3ATBEPJAKEHO
Haxa3 MinicTepcTBa 0X0pOHH
3M0poB’s YKpaiHH

S3.0f ZOZENe 11l
PeecTpaniiise nocBiI1eHHs
Ne UA/19029/01/01
THCTPYKIIA
ISt METUIHOTO 3aCTOCY BaHH A AiKapchKOro 3acody
OIIATA/IMH EKO
(OPATADIN ECO)

Cxaan:

niroya peyoBuHa: onomataus/ olopatadine;

1 Mu1 pO34MHY MICTHTE OJIOTIATATHHY 1 mr (y BAIJISIAL ONOTIATAUHY TiIPOXJIOPHY);

JIOTIOMIXKHI PEYOBHHH: matpiio rigpodocdar, JOJieKaTiipaT; HaTpilo XJIOPHI; nonicopbar 80; xuciIoTa
XJIOPHCTOBOIHEBA PO3BE/ICHA; BOAA VLA i1’ eXIIIHA.

Jlixapchka popma. Kparuii ousi, po3dHH.
OcHoBHi (hi3HKO-XiMidHI BITACTABOCTI: Iipo30opa Ge36apBHa abo Maike 6e36apeHa piauHa.

@®apMaKoTepaneBTHYHA Ipyna
3acobu AId 3aCTOCYBaHH: B odrampMonorii. IIpoTuHAGPSAKOBI Ta aHTHaNeprivgi 3aco0u.

Kon ATX S01G X09.

dapmaronoziuni enacmugocmi

dapMaKouHaMiKa

OJoMaTaAiH € CHIBHOMIIOUAM CENEKTHBHEM pOTHANEPriYHUM / aHTHricTAMIHHEM 3aco00M, IO Mae
JIeKibKa BAPAKESHUX MexaHiaMiB jii. BiH npoTuzie BUBIIBHCHHIO ricraminy (OCHOBHOTO MeZiaTopa
anrepridnoi peakuii y JozeH) Ta 3amobirae CTUMYJIFOBAHHIO POy KYBaHHA [UTOKIHIB eriTenianbHIMH
KIITHHAME KOH IOHKTHBH JIOJMHH, SIKE 3yMOBJICHE ricramigom. Jlani AOCHiDKEHD iR VIlro CBi/I4aTh,
IO Ipemnapar i€ Ha OmacucTi KNiTHHYE KOH IOHKTHBH JIOAUHH, TIPUTHI9YIOUH BHBLIbHEHHS MeIiaTopiB
samaieHnd. BifzHauanocs, Mo Micuese odTansMONIOTigHE 3aCTOCYBaHHA npenapary OINATAJIAH
EKO y namieHTiB 3i 36epexeHOI0 IPOXiIHICTIO HOCOCJII3HOr0 KaHaly 3MEHIIYE HazaJIbHI O3HAKH Ta
CHMIITOMH, SIKi 4acTO CYTIPOBOKYIOTH ce30HHMUIK anepriunmii KON OHKTHBIT. [Ipenapat He CHpHYIMHIC
KTiHIYHO 3HAYYIIMX 3MiH JiaMeTpa 3iHAL.

Joxminiuni aaHi, oTpuMaHi NpH IpOBE/ICHH] CTaHIAPTHAX nocuipkens 3 Ge3nexH, dapmaxosorii,
TOKCHYHOCTI TMOBTOPHHX [I03, FEHOTOKCHYHOCTi, JOCTi/DKEHb KaHIEPOreHHOro pJoTeHLiany Ta
TOKCHYHOrO BIUIHBY Ha PETPOAYKTHBHY byHKIiI0, HE TOKA3AIH 6y 1b-s1K0i HeGe3nexu s JIOAUHA.
JlocTi/pkeHHs Ha TBApHHAX MOKa3alH 3aTPEMKY PO3BHTKY LYLEHST NPH iX TpyAHOMY BUTOJIOBYBaHHI
caMKaMH, SKi OTpHMYBAIH CHCTEMHI ZI03¥ OJIOMATa|Hy B /032X, IO IEpPEeBHIILYBaTH MaKCHMAlbHY
pEKOMEH/IOBaHY UL 0dTaTBLMOJIOTIYHOTO 3aCTOCY BAHHSA moauHi. Ononaraj il BUABISBCA B MOJIO
TOJYIOUHX IIYPiB MiCIIA NEPOPANBHOTO 3aCTOCYBaHHS.

