COOTBETCTBYET KCNEPTHOMY OTYETY

ot 05.12.2025 N= 30313

OBIIASI XAPAKTEPUCTUKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEIIAPATA

Hadruzun, 0,05 %, karnmm Ha3aIbHEIE.

Hadtuzun, 0,1 %, xarmmm Ha3albHEIE.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB

JeticTBytomee BemecTBo: Hada3oauH.

Hadruszun, 0,05 %, kamm Ha3albHbIE

Kaxnprii 1 m xanens HazanbHbIX conepxkut 0,5 r (0,05%) HadazonuHa.

Hadrusug, 0.1 %, kaniu HazaabHbIE

Kaxnaprit 1 1 xanens HazanbHBIX coaepkuT 1 1 (0,1%) nadazonuna.

[TonHbIi mepedeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Kamnu sasanbHbIE.

[Ipo3paunasi, GecuBeTHast UM CJETKa OKpaIIeHHAas! XKHUIKOCTb.

4. KIMHUYECKHUE JTAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Tpenapat Hadtuzun 0,05 % pacTBop nmokazaH K IPUMEHEHHIO Y B3POCIIBIX U JIETell B BO3pacTe OT
1 rona.

[penapar Hadruzun 0,1 % pacTBOp moka3aH K IPUMEHEHUIO Y B3pOCIBIX B Bo3pacTe OT 18 jer.
B kauecTBe CHMMITOMATUYECKOTO JIEUEHUS: OCTPBIA PUHUT, AJIEPrUYECKUl PUHUT, CHUHYCHT,
€BCTAXUMUT, JJAPUHTUT, OTEK TOPTaHH aNIEPIrHUECKOro reHe3a, OTEeK TOpTaHu Ha (JoHe 00IyueHHUs],
TUIIEPEMHUS CIU3UCTON OOOJIOUKM MOCHe ONepaluii Ha BEPXHUX JAbIXaTEeNbHBIX HyTaX. Jlns
OCTAaHOBKH HOCOBBIX KPOBOTCUCHMIA; /I 0OJIETYeHUS TPOBEACHUS PUHOCKOIIUY; IS YAJTMHEHUS

I[eﬁCTBHH MCCTHBIX aHCCTCTUKOB, IPUMCHACMBIX JJIA HOBerHOCTHOﬁ AHCCTC3HH.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Bspocnvie
ITo 1-3 xamm 0,05 % - 0,1 % pactBopa 3-4 pa3a B 1cHb.
JI1si IMarHoCTUYECKUX IeJIeH - MOCIe OYMCTKHA HOCA B KayKIBIM HOCOBOM XO/]1 3aKamaTh 3-4 Kariu
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WJIM BBECTU TaMIOH, cModeHHbIH B 0,05 % pactBope npélll-g;)la:Q %%'gl%ﬁllﬁ%ﬂ':i:gpﬁ{%gl )

[Ipu oTeke roaocoBbIX CBA30K BBOAUTH M0 1-2 mit 0,05 % pacTBopa mpenapara MaJlbIMU J103aMHU

TOPTAaHHBIM HIMPULIEM.

[Ipu kpoBOTEUEHHUSIX - BBECTH TaMIIOH, cMoueHHbIN 0,05 % pacTBopoM nmpenapara.

[Ipu puHHTaX KypC JIEUEHHS HE JOJKEH MPEBBIIATh 5-7 THEW y B3pOCIbIX.

Kaxk nononauTenbHOE JieKapCTBEHHOE CPEACTBO IPU MPOBEACHUH MOBEPXHOCTHON aHECTE3UH - 1O

2-4 xary Ha 1 MJI MECTHOTO aHECTETHKA.

Ecnu HOcOoBOe nibixanue obserdyaercs, TO IpUMEeHeHne HadTU3MHA MOYKHO 3aKOHUUTH PaHbIIIE.
eTu

Hetrsm npumensitor 0,05 % pactBop: ot 1 g0 6 ner - mo 1-2 kamiu, ot 6 10 18 neT - no 2 kamm

1-3 pa3a B fAeHb.

[Ipu puHHTaX KypC JI€YEHHS HE JOJKEH MPEBbIIaTh 3 JHEH.

Cnoco0 rmpuMeHeHus

[IpumensIOT MHTpaHa3aIBