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HHCTPYKIMUSA IO MEAUIIMHCKOMY IPUMEHEHUIO JTEKAPCTBEHHOI'O
ITPEITAPATA

IBKA30JIMH® AKBA
(EUCAZOLIN® AQUA)

Toprosoe HazBanue

OBka3onuH® AkBa

MeskayHapoaHOe HeIATEeHTOBAHHOE HAMMEHOBaHHe

Kcunomerazonun

Cocras

Oeticmsyrowee geujecmago: Xylometazoline;

1 r cpest COEPIKUT KCUIIOMETa30JIMHA Tuapoxiopuaa B nepecuére Ha 100 % BemectBo 1 Mmr;
ecnomozamenvHuvle geujecmsea: OSH3AIKOHUS XJIOPHJL; MAcilo 3BKAIMIITOBOE; AUHATPUS 3J€TaT;
IPONUJICHIJIMKOJIb; MOJMATHIEHIINKOIL 1500; moBuaoH; runpomennosa; noiucopdat 20; HaTpus
ruznpogocdar, rorexkaruapar; Kanus auruapodocdar; Bojia OUUICHHAS.

JlekapcTBenHas popma

Crpeii Ha3anbHBIN.

Onucanue

[Ipenapatr npu BbIXOone M3 (pIakoHa uepe3 HAcoC-7103aTOp C paclbUIMTENIEM Ha3aJdbHOTO
Ha3HA4YeHMs] pacHbUIsSeTCs] B BUJIE adpPO30JbHOW CTpyH, MMEIOIIeH crenupuyeckuil 3amax U
IpeJCTaBIsIomel co00l TuCeprupoBaHHbIE B BO3/IyXe YACTULIbI AKHUIKOCTH.
dapmakoTepaneBTHYECKas IPyNna

CpencTtBa, mpuMeHseMble NpH 3a00JeBaHUAX NOJOCTH Hoca. IlpoTuBOOTEUHBIE W Jpyrue
npenaparsl i1 MECTHOTO MPUMEHEHHMsI NIPH 3a00JI€BaHUIX MOJIOCTH HOoca. CUMIIATOMUMETHKH,
IIPOCTBIE MTPETAPaTHI.

Kox ATX RO1A A07.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Kcunomerazonun — sBIseTC  CUMIIATOMUMETHYECKMM  areHTOM,  JEHCTBYIOIIMM  Ha
0-aJJpeHEePruYecKue peLenTopsl.

Kcunomera3onuH mpu Ha3adbHOM IPUMEHEHUH BBI3BIBAET CY)KEHHE KPOBEHOCHBIX COCYJOB
CIIM3UCTON 00OJOYKM HOCA W NMPUIJIETAIOUINX YYaCTKOB HOCOIJIOTKH, YCTpaHssl TaKUM 0O0pa3oM
OTEK M TUIIEPEMHUIO CIIM3UCTON 000I0UKH HOCA M HOCOTJIOTKH, @ TAK)KE CHUYKAET CBA3aHHOE C 3TUM
MOBBILICHHOE BBIJIEJIEHUE CIIU3U U 00JIerdaeT yAaleHue OJI0KHPOBaHHBIX BBIJIETICHUN U3 HOCA, UTO
IPUBOJIUT K OYMCTKE HOCOBBIX MTPOXOI0B M 0OJIETYEHUIO HOCOBOTO JIbIXaHUSI.

[eiicTBre npenapara HAYMHAETCS B TEYEHUE 2 MUHYT ITOCJIE IPUMEHEHUS U coXpaHseTcs 10 12
4acoB (HampuMep, B TEYEHUE BCEH HOUM).

[Ipenapat xopoiio MepeHOCUTCs] OOJBHBIMU C YYBCTBUTEIBHOM CIM3UCTOM OOOJOYKON U He
CHIDKAeT  MYKOLWIMApHylo  (yHKIuro. Pe3ympTaTbl  HCCIEAOBAaHMM  MOKa3aid, dYTO
KCUJIOMETA30JIMH CHU)KAaeT HMHQPEKUMOHHYIO aKTHBHOCTh PHHOBHpYCA YENOBEKa, KOTOPBII
aCCOIMMPYETCs ¢ OOBIYHON MPOCTYI0M.

