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HHCTPYKIUA
110 MeIHIIMHCKOMY TMPUMEHEeHHIO JIEKaPCTBEHHOr0 npenapara
BPUMOI'EH
(BRIMOGEN)

Toprosoe nazganune: BPUMOI'EH (BRIMOGEN)

MekIyHapoHOe HeaTeHTOBAaHHOe Ha3BaHHe: OPUMOHHU/IMH

Jlekapcrsennas gopma: Kaniu riasHsie, pactBop.

Cocras:

| MJ1 pacTBOpa COJEPIKUT:

deticmeylowee seujecmeo: GPUMOHNIMHA TapTpaTa 2 M,

gcnomozamenvrvie Geujecmea: OEeH3aNKOHMS XJIOPH/; CIUPT MOJMBMHMIIOBBII: HATPUS XJIOPHI; HATPUsA
LMTpAT; KUCJIOTAa JMMOHHas, MoHoruapat; 1M pacTBop HaTpus rupokcnia/25 % pacTBOp KHCIIOThI
XJIOPUCTOBOI0pOAHOM (715t Koppekimy pH); Boia a1 MHBEKLIHIL.

Onucanue: HpOBp&HHblﬁ pacTBOp, OT CJIErKa KeJaToBaToro 10 3€JIEHOBATO-)KEJITOro IBETa, 0e3 BUAUMBIX
HaCcTHIL.

dapmakoTepaneBTHYECKAsI rPynna
CumnaromumeTnku uis nedenus rinaykomsl. Kog ATX SOTE A0S.

dapmakoJoruyecKne cBoicTBa

DapmakoOuHamuxa

BpHUMOHMIMH SBIAETCS aroHMCTOM O-2-ajipeHepruyeckoro peuentopa. CpoicTBO GPUMOHMAMHA K -2-
anpeHepruueckum peuentopam B 1000 pas Gosbiie B CPABHEHMHU CO CPOACTBOM K 0-1- a/ipeHEpruyecKum
peuenropam. brnaroaaps stomy OpUMOHMAMH TMPHBOJMT K OTCYTCTBHUIO MHJpHa3a U Ba30KOHCTPHUKLIMH B
MUKPOCOCY1aX, CBA3aHHBIX C KCEHOT€HHBIMU TPAHCIIAHTATAMH Y€JIOBEYECKOTO PETHHA.

MecTHOoe nNpuMeHeHMe OpMMOHMAMHA TapTpara CHIDKAaeT BHyTpuriasHoe aasnenune (BI'ZD) ¢
MHHUMaJIbHBIM BIMSIHMEM Ha paboTy cepJeuHO-COCYAUCTOM CUCTEMBI M OPraHOB JbIXaHUs.

OrpaHuueHHBIE JaHHbIE KAacaTejlbHO NMPUMEHEHHMs Mpernapara nauueHtam ¢ OpOHXHMaIbHON acTMOi He
MOJATBEPAMIIM BOBHUKHOBEHUS MOOOYHBIX JEHCTBUI.

MecTHO TIpUMEHsieMblli OPMMOHMAMHA TApTpaT XapakTepusyeTcsi ObICTPBIM HauyajoM JeiCTBHUSA, a ero
MaKCHMMabHOE THMNOTEH3MBHOE JEHCTBUE BO3HMKAeT yepe3 2 wvaca rocie BBeJeHMs J103bl. B aBYX
KJIMHMYECKUX MCCJIEI0BAaHUSX, MPOBEJEHHBIX B TEYCHHE rojaa, OpUMOHHMIMHA TApTPaT CHU3WII 3HAYEHHUE
BI'Jl npumepHo Ha 4-6 MM pTyTHOTO cToj0a.

CornacHo (moopoOTOMETPUYECKMM HMCCIICAOBAHUSAM HA JKMBOTHBIX M TPH y4acTUH N0OPOBOIIBLEB,
OpPUMOHMAMHA TapTpaT TMpPOSBISET ABOMHON MeXxaHu3M jeicTBUA. BepoATHO, OpUMOHMANH CHUIKACT
BHYTPHIJIQ3HOE [IABJIEHHE TYTEM YMEHbLICHHS CHHTE3a BHYTPHMIJIA3HOW JKUAKOCTH W YCHJICHMSA
YBEOCKJIepalbHOro OTTOKA.

KiuHuueckue MCCleNoBaHus MOATBEPHKAAIOT, YTO OPUMOHMAMHA TapTpaT MOXKHO d(PeKTHBHO
KoMOMHMpOBaTh ¢ GeTa-aapeHobI0KaTOpaMu JUisi MECTHOro nmpuMeHeHus. KpaTtkocpouHbie KIHHHYECKHe
MCCIIeIOBAHUS TIOATBEPIKAAIOT TakKe, 4T0 OpUMOHWAMHA TapTpaT, COAEpKalllMiics B TJIasHBIX Karsx,
OKa3bIBAET CYLIECTBEHHOE KJIMHUYECKOE a/IMTUBHOE JICHCTBIE B COUETAHNM C TPABOMPOCTOM (6 Hesenb) 1
JIATAHONPOCTOM (3 Mecsua).

