COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 29.12.2023 N= 27497

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
HA®TU3HUH, 0.05 %, kaniau Ha3albHEIC.

HA®TU3UH, 0.1 %, kamim Ha3aJdbHbIC.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB
JleiicTByromiee BemecTBo: Hada3onrH.

HADTU3UH, xamum gazaneabsle 0.05 %

Kaxxnprit Mt npenapata conepxut 0,5 mr HadazonmrHa (B BUIE HUTPATA).

HADPTU3UH, kamnu HasaapHbie 0.1 %

Kaxxasiit M1 npenapata cogepxut 1,0 Mr Hada3zonuHa (B BUJIe HUTPATA).

[TonHbli nepeyeHb BCIIOMOTaTENIbHBIX BELLIECTB IIPUBEIEH B pa3zene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Karum HazanbHbIE.

[Tpo3paunas GecLBETHAs WJIH CIIETKa OKpallleHHAs! )KUAKOCTb.

4. KIMHUYECKHUE JJAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Tpenapatr HA®TU3UMH, 0,05%, noka3an k IpMMEHEHUIO y B3pOCIbIX U AeTei oT 1 roxa o 18
JeT.

[Tpenapatr HA®THU3UH, 0,1%, nokazaH k IPUMEHEHHIO Yy B3pOCIbIX cTapiie 18 ser.

B kayecTBe CMMITOMATHYECKOrO JIEUEHMS: OCTPBIM PUHMT, AJUIEPITMUECKUN PUHUT, CHUHYCHT,
€BCTaXUHUT, JIJAPUHTUT, OTEK TOPTAaHU aJNIEPTUUYECKOr0 reHe3a, OTEK ropTaHu Ha (poHe 00JIydeHus,
TUIIEpEMUs CIIU3UCTON 000JIOUKH MOCIIE ONepaliili Ha BEPXHUX JbIXaTEIbHBIX My TIX.

Jlis OCTAaHOBKM HOCOBBIX KpPOBOTEUEHHH, Ui OOJerdeHuss MpOBEAEHUS PUHOCKOIUH, JUIs
YAJIMHEHUS IEHCTBUS MECTHBIX AHECTETUKOB, IPUMEHSAEMBIX JIJI1 IOBEPXHOCTHOM aHECTE3NU.
4.2. Pexxum 103MpoOBaHNs U €C1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHus

Bspocnvim: no 1-3 xaruum 0,05-0,1 % pactBopa npenapara 3-4 pasa B JI€Hb.

JI1 AMarHOCTUYECKUX LEIIEH: OCIIE OYMCTKY NOJIOCTU HOCA B KAXK/IbI HOCOBOM IPOXO0/] 3aKararh 1o
3-4 xarum WM BBeCTH TaMIoH, cMouyeHHbI! B 0,05 % pacTBope npenapara, u OCTaBUTh Ha 1-2 MUH;
MIPU OTEKE TOJIOCOBBIX CBS30K BBOAUTH 1O 1-2 mut 0,05 % pacTBOpa mpemnapara MajabIMU JO3aMU
TOPTaHHBIM WINPULIEM; MIPU KPOBOTEUEHMSAX - BBECTH TaMIloH, cMoueHHbId 0.05 % pactBopom
npernapara.

IIpu puHUTaX KypC JIEUEHUS HE JOJDKEH NPEBBIIATH S5-7 JHEW Y B3POCTBIX.
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4 xarM Ha 1 MJI MECTHOT'O aHECTETHKA.
eTH
[Tpumenstor 0,05 % pactBop: ot 1 roga 110 6 set - o 1-2 karuwm 1-3 paza B ieHb; ot 6 10 18 ser - no
2 karu 1 -3 pa3a B JicHb.
ITpu puHHTaX KypC JIeUEHUs HE JOJDKEH NPEBBIIATh 3 THEH.

Cnooco0 nnpuMeHeHus

WNHTpanaszanbHO (B KaXKIbIii HOCOBOM XOJ).

