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Cwtaå.•

Düoqa peqoguna.• KCUJIOMeTa30J1iHYrinpoxnopux,
1 r HuaJ1bHOro reJIK) MiCTHTb 0,5 Mr a60 1 Mr KCHJIOMeTa30J1iHYrinpoxnopvu•,
DonoMiDKHi peqogunu: xnopun, moaeKarimpaT,

MOHorinpaT, mvmaTpi}0 eneTaT, 6eH3aJIKOHi}O xnopun P03HHH 50 %, cop6iT
(E 420), rinp0KcieTHJ1ueju0J103a,rniuepvm, Bona OHVILL1eHa.

JIiKapcbKa rejlb Hua.]1bHUii.

00106Hi gnacmugocmi.• 6e36apBHa a60 Maixce 6e36apBHa, np030pa a60
Jlerl€oonanecuyoqa rycma piAHHa.

@apM'dK0TepaneBTHHHa rpyna. 3ac06H, 1110 gaCTOCOBYIOTbC% 3aXBOPkOBaHH%X HOPO)KHHHH
Hoca. CUM11aTOMi1vreTUKH, TIPOCTinpenaparru.

ATX ROIA A07.

ØapMaKonozi'1Hi gnacmueocmi.
ØapMcucoÖunaMüca.
KCVIJIOMeTa30J1iH — ue noxiÅHe iMina30J1iHY, 1110 HUHUTb CHM11aTOMiMeTH1-1HYAiyo. BiH e
6e3nocepeAHiM aHTarOHiCTOM a-anpeHopeue11TopiB.
IIpenapaT 3ByxeHHR KPOBOHOCHUX cyAH1-1 CJM30BOi 060JIOHKU, ycyBae Ha6P%K,
3MeH111Y€ CJIU30BHX 060JIOHOK HOCOFJIOTKH Ta KiJ1bKiCTb eyccynaTY. rAJIA30JIIH@
Mae d)0PMY reJIK), 1110 nae MO)KJIHBiCTb 3BOJIO)KYBaTH CJIH30BY 060JIOHKYHoca i nepe111K0Å)Kae
CTiKaHHK) npenapaTY Ha AHO HOCOBOi IIOPO)KHHHH rra B ropno.
ØapMaR0Rinemzuca.
IIpenapaT 110MHHae Aimu qepe3 5-10 XBHJIUHW, Moro Ain 36epira€Tbcn npoTff0M 10 romuH.
IlpenapaT, HaHeceHuÜ Ha CJIU30BY 060JIOHKYHoca, cnpHHHH%€ MicueBe 3ByxeHH% KPOBOHOCHHX
CYAHH. FIpenapaT 3a3BuqaM He BCMOKTy€TbC% y KJ1iHiHHO 3Haqymux KiJ1bKOCT%X Ta He HUI--1HTb

CHCTeMHOi Aii.

KJ1iHiHHi xapaKTepncTm«n.
110Ka3aHHR.
CUM11TOMaTHHHe JliKYBaHH%3aKnaÅeHOCTi Hoca npu 3acTYÄi,
aJ1epriLIHnx pHHiTax, cvmycvnax. noner111eHH% BiÄTOKY
npvmaTK0BHX Iluyx Hoca.
A0110Mi)KHa Tepalli% y Bunanrcax cepeÄHboro 0THTY (AJM
060JIOHKU).

ciHHiM rapqqui,) upu iH111ux

ceKpeTY

ycYHeHHA

BayH%X



TIpomunmca3'1HHH.

r inepHYTJIHBicTb no 6YÅb-%Koroi3 KOM110HeHTiBnpenapaTY.
He CJ1iÄ 3aCTOCOBYBaTU naui€HTaM niCJ1% BHAaneHH% a60 IliCJIA iH111ux
xipypriHHux BTPyqaHb 3 P03THHOM TBepnoi M03KOBOi 060JIOHKU.
Cyxnü PHHiT(rhinitis sicca) a60 PHHiT.
rOCTPi KopoHapHi 3aXBOPK)BaHHfl, KopoHapHa aCTMa, rillepTupe03, 3aKPHTOKYTOBa
rnayK0Ma.
CYIIYTH€ JliKYBaHH%iHri6iTopaMH MOHOaMiHOKcmna3U (MAO) Ta npoTTOM 2 TH)KHiB
niCJ1% 11PH11HHeHH% ix 3aCTOCYBaHH%.