DapmakoKkunemuxa



[Tpy MeCTHOM NpPUMEHEHHH KCUJIOMETA30JIMH MPAKTUYECKH He abcopOupyeTcs, KOHIIEHTPALHs
KCHJIOMETa30JIMHA B IUIa3ME€ KPOBH HACTOJIBKO Maja, YTO NMPAKTHYECKH HE OOHapyKUBAETCS
(KOHILIEHTpalMsl B IJIa3Me KPOBH OJIM3Ka K JIUMHUTY OIPEACTICHUS).

Kcunomerazonun He o007amaeT MyTareHHBIMH CBOMCTBaMH. TakXke B HCCIEAOBAaHUSAX Ha
YKUBOTHBIX HE OBLIO BBISIBJICHO TEPATOTEHHOTO BIUSHUS KCUJIOMETA30/IMHA.

IMoka3aHusi K NPpUMEHEHHI0

CumnromaTHueckoe JeUeHHE 3aJI0KEHHOCTH HOcCa IMPHU MPOCTYyle, CEHHOM JHMXOopajke, Mpu
JPYTUX AIEPrHYECKUX PUHUTAX, CHHYCHUTAX.

Jist obnerueHust OTTOKa cekpera mpu 3a00JIeBaHUAX MPUIATOYHBIX Ma3yX HOCA.
BcemomorarenbHas Tepanusi cpeiHero OoTtura (il YCTpaHEHHs OTEKA CIM3UCTOH 000JI0UKU
MOJIOCTH HOCA).

Jiist oGnerueHust MpoBEACHUs PUHOCKOITHH.

IIporuBonokazanusi

['MnepyyBCTBUTENBHOCTh K KCHJIOMETA30JIMHY WM K JII00OMY IpyroMy KOMIIOHEHTY Iperapara,
OCTpbIe KOpOHapHbIe 3a00JieBaHUS, KOPOHApHas acTMa, TUIEPTHPEO3, 3aKPBITOYroJbHAs
rJIayKoMa, TpaHC(EeHOUAanbHass TUNO(U3IKTOMUS W XUPYPrHUECKHE BMEIIATENLCTBA C
oOHa)XeHHEeM MO3T0BOI 000JI0UKH B aHaMHEe3e, Cyxoil puHUT (rhinitis sicca) wnu arpouueckuii
punut. ComytcTBylomee jedyeHue uHruOutopamu MAO u B TedeHwe 2 HeZENlb IOCIE
MPEeKpaIIeHUs UX TPUMEHEHUS.

B3aumopeiictBue ¢ JAPYrHMH JIEKAPCTBEHHBIMHM CpeACTBAMH M Jpyrue BHJbI
B3aNMOAEHCTBHIA

Hneubumopor  monoamunokcuoaszvl  (uneudbumopvr  MAQO):  KCUITOMETA30JIMH  MOXET
MOTEHILIMPOBAThH JEHCTBUE MHTUOUTOPOB MOHOAMUHOKCHUAA3bl U UHAYLIUPOBATH THIIEPTEH3UBHBIIM
Kpu3. He mpuMeHSTh KCHIIOMETA30JIMH IalleHTaM, KOTOPble MPUHUMAIOT WM MPUHUMAIN
uHruOuTopel MAQO B TeUeHHE NOCTIEAHUX JBYX HEJEIb.

Tpu- u mempayuxnuunsvie anmuoenpeccanmol: NPU OJHOBPEMEHHOM MPUMEHEHUH TPHU- WIH
TETPALUKINYECKUX AHTHACTIPECCAHTOB M CHUMIATOMHUMETHYECKHX TIPernaparoB BO3MOKHO
YCHJICHHE CHMIATOMHUMETHYECKOTO J(PQeKTa KCHIOMETa30JIMHA, T0ATOMY OJHOBPEMEHHOE
IPUMEHEHHE TaKHX CPE/ICTB HE PEKOMEHIyeTCs.

[Ipu npumenenuun BMmecTe C [-OjJoKaTopaMM MOKET BBI3BaTb OPOHXMAJBHBIM CHasM WU
CHIDKEHHE apTepHaIbHOTO JIaBJICHUS.

Oco0eHHOCTH TPUMEHEeHUs!