4.3. [IpoTuBONOKA3aHUS

['mnepuyyBCTBUTENFHOCT, K Ha(a3onmMHy WM K JIOO0OMY U3 BCIOMOTAaTEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

ApTepuanbHas THIIEPTEH3Us, BBIPAKEHHBIN aTEepOCKIEpO3, TUIEPTUPEO3, XPOHUUECKUN PUHUT,
TsDKeNble 3a00JeBaHUsS TJa3, CaxapHbId Ouaber, TaxXWKaplus, 3aKpbITOYrojibHas TIJayKoMa,
aTpopUUECKUI PUHUT, OJHOBPEMEHHBIH NMPHEM HHTHOMTOPOB MOHOaMHHOKcHAa3sl (MAO) u
nepuon 10 14 nHei nocie OKOHYaHUs UX MMPUMEHEHuUs, AeTcKkuid Bo3pact 10 1 roga (mis 0,05 %
pactBopa), AeTckuii Bo3pacT 1o 18 net (ms 0,1 % pactBopa).

4.4. OcoOble ykazaHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPOKHOCTEIO

HNmemuueckass Oone3Hb cepauna (CTCHOKapIus), THIEPIUIa3usl TPEICTATEIbHON IKeNe3bl,
dbeoxpomornToMa, 6epeMEeHHOCTh, IIEPUOJI TPYAHOTO BCKAPMIIMBAHUS.

Oco0ble yKazaHus

MoskeT oka3bIBaTh pe30pOTUBHOE JIEHCTBUE.

[Ipy nAUTENTPHOM NPUMEHEHHH BBIPAXKEHHOCTb COCYJIOCYKHBAIOLIETO JEWCTBUS IOCTENEHHO
CHIDKaeTcs (SBJICHHE TaXU(PUIAKCHH), B CBSI3H C YEM PEKOMEHAYyeTcs uepe3 5-7 AHel MpUMEHEeHUS
CeNaTh MEPEPHIB HA HECKOJIBKO JHEH.

4.5. B3amMmopeiicTBHMe ¢ IPYTMMH JIEKAPCTBEHHBIMHM MpenapaTtaMHM W JApyrue BH/IbI
B3aMMOJEHCTBUA

He cnenyet npuMeHsATh OTHOBPEMEHHO ¢ MHTMOMTOpAaMH MOHOAMUHOKCHIA3bl WK B TeueHue 14
JHEH T0CcJIe OKOHYaHMs MX IPUMEHEHHUS, BCIEACTBHE MOBBIILIEHUS PUCKA PA3BUTHUS BBIPAKEHHON
apTepuaIbHON TUIIEPTEH3UH.

3aMe[UIsieT BCachblBAHME MECTHOAHECTE3UPYIOLIUX JIEKAPCTBEHHBIX CPEACTB (YUIMHAET HX
JEMCTBHE NPHU NPOBEACHUN TOBEPXHOCTHOM aHECTE3UN).

CoBMecTHOE Ha3HAYEHHE JPYTHX COCYI0CYKUBAOIINX JIEKAPCTBEHHBIX CPEJICTB MOBBILIAET PUCK

pa3BuUTHA MOOOYHBIX 3((HEKTOB.
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4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS

bepemeHHOCTB

[TpumeHeHue pu OEPEMEHHOCTH BO3MOXKHO TOJIBKO B TOM CIIydae, €CJIM 0>KHMJIaeMasi 110JIb3a JUIs
MaTepu MPEBBIIIACT MOTCHIIMATLHBIA PUCK TS TUI0/IA.

JlakTanus

[IpumeHeHre B NepHOJ TPYIHOTO BCKapMJIMBAaHUS BO3MOXHO TOJIBKO B TOM CIllydae, €CId
O’Ku1aeMasi 1oJib3a JJIsl MaTepH MPEBHIIACT MOTEHIUAIBHBIA PUCK IJIs1 peOeHKA.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMU CPeACTBAMHM H PadoTaTh €
MeXaHU3MaMHu

[Tpenapat He OKa3bIBACT BIMSHUE HA CIOCOOHOCTH K BHIIOJHEHUIO MTOTEHIMAIEHO ONIACHBIX BUJIOB
NESATCIIbHOCTH, TPEOYIOMUX  TIOBBIIICHHOHW  KOHIIEHTPAllMd BHUMAHUS ¥ OBICTPOTHI
MICUXOMOTOPHBIX peakluii (B TOM YHCIIE, Ha YIIPaBJIeHUE TPAHCIIOPTHBIMU CPEACTBAMH U paboTy
C JIBIDKYIIMMHUCS MEXaHU3MaMH).

4.8. HexkenarejibHbIEC peaKuMu

PesroMe HexxenaTeabHbIX PEAKIU

Hapywenus co cmoponvl HepéHoll cucmembl: TOOBHAS 00Ib.

Co cmoponvl cepoya: TaxuKapausl.

Co cmoponbl cocy008: TIOBBILIEHUE apTEPUAILHOTO JaBICHUS, PEAKTUBHAS THIIEPEMHUSL.
Kenyoouno-kuweunvie napyuienus: TOIMIHOTA.

Obwue HapyweHuss u peakyuu 6 mecme 66e0eHUs: pPa3pakeHHe, HaOyXaHUe CIU3UCTON
000JI0YKH MOJIOCTU HOCA, TPU TPUMEHEHUH OoJiee | Heslenu - OTeK CIU3UCTON 000JI0UKH MOJIOCTH
HOCa, aTpOUYECKUI pUHUT.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

Baxxno coo0mare 0 MOA03peBaeMbIX HEXKENaTeNbHBIX pPEaKIUsIX I[OCle pPerucTpanuu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«MOJb3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeTuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
Co00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIIATEIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
Yyepe3 HAIMOHAIbHBIE CUCTEMBI COOOIIECHHUS O HEXENATENbHBIX PEaKIUIX TOCYJapCTB — YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr'0 COI03a.

Poccuiickaa ®@eoepayus

®denepanpHas cmyx0a mo Haa30py B chepe 3apaBooxpanenus (PoczmpaBruanzop)

109012, MockBa, CnaBsHcKas miomajp, 1.4, ctp.1.

Tenedon: +7 800 550 99 03.

e-mail; pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru.
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4.9. [lepeno3upoBka

CuMITOMBI

CHIDKEHUE TeMIlepaTypsl Tena, OpaauKap/Ius, MOBIIICHUE apTEPUATHLHOTO JTABICHHMS.

Jleuenue

CumnTomMaTH4ecKoe.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA

5.1. ®apmakoauHaAMHYeCcKHe CBOICTBA

®dapMakoTepaneBTUYECKas Ipymma: npenaparsl Uist iIeueHus 3a00JIeBaHUN HOCA: IEKOHT€CTaHThI
U ApyrUe NpernapaTsl sl MECTHOTO IPUMEHEHUS; CHMIIATOMUMETHKH.

Koxg ATX: ROIAAOS

Mexanusm neiicteus u hapMakoauHaMmudeckue dhheKThl

Anbba-aIpeHOCTUMYIUPYIOIIEE  CPEICTBO,  OKa3blBaeT  OBICTPOE,  BBIpAXEHHOE U
MPOJOHKUTEIFHOE COCYA0CYKUBAIOIEe NEHCTBUE B OTHOIICHUU COCYJIOB CIU3UCTON 000I0UYKU
MOJIOCTH HOCA (YMEHBIIAET OTEYHOCTh, TUIIEPEMUI0, dKCCynanuio). O0IeryaeT HOCOBOE JbIXaHUE
1pu puHHATaX. Yepes 5-7 qHel BOZHUKAET TOJIEPAaHTHOCTD.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

[Ipy MecTHOM mpUMEHEHMH cHcTeMHas alcopOius Huzkas. CocynocyxuBarommii 3PdexT
HACTYIIAeT Yepe3 HECKOJIbKO MUHYT U MPOJOJKAETCS B TEUEHUE HECKOJIBKHUX YacOB

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIIECTB

bopHas xucnora

Bona ounienHas

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roxHocTH (CPOK XpaHEeHHs)

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUHU

B 3amuienHoM ot cBeTa MecTe Ipu TeMieparype He Boie 25 °C.