DapmakoKunemuKka

Bcacwieanue u pacnpeoenenue

TMocne 10 aHeii BBeseHUs B KOHBIOHKTHBANbHBIH Memmok 0,2 % pactBopa 2 pasa B CyTKM Habuozanach
HU3Kas KOHLEHTpaLus 6puMonuHa B miasme (Cpax COCTaBIISA B CPEAHEM 0,06 ur/min).
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[locie MHOTOKpaTHOro MpUMeHeHus npenapata (2 pasa B CYTKM B Teuenne 10 aHeil) 3adMKCUPOBAHO
HeGoNbIIAs KyMyJslMs npenapara B Kposu. [1nowmaas noa KpuBoii «mjiasMeHHas KOHUCHTPALMA—BPEMs) B
teyenue 12 yacos npu paBHOBEeCHOM cOCTOSHMU (AUC) - 12 yacos) COCTABIISANA 0,31 Hr 4/MJ1 110 CPABHEHHIO C
0,23 wur-u/Mn nocie BBelaeHHs repBoit  703bl. CpelHMil TEepUOA  TOJNYBBIBEAEHHA U3 ob1ero
KpOBOOGpALIEHHS TOC/IE MECTHOTO BBE/CHHS MpenapaTa COCTaBIsl IPUMEPHO 3 yaca.

Casa3piBande OpUMOHMANHA ¢ OeskaMy Mia3Mbl KPOBH MOC/€ MECTHOIO BBEACHHs COCTAB/ACT NMPUMEPHO
29 %.

B TKaHsX ra3a GpUMOHMIMH 0GPATUMO CBS3BIBACTCSA C MEIAHMHOM in vitro W in vivo. Ilocne aByX Heaenb
NPUMEHEHNs B TJ1a3a KOHUEHTPAUMKM OPMMOHMIMHA B PAJyKHOH 06010uYKe M COOCTBEHHOI COCYAHCTOM
o6osouke riasa 6u1M B 3—17 pas Bellle, 4eM Iocje 0JJHOKpaTHOM J103bl. B ciyyae OTCYTCTBUs MelaHMHA
HaKOIJIeHHUs He HabmoaaeTcs.

3HaYeHHE CBA3BIBAHMS C MEJIAHMHOM He BbIsICHeHO. OaHaKo OMOMMKPOCKONMYECKOWE HCCle/l0BaHue
MalMeHTOB, MOJy4YaBIIuX OpUMOHMIMHA TApTPaT B KAallX IJasHBIX J0 1 roxa, He nokasajno Hajauyus
KaKMX-JIM00 CYLIECTBEHHBIX MOOOYHBIX PEAKILMil OTHOCHTENIBHO ria3. Y 00e3bsiH, MoJyyaBLIMX O3Bl
MPUMEPHO B 4 pasa NpeBbILAIOIIME PEKOMEHIOBAHHYIO 03y OpMMOHMIMHA TapTpata, He ObLIO
BBISIBJICHO 3HAYMTEILHOM IJ1a3HON TOKCUYHOCTH.

Memabonuzm u evieedenue

V yenoBeka OPMMOHMINH XOPOILO BCACHIBAETCS M3 HKEJYJA0YHO-KMIIEUHOr0 TPaKTa M OBICTPO BBIBOAMTCS
rnocne nepopaibHoro npuema. CyuiecTBeHHas 4acTh 1036l (0K0s1o 75 %) BBIBOJAMTCA ¢ MOYOH B BH/E
MeTaGoJIMTOB 3a 5 JHeil; HeM3MeHeHHBIH Mpenapar B Mo4e He oOHapysxeH. Pe3ynbTaThl HCCIIEIOBAHHI in
Vitro, KOTOpble MPOBOJAMIMUCH C UCTIOJIb30BAHUEM KMBOTHOM M UEJIOBEYECKOH IMEYEHH, CBUACTEILCTBYIOT O
TOM, YTO €ro Merabosu3M OO0YCJIOBJIEH NMPENMYIIECTBEHHO albJernjokcuaasoi u uuroxpomom P450.
CuuTaercs, YTO CHCTEMHOE BBIBE/ICHHE B OCHOBHOM 00YCIIOBJIEHO MEYEHOYHBIM METa00IU3MOM.
Kunemuueckuit npoghuns

[Tocne oaHokpatHoro mnpumenenusi npenapara B jgoze 0,08 %, 0,2 % u 0,5 % He oOHapyKeHbl
CYIIECTBEHHbIE OTKJIOHEHHS OT MPOMOPLMOHAILHON 3aBUCUMOCTH MEK/y KOHIIEHTpalluei B rjiasMe KpoBr
Coax 1 AUC.

Dapmarokurnemura 8 0cobvix 2pynnax nayueHmos

Hauuenmm NOJICUII020 603pacmd.

Cmax, AUC u nepuoa nosyssiBeieHUst OpPMMOHUANHA 1OC/I€ OJHOKPATHON 103kl MOJ00HBIE Y MALMEHTOB
NoKuiaoro Bospacra (ot 65 ner u crapiie) U y MiaaluX Mo BO3pacTy MaLMEHTOB, YTO YKa3biBAET Ha TO,
4TO BO3PACT HE BJIMAET HA €ro CUCTEMHYIO abcopOLMIO U DITUMHUHALIMIO.

Knunuueckue uccnesoBanus, KOTOpble ATWINCH 3 Mecsla, ¢ yYaCTHEM MalMEHTOB TMOXKHUIIOr0 BO3pacTa,
MOATBEPAUIIN, YTO o011ee Bo3AeHCTBUE OpUMOHM/IMHA ObLI OYEHb HE3HAYMTEIBLHO.

IlokazaHusi K NpUMEHEHHIO

CHuKeHMEe NMOBbILIEHHOTO BHYTpHriazHoro aasienus (B/IN) y nauueHToB ¢ OTKPHITOYrOIbHOM r1ayKoMOii

WM OTanbMOTHNIEPTEH3UEH.

- Kak MoHoTepanus y mauMeHTOB, U8 KOTOPBIX MECTHOE mpumeHeHue Oera-0J0KaTopos
MPOTUBOMOKA3aHO.

- Ilpp  KOMOMHMpDOBAaHHOM Jle4eHWH C JPYFUMH JIeKAPCTBEHHBIMM CPEJCTBAMM, CHHIKAIOUIMMHU
BHYTPHUIJIa3HOE JIaBJIEHHUE, €CJIH CHHIKEHHE JaBlICHHUS C IPUMEHEHHUEM ITUX MpernapaToB HEA0CTATOUHO.

Cnocob npumeHeHHs1 U 103bl

[/ MECTHOrO NPUMEHEHHA B O)TATbMOJIOTHH.

[Tpu ucnonszoBanuu 6oJiee 4eM 0JHOro0 O TaaLMONIOTHYECKOro JIEKApCTBEHHOIO CPE/ICTBA PEKOMEH/1yeTCs
cobII0/IeHIe MepepbIBOB MEXK1Y UX NPUMEHeHHeM He MeHee 5—15 MUHYT.

Kak ¥ B ciyyae npuMeHeHUs MOOBIX APYrHUX IVIa3HBIX Karelb, Ul yMEHbLICHUS BO3MOKHON CHCTEMHOMH
abcopbumu GpUMOHKMIMHA, Cpa3y MOC/e 3aKanbiBaHUs JIEKaPCTBEHHOTO CPEACTBA PEKOMEHYETCA NpHKaTh
W yJepKUBATH B TEYEHMM OIHOW MMHYTBI CII€3HbII MELIOK HA BHYTPEHHEM YIily riasa (HaxaTue Cle3HOi
TOYKHM). DTO JAEHCTBHUE Clie/lyeT BBIMOIHATH Cpa3y Mocie BBEJCHUs KaK/10H Karuiu.
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Bspocivie, 6knt04as NAYueHmo8 NOJUCUI020 603pacma L ___ PRI DI |
PekomeHlyeTcs npuUMeHeHue | Karuii JIEKapCTBEHHOro CpeicTBa B Ijas (rmaza) 2 pa3a B CyTKH C
nepepbiBoM npuMepHo 12 yacos. Jiis NALUEHTOB NOKUIIOro BO3pacTa KOppEKLMA 710361 He TpedyeTcs.
Iayuenmvi ¢ napyuienuem GyHkyuu nevenu u no4ex
He npoBoauiuch MCCNENOBAHMS NPUMEHEHHMs JIGKAPCTBEHHOrO CPEACTBA MalMEHTaM C HapyLlIeHUAMH

(GYHKLMU NEYEHU UM MOYEK.

Jdern

Y noapoctkos (0T 12 10 17 neT) KIMHMYECKMX MCCIIe/I0BaHHii HE TPOBOAMIOCH.

Bpumoren He pekomeHayercs ais jeredl miamme 12 jeT M NpOTMBOMOKasaH HOBOPOKACHHBIM M
miazeHnam (Maamme 2 net). M3BecTHO, YTO y HOBOPOXK/IECHHBIX MOTYT BO3HHMKATh TSKEIIBIC noboyHbIE
peakiLmu.

BesonacHOCTh ¥ 3 PEKTUBHOCTD Y JIETEH HE YCTAHOBJICHBI.

Iobounoe oeiicmeue

Hau6oee yacTo BO3HUKAIOT (BeTpeyaioTes y 22-25% MauneHToB) Takue nobouHbIe ICHCTBUA KaK CyXOCTh
BO PTY, TMIIEPEMHs M 4YYBCTBO MOKEHHs/TIOKaIbiBaHUA ri1a3. OHM OOBIYHO MPOXOJAIIHE H 00OBIYHO HE
MMEIOT CePhEe3HOCTH, TpeOytoLei npeKpalieH s JIeYeHHs.

CHMITOMBI a/1IePrHyecKnX peakiuii co CTOPOHBI T1a3 BeTpeyanuch y 12,7 % mauneHToB, y4acTBOBABLIMX
B KIMHWYeckuX wucciaenoanusax (y 11,5 % Boi3piBas aOGCTHHEHTHBIH cubapom). Takne peakuuu B
OOJNBLLUIMHCTBE CIIy4aeB BO3HUKAIM MEXKY 3-M U 9-M MecsALamu jieueHus.

B ka0l HIKENpHUBEACHHON IpyIne HeXelaTe/lbHbIE ABJIEHHs ONpEe/e/eHbl B MOPAIKE YMCHBIICHUS HX
cepbe3HocTH. YacToTa BO3HMKHOBEHMs MOOOYHBIX d(PQeKToB Kiaccupuumpyercs Cleaylouum obpazom:
ouenp yacto (> 1/10) wacto (ot >1/100 0 <1/10); neuacro (<1/100); pesako (ot >1/1000 no <1/100); ouenb
peako (<1/10000); Hen3BecTHO (YACTOTA HE MOKET ObITh OLIEHEHA M0 UMEIOLLMMCS JaHHBIM).

Co cmoporHbl UMMYHHOT CUCMEMbl. HEYACTO - CUCTEMHBIC AJIEPriUiYecKHe peaKinm.

Co cmoponsl ncuxuku: HeYacTo — JIeTPeccHs; O4eHb pelKo — 6eCCOHHHUIIA.

Co cmoponvt nep6noil cucmemsl: OYEHb YaCTO — roJIOBHas 00Jib, COHIIMBOCTD; YAaCTO — rOJOBOKPYIKEHHE,
HapylleHHe BKyca; 04CHb PEJKO - NOTEPs CO3HAHMS.

Co cmoponvl 0p2anoé 3penus: OYeHb YacTo — pasjipakeHue rja3 (rurnepemMus, *OKeHHE U MOKalbIBaHHE,
3yJl, OMLLYIIEHHE WHOPOAHOTO Tena, (ONMKY/Ne3 KOHBIOHKTHBBI), HEUETKOCTh 3PEHMs, ajllepruyecKuii
Gaedapur, anneprudeckuit 6nedapOKOHBIOHKTHBHT, alJIEPrUYeCKUid KOHBIOHKTUBHUT, ajljiepruyeckas
peakiys ria3 ¥ GOJTMKYIAPHBIA KOHBIOHKTUBUT, YACTO — MECTHOE pas/ipakeHue (OTeK W MOKpacHEeHHe
BEK, BOCMAJeHHE KPAeB BEK, OTEK KOHBIOHKTHBBI U HAJIMYME BhIJICICHUH U3 KOHBIOHKTUBAJILHOIO MELIKa,
Gons B rasax M cie3otedeHue), (OTOUYBCTBHTEIBHOCTh, MOBPEKACHUE (IPO3Ms) M M3MEHEHHE LIBETa
SMUTEJIUS POTOBMIIBI, CYXOCTh IJ1a3, 6J1e/IHOCTh KOHBIOHKTHBBI, HapyllIeHHe 3pEeHHUsl, KOHbIOHKTHBHT, O4€Hb
PEKO — UPUT, MHO3.

Co cmoponst cepoya: HewacTo — cepaleduenne /aputmus (B ToM uuciie Opagukapaus ¥ TaxuKapaus).

Co cmoponbl cocy006: 04EeHb PEAKO — THNEPTEH3Us, TUITOTEH3US.

Co cmoponbl OblXameibHOU cucmemsl, Opeano6 epyoHoll KIemKu U cpedocments. 4acTo — CHMIITOMBI CO
CTOPOHBI BEPXHHMX JBIXATEIbHBIX MyTEi; HEYACTO — CYXOCTh CIM3UCTOH 000I0YKHM HOCA; PEJIKO — OJIbILIKA.
Co cmoponbvl HCenyOOYHO-KUUEYHO20 MPAKMA.: 0Y4EHb 4aCTO — CYXOCThb CM3UCTOI 000JI0UKH MOJIOCTH pTa;
4acTo — JKeJIyA0YHO-KHILIEUYHbIE pacCTpOHCTBa.