[Ipenapatr He crnexyeT npumeHaATh aosbuie 10 anHelt moapsa. CAMIIKOM JUIMTENBHOE WM
Ype3MepHOe MPHUMEHEHHE MOXET MPHUBECTH K BO30OHOBJICHUIO 3AJI0KEHHOCTH HOCa W/WIH
aTpoduu CIU3UCTON 00OJIOUYKH HOCA.

[Ipenapart, KaK ¥ APYrHe CUMIIATOMUMETHKH, CJIEIYET C OCTOPOKHOCTHIO Ha3HAYAThH MMAIMEHTaM,
UMEIOIUM CHJIbHBIE PEaKlUM Ha aJpeHEeprudecKue CpelCcTBa, KOTOPbIE MPOSBISIOTCS B BHJIE
OECCOHHUIIBI, TOJIOBOKPYKEHUS, TPOKH, CEPACUYHON apUTMHUH HJIM TOBBIIICHUS apTePHAIHLHOTO
JABJICHMUSL.

He cnenyer mpeBbIaTh peKOMEHIyEMYIO 103y Mperapara, 0COOCHHO TP JICYCHHUH JeTeH U JIUI]
MOYKHJIOTO BO3pacTa.

Crnemyer ¢ OCTOPOXXKHOCTHIO Ha3Ha4aTh TMpemapar TMalueHTaM C CepJeYHO-COCYAUCTHIMU
3a00JIeBaHUAMY,  apTEpUATbHOM  TUNEpTeH3Wel, OOJbHBIM  caXapHbIM  JuabeTroM, ¢
(heoxpoMOoIMTOMON, THNEpTpoduel TMpeACTaTeIbHOW JKeIe3bl, a TakKe He MPUMEHAThH
nalueHTaM, KOTopble MOIy4aoT JiedueHue nuHruouropamu MAO u B TeueHHe 2 HEJENb MOCIe
IpeKparieHust UX MPAUMEHEHHS.

[Tpenapat copep>XUT OEH3aTIKOHUS XJIOPH/I, KOTOPBIM MOKET BBI3BIBATh pa3ApakeHUE CIU3UCTON
000JI04YKH HOCA.

[TaneHTsl ¢ cCUHAPOMOM yaIMHEHHOro nHTepBana QT, momyyaromuye KCUIOMETa30IMH, MOTYT
TIOJIBEPTaThCsl OBBINIEHHOMY PHCKY Pa3BHTHS CEPHE3HBIX JKEITyTOYKOBBIX aPUTMUH.
[ToroBopure co cBOMM BpayoM JI0 Hayajia MPUMEHEHHs] KCUJIOMETa30JIMHA, €CIIU Bbl CTpaJaeTe
3a0oneBaHreM cep/ia (HarmpuMep, CHHAPOMOM Y TnHeHHOTo nHTepBaia QT).



Ilpumenenue é nepuood depemeHHOCIU UU KOPMIEHUSA 2PYObIO

[Ipemapatr Henb3s NOPUMEHATH B Mepuox  OEpeMEHHOCTH  M3-32  MOTEHIHMAIBHOTO
COCYA0CYKHBAOILErO BIIUSIHUSL.
Jloka3zaTenbcTBa JHO00T0 HEXENAaTeIbHOIO BIUSHUS HA MIIAJICHIIA OTCYTCTBYIOT. HeusBecTHo,
AKCKPETUPYETCS JIU KCUIIOMETA30JIMH B IPYJHOE MOJIOKO, [I03TOMY HEO0XOAMMa OCTOPOKHOCTD,
a mpenapar B epuoji KOPMIIEHUS IPYIbIO CIEAYET IPUMEHSTh TOJIbKO 110 HA3HAYEHUIO Bpaya.
DepmunbHocmb.

Haanexamue paHHble O BAMSHUM Ipenapata Ha (epTHIBHOCTH OTCYTCTBYIOT. [lockombky
CUCTEMHAsI FKCIIO3ULUS KCUIIOMETA30JIMHA THAPOXJIOPUAA OUEHb HU3Kas, BEPOSITHOCTD BIMSIHUS
Ha (EepTUIILHOCTD KpaiiHe HU3Kasl.

Cnocoonocme enuame Ha CKOpOCMb peaKyuu npu YnNPaeieHuu aemompancnopmom uiu
Opy2uMu MeXaHuIMamu

OObIYHO mpenapaT HE OKa3bIBAa€T WJIM OKA3bIBAET HE3HAUMUTEIbHOE BIMSHUE HAa CIOCOOHOCTH
YIOPaBISATh TPAHCIIOPTHBIMU CPEJICTBAMU WIIA PabOTaTh C APYTUMU MEXaHU3MaMH.

Cnocod npuMeHeHus U 103bI

OBKa30JIMH AKBa, CIIPEei Ha3aJIbHBIM, IPUMEHSTh B3POCIIBIM U IE€TIM cTrapiue 12 jer.

Bspocable u ety crapiie 12 ser:

no | BOPBICKMBAHUIO B KaXKIBIH HOCOBOM XOI 110 3 pa3 B CYyTKH IO Mepe HEOOXOAUMOCTH.
[Tpumensth He Oosiee 3 pa3 B KaxkIblii HOCOBOM X011 B CYTKU. IIpoAomKUTENbHOCTD JIEUEHUS
3aBHCUT OT T€YeHHMsI 3a00JIeBaHUS U HE JI0JDKHA IpeBbIath 10 cyTok moapsia.

Jlo3upoBaHHBIN cripeil o0ecrieunBaeT TOUYHOCTh J03MPOBAHMS M HAAJIEKAIIEE pACIpeeIeCHUEe
pacTBoOpa Mo MOBEPXHOCTH CIU3UCTON 000JI0YKU HOCA.

[lepen ucnonb3zoBaHreM HEOOXOIUMO MPUBECTU J03UPYIOIIEE YCTPOUCTBO B TOTOBHOCTh IyTEM
OCYILECTBJICHUSI HECKOJIbKUX BIPBICKUBAIOIINX JABUKEHUMN, ITOKA CIIPEN HE HAYHET BBIIEIATHCA B
Bo3ayx. [lpm JjanpHelilieM NpPUMEHEHUU JIO3UPYIOLIEE YCTPOMCTBO OyAeT TOTOBO JUIS
HEMEIJIEHHOTO IPUMEHEHHS.

[IpumeHaTh cripelt HeOOXOAMMO CIEAYIOIINM 00pa3oM:

— THIATEJIbHO OYUCTUTH HOC TIEPE]] MPUMEHEHUEM MIpenapara;

— Aepxath (hIAKOH CJlelyeT BEePTHKAIbHO, MOAJIEPKHUBAs JHO OONBIINM MalbIEM U pacroaras
HAaKOHEYHUK MEXAY ABYMs NajibllaMH;

— CJIeTKa HAaKJIOHUTH (DITAKOH M BCTAaBUTh HAKOHEYHUK B HO3/IPIO;

— OCYUIECTBUTH BIPBICKUBAHUE U OJHOBPEMEHHO CAAEIATh JIETKUM BIOX Y€pE3 HOC;

— T0cJe IPUMEHEHUs, Mepel TeM KaK 3aKpbITh HAaKOHEUHHK KOJIMAYyKOM, CIIEJYeT OYUCTUTH U
BBICYIIIUTh HAKOHEYHHK;

— C UeNbl0 MPEeAOTBpallleHUs HHPHUIMPOBAHUS KaXIbld (IaKOH C TpermapaToM MOXKET
HCIIOJIb30BaTh TOJIBKO OJIMH YEJIOBEK.

[TocnenHee MpuMEHEHHE PEKOMEHTYETCS OCYLIECTBIIATH HETOCPEACTBEHHO TIEPE]] CHOM.

Jlemu

[Ipenapar He IPUMEHATH JIeTAM Miajie 12 ner.

Ilepeno3npoBka

UpesMepHOE MECTHOE IPUMEHEHHE KCHJIOMETA30JIMHA THAPOXJIOpPHAAa WM €ro ciy4aiHoe
MoMaJlaHue BHYTPb MOXKET NPHUBECTH K BO3HUKHOBEHHUIO BBIPAKEHHOI'O T'OJIOBOKPYKEHUS,
MOTIUBOCTH, 3HAYUTEIHHOTO CHUKCHHSI TeMIIepaTyphl Teia, TOJOBHOW Oonu, Opaaukapauu,
apTepHalIbHOM T'MIePTEH3UH, yTHETEHHS AbIXaHUsI, KOMBI U cyaopor. [loBbIIeHHOE apTepuanbHOoe
JTaBJIEHUE MOKET U3MEHUTHCS Ha IOHMKEeHHoe. JleTn Miajiiero Bo3pacTa 6ojee 4yBCTBUTEIbHBI
K TOKCUYHOCTH, YEM B3POCIIbIE.

