MPUIMHUTY IPUIOM Tperapary Ta BXKUTH HEOOXI1H1 3aX0H JUIsl MOKPAIIeHHs CTaHy MaIlleHTa.

3acmocyeanns y nepioo éazimmocmi abo 200y8anHs 2pyooro.

Ockutbku Oe3neka 3acToCyBaHHS pedaMiniAy y Mepioji BariTHOCTI @00 TOyBaHHS IPYIIIO HE
JOBEJICHA, TIpernapaTr MPOTUITIOKAa3aHUH [T 3aCTOCYBAaHHSI.

OckinmbKku pebaMirtii TPOHUKAE Y TPYAHE MOJIOKO, T Yac 3aCTOCYBaHHS Mperapary roayBaHHs
TPYJUIIO CITiJT TPUTTUHUTH.

30amuicmv enausamu Ha WEUOKICMb pearkyii npu Kepy8awHi a6mMompaHcnopmom abo iHuumu
MEXaAHIZMaAMU.

[Ipu mpuitomi pebaminigy MOXKJIMBE BUHUKHEHHSI 3allaMOPOYEHHS, COHJIMBOCTI. Y TaKuX
BUIIAJIKaX CIiJ] BITMOBUTHCS B/l KEpYyBaHHS aBTOTPAHCIOPTOM, poOOTH 3 MEXaHI3MaMHU, a TAKOXK
BiJI 3aHATH IHIIMMU BUJAMU JTiSUTBHOCTI, IO MOTPEOYIOTH MIBUIIICHOT YBAru 1 MIBUAKOT peaKIlii.

Cnocio 3acmocysanns ma 003u.

J1j1s mepopalibHOTO 3aCTOCYBaHHSI.

Bupaska nutyHka

Jlopocni — 3 pa3u Ha 100y 1o 100 mr (1 TabneTka) BpaHili, BACHb Ta BBEUEPI.

Jliia mokpalieHHs CTaHy IPU TOCTPOMY TacTPUTI, Y MEpioj 3arOCTPEHHS XPOHIYHOTO TacTPUTY,
IIpPY MATOJIOTTYHUX 3MIHAX CIM30BOi 000JIOHKH ILITyHKA (€po3ii, KpOBOTEYi, TiliepeMisi, HAOPSIKH)
Hopocni — 3 pazu Ha 106y 1o 100 mr (1 Tabnerka).

Hayienmu nimub020 BiK).

Crin 3 0OepexHICTIO MPU3HAYATH Mpenapar MalieHTaM JITHBOTO BIKY JJISi 3MEHILEHHS PU3UKY
PO3BUTKY MOpYIIEHb 3 OOKY TPaBHOTO TPAKTYy, OCKUIBKM JaHa KaTeropis MalieHTiB OuIbIl
YyTJIMBA JI0 Jii JTIKapChKOro 3aco0y.

Himu.
[IpemapaT He mpu3HAYATH MITSIM, OCKUIBKH JOCTIKEHHS MI0JI0 3aCTOCYBAHHS y IIii BiKOBIii
KaTeropii He MPOBOIUIIH.

Ilepeoosysanns.
Bunanku nepeno3yBaHHs He onucaHi. MOXXIIUBI Hy/10Ta, OlIOBaHHA, OUTb y )KMBOTI, Jiapest abo
3arop, roJIOBHUMN O11b, TOCUJICHHS MPOSIBIB MOOIYHUX PeaKIii.



VY pa3i mepeno3yBaHHS CHiJl NPOMUTH HUTYHOK 1 NPU3HAYUTH CHUMOTOMATHYHY TEpAIlio.
Crienu(hi9HOTO aHTUIOTY HE ICHYE.

I06iuni peakuii.

[To6iuHi peakiii Oynu kKIacuQikoBaHi 3a OpraHaMH i CACTEMaMH Ta 32 YaCTOTOK BUHUKHEHHS.
3a 4acTOTOI0 BUHUKHEHHS PO3JIUICHI HA HACTYIHI KaTeropii: xyxxe gacro (> 1/10), wacto (>
1/100 1 <1/10), megacto (> 1/1000 i <1/100), pinko (> 1/10000 i <1/1000), xyxe pigko
(<1/10000), wactoTa HeBizoMa (HEMOXJIMBO OI[IHUTH Ha OCHOBI HASsBHUX JAHUX).