6.5. Xapakrep u cofepkaHue NEPBUYHOH YIAKOBKH

[To 10 mm, 15 mu B monmuMepHbIe (hIaKOHBI-KANEeIbHUIIBI U3 TIOJUATHIICHA BHICOKOTO JAaBICHUS
TEPMETUYHO 3aKPBIThE MOJIMMEPHBIMH MPOOKaMHU-KANeIbHUIIAMH W3 TIOJHUATUIIEHAa BBICOKOTO
JIABJICHUSI M KPBIIIKaMU MOJIMMEPHBIMA HaBUHUMBAEMBIMU M3 IOJIMATHIIEHA HU3KOIO JABJICHUS
WIK BO (hIaKOHBI MOJMMEPHBIE U3 MOJIMATUIICHA BBICOKOTO JABJICHUS YKYIOPEHHBIE MPOOKaMH-
KareJabHUIIaMH TTOJTMMEPHBIMH U3 MOJIUATUIIEHA BBICOKOTO JaBJICHUS U TOJTUMEPHBIMH KPBILIIKaMU

HaBUHYMBACMBIMU C KOHTPOJIEM IIEPBOT'O BCKPBITHA U3 MMOJIUITUIICHA HU3KOT'O JABJICHUA.
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MOJIMMEPHBIMU MTPOOKAMHU-KAMETbHUIIAMH U KPBIIIKAMA HAaBUHYMBACMBIMHU, WM BO (DIAKOHBI
MOJIMMEPHBIE YKYTIOPEHHBIE J103aTOPaMH M KPBIILIKaMHU.

ITo 10 mur, 15 M1, 20 mut Bo (hJ1akOHBI IOJIMMEPHBIE U3 TOJIUATUIICHTEpeTaIaTa UiIu BO (PJIaKOHBI
TEMHOT'0 CTEKJIa, YKYHNOPEHHbIE KPBIIIKAMU HABUHYMBAEMBIMHU C KOHTPOJIEM MEPBOTO BCKPBITHUS
CO CTEKJISIHHOM NUIIETKOM.

Ha ¢nakon wnm ¢raakoH-KamenbHUIly HAKICHBAIOT ITHKETKY W3 Oymard STUKETOYHOW WIIH
MUCYEH, WM STUKETKY U3 OyMaru caMoKJIesiencs.

ITo onHOMy (hnakony wim dakoHy-kamneapHue mo 10 mi, 15 mi, 20 M1 BMECTe ¢ HHCTPYKITUEH
[0 MPUMEHEHHIO TIOMEIIAIOT B MMAYKy U3 KapTOHA KOPOOOUHOTO WIIM XPOM-3P3all.

6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH NPH  YHUYTOKEHUHM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NPHUMEHEeHUs
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

000 «BECT», Poccus.

117218, r. MockBa, yi1. HoBouepémytkunckasi, 1om 25, oduc 5 stax.

Tenedon: (495) 128-65-68.

DJeKTpoHHas mouTa: west_reg@mail.ru

7.1. IIpeacTaBUTENDb AEPKATE/S] PETHCTPAIIMOHHOIO YI0CTOBEPEeHHUs

[IpereH3un HOTDe6I/ITeJIeI71 HanpasJATH 110 aaApeECy:

AO «Camapamennpomy», Poccus.

123112, r. MockBa, BH.Tep.I. MyHUIIMNAIbHbIN oKpyT IIpecHenckuii, HaO. IIpecnenckas, a. 12,
nomer. 16H/38.

Ten./daxc: (846) 373-81-07, (846) 373-81-08.

Ii1. oyTa; razvitie@samaramedprom.com

unu
00O «Texnonapk-Llentp», Poccust.

123557, r. Mockga, yi. Knumamikuna, 1. 22, ctp. 1.

Ten./dakc: (495) 994-94-79.

On. noura: okk.ook.techpark@yandex.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

JITI-Ne(004283)-(PT'-RU)

9. TATA NEPBUYHOMN PETI'MCTPAIIMHA (ITIOJATBEPXKJIEHUSI PETMCTPAIINMA,
MNEPEPETUCTPALIN)
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JlaTa nmepBoii peructpanuu:

15 suBaps 2024 r.
10. IATA IEPECMOTPA TEKCTA

OOmast  xapakTepucThka JekapcTBeHHoro mpenapata HA®TU3MH  poctynHa Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMoHHoU cetn «aTepHeT http://eec.eacunion.org/
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