Obwyue paccmpoiicmea u pacempoucmea 6 mecme 66e0enus. O4€Hb 4acTo — YCTAN0CTh; 4aCTO — aCTEHUA.
Huxe npusesiensl no6ounbie 3 eKTsl, KOTOphIEe HAG/II0AANK B MEPHOJL TOCTMAPKETHHIOBOTO MPUMEHEHHUA
GPMMOHM/IMHA TAPTPATa B BUJE PACTBOPA IJIA3HBIX Karelb B KIMHMYECKOH MpakTHke. OTYeThl OCHOBAHBI
Ha 00pPOBOJILHBIX COOOMIEHUSX HEWU3BECTHOrO OT HEM3BECTHOTO KOJMYECTBA [MALMEHTOB, MOSTOMY
HEBO3MOXKHO OLIEHUTH YaCTOTY UX BO3HUKHOBEHHSI.

Co cmoponwl op2anog 3penus: ApUAOLUMKINT (IIepeIHIil yBEHT), 3y BEK.

Co cmoponsl KoJicu U NOOKOJICHbIX MKAHe: KOKHBIE PEaKLMH, BKIIOYas SpUTEMY, OTCK JIMLLA, 3y, ChIMb H
paciIMpeHHue KPOBEHOCHBIX COCY/IOB.
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4 HOBOPOJKICHHBIX W MIIA/ICHIICB, Y KOTOpPBIX SJIEMEHTOM Tepanuu BpO)KIlCHHOﬁ IrJ1ayKOMbI ObLIIO
IMMPUMEHEHUE GPMMOHH,IIHHa, HaOMOAAIMCh CUMITOMBI TEPEA03UPOBKH TaKHE KaK mnoTepsi CO3HaHW#A,
jeraprus, COHJIUBOCTb, CHUIKCHUC apTepuanbHOro AaBJICHUA, BsJIOCTb, 6panm<apmm, TUNOTEPMUs, LIMAHO3,
061e1HOCTb, YrHETEHHUE JIbIXaHUusA W altHO3.

Bayicno  coobwiams 0  NOO03PEEACMBIX — HEMHCEIAMENbHLIX — PEAKWUAX  nocae  pecucmpaguu
NIeKaPCMECHHO20 NPenapama ¢ Ueablo 00eCneeHUs HenpepoulH020 MOHUMOpUHSA COOMHOWEHUA
«ROMB3A-PUCK»  JIeKapcmeenno2o  npenapama. MeOuyuHCKuM — COMpPYOHUKAM PEeKOMeHOyemcsa
cooBWuUML 0 JI0GLIX NOOO3PECACMBIX HEHCENAMENbHBIX PeAKWUAX NeKapCmeeHHozo cpedcmea U
HeIphekmusnocmu nexapemeennvix cpedcmes ¢ Pecnybaukanckoe ynumapHoe npeonpuamue «Il{enmp
IKCnepmu3 u UCnbIMaHuil 8 30pagooxpanenuuy, www.rceth.by.

IIporuBONOKa3aHUA

- TToBbllIeHHAs! YYBCTBUTENBHOCTD K ICHCTBYIOLIEMY BELIECTBY MJIM JAPYIMM KOMIIOHEHTaM Ipernapara.

- HoBoposkaeHHbIe U MiiajieH1b! (Maame 2 JeT).

- O/IHOBpEMEHHOE NMpPUMEHEHHEe ¢ MHrUOMTOpamMu MoHOoaMMHOOKcuaassl (MAQO) u aHTHAENpEeCCaHTaMH,
KOTOpbIe BIHMSAIOT Ha HOpaJpEeHEepruyecKkylo nepejaady (HarmpuMep, TPULMKINYECKHE aHTH/CNPECCAHTDI,
MHUAHCEPHH).

Ilepenosuposka

ITepedozupoera npu oghpmansbmono2uveckom npumeneHuu (63pocvie).

B rnosydeHHBIX COOOIIEHHAX OOBIYHO YKa3biBaJOCh O CIy4asX, KOTOpble yike ObLIM OMHMCaHbl Kak
noGoyHbIE peakLnu.

Cucmemnas nepedo3uposka 6ciedcmeue Cayyaino20 npo2namvl6anus (63pocivie).

CyuiecTBYIOT OrpaHWYEHHBIE JAHHBIE O CIyYyaiHOM MpueMe BHYTPb OpHUMOHHMIMHA B3POCIBIMH
naMeHTaMu. EJIMHCTBEHHBIM MOOOYHBIM JCHCTBHEM, O KOTOPOM €OOOLIANOCh, OBIIO THIOTEH3MS.
Coob11anock, 4To JAaHHbl 3MU30/] COMPOBOJKAANICA PUKOLIETHOH rHNepTeH3HE.

Jleuenue nepopasibHOM MEpeO3UPOBKU BKIHOYACT MOJEPIKUBAIOILYIO TEparnuio U CHMITOMATHYECKOE
Jevyenune; HeoOX0auMo 00eCeYuTh MPOXOAUMOCTD AbIXaTe/IbHBIX MMyTEH NaluUeHTa.