3 inuuwuu JliKaPCbKUMU3ac06axu ma inuti euÖuuae»toåiü.
luai6imopu MAO: KCHJIOMeTa30J1iH MO)Ke 110TeHuiYOBaTH iHri6iTopiB MAO Ta iHAYKYBaTH
rinepTeH3HBHHä KPH3. He 3acTocoBYBarru KCUJIOMeTa30J1iH naui€HTaM, a60
lipuüMaJIH iHri6iTopn MAO npoT%F0M OCTaHHiX ABOX TH)KHiB.
Tpu- ma mempauuuizmi anmuöenpecanmu: OAHoqaCHOMY 3acTOCYBaHHiTPH- a60
rreTpaLIHKJ1iHHHX aHTunenpecaHTiB Ta CHM11aTOMiMeTHHHVIX npenapaTiB MOWIHBe IIOCVIRHH%
cvnmaT0MiMeTHHHoro ecbeKTYKCHJIOMeTa30J1iHY, TOMY 0ÅHoqacHe 3aCTOCYBaHH% TaKUX 3ac06iB
He peKOMeHÄY€TbC%.
CJ1iÅ YHHKaTH OAHoqacHoro 3aCTOCYBaHH% KCUJIOMeTa30J1iHY3 iHL11HMH CUM11aTOMiMeTHHHVIMH
rrpe11apaTaMH (HanpHKJ1aÅ, 3 ed)eapHH0M, yepe3 ix cyMicHY
ß-aDpen06J10Kamopu.• 3acTOCYBaHHipa30M i3 ß-6J101€aTopaMV1 MO)Ke CIIPHHHH%TU
6POHXiaJ1bHHücna3M a60 apTepiæ1bHoro THCKY.

Ocoönueocmi 3acmocygaHHfl.
JIiKapcbKuü 3aci6 cniA 3 06epe)KHiCTk0 npH3HaqaTH naui€HTaM, 3acTOCYBaHHi
ampeHepriHHmx upenapaTiB Mal-OTb CUJ1bHi peaycuii, 1110 y BurJ1%Äi 6e3COHH%,
3anaMopoqeHH%, TPeMTiHH%, cepueB0i apHTMii, IliÅBH1ueHH% apTepiaJ1bHoro TUCKY.
He CJ1iA 3aCTOCOBYBaTU 11penapaT naui€HTaM i3 XPOHi1-1HUMa60 BUOMOTOPHHM PHHiTOM,
OCKiJ1bKH BOHU MO)KYTb 3aCTOCOBYBarrm Moro AOB111e 5 AHiB. 3aCTOCYBaHH%npenapaTY AOB111e
peK0MeHÅ0BaHoro qacy MO)1€e 11PH3BecTH no BTOPHHHOFO P03111UPeHH% KPOBOHOCHHX cyÄHH i B
pe3YJ1bTaTi — AO BTOPHHHOro MeAHKaMeHT03HOro puHiTY (rhinitis medicamentosa). VIPUHHHOK)
Ilboro iM0BipH0 € 3araJ1bMOBaHe BUBiJ1bHeHH% HopaApeHaJ1iHY 3 HePBOBMX
3aKiHqeHb IIIJI%XOM npecHHa11TH1-1Hux a -peuemopiB.
CJ1iÅ 3 gacTocoBYBarru rraui€HTaM i3 cepueBo-cYAHHHHMH