3 6oy cucmemu Kposi ma nimgpamuuroi cucmemu. HEYaCTO — JICHKOIIEHsI, TPaHyIOLIUTOIICHIS;
94acTOTa HEB1IOMA — TPOMOOIIUTOTICHIS.

3 6oky eenamobiniapnoi cucmemu: HE4aCTO — MIIBHUIEHHS PIBHA MEYiHKOBUX (epMeHTIB AcAT,
AnAT, rammarnyramintpaacdepasa, JIO ta iHmi nopymenas QyHKii Me4iHKHA; 4acTOTA
HEB1I0Ma — >KOBTSIHHIIS.

3 60Ky iMyHHOT cucmemu: HEYaCcTO — BUCUIIAHHS Ha MIKip1, CBEPODK, eK3eMa MEAMKaMEHTO3HOTO
THUITY, 1HII1 aJepridyHi CHMIITOMH; YaCTOTA HEBIJIOMA — KPOTIUB SHKa.

3 boky yenmpanvhoi i nepugepuunoi Hep8osoi cucmem. 4aCTOTa HEBITOMA — OHIMIHHS,
3amamMoOpOYEHHS, COHJIUBICTb.

3 60Ky WiIYHKOBO-KUWKOB8020 MpaKmy: HEUACTO — 3aTIOPH, BIIUYTTS pO3MUPAHHS Ta HATTOBHEHHS
y JKUBOTI, Jllapesi, Hy/10Ta, OJIr0BaHHs, Nevis, OUIb y )KUBOTI, BIIPUKKA MOBITPSIM, OPYLICHHS
CMaKOBHX BIIYYTTIB; YaCTOTa HEBiJIOMa — CIIpara.

3 60Ky ouxanvHoi cucmemu: 9aCTOTa HEBIIOMA — Kallleb, BAXKKICTh JUXAHHS.

3 boxy ceuocmamesoi cucmemu: HEIACTO — MOPYIICHHS MEHCTPYAJILHOTO ITUKITY Y JKIiHOK;
4acTOTa HEB1JIOMa — HAOPAKITICTh Ta OUTh Y MOJIOYHHX 3aJ103aX, PO3BUTOK <CKIHOYUX TPYIACH» Y
YOJIOBIKIB (T1HEKOMACTIs), 1HIYKI[1sl BUUIEHHS MOJIOKA.

Jlabopamopni 0ocniosxicents: 9acTOTa HEBIIOMa — 30UTBIIICHHS PIBHS CEYOBUHHU.

3acanvui peakyii: HEYaCTO — peakilii TnepuyTIMBOCTI, HAOPSIKYU, BIAYYTTS CTOPOHHBOTO
MpeaMeTa B HOCOTJIOTIIN;, YaCTOTa HEBIAOMA — rapsiuka, TPUBOXKHICTh, TPUIUIMBH (PanToBe
MMOYEPBOHIHHS OOIMYYs), OHIMIHHS SI3UKA, BIAIYTTS CEPIICOUTTSI.

VY pa3i BAHUKHEHHsI CHMIITOMIB aJieprii HEOOX1THO MPUITMHUTH MTPUHOM TIperapary.

VY pa3i 3Ha4YHOTO MiABUIIECHHS PIBHS TpaHcaMiHa3 a00 y pa3i 0JJHOYACHOTO MiABUIICHHS
TeMIepaTypyu, BAHUKHECHHS BUCHTIaHb Ta IHIINX CUMITTOMIB HEOOX1THO MPUTTHHUTH TTPUHOM
npenapaTy Ta BXKHUTH 3aX0/11B JUIs MOJTIMIICHHS CTaHy.

Tepmin npuoamunocmi. 3 poKu.

YmoBH 30epiranns. B opurinanpHiil ymakoBIii mpu temrepatypi He Buie 25 °C.
30epiraTy y HEJOCTYITHOMY JIJIsL ITEH MICIII.

YnakoBka. [To 10 Tabnerox y Giictepi, o 3 GicTepu y madiii.
Kareropis Bignycky. 3a peuenrom.
Bupoonuk. [TAT «KuiBmenmnpemnapary.

Micue3naxoa:keHHsI BAPOOHHUKA Ta ajjpeca Micls MPOBAKeHHs Oro AislJIbHOCTI.
Vkpaina, 01032, m. Kuis, Byn. Cakcarancskoro, 139.

JlaTa octanHboro neperJasay. 16.06.2021.