Coob1manocs 0 nepeao3upoBKe JAPYruMHu anb(pa-2-aroHUCTAMH, KOTOPBIE BBI3bIBAIM TIPH IpHEMe BHYTpPb
TaKue CHUMITOMBI KaK TMMOTEH3Ms, acTeHMs, pBOTa, JieTaprus, ceaauus, Opaavkapans, apuTMHs, MHO3,
artHod, FMIMOTOHMUSA, TMIMOTEPMHUS, IbIXATENIbHAS HEJOCTATOYHOCTE U CY/IOPOTH.

Ileouampuyeckas nonynsayus.

Coobuanocs npo cepbesHbie nobouHbie 3PGeKThl noce cayyaiHoro NpUMEHeHHs rnpenapara JIeTbMH.
[launeHTs ucnbiThIBann cuMnTombl yrHetenuss L{HC, kak npaBuio, npexojsilylo KOMY WM HH3KHM
YPOBeHb CO3HAHMWSA, JIETAPrHIO, COHJIMBOCTb, TMIOTOHHIO, OpaJMKapIMIO, TMIOTEPMHIO, OJIEIHOCTb,
YrHETEHHE JBIXaHUS M alHO)d, U TpebOBaIM rOCIIUTAIM3ALMN B PEAaHUMALIMOHHOE OT/Ie/ICHHE ¢ MHTYOaumei
npy Hannyuu nokasanuid. Coob1ianock, 4To BCe MalMeHThbl MOJHOCTBIO BBI3JI0POBEIH, OOBIYHO B TEUEHHE
6-24 yacos.

Mepbl Ipe0CcTOPOKHOCTH

Toneko ans MecTHoro npumeHenuss B oranbmonoruu. He nmpuHumaTh BHYTPh M HE BBOAWTbL B BHUJE
UHBEKLIUH.

C nerbMu B Bo3pacte 2 NeT U cTapiue, 0ocoGeHHO B Bo3pacTe oT 2 70 7 neT u/unu ¢ maccoit tena < 20 kr,
CIIEIyET OTHOCUTBCS € OCTOPOKHOCTBIO M BHUMATENBHO CIEAWTH 32 HMUMH M3-3a BBICOKOW 4acTOThI M
TAIKECTH COHJIMBOCTH.

Crnenyer ¢ OCTOPOYKHOCTBIO TNPHMEHSTH Mpenapar Mpd JICYEHUH TMALMEHTOB C TAXKEIBIMH  HIH
HECTAOMIIBHBIMM ¥ HEKOHTPOJIMPYEMBIMH CEpP/EUHO-COCYAUCTLIMU 3a00JI€BAHUSAMH.

V HekoTopsiX mauueHToB (12,7 %) B X0ozie KJIMHMYECKHMX MCCIIEI0BAHHI HaOo1auch ajjieprudeckKue
peakiMu CO CTOPOHBI a3 nocie mnpuema OpumonuauHa. B ciaydae BO3ZHMKHOBEHMS ajljiepruyeckux
peakumii clieyeT NpekpaTuTh NpUMeHeH!e OPUMOHHMIMHA.
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ABOOXPAHEHUSA

SIUIKKH BETTAPYCI

O o0 A
OTMeyalich 3aMe/UIeHHbIE PEeaKkUMH TUIepuyBCTBUTEIBLHOCTH CO CTOPOHBI IJa3 Moce NpUMEHEHH
GPUMOHM/IMHA, HEKOTOPBIE U3 HIX ObLIHM CBA3aHbI ¢ yBennuennem BJIT.
CneyeT ¢ OCTOPOXKHOCTBIO MPUMEHSTH Tpernapar nauMeHTam C Jenpeccueid, LepedpalbHOM Wi
KOPOHApHOH  HeJIOCTATOYHOCTBIO, ~ CHHJApOMOM  PeiiHo,  OpTOCTATHYECKO THMOTEH3UeH  MIH
061U TEPHPYIOLLIUM TPOMOAHTHUTOM.
BinsiHHe JIeKapCTBEHHOTO CPEICTBA HA NALMEHTOB C MEUEHOYHOH WIIM MOYEHHOH HE0CTAaTOYHOCTRIO HE
MCCIIeI0BAIOCh, MOATOMY cCliefyeT OBbITh OCTOPOXHBIM TIpH MPUMEHEHHWH T[pernaparta MalMeHTam ¢
COOTBETCTBYIOLIUMH 3a00J1€BAHUAMH.
KoHcepBaHT, BXOAAIIMI B COCTAaB JIEKApPCTBEHHOTO Mpenapata, OCH3alKOHMS XJOPH, MOXKET BbI3BATh
pasjpakeHue a3, CHMITOMBI «CyXOro riasa», OKashiBaTh BiMsHME Ha porosuily riasa. [lo ITOM
npuunHe TpeGyeTcs TIaTebHbI MOHUTOPHHI 3a MAlMEHTOM MpPH YacTOM M JUIMTEILHOM MpHMEHEHHH
npenapara. Ce/lyeT ¢ 0CTOPOKHOCTBIO HA3HAYATH MALMEHTAM C CUMIITOMAMH «CyXOro riasa» bpumore,
TaK KaKk 0€H3aJKOHHMS XJIOPH/ MOMKET BbI3BAaTh MOBPEKJIECHUE POTOBULIbI.
Usberaiite KOHTaKTa ¢ MATKMMH KOHTaKTHBIMM JuH3amMH. [lepes npyMeHeHHEM CHUMMTE KOHTAKTHbBIC
JMH3Bl M MOJOKIMTE HE MeHee 15 MHUHYT nepej MOBTOPHOM BCTAaBKOWH. BEH3aNKOHMS XIOPHI MOKET
BBI3BATh M3MEHEHHE LIBETA MJIM 00eCLBEYMBAHUE MATKUX KOHTAKTHBIX JIMH3.