dapmakKoKiHETHKa

Onomnaragus abcopOyeThCs CUCTEMHO, K i immn mikapchki 3aco0u Ui MICIEBOrO 3aCTOCYBaHHS.
OnHak npd MiCIEBOMY 3aCTOCYBaHHI OJOTIATAJMHY CHCTCMHA abeopOuis € MiHIMANBHOI, 2
KOHIEHTpallisl y Tiasmi KpOBi — Y MeXax HHK4e piBHS KUTBKICHOTO BH3HAYCHHI (< 0,5 ur/min) no
1,3 ur/mi. Lli xormeHTpauii B 50—200 pasiB HIDKTI, HDX P NEPOPATLHOMY 3aCTOCYBaHHI Ipernapary
y J103aX, O A06pe NePEHOCATHCS.

JlocmijpKkeHHsT 3 dapMaKOKiHETHKH [PH nepPOpALHOMY 3aCTOCYBaHHI IOKasald, IO nepion
HAMiBBHBEJCHHS OJONAaTafnHy 3 IUasMH KpOBi CTaHOBHUTH npu6msso 8—12 roamH, npenapar
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no3u Oyno BUSBJICHO B cedi y BHIMIAM

. BHBOJHMTHCS TEPEBAKHO HUPKAMH. [Tpubu3HO 60-70 %
Gymi BUSBIEHL Y cedi y HU3BKHX

AKTHBHOI PEHOBHHH. JlBa MeTaboITiTH, MOHOAECCMETHI T4 N-oxcHz,

KOHIIEHTpAIiAX.
OcKinpKa OjonaTauH BUBOIMTECH 13 CEYEr0, IOJIOBHAM YHHOM ¥ BUCNISAI HE3MIHEHOI aKTHBHOL

peUOBHHH, dapMaKOKiHETHKA ONONATAMHY 3MIHIOETBCS  TIpH MOpYIISHHSX ¢yukuii HUPOK,
MaKcuMalbHa KOHIIGHTpalis ¥ naasMi KpoBi ¥ [amieHTiB 3 THKKOIO HHUPKOBOIO HEJIOCTATHICTIO
(cepenHiii KIipeHC KpeaTHHiHy — 13 Mi/xB) y 2—3 pa3u BHIIA MOPIBHAHO 3 TaKOW0 ¥ 3JI0pPOBHX
JIOPOCIHX no6posonbiis. 1Ipa TIpOBEJCHHI reMomianizy Mami€eHTaM Micis HepopabHOTO TIPHHOMY
npenapary B 7031 10 Mr KOHIEHTpALis oNOTaTAMHY Y TasMi Kposi Gyna 3HAYHO MEHIA Y JCHB
IpOBEJCHHA remoianizy, HK y J€Hb, KOJIH BiH HE TIPOBOJAMBCS, IO M€ miZicTaBy MPHIYCTHTH, IO

BHBEICHHS OjloNaTanyy BinOynocs y nmpouect reMoziamsy.
V mopiBHSJIBHHX JMOCTIUKEHHSIX 3 hapmMaKoKiHETHKY TIPHA riepopabHOMY npaitomi josu 10 Mr
MoNoMH ocobamu (cepenHii gik — 21 pik) Ta ocobamu niTHBOTO BiKY (cepenmiil BIK — 74 poxn)
6y Ib-AKO1 ICTOTHO pizHAIE MDK KOHICHTPALIEIO Y 1a3mi KpoBi, 38’ A3YBAHHAM 3 6i1KOM, BUBEJICHHAM
i3 ceyelo He3MiHEHOT nikapchKoi peuoBHHE T2 MeTaboiTiB HE BUSBJICHO.
By mpoBesIeHi I0C

