IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

HA3VBIH®
(NASIVIN®)

Cknag:

Aitoya peyosmHa: oxymetazoling;

1 M1 PO3YUHY MICTUTB:

HasugiH® 0,01 % OKcuMeTa3oniHy rigpoxnopugy 0,1 wmr;

Ha3ueiH® 0,025 %  okcumeTasoniHy rigpoxnopugy 0,25 wr;

HasugiH® 0,05 % OKcuMeTa3oniHy rigpoxnopugy 0,5 wmr;

[ONOMI>KHI PEYOBUHW: KMCNOTA IMMOHHA, MOHOTIAPAT; HaTPit0 LMTpaT; rniuepuH (85 %); 6eH3anKOoHI0 Xnopuay po3yunH 50 %; BoAa ounLLeHa.

JlikapcbKa thopma. Kpansi HasasibHi.
OCHOBHI (hi3nKO-XiMiYHi BNacTMUBOCTI: Maixe Npo30puid, Bif 6e36apBHOIO 10 3/1erKa X0BTYBaTOro BiATiHKY PO34MH.

dapmakoTepaneBTMyHa rpyna. MNMpoTrHabpsaKosi Ta iHLWI nNpenapaTy 419 MICLEBOro 3aCTOCYBaHHA MpPW 3aXBOPKOBAHHAX MOPOXHUHM HOca. CYMMNaTOMIMETMKMY,
npocTi npenapat. Kog ATX RO1A AO0S.

dapmakosoriyHi B1acTmBOCTI.
dPapmakofnHamiKa.

Ha3ueiH® Hanexxutb [0 rpynn MiCLEBMX CYAMHO3BYXYBATbHMX 3ac0GiB. OKCUMETa30MliH YMHWTL CUMMATOMIMETUUYHY Ta CYAMHO3BYXYBalbHY Ail0, YCyBatouu
HabpsK CM30BOI 000/MIOHKN HOCa. 3BYXXYE CYAMHW Y MiCLi HaHECEeHHs, 3MeHLIYyEe HabpsK CMM30BOI 0O0/IOHKM HOCA Ta BEPXHIX AUXANIbHUX LWNAXIB, 3MEHLUYE
BUAINEHHA 3 HOca. BifHOBMOE HOCOBE [AMXaHHSA. YCYHEHHS HabpsAKy CNn30BOT 0O0/IOHKM HOCA CMpUSE BIAHOBMEHHIO aepauii NMpuAaTKOBUX NasyX, MOPOXHWHU
CepesHbOro Byxa, LLL0 3amnobirae po3BUTKY 6akTepiasibHUX YCKIaaHEHb.

OKcUMeTaso/iH YNHWUTL MPOTMBIPYCHY, NPOTU3ananbHy, iIMyHOMOAY/MOKOYY Ta aHTUOKCUMAAHTHY fAito. 3aBAAKM LbOMY KOMOGIHOBaHOMY MexaHi3Mmy Aii nif vac
NPOBEAEHHS KNIHIYHMX AOCMiMKEHb OYN0 A0BEAEHO GiNblu LWIBMAKE Ta e(WEKTUBHE YCYHEHHS CUMMTOMIB FOCTPOro PUHITY (3aKnafieHOCTi HOCa, PUHOPET, YXaHHS,
MOripLUeHOro caMornouyTTA).

Hasugin® 0,05 %, kpanni HasasibHi

MoggiliHe cnine NopiBHANbHE AOCNIMKEHHS 3 MapaiefisHAMK rpynamu, nNpoBefeHe 3a y4acTio 247 nauieHTiB Mokasano LWBMALle i Kpalle NoAinweHHS TUNOBKUX
CYMMTOMIB FOCTPOr0 PUHITY (3aKNafeHWi Hic, HEXWTb, YXaHHS, NoripweHe camonodyTTs) (p <0,05) 3a paxyHOK KOMGiHaLiT Cy4nHO3BY>KYBalbHOr0, NPOTUBIPYCHOTO,
MPOTU3aNasibHOro | aHTUOKCUAAHTHOrO e(eKTiB OKCMMEeTasoNiHy. TakuMMm 4YMHOM, JiiKyBaHHA 3a gonomoror 0,05% okcumMeTasoniHy, HasalbHUX Kpanenb, Y
NOPIBHAHHI 3 (i3i0N0rYHUM PO3YMHOM 3HAYHO CKOPOYYE TPMBaNiCTb 3aCTyau, B cepefHbOMY Bif 6 A0 4 aHis (p <0,001).

dapmakoKiHe TVKa.