rillepTeH3i€K), xBopv1M Ha 11YKp0Buü Aia6eT, i3 111UTOBHÅHOi
3aJ103H, nepeAMixypoB0i 3aJ103u, 3 YTPYÅHeHHM
cetiOBVIBeneHH%M, a He 3aCTOCOBYBaTH naui€HTaM, AKi OTPUMYBUIH cyriYTH€ JliKYBaHH%
iHri6iTopaMHMAO Ta npoTR0M 2 TH)KHiB Ilicnq TIPHIIHHeHH% ix 3aCTOCYBaHH%.
He cniÅ 3aCTOCOBYBaTH BH11_le peKOMeHÅ0BaHHX, OC06JIHBO AiT%M Ta oc06aM JliTHbOFO BiKY.
rAJIA30JIIH@ 0,05 % He cniÅ 3aCTOCOBYBarru AiT%M BiKOM no 3 POKiB.
rAJIA30JIIH@ 0, 1 % He CJ1iA 3aCTOCOBYBaTH AiT%M BiKOM no 12 POKiB.
qepe3 BMiCT xnopHAY 6eH3aJIKOHi}0 npenapaT MO)Ke nonpa3HK)BaTV1 CJIU30BY 060JIOHKYHoca.
flaui€HTH i3 CHHAPOM IIOÄOB)ICHOFO iHTepBaJIY QT, 51Ki 3aCTOCOBYBaJIU KCUJIOMeTa30J1iH, MOXYTb
Marrn IliÅBHLueHHÜ PH3HK cepii03Hnx IIIJIYHOHKOBHX apHTMiii.

3acmocygaHHA y nepioD gazinmocmi a60 20DygaHHA epyööo.
rAJIA30JIIH@ He cniA 3aCTOCOBYBaTV1 y nepioa BariTHocTi qepe3 MOWIUBHÜ
CYAUH03BY)KYBaJ1bHHM BIIJIHB.

6YÅb-51KoroHe6axaHoro BIIJIUBY Ha HeMOBJ1% BincyTHi. HeMae naHnx aJIH5

ÅTY1110 KCHJIOMeTa30J1iH npoHHKae y rpYÄHe MOJIOKO, TOMY He06xiAHa
nepion roAYBaHH% rpyæuo CJ1iÅ 3aCTOCOBYBaTH TiJ1bKH 3a 11PU3HaqeHH%M JliKäpÅ IPM4hDØepmuJ1bHicmb.

No 427.8



HaJ10KHi naHi 1110210 npenapaTY Ha BincyTHi. OCKiJ1bKH CHCTeMHa
eyccr103H11i% KCUJIOMeTa30J1iHYrinpoxJ10pMÅY nyxe HU3bKa, MO)KJIUBiCTb BHJIUBY Ha

BKpaü HH3bKa.

3Damnicmb gnuugamu na tuguDRicmb peaR%ii npu RepygaHHi agmompancnopmo»t a60 iHZUUMU

MexaHi3MCIMU.
3a3Bmqaü rrpenapaT He 1--1HHHTb a60 1-IUHUTb MiHiMaJ1bHV1ü BIUIHB Ha 3ÅaTHiCTb KepyBaTH
TPaHC110PTHHMH 3ac06aMH rrpa11}0BaTH 3 MexaHi3MaMH.
Ilpm TPHBUIOMY 3acTOCYBaHHia60 3acTOCYBaHHiy BHCOKHX A03ax MO)KYTb BHHVIKaTH He6axaHi
peaK11ii 3 60KY cepueB0-cYAHHH0i i UeHTpaJ1bHOi HepB0B0i CUCTeMH.

Cnociö 3acmocygaHHH ma Ö03u.
IIpe11apaT gaCTOCOBYBaTV1 HuaJ1bHO.
FIpenapaT 3aCTOCOBYBaTU Ha CJIU30BY 060JIOHKYHOCOBOi IIOPO>KHHHH IIIJMXOM 111BHAKOro
0AHopa30Boro HaTHCKaHH% A03aTopa (l)J1aKOHa.