JiDKEHHS OJonaTajiuHy Npr nepopanbHOMY 3aCTOCYBaHHI MAIlieHTaM 3 THKKOIO
HUPKOBOIO gepoctaTHicTio. Pe3ybTarTd CcBiuaTh, MO y L€l xaTeropii NalieHTiB MOXKHA o4iKyBaTH
Tpamiio y miasMi KpOBi IpH 3acTOCYBaHHI Ipenapary OTIATAJIMH

NESKOI0 MIpolo BHITY KOHICH
EKO. OcKiibKy KOHIEHTpalis y [U1asMi KpOBi THCIA MiCILIEBOTO 0(hTANBMOIOTTIHOTO 3aCTOCYBaHHA

ononaramaiy B 50—200 pasis HIKI2, Hi TIpA TI€pOPATBLHOMY 3acTOCYBAHHI IIpemapary y A03ax, mo
no6pe MepeHOCAThCS, HEMAe HeoBXiIMHOCTI KOPUIYBaTH JO3yBaHHS JULA JIOEl JITHBOTO BiKy Ta
Mami€eHTIB i3 MOPYIICHHIMHA dyHKIil HAPOK. MeTaboJ1i3M y NnediHii He € FONOBHHM HIEXOM enliMiHaii
npenapary. ToMy HEMae HeobxiaHoCTI B KOpEKIlii 103yBaHH: UL maniedTiB i3 NOPYICHHIMH dysxi

Te4iHKH.

Korinigni XapaKkTepHCTHKH

IHoxa3aHHA
JIiKyBaHHs CE30HHOTO aJIepriyHOro KOH’ FOHKTHBITY .

IIpomunoKasanis
[Ti{BUIIEHa Ty TIMBICTD JIO ononaraguny abo 1o 6y Ib-AKO1 JOMOMIKHOI PeJOBHHM [perapary.
acobamu ma iHwi suou 63aEMO0IT

Bzaemodin 3 inwumu JiKApCbKUMU 3
OITATAJIMH EKO 3 {HIIAMHA  NTIKapChKUAMHA 3acobaMu HE

JlocnizKeHb B3a€MOJi npenapary
IIPOBOJIAIIH.

JlocipkenHs in Vilro [OKa3aId, IO ONONaTajiH HE HpPUTHITYy€ MeTabomi
1A2, 2C8, 2C9, 2C19, 2D6, 2E1 Ta 3A4 UATOXPOMY P450. 11i pesynsraté CBIAYATEH npo Te, 1o

OJIONATAfHH HE CIPUIHHSIC MeTaGoiaHoi B3aEMOI 3 MMM aKTUBHUMH PEYOBHHAMH Y pasi iX

CYHYTHBOI‘O 3acTOCyBaHHA.

yHi peakuii i30epMEHTIB

Ocobaugocmi 3acmocy6aHHA
OIIATAJIUH EKO e IPOTHANEPTiYHAM / agTHricTaMiEHEM 3aco0oM, IIO 3aCTOCOBYETBCS MiCLIEBO,

ane abcopOyeTsCsd CHCTEMHO. [Ipu Oyme-sAKMX O3HAKaX CEpIO3HMX peaxuiit abo 11 {BHIICHIH
Yy TMBOCTI CIIiJi IPUITHHATH 3aCTOCYBaHH Tpemnapary.
JlocnipkeHb BIUABY niKapesKoro 3aco0y Ha KOHTAKTHi JIH3H
nig3E Tepe] 3acTOCyBaHHAM mpemapary, 3HOBY OIUTTH TIH!
3aCTOCYBaHHS.

HE IPOBOMIIH. Coiji 3HATH KOHTaKTHI
3@ MOXHA depe3 15 XBHJIAH micis

3acmocysanHa y nepioo gazimnocmi a6o 200y8aHHA 2py0oio
BariTHIiCTb

Jlani moao
KinpkicTh OOMEXEHA.

0 TanEMONOriYHOr0 3aCTOCYBaHHs ONONaTaUHy pAriTHHAM JKIHKaM BiACYTHi abo ix
Jlocnmi/KeHHs Ha TBapHHAaX BUSIBUIIA PETPONYKTUBHY TOKCHYHICTh MiCIA
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: CHCTEMHOT0 3aCTOCyBaHHS (nmB. PO3ALN «®apMaKoJIoTiuHi pracTEBocTiy). OnonarajuH HE

PEKOMEH/Ty€ThCs! 3aCTOCOBY BATH BAriTHMM Ta JKiHKaM pernpojyKTHBHOIO BiKy, SIKi HE BAKOPHCTOBYIOTH

KOHTpAIENTHBHI 3aCO0H.