Y pasi 3actocyBaHHs HasuiHy®, HasanbHux Kpanens 0,01% Ta 0,025% edekTu Ail OKCUMETa30/iHy NPOSBAAIOTLCS BMPOAOBXK [EKINbKOX XBUAWH Micns
3aKaryBaHHs.



Mpn MicLUEeBOMY Ha3a/JlbHOMY 3aCTOCYBaHHI B TepaneBTUYHMX KOHLEHTpauisX He MOoApa3HIOE CM30BOI 0OO/IOHKM HOCA, He CNpuUYMHIOE Trinepemii. epiog
HaniBBUBELEHHS CTaHOBUTbL Npuban3HO 35 roAvH Nicns 3acTocyBaHHA npenapaty. 2,1 % npenapaTy BUBOAUTLCA HUPKaMX,

npuénnsHo 1,1 % — 3 kanom.

[is npenapaty TpuBae feKinbka roguH (B cepegHboMy 6—8 roanH), MakCMasibHO — 40 12 rofimH.

KniHiYHI XapaKTepUCTUKN.
lNoka3aHHA.
- [ocTpi pecnipaTopHi 3aXBOPHOBaHHS, LLIO CYMNPOBOLKYHOTLCS 3aKNafeHiCTIO Hoca.
- ANeprivyHuii puHiT.
- Ba3oMOTOpHMIA pUHIT.
- AN BigHOBNEHHSA ApPeHaXY Ta HOCOBOIO AMXaHHSA NPU 3aXBOPIOBaHHAX NPUAATKOBUX NasyX NOPOXKHUHM HOCA, EBCTAXIITi.
- [nda ycyHeHHS HabpsKy nepes A4iarHOCTUYHUMW MaHINyAsaLismMy y HOCOBUX XOfax.

lMpoTnnoKasaHHS.
MigBuLLEHa Yy TAMBICTb A0 KOMMOHEHTIB npenapaty. CyXWii puHIT.

HasugiH® 0,025 % : AUTAYNIA BiK J0 1 poky
Ha3ueiH® 0,05 % : ANTAYNN BIK [0 6 poKiB

Oco6MBOCTI 3aCTOCYBaHHS.

Y HMKUe3a3HauyeHMX BUMagKax npenapar cnif 3acTOCOBYBATU Ti/IbKW NICNS PETeNIbHOT OLIHKMA KOPUCTb- PU3MK:

- NiABWLLEHNIA BHYTPILUHbOOYHWUIA TUCK, OCOB/IMBO NPW 3aKPUTOKYTOBIN rNayKoMi

- TSXKKI CepLIeBO-CYAMHHI 3aXBOPHOBAHHA (HanpuKiaz ilemivyHa xsopoba cepus) i apTepiasibHa rinepreHsis;

- (DEOXPOMOLMTOME;

- MeTaboniyHi nopyLweHHs (HanpuKnaa, rinepTMpeos, LyKpoBuia aiabet, nopdipis);

- rinepnasia nepeamixypoBoi 3a103u;

- NPV 3aCTOCYyBaHHI iHri6iTopiB MoHoamiHokcnaasn (MAO) Ta iHWKX NiKaPCbKNX 3ac06iB, SKi MOTEHUINHO NiABMLLYHOTL apTepiaibHUA TUCK;

TpuUBanoro 3acTocyBaHHS, SK i NePEBULLEHHA [03W, CNif YHUKATK, 0CO6/IMBO NPU MPU3HAYEHHI  AiTaM. 03K, W0 NepeBuLLYIOTb PEKOMEHL0BaHI, CNif 3aCTOCOBYBaTH
TiNIbKW Nig Harns4om nikaps.

KoHcepBaHT (6eH3a/1KOHIH0 XN10pua), WO MICTUTLCA B Npenapari, MoXKe BUKIMKATV HabpsiK CM30B0T 060/10HKN HOCA, 0CO6/MBO MPY TPMBA/IOMY 3aCTOCYBAHHI.
MefmnyHe CnocTepeXXeHHs nokasaHe A5 HeJOHOLLEeHNX HOBOHAPOLKEHNX 60 HEMOBJIAT 31 3HVXXEHOK MACcoH0 Tifa, W06 YHUKHYTU PUSNKY Mepeao3yBaHHs.
[oBroTpusane 3aCTOCyBaHHA Ta Mnepefo3yBaHHA MPOTUHABPAKOBOIrO 3ac00y A/ HOCa MOXKe MPU3BECTU [0 3MEHLUEHHS eq)eKTMBHOCTI AiT npenaparty Ta Matu CXOXy
KMiHIYHY KapTWHY 3 Ba30MOTOPHUM PUHITOM. 3/10BXMBAHHSA LM 3aC060M MOXE BMK/IMKATU MeAMKAMEHTO3HWI PUHIT, aTpogito CIM30BUX 0O60MOHOK, PeakTUBHY
rinepemito cnnM3oBoi 060/10HKKM HOca (3BOPOTHWUIA eGheKT).