I-Uopuy nepen 3aCTOCYBaHH%M npenapaTY He06xiÄH0 3H%TH HacaÄKY.
nepen nepi11HM BHKOPHCTaHH%MHOBOi 11J1%111eHKH IliCJ1% HacaÅKH HaTHCKaTV1 A03aTop 3-
5 pa3iB no 110%BH npenapaTY (rejuo).

rejib Hoca rAJIA30JIIH@ 0,05 % (3 OAHHM 1--1aTMCHeHHSIM BHBiJ1bHK)€TbCS1 0,05 Mr
KCVIJIOMeTa30J1iHYrinpoxnopvmy) 11PH3HaqaTH AiT%M BiKOM BiÅ 3 POKiB.
J(imu 6iROM 6iD 3 Do 12 PORi6:
1 A03a remo y KO)ICH HOCOBHÜ 0TBip KO)KHi 8-10 roAHH.

rejlb Hoca rAJIA30JIIH@ 0, 1 % (3 OAHHM 1--1aTHCHeHH%M 0, 1 ME
KCUJIOMeTa30J1iHYrinpoxJ10pHÅY) npH3HaqaTH ÅOPOCJIHM i miT%M BiKOM Bim12 POKiB.
Jopocjli ma Dimu 6iROM 6iÖ 12 PORi6.•
1 A03a reJIK) y KO)ICH HOCOBHÜ 0TBip KO)KHi 8-10 roAHH.

rAJIA30JIIH@ He CJ1iÅ 3aCTOCOBYBaTH AOB111e 3-5 AHiB.
3 MiPKYBaHbriri€HH ynaKOBKY JliKiB 110BVIHeH BUKOPUCTOBYBaTHTiJ1bKU OAMH naui€HT.

J(imu.
rAJIA30JlIH@ 0,05 % He cniÄ 3aCTOCOBYBaTV1 AiT%M BiKOM mo 3 POKiB.
rAJIA30JIIH@ 0, 1 % He CJ1iA 3aCTOCOBYBaTH ÄiT51MBiKOM no 12 POKiB.

IlepeD03ygaHHH.
HaAMipHe MicueBe 3aCTOCYBaHH% KCHJIOMeTa30J1iHYrillpoxnopvmy a60 Moro BHnaÄKOBe

BHYTPi111HbOMO)Ke 11PH3BeCTU BUHUKHeHH% BHpaxeHoro 3anaMopoqeHH%,
IliÅBH11-1eHoro 110TOBHÅiRHHA, 3Ha11Horo TeM11epaTypH Tina, rojiOBHOFO 60JIK),
6paAHKapAii, apTepiaJ1bH0i rinepTeH3ii, npurHiqeHH% AUXaHH%, KOMU Ta cynoM. IliÅBumeHHä
apTepiaJ1bHHü TUCK MO)1€e 3MiHHTHC% Ha 3HnxeHHä. AiTH MOJIOAIIIOFO BiKY 6iJ1b111 WTJIHBino
TOKCUHHOCTi, Hix ÅopocJ1i.

YciM naui€HTaM i3 IliA03poK) Ha nepeÅ03YBaHH% CJ1iÄ 11PH3HaqVIT1d BiA110BiAHi IliÅTpMMYk0Hi
3axonu, a TaKO)K, y pa3i He06xiAHocTi, HeBiAKJ1aÅHe CHM11TOMaTHHHe JliKYBaHH%Him Menni-1HVIM
HarJMÅOM. Menwma nor10Mora 110BHHHa BKJIK)qarrm C110CTepexeHH% 3a naui€HT0M IIPOTWOM
KiJ1bKOX roanH. Y pa3i T"KKOro nepeÅ03YBaHH%, 1110 CY11POBOÄ)KY€TbCH 3Y11HHKO}O cepuq,
peaHiMauiüHi 3ax0ÅH HOBHHHi TpHBaTH He MeH111e 1 ronvmu.