BepemeHHOCTH H MEPHO/ rPYAHOI0 BCKAPMJIHBAHHS

bepemennocmow

Be3onacHocTh MCTIOJIb30BaHMs OepeMEeHHBIM JKEHIIIMHAM He YCTaHOBJIeHa. B uccien0BaHUAX Ha )KUBOTHBIX
OpMMOHHMIMHA TapTpaT He OKa3biBaJl TepaToreHHbIX 3(QekToB. BbIO MokazaHo, 4TO y KpOJHKOB
OpMMOHMIMHA TapTpaT B Iuiasme npu 0oJiee BBICOKMX YPOBHSX, YEM JIOCTHIaeTCs BO BpeMs Teparnuu y
JIOJIEH, BBI3BIBAET MOBBIMIEHHYIO MPEJUMIUIAHTALIMOHHYIO MOTEPI0 M CHMXKEHHME IMOCTHATAlbHOrO pocra.
[Ipenapatr crneayer NpUMEHATH TOJABKO TOrJa, KOrjaa OKMjaemas [ojib3a IS MaTepd 3HAUYMTEIbHO
MPEBLIIACT MOTEHLMAIBHBIH PUCK U1 M0/,

Ilepuoo epyonozo eckapmaueaHus

HeusBecTHO, mpoHMKaeT ¥ OPUMMOHMIMH B IpyJHOE MOJIOKO, MOATOMY JIEeKapCTBEHHBIN Mpernapar He
ClIelyeT MPUMEHSATH B MEPUO KOPMIICHUS TPY/IbIO.

Bansinne Ha cnocoGHOCTH yNPaBAATH ABTOMOOH/IEM H MEXaHH3MaMH

BpUMOHMIMH MOXET BBI3BATH OLLYIIEHWE YCTAJOCTH W/WJIM COHJIMBOCTH, KOTOpPbI€ MOTYT BJIMSTH Ha
CrnocoOHOCTh YNPaBsATh TPAHCMOPTHBIMU CPEACTBAMM M JPYrMMH MeXaHu3MaMH. BpuMOHMAMH MOXKeT
TaK)Ke TMPUBOJUTL K HApYLIEHUIO OCTPOTHI 3pEHHs M/WIM HEYETKOCTH 3pPeHHs, W TNpensTCTBOBATH
CrMOCOOHOCTH YNPaBJIATh TPAHCTIOPTHBIMHU CPEACTBAMHU M 00CITYKMBATh MEXAHU3MBI, 0COOEHHO HOYBIO MJIH
MpH YMEHBLIEHHOM OCBelleHUH. [TalenT 10/KeH NoA0KAaTh 10 HCUYE3HOBEHUS 9THUX CHMIITOMOB, MPEKae
4eM MPUCTYNATh K YNPaBJIEHHUIO TPAHCTIOPTHBIM CPEACTBOM HIIK 00CIYKUBAHUIO MEXAHH3MOB.

B3aumoseiicTBHe ¢ APYyrHMH JIEKAPCTBEHHBIMH CPe/ICTBAMH

[Ipenapar npoTUBONOKAa3aH NaLMEHTaM, KOTOPbI€ MPOXOJAT JeUeHHe ¢ npumMeHeHreM nuruoutopos MAO,
Y MalyeHTam, MPUHUMAIOLMM aHTH/IENPEeCCaHThl, BIMAIONIME Ha HOpaApEeHepruyecKyto rnepeaady (To ecthb
TPULIMKITHYECKHE AHTHAENPECCAHThl © MUAHCEPHH).