Ilepio rojyBants rpyutio

Jlocni/okeHHss Ha TBapuHAX MOKasamd, O OJOTATafMH IPOHUKAE y TPyJHE MOJOKO micis
TIepOPAIBHOTO 3aCTOCYBaHH:A (mEB. PO3ALI «®apMaKoJIoTivHi gracTHBocTi»). He MOXHa BUKIIOIATH
PH3HK JUIs HOBOHAPODKCHHX / nmiTeii TPYIHOTO BIKY. Jlikapcekuit 3acib OTIATAZIMH EKO me cix

3ACTOCOBYBATH y TIEPiOL IOy BaHHS IPYULO.

PenpoayKTHBHA byHKLis

JlocnifkeHb BIUIMBY —OJOTATANHHY Ha pEUIpOXyKTHBHY ¢yHKIiI0 TOAUHU micasl MICIIEBOTO
0 TATEMOJIOTIYHOTO 3aCTOCY BAHHA HE IPOBOIMIH.

30ammuicmb eniueamu Ha weuoKicmo peaxuii npu KepyeaHHi agmompancnopmom abo iHmumu
MeXaHiZMamu

JlikapchKuii 3acié OINIATAJIVH EKO He BIMBacE a6o Mac He3HAUHMil BILIMB Ha 3/IaTHICTh KepyBaTH
aBTOTPAHCIIOPTOM Ta iHIIAMH MexadizMamu. Sk 1 mpH 3acTOCYBaHHI OyAb-SIKMX OYHHX Kpancib,
THMYACOBE 3aTYMAHEHHS 30py abo {HII MOpYIIEHHS 30py MOXYTb BIUIMBATH Ha 3J[aTHICTH KEPyBaTH
aBTOTPAHCIIOPTOM 200 TpauioBaTH 3 CHImME MeXai3MaMi. SIKIIO 3aTyMaHCHHs 30py BUHHMKAC iz
yac 3aKamyBaHHs, MAUIEHTY HEOOXiHO 3a4eKaTH, MOKHM 3ip NMPOSCHATHCA, NeEpul HiXK KepyBaTH

aBTOTPAHCIOPTOM 200 NMpalioBaTH 3 IHIHMH MeXaHi3MaMH.

Chnoci6 3acmocy6aHHa ma 003u

TiibKe 15 OQTATBEMONOTTIHOTO 3aCTOCY BAHH.

V xoH IOHKTHBANBHHN MiIIOK YPXEHOro Oka (oueif) cmin 3aKkamyBaTd IO 1 xpamwi mpenapary
OTIATAJIVIH EKO 2 pasu Ha 1100y (3 inTepBaoM y 8 TO/MH). Y pasi HeoGXiHOCT] JiKyBaHHST MOXeE
TpUBATH JI0 4-X MiCSIUB.

3acTOCYBAHHS NALIEHTAM JITHBOLO BIKY

Hemae HeoBXiHOCT] y KOPHTYBaHHI 103yBaHHA UL miei Kkareropii NAi€HTIB.

3acTOCYBAHHS MTSM Ta MUTTKAM

Jlikapcekuii 3aci6 OITATAJIMH EKO mosxHa 3aCTOCOBYBATH ¥ ne/iaTpHUHii PAKTHIN AITAM BIKOM
it 3 pOKIB y TOMY XK JI03yBaHHi, 1O 1 JOPOCIAM. Beanexa Ta eeKTHBHICTb 3aCTOCY BAHHI Ipenapaty
OTIATAJIVH EKO mitsiv BikoM 10 3 poKiB He BuBYeHa. Jlani m0/0 Hiei BikoBOi Kareropii BifCyTHi.
3acToCYBaHHS IPH NOPYIICHHAX dynKuii meYiHKA T2 HUPOK

JTocTi e Db ONOoMaTaMHY Y dopmi oUHHEX Kpaneib (OITATAJIVH EKO) [ari€eHTaM i3 NOopyIICHHAMHA
Jynxuil nedigKy a60 HMPOK HE MPOBOIHIIH. OpHaK HeMae HeoOXiTHOCTI B KOPUTYBaHHI JO3yBaHHI Y
pasi nopyIuceHb dynKuii medinka abo HEPOK (zMB. pO3IALI «®apMaKoKiHeTHKay).

[Ticis HiepIoro BiAKpATTS dmakoHa CIIijl 3HATH 3aXHCHE Kiflblie, IpU3HAYeHe A KOHTPOJIO NEPIIoTro
BiIKPUTTA.

Jlikapchkuit 3aci6 OITATAJIMH EKO € cTepuibHAM PO3THMHOM, IO He MIiCTHTH KOHCEPBAHTIB.

ITeped 3acmoCy6aHHAM NKAPCLKO20 3acoby

- Tlepen MepuMM 3acTOCYBaHHIM nikapcskoro 3acofy CIIifi CrOHaTKy OIMPaKTHKYBATUCH OO
BHKOPHCTAHHS tbnaxoua—xpanenr;ﬂuui, [IOBUIBHO HATWMCKAIOWM #0ro, Mo0 3aKanary O1HY KpaIno B
0KO, HE TOPKalO4YHCh oro.

- SIKkmo MALi€HT BHEBHEHMH, IO MOXE 3aKanaTH OiHY KpaIUIo, BiH MOBHHEH BHOpaTH Ty MO3HILIO,
5Ky BBaKa€ HaAHOLIBII koMpopTHOIO (MOXHA cicTH, JieXaTH Ha CIHHI 260 CTOATH Iepel I3EpKaAIOM).

3acmocyéanis NiKapcoLKko2o 3acoby

1. TTepen 3acTOCYBaHHSM TpPEApaTy CJIiJt peTeNbHO BUMHUTH PYKH.

2. SIximo ynakoska abo ¢akon OIIKOKEH1, HE 3aCTOCOBY BaTH Kparuii.

3. HeobXiZHO BHEBHUTHCS, IO TEPMETHIHE Kinblle HAa KPHINIl HE MOIIKOJOKCHE. IMepen mepiuuMm
BUKOPHMCTAHHAM BifKPYTUTA KPHIIKY: MOXKE BiUyBATHCs HE3HAYHHI omip Wim dYac pPO3pPHBY
rapaHTiiHOro KUJIBIA.

— e i
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+ 4. Y pasi NOIIKOKCHHS rapaHTifHOro KiNblls IiJ Yac MepIioro BiKpHTTs #Oro CIii 3HATH Ta
BUKWHYTH, 00 YHUKHYTH TPaBMYBaHHS.

5. HeoOXifHO HAXMIUTH IOJOBY Ha3al i 06epeXHO BIATATHYTH HHXKHIO NoBiKy, m00 yTBOPHBCH
[IPOCTIp M’ OYHHM SOITYKOM i ioBikoro. CJTiX YHHKATH KOHTAKTy MiX HAKOHCIHHKOM KpareibHAI Ta
OKOM, TIOBiKaM¥u ab0 TaibIsMH.

6. O6epexHO HATHCHYTH Ha cTiHKY (NaKoHa i JaTH Kparii IMOTPAluTA B OKO. [TorpibHO BpaxyBaTH,
[0 3aTPUMKa MK CTHCKaHHSIM ¢rakona i BUNAJaAHHIM KpaIuti MoXe TPUBaTH KiJlbkKa CEKyHI. He
HATHCKATH HAATO CHJIBHO. SIKIIO MAIUEHT HE 3HAE, K BBOAMTH Kparuti, HeoOXiHO 3anHTaTH nikaps,

dapmanenTa a0 MEACECTPY.
7. SIkmo jikap NpH3HAYMB 3aCTOCYBAHHI JiKapchKoro 3acoly B KOH IOHKTHBAIBHHM MiIIOK HIIOTO

0Ka, He0OXiTHO NOBTOPUTH IYHKTH 5-7.

8. Ilicns BUKOPHCTAHHS Ta NEPEA IMOBTOPHUM BHKOpHCTaHHAM (I1aKkoH geobxinno crpycuts 1 pas,
TpuMaroud ()IIaKOH HAKOHEUHHUKOM BHHS, HE TOPKAIOYHCHh HAKOHEYHHKA KpaneibHHUIl, 00 BHAATATH
3QJIAINKA PO34YMHY B HAKOHETHUKY. Ile HeoOXifHO s 3a6e3NeYeHHs JIOCTABKHE HACTyIHUX Kpanelb.
[licns 3aKarryBaHHs 3aKpYTHTH KPUIIKY Ha (naKoHi.

SIkmo MICIIEBO 3acTOCOByBaTH Oiibiue HDK OJMH odramsMonoridnuit 3aci6, IHTEpBAN Mk ix
3aCTOCYBAHHSIM IIOBHHEH CTAHOBMTH HE MEHIIC 5 xpmmH. OuHi Ma3i T 3aCTOCOBYBaTH B OCTAHHIO

gepry.

Jimu

Jlikapcekuii 3aci6 OMNATAJIMH EKO moxHa 3aCTOCOBYBATH niTaM BikoM Big 3 poOKiB y TOMy XK
IO3YBaHHi, IO i JOPOCTHM.

ITepedosysanun

Hemae jaHuX IIpo [EpeNO3yBaHHs i JIOTHHA IPU BHIIAJIKOBOMY a00 HaBMHCHOMY KOBTaHHI.
OJonaTa/iH BASBHAB HHU3bKHH DiBEHB rOCTPOI TOKCHYHOCTi y TBapuH. BHmajzkoBe NMPOKOBTYBAHHA
BMICTy BChOTO (IaKOHa Npenapary OINATAJIUH EKO mpu3Bene 1o MAKCHMAIBHOI CHCTEMHOI i
5 Mr ononaramuHy. LI Aid MOXe MPOABHTHCH IIPU Kignesiii 7o3i 0,5 Mr/Mi y JMTHHHA 3 MacO0 Tisa
10 kr y pasi 100 % abcopOuii.

36inpmenns inTepBary QT y cobax CcHoCTepiranocs TiBKH HpH 033X, gKi iCTOTHO TEpEBHITYBaIA
MaKCHMAIBHY 03y Ui JIOMUHH, BKasylouH Ha MATOHMOBIpHICTh 301IBIIEHHS IHTESPBAIY QT npu
KIHIYHOMY 3acTOCyBaHHi. Y mocmimkenHi 3 ydactio 102 3m0poBHX JI0OPOBONBIIB, MOIOJUX
HOOBIKIB TA JKIHOK, JEOZEH IITHROTO BIKY, SKi 3aCTOCOBYBaIM 5 MI mpemnapary 2 pasd Ha o0y
TiepopaibHO IPOTATOM 2,5 IHSA, criocTepiranocs He3HauHe 301TBIIEHHS inTepsary QT mopiBHAHO 3
BiIIOBIHAM TTOKa3HUKOM IIpH 3acTocyBaHHi 1wane6o. Y msoMy JOCTIPKEHHI BCTAHOBJICHUH PiBEHb
MaKCHAMA/IBHOT KOHIIEHTpAIlli OJionaTafuty y miasmi xposi (Bix 35 mo 127 HI/MT') IIIOHAWMEHINE Y

70 pasiB mepeBUNTyBaIa piBEHB [IPH MiCIIEBOMY 3aCTOCYBAHHI OJIONATAUHY IIOJO BIUIABY HA CEPLCBY
PENOIPH3AILIO.

V BHIAKY IEpeo3yBaHHd HeoOXITHO POBECTH BiMOBiHE OOCTEXEHHS Ta JIIKYBaHHA nanieHra.