Bcem manueHTaM ¢ MOJO3pPEHHEM Ha MEPEAO3MPOBKY CIEIYyET Ha3HAYMTh COOTBETCTBYIOLIME
MONJIEP)KUBAIOIIME MEPOIPHUATHS, a Takke, B CclIyyae HEOOXOIUMOCTH, HEOTJIOKHOE
CUMIITOMaTUYECKOE JIEUEHUE IOJ MEAMIIMHCKUM KOHTpojeM. MeauinuHcKas MOMOIIb JOJDKHA
BKJIFOYATh HAOJIO/ICHWE 3a TAlMEHTOM B TEUYCHHE HECKOJBbKHUX YacoB. B ciydae Tspkemnoi
NEPEI03UPOBKH, KOTOPAsi COIMPOBOKIAETCSI OCTAHOBKOM CEpALIA, pEaHUMAIL[MOHHBIE MEPOTIPUATHUS




JOJIKHBI IPOJOJDKAThCA HE MeHee | yaca.

ITo6ouHbIe peakuuu

Co cmopoHbl UMMYHHOU cucmembl:

penkue (<1/10000): peakmusi TUIEPYYBCTBHTEIBLHOCTH, BKJIIOYAs AHTHOHEBPOTHYECKUI OTEK,
CBIIIb, 3y.
Co cmopoHbl HepeHOlL cucmembl:

gacrto (>1/ 100, <1/10): romoBHas 60b.

Co cmopoHvl opeanos 3penus:

peaxue (<1/10000): BpeMeHHOE HapyIIEHNUE 3PEHUS.

Co cmopoHbl cepoeuno-cocyoucmou cucmembl.

peakue (<1/10000): HeperyasIpHOE WK yUYallleHHOE CepIleOneHuE.

Co cmopoHbl opeano Ovbixanus, epyOHOU KIemKU U CPeOOCmeHUsL:

gacto (=1 /100, <1/10): cyxocTh win AUCKOM(OPT CO CTOPOHBI CAUIUCTON 000IIOUKH HOCA.

Co cmopoHbl Jceny00uHO - KUUEYHOU CUCTNEeMbL:

gacto (=1 /100, <1/10) TonHOTA.

Obwue HapyweHus U peakyuy 8 Mmecme 68e0eHUs:

gacto (=1 /100, <1/10): ouryiieHue »*»XKeHHusl B MECTE HAHECEHHUS.

YciaoBus xpanenust

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE MpHU Temriepatype He Boimie 25 °C.

XpaHUTb B HETOCTYITHOM JUIs1 IETEH MecTe.

YnakoBka

[To 10 r Bo ¢rnakoHe M3 KOPUYHEBOIO CTEKIa, CHAOXXEHHBIM HACOCOM —JI03aTOPOM C
pacmpuIMTeNIeM Ha3aJbHOTO Ha3HavyeHWs. Ha (rakoH HaKIEHMBAIOT 3THUKETKY-CaMOKIICHKY.
Kaxxaplii uiakoH BMecTe ¢ MHCTPYKLKEH 110 METUITTHCKOMY PUMEHEHHIO TOMEIAI0T B MaYKy U3
KapTOHa.

Cpoxk rognocTu

2 rona.

He npumeHsTh npenapat nocjae OKOHYaHUs CPOKa TOJTHOCTH, YKa3aHHOT'O Ha yIaKOBKE.
YcaoBust ornycka

bes peuenra.

IIpousBoauTenn
ITAO «®apmak.

MecToHaxoskaeHHe TPOM3BOANTEIISA M €ro aJpec MecTa OCyleCTBIeHHS eI TeJIbHOCTH
Vkpauna, 04080, r. Kues, yn. ®pynse, 74.

JlaTa nmocjieqHero nepecMorpa
04.10.2018.