Xota cneunduyeckue uccneaoBaHus B3auMOoeHCTBUS OPUMOHUIMHA C JIEKAPCTBEHHBIMU CPEACTBAMM HE
MPOBO/IUIIH, CIIEAYET YUUTBIBATh BOSMOKHOCTb YCHICHHUA 3 deKTa 1eKapCTBEHHBIX CPEJICTB, YITHETAIOINX
ueHTpanbHyo HepBHyto cuctemy (LIHC) (ankorons, 6GapOuTypaThl, onuaThl, celaTUBHBIC NpenapaThl Win
AHECTETHKH).

OTCyTCTBYIOT JOCTYIHBIE JaHHble 00 YpOBHE UMPKYJIHMPYIOIIMX KaTeXxoJaMMHOB TMocie TnpueMa
Bpumorena.

Crnenyer ¢ OCTOPOKHOCTBIO Ha3zHA4YaTh MALMEHTaM, KOTOPbIE NPUHUMAIOT JIEKapCTBEHHBIC CPEICTBA,
BAMAIONIME HAa MeTaboiu3M M YBEIMYMBAIOT KOHLEHTPALMIO AMHMHOB B IUIa3Me KpOBH (Hampumep,
XJIOpIPOMa3uH, MeTWI(EHUIAT, Pe3ePInH).



=y [ COTJACOBAHO
| MUHUCTEPCTBOM BJIPABOOXPAHEHHS

DCTTUR T8 BN "

3 . < U 4 ;H; ka3 Muuucere; D ) 1eHN '.
[Tocne mpuMeHeHHs GPMMOHMAMHA Yy HEKOTOPBIX MAlMEHTOB HalII0JaoCh HE3HAUMTENLHOE CHIKEHHE
aprepuansHoro aasienus. Cieayer ObITh OCTOPOXKHBIMH, MPUMEHsS OPUMOHM/IMH OJHOBPEMEHHO ¢
AHTUIUNEPTEH3UBHBIM M/WITH CEPJEYHBIMH TIMKO3HIaMH.
PekoMen/IyeTcsi co6moaTh OCTOPOKHOCTh B Hayasie JiedeHns (MM NMpH M3MEHEHWH JI03bl Nperapara) Bo
BpeMsi KOMOMHMPOBAHHOMH Teparnuh ¢ CHCTEMHBIMU CPEJCTBAMM (HE3aBUCHMO OT MX (hapMaleBTHYECKOH
dopMmBI), KOTOpBIE MOT'YT B3aMMO/EHCTBOBATh C ArOHUCTAMH anb(a-apeHOPELENTOPOB N BIHATE HA UX
3¢ ()EeKTUBHOCT, TO €CTh APOHUCTAMM MIIM AHTArOHUCTAMH aIPEHOPELIENITOPOB (HANPUMeEp, U30TPEHATHHA,

npa3o3uHa).

@opma BLINYCKA H YIIAKOBKA

Karuti rnasueie, pactBop, 2 Mr/mi

[To 5 MJ1 B HEMPO3PauHOM MOJUITHICHOBOM (JIAKOHE € KanedbHULIEH U3 MOJUITHIICHA U 3aBUHYMBAIOLIEHCS
KPBILIKOM M3 MoaudTHIeHa Oeoro ueeta; 1o 1 uiam no 3, uiu no 6 (IakoHOB B KApTOHHOM KOpoOKe.

YciaoBus XxpaHeHHst
Xpauutb npu Temneparype He Boite 25 °C.
XpaHHUTh B HEJJOCTYITHOM JUIA JleTeit MecTe.

Cpoxk roguocTu

2 roja.

Cpok rosHocTH nocie BCKpeITHS (priakoHa - 28 JHei.

He npumeHsaTs nociie OKOHYaHUs CPOKA FOHOCTH.

JlaToii ucTeyeHus cpoka roIHOCTH SIBJISETCS MOCTEAHUM JIeHb YKa3aHHOrO Mecsla.

YenoBus OTIYCKA U3 allTEeK
Hpnmemm, 110 Ha3HA4YCHUIO Bpaya.

IIponsBoauTens (3asiBuTENB)

IIpouseooumenv, omeemcmeeHHwlll 3a KA4eCmeo:
®apmacenext MurepHeiiun buraitmonrs I'm6X.
Opuer-Menxuop-I'acce 20, 1020 Bena, ABctpusi.
Tenedon/pakc: +43 178603860/+43 1786038620
DneKkTpoHHas nouta: regulatory@pharmaselect.com

Hmnoprep u opranusauusi, ynoJiHOMOYeHHAsi MPHHAMATH NPETEH3HH OT noTpeduTes u ee
OpUAHYEeCKHii aapec:

OO0uiecTBO ¢ OrpaHUYeHHOM OTBETCTBEHHOCTBIO «[Tonbmeny,

yn. UrkenepHas, 1. 7, nom. 2, komH. 11, 220075, r. Munck, Pecniy6auka Benapyce,

Tenl. (+375 17) 378-38-81, e-mail: office@polmedpharm.com