Io6iuni peakyii

V mporeci KIiHIYHEX JociipKeHs 3 ydactio 1680 HamicHTiB JiKapchbKuil 3acid OIIATAJIUH EKO
3acTOCOBYBAIH Bif 1 70 4 pasiB Ha 106y B 00U/[Ba OKa IPOTATOM 4-x MicAIiB K MOHOTepaIliio abo sK
JIOJIATKOBY Tepallilo J0 JIOpaTafiuHy 10 mr. TTo6iuni peaxii, OB’ A3aHi i3 3aCTOCYBaHHAM Hpenapary
OITATAJZTIMH EKO, criocTepiramucs IpuOIH3HO Y 4.5 % TanieHTiB, OAHAK tineku 1,6 % 3 HEUX OyiI0
BHKTIOUEHO 3 KIIHIYHHX JOCHIUKEHb y 3B’A3KY 3 BHHHKHCHHIM mux mobiunmx peakmif. Ilix gac
IIPOBEACHHS KIHIYHUX JOCTi/UKeHb He GyJI0 TIOBIOMIIEHD IIPO Oy mb-Ki cepio3Hi obTaNEMONOTidHI
a60 cHCTEMHI MOGIUHi Aii, TTOB’sI3aHi i3 3aCTOCYBAHHAM Mperapary. HaitgacrimuM no6iqHuAM epEKTOM
IIpH 3aCTOCYBaHHI Ipenapaty OTTATAJIVH EKO GyB ounmii 6116 i3 yactoroto BunukuenHs 0,7 %.
HikueHaBeneHi  1mobidHi peakuii Bi3HAYAIMCA [POTATOM KIHIYHEX JOCHiIKEHL 1 Yy
IOCTMApKETHHTOBHI Tepion Ta Kinacn(ikoBaHi 3a HacTOTOIO: JyXe HacTo (=1/10), wacro (>1/100,
<1/10), mewacro (>1/1 000, <1/100), pixko (>1/10 000, <1/1 000), my>xe piaxo (<1/10 000), gacToTa
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HepiioMa (HEMOXJIIHBO OIIIHUTH 4acTOTy iX BUHHKHCHHI 3 jcHyrouMX faHuX). ¥ Mexax KOXKHO1 Tpynd

o6iuni peakuii MPEACTaBICHO Y TOPALKY 3MEHIIECHHS IXHBOTO CTYIICHA TSDKKOCT.

Kracu cHCTEM OpraHiB YacroTa [ToGiuni peaxuil |
Tadexiii Ta iHBa3il Heuacto PuHiT
3 Goxy iMyHHOI CHCTEMH YacToTa HEBIAOMA [TigBuineHa 4y TIHBICTD, IPUITYXJICTH 00 TI
3 Goxy HepBoBoi cucTeMn | acto TonoBHHuii 6istb, IUCTEB3isS b
Heuacto 3anaMopo4eHHs, rimecTesis
YacroTa HEBIIOMA CoHuBICTb !
3 GoKy oprasis 30py Yacto Binp B omi, IOJApa3HEHHA OKa, CyXiCTh OKa,

AHOMANBHA Yy TIHUBICT 09eH

Heuacto Eposis  pOTiBKH,  YUIKODKCHHA emiTeNio
pOriBKH, NOPYHICHHS 3 GOKy emiTesTifo POTiBKY,
TOUKOBHIL KEpaTHT, KepaTuT, 3a6apBICHHA
pOTiBKH, BHIUICHHS 3 OKa, CBITI000A3Hb,
3aTyMaHEHHs 30Dy, 3HIKEHHSI IOCTPOTH 30pY,
GredapocmnasM, BUIYTTS nuckoMdopTy B O,
cBepOiX OKa, KOH’IOHKTHBaNbHI  (QOTIKYIH,
nopymeHHs 3 OOKy KOH’IOHKTHMBH, BIIUyTTS
CTOPOHHBOTO Tijia B olli, TOCHIEHA CJIHO30TeYa,
epuTeMa IOBIK, HabpAK MOBIK, MOPYIICHHA 3
GOKY HOBIK, TimepeMis oka

YacTOTa HEBIAOMA Habpsik PpOTiBKH, HaOpsK OKa, OPUITYXITICTh
0Ka, KOH JOHKTHUBIT, Mizipia3s, 0Py IICHH: 30Dy,
yTBOPEHHS JIyCOYOK M0 KpasX MOBIK