1106iqni peaK14ii.

I-Inxcqe 3UHaqeHi He6axaHi e(beKTH, 110B'*3aHi i3 gaCTOCYBaHH%M KCHJIOMeTa30J11Hy
3 6010' iMY'HH0icucme,uu.• peaK11ii rinepHYTJIHBocTi, BKJ11-oqa1-Ol-1U aHri0HeBpoTn

KYtueHTiB
3aÅH111Ka, anepriHHi peaKÅii, BUCHIIaHH%, cBep6i)K.
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3 60RYnep6060i cucme,uu.• FOJIOBHHÜ 6iJ1b, COHJIUBiCTb.

3 60RYopzani6 30py.• TpaH3HTOPHe noripmeHH% 30py.
3 60KY cucme,uu RI)06006iey: BimqyTT% cepue6HTT%, Taxilcapni%, apTepiaJ1bHa rillepTeH3i%
(OC06JIUBO y oci6 i3 CVICTeMH KpoB006iry).
3 60RYDuxant,noi cucme,uu, opecmi6 epyDH0i RJIirmcu ma cepeDocmiHHA.• qxaHH%, HeqacT0

enicTaKcuc.

3aCTOCYBaHH% npenapaTY y nepi0Å AOB111e peKOMeHÅOBaHoro i (a60) y A03ax 6iJ1b111e

pel<0MeHA0BaHHX MO)Ke 11PH3Becrru no BTOPHHHOFO MeAHKaMeHT03HOro 3arraneHH% CJIH30BOi

060JIOHKU Hoca.
3 60RYWIY'HIC060-KUUUC060?O mpaRmy.• HYAOTa.
3aeaJ1bHi ponaDu i cmaH y Micui 66eDeHHfl.•BTOMa, BiAqyrrrrq cna6KOCTi. Moxe cyxiCTb
CJIU30BOi 060JIOHKH Hoca, nonpa3HeHH% CJIH30BOi 060JIOHKV1 Hoca, BinqyTT% neqiHH% y HOCi Ta B

ropni, AUCKOMd)OPT 3 60KYCJIU30BOi 060JIOHKU Hoca.

TepMiH npuDamnocmi. 3 poKH.
TepMiH npvmaTHocTi IlicJ151 nepmoro BiÅKPHBaHH% CTaHOBUTb He 6iJ1b111e 12 TH)KHiB.

YMOBH 36epiraHHH.
36epiraTH B opuriHaJ1bHiü ynaK0B11i TervmepaTypi He BH111e 25 oc.
36epiraTH y HeÅOCTY11HOMY AiTeü Micui.

Hecymicnicmb. He BHSIBRHO.

YnaKOBKa. 110 10 r 0,05 % a60 0, 1 % y i3 HaCOCOM-Å03aTOPOM Ta allJ1iKaTOPOM
i3 HacaÅKOK). 1 (bnaKOH y KaPTOHHiäKop06ui.

KaTeropiH BianycKY.
be3 peuenma.

Bnp06HHK.
OapMaueBTHHHH1i3aBOÄ C.A., IIOJ1b111a/
Pharmaceutical Works "POLPHARMA" s.A., Poland

Micue3HaXOAH€eHHH BHP06HHKa Ta ampeca Micuq npoBaameHHH iioro AiHJ1bHOCTi.

Bimin MeAaHa B CepaÄ3i, BYJI. BJ1aÅucJ1aBa J10K€TKa 10, 98-200 CepaA3, HOJ1b111a /

Medana Branch in Sieradz, 10 Wladyslawa Lokietka Str. 98-200 Sieradz, Poland

AaTa OCTaHHbOFO neperaqny. 08.07.2025.
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