B3aemogis 3 iHLWMMK NikapcbKMMKM 3ac06amm Ta iHLLi BUAM B3aEMOZIN.
CnifilbHe BUKOPUCTaHHSA OKCUMETA30/iHY Ta:
- TPULMKNIYHMX aHTUAENPECAHTIB;



- IHri6ITOpPIB MOHOAMIHOKCMAA3M TUMY TPAHINLMNPOMIHY;

- TinepTeH3NBHKX Mpenaparis

MOXXe NPW3BECTU A0 NiABULLEHHS KPOB'AHOIO TUCKY. He cnif KoM6iHyBaTy Wi Npenapaty, SKLLO Lie MOX/NBO.

Mpy nepeao3yBaHHI OKCMMETa30/iHy abo Npu MOro 3akoBTYBaHHI, ab0 NPW 3aCTOCyBaHHI OAHOYACHO abo ofpasy Micns TPULMKNIYHUX aHTUAENpecaHTiB Ta/abo
MAO-iHri6iTopiB MOXNMBE NiABULLEHHS KPOB'AHOIO TUCKY.

3acTocyBaHHSA y nepiog BariTHOCTI abo rogyBaHHsA rpyagto.

BariTHICTb.

Y nepiog BariTHOCTI abo rogyBaHHs rpyaaro npenapar 3aCTOCOBYHOTb 3 0COBMBOK 06EPEXHICTHO, BPaX0OBYHOUM 3BaXKEHY OLIHKY CMiBBIAHOLLIEHHS KOPUCTb-PU3KK.
He pekoMeHLYeTbCA NepeBULLLEHHS PEKOMEH/0BAHOIO J03YBaHHS.

["oflyBaHHA rpyaato.

HeBigoMo, Uv NPOHMKaE OKCMMETA30/iH Y FpyAHe MOMOKO. TOMY 3aCTOCYBaHHS npenapaty MOX/MBe TifIbKW NIiC/A 3BaXKEHOT OLIHKM CMiBBigHOLIEHHS KOPUCTb-PU3NK.
He pekoMeHAYEeTbCA NepeBULLLEHHS PEKOMEH0BAHOI0 J03YBaHHS, OCKI/IbKN MOX/IMBE 3MEHLLEHHS NPOAYKYBaHHS rpyAHOIo MOJOKa.

3[aTHICTb BNAMBATW Ha LUBUAKICTb peakLiil Npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHWMMK MeXaHiaMami. Tpy 3acToCyBaHHI B PEKOMEH/0BaHKX [03aX He
OUiKYETbCS BMIUBY Ha LIBUAKICTb peakLil Npy KepyBaHHi aBTOTPAHCMOPTOM abo po6OTi 3 iHLIMMK MexaHiamamu. [icns TpUBanoro 3acTocyBaHHs Npenapary B A03ax,
O MepeBMLLYOTb  PEKOMEH[OBaHi, He MOXHa BUK/IUYMATW 3arasibHOr0 BM/IMBY Ha CEPLEBO-CYAWHHY cCUCTeMy. Y TakuMxX BUMafKax 3AaTHICTb KepyBaTu
TPaHCMOPTHIM 3aCO60M MOXKE MOHU3UTUCS.

Cnocib 3acTocyBaHHA Ta A03u.

Ha3ueiH® 0,01 %, 0,025 %, 0,05 %, Kpanni HasasibHi, MPU3Ha4aroTh A4/19 3aCTOCYBaHHSA B HiC.

Jlopocni Ta AiTu BiKoM Bif 6 poKiB.

3acTocoBytoTh HasmeiH® 0,05 % no 1-2 Kpansi y KOXXHWiIA HOCOBWIA Xif, 2—3 pa3u Ha o6y.

Pa30By 03y cnif 3acTOCOBYBaTU He GinbLue 3 pasiB Ha J00Y.

EhekT npenapaty AocAraeTbCa BIPOAOBX 25 CEKYH[, MiCNA 3aCTOCYBaHHSA Ta TPUBAE NPOTArOM KiNlbKOX roguH (B cepeHboMY 6—8 rofimH, Makcumym 12 rogumt).

[AiTwv Bikom Bif 1 poKy 0 6 pOKiB.

3acTocoBytoTh npenapat Ha3nsiH® 0,025 % no 1-2 Kpanni y KOXHWUIA HOCOBWIA Xifl 2—3 pa3u Ha o0y .

Pa30By [03y cnif 3acTOCOBYBaTU He GifbLue 3 pasiB Ha f00Y.

EhexT npenapaty AoCAraeTbCa BNPOAOBX Ki/lbKOX XBUIMH NIC/IA 3aCTOCYBaHHA Ta TPUBAE MPOTArOM Ki/IbKOX rofivH (B cepefiHboMy 6—8 roguH, MakCcuMyM—12 roguH).
HemoBnaTa.

HeMoBnsTaM BiKOM [0 4 TVXKHIB npu3HayatoTh Nno 1 kpanni Ha3ueiHy® 0,01 % y KOXeH HOCOBUMIA Xif 2—3 pasu Ha Ao6y. 3 5-T0 TUXKHSA XWUTTA Ta [0 1 poky — 1-2
Kpansi y KOXeH HOCOBUIA Xif 2—3 pa3un Ha o0y .

Pa30By [03y cnif 3acTOCOBYBaTU He GifbLue 3 pasiB Ha f00Y.

EhexT npenapaty AocAraeTbCa BNPOAOBX Ki/lbKOX XBUIMH NIC/IS 3aCTOCYBaHHA Ta TPMBAE MPOTArOM KifIbKOX FOAVH (B cepefiHbOMy 6—8 roguH, MakCuMyM—12roguH).
1031, BULL peKOMEeHA0BaHMX, 3aCTOCOBYHOTb TiflbKM MiJ HArNsaLoM flikaps.

HasusiH® Kpanni HasanbHi 0,01 %, 0,025 %, 0,05 % 3acTOCOBYIOTb He A0BLUe 5—7 AHIB.



[iTn. He 3acToCcOBYIOTb Ha3ueiH® 0,025 % AiTam Bikom A0 1 poky; Ha3ugiH® 0,05 % BikoM 10 6 POKiB.

Nepeno3yBaHHA.

Mepefo3yBaHHS MOX/MBE NiCNs Ha3a/IbHOro abo BUMNaAKOBOr0 BHYTPILLIHLOMO Npuiiomy. KniHiyHa KapTuHa, BUKNMKaHa IHTOKCUKALLIEK NOXIAHMMM iMifa3ony, MoXe
OyTn LUY3iHO, OCKINIbKX TineppeakTUBHI (ha3n MOXYTb YepryBaTucs 3 (hazamMmu NPUrHiYeHHs LeHTpaibHOI HepPBOBOI CUCTEMM, CEPLEBO-CYAMHHOT CUCTEMM |
NereHeBol CUCTEMM.

Ctumynauia LeHTpasibHOI HepBOBOI CUCTEMM NMPOSABAETLCA: TPUBOIOK0, 30YKEHHAM, raitoumHaLiamMu, cygomamu. MNpUrHibYeHHs LeHTpanbHOI HEPBOBOT CUCTEMMU
NPOSAB/AETLCA: 3HUKEHHAM TeMnepaTypu Tina, MASBICTIO, COHMMBICTIO | KOMOHO.

TakKo)XX MOXYTb BUHUKATW: apTepiasibHa rinepTeHsis, Taxikapdis, bpagukapais, Mio3, Migpias, cyaoMu, MigBULLEEHHS TeMnepaTypu Tina, cnasMu, NiTAnBicTb, 6MigicTb,
MANABICTb, 3HVXKEHHA TeMnepaTypu Tina, LiaHo3, CUbHE CepLeOUTTA, apuTMis, 3ynyHKa CepLs, LLOKOBA MMNOTOHIA, HyA0Ta Ta 6/1H0BaHHSA, NMPUTHIYEHHS AMXaHHA Ta
arHoe, NMCUXoreHHi po3nagu.

Y [iTeid nepefosyBaHHS 4acTo MPU3BOAWUTL A0 LOMIHYKOUMX e(eKTIB LeHTPa/lbHOI HepBOBOI CUCTEMM 3 Cy[OMaMu i KOMOK, GpafuKapAieto, arnHoe, a TakKoxX
apTepianibHOKO TiMNepTeH3IErD, AKa, MOX/IMBO, HACTAE 3a MNOTEH3IE.

TepaneBTWYHI 3aX0M: NOKa3aHi y pasi TAKKOro nepefo3yBaHHs. 3aCTOCYBaHHSA akTMBOBAHOI0 BYTifing (abcopbeHT), CynbgaTy HaTpito (MPOHOCHE) ab0 NPOMMUBAHHS
LNyHKa (Mpy 3aCcTOCyBaHHS BEJIMKOI KiflbKOCTI NiKapCbKOro 3acoby) cnif NpoBOAWTH Bifpasy, TOMY LLIO OKCUMETa30/1iH MOXe LUBUAKO abcopbyBaTucs. BazonpecopHi
npenapaTy NPOTUNoKasaHi. HecenekTnBHI anbha-6/10kaToOPN MOXHA 3aCTOCOBYBATWU AK aHTUAOT. AKWO MOTPIGHO, cnif iHiLitoBaTU 3axoan AN NPOTUCYLOMHOT
Tepanii, BEHTUNALIT NereHb Ta 3aX0AMn, AKi 3MEHLUYHOTb JINXOMaHKY.

Mo6iyHI peakui.

YacToTa BUHNUKHEHHS KNacUiKYETbCA TaKMM YMHOM: Ay>Ke YacTo: = 10%, yacto (=1 % — <10 %), HeuvacTo: (20,1 % — <1 %), pigko: = 0,01% — <0,1%, ay>xe piAKo
a60 noognHoKi BMnaaku : < 0,01%.

3 60Ky AMXaNbHOT CUCTEMU, TPYAHOT KNI TUHM Ta CepefoCTIiHHS.

YacTo: neyviHHs abo CyxicTb CM30BOI 060/IOHKM HOCA, YXaHHS.

HeuvacTo: 36i/bLUeHHsA HabpAKY CM30BOT 0060/I0OHKM, KPOBOTEYA 3 HOCA NIC/IA NPUMMHEHHS 3aCTOCYBaHHS.

[y>xe pifiKo: anHoe Y HOBOHAPOXKEHUX Ta [iTell MOOALLIONO BiKy.

3 60Ky CKeneTHO-M'A30B0T CUCTEMM.

[y>xe pigko: cyaomum (NepeBaxkHO Yy AiTei).

3 60Ky HEPBOBOT CUCTEMM.

[y>xe pifKo: HeCnoKili, 6e3COHHS, BTOM/OBaHICTb (COHNMBICTb, CeAaTUBHWI eqieKT), FoNoBHMIA 6iNb, rantoumHaLii (0co61Bo Y AiTei).
3 60Ky CepLeBO-CYAMHHOT CUCTEMM.

PigKo: BifuyTTa cepLebuTTs, Taxikapais, apTepia/ibHa rinepTeHsis.

[y>xe pigko: aputMmis.

3 60Ky IMyHHOT CUCTEMMN.

HeuacTo: peakuii rinepuyTamBocTi (BUCUNU, CBEPOIX, aHrOHEBPOTUYHUI HABPSK).

TepmiH NpUAaTHOCTI. 3 POKMN.
[icnsa nepLuoro BigKpUTTA (h1iakoHa 36epiratv He GinbLue 6 MicALB.



YMmoBu 36epiraHHsA. 36epirati npu Temnepatypi He BuLLe 25 °C. 36epirati B HeLOCTYNHOMY Ans AiTeld micui!
YnakoBka [Mo 10 mn 0,025 % Ta 0,05 % po3unHy; no 5 mn 0,01 % po3unHy y thnakoHi. Mo 1 giakoHy y KapTOHHI KOpo6Li.
KaTteropis Bignycky. bes peuenra.

BupobHuKuN.

1. Codpapimekc — IHaycTpia Kimika e dapmaueyTika, C.A../Sofarimex—Indlstria Quimica e Farmacéutica, S.A.
2. Aenbthapm bnagens 6.B./ Delpharm Bladel B.V.

Micue3HaxomkeHHS BUPOOHMKaA Ta A0ro agpeca Micusa NPOBagpKeHHS 4isiNIbHOCTI.
1. AB. pac IHgycTpiac - AnbTto Ao Konapige, Kacem, 2735-213, MopTtyranis/Av.das Industrias — Alto do Colaride, Cacém, 2735-213, Portugal.
2. InpycTtpiser 1, bnagens, 5531 AD, HigepnaHaw/ Industrieweg 1, Bladel, 5531 AD, Netherlands.