3 GOKy peclipaTopHOI Yacto CyxicTs y HOCI

CHCTEMH, TOpaKaIbHi Ta YacToTa HEBLIOMA JlucHOE, CHHYCHT

MeXiaCTHHATBHI

OpYLICHHS

3 60Ky ILTYHKOBO- YacToTa HEBiAOMA Hynota, 61r0BaHHA

KHWIOKOBOTO TPAKTY

3 GOKy LIKipH Ta Hewacro KOHTAKTHHN ACPMATHT, BITIyTTS Me4YiHHsI Ha

T IIMKIpHUX TKAHUH mKipi, CyXicTh MIKIpH
YacToTa HEBLIOMA JlepMaTHT, EpUTEMA _'

[Topy1esHs 3aralbHOTo YacTto [TiIBMIIEHA BTOMIIIOBAHICTH :
YacroTa HEBiiOMA AcTeHis, He3XyKaHHI :

xapakTepy Ta CTaHH,
OB’ sI3aHi 3 MIiCIIEM
BBEJICHHS

o

N [Re

V nani€eHTiB 31 3HAUHUM YPaXKCHHAM POTiBKH JyKe PiaKo OBiIOMJIAIIOCS IIPO BHIIAAKH KapImdikarii

pOTiBKH TIPH 3aCTOCYBaHHI OYHHX KparneJib, o MicTsaTh dpocharti.

TTogidomnenns npo nido3pioeani nobiuni peakyii

TToBinoMyeHHs Tpo MOGIYHI peaxitii mcius peecTpanii JIKapChKOro 3aco0y Ma€ BaXKIMBE 3HAUCHHA. Ile
ma€ 3MOry IIPOBOJHTH MOHITOPYET CHiBBiIHOIICHHS KOPHCTH / pU3HK HpH 3aCTOCYBaHHI IBOTO

nikapcsKoro 3acody. Menuuaam Ta (apManeBTHIHHM npaliBHUKaM, a TaKOX nanieaTam abo ix

3aKOHHMM IIpeACTaBHUKAM CJIiZ{ TIOBIZOMIISITH TIPO yCi BUIIAJKH [1i103PIOBaHAX TTOOITHHX peaxuii Ta

BimcyTHOCTI ed)eKTUBHOCTI TiKapCHKOro 3aco0y depe3 ABTOMAaTH30BaHy inpopmarniiiny CHCTEMY 3
dapMaKoHaTIsiAY 33 MOCHTAHHSM: https://aisf.dec.gov.ua.
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Tepmin NPHAATHOCTI. 2 POKH.
Tepmin TIPHATHOCTI TiCIIA MEPLIOTO BiakpuTTs — 90 mHiB.

Y3rofKeHo 3 Matepianamu p
peecTpauliiiHoro AoChe | ' (\
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« YmopH 30epiranHs

36epiraTi MpU TeMmeparypi He BUIIC 30 °C.
3GepiraTé y HEJOCTYTHOMY s AiTedt Micid.

Viakoska. 110 5 M pO3THHY B TOJIETHJIEHOBOMY (bﬂaKOHi-KpaﬂcJIbHHﬂi MicTKicTIO 5 MI i3
KPHUIIKOIO 3 rapaHTIHHIM ximpmem. Ilo 1 abo mo 3 dmnaxonu 3 HCTpYKIL€ VLA MeAUIHOrO

33CTOCYBaHHA Y KapTOHHIH KopoOui.
Kareropisi BilmycKy-. 3a penenToM.

Bupo0HUK
Papapm C.A. /
Rafarm S.A.

MicuesHaxo/RKeHH BHpOOHHKA T2 afpeca Micig MpoBaKEHHSA fioro AisabLHOCTI

Teci ITyci Xarsi Ariy Jlyka, Iasus, 190 02, I'pewtis /
Thesi Pousi Xatzi Agiou Louka, Paiania, 190 02, Greece.

3aaBHUK
dapmaueBTHIHUIA 3aBO/L JTOJTb®APMA» C.A./

Pharmaceutical Works "POLPHARMA” S.A.

Micne3HaX0KeHHH zasiBHHKA T2 ajpeca micus MpoBafKeHH jioro AisBHOCTI

By [enpmiuHbcKa 19, 83-200, CraporapA T namsckd, Tlonbma /
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.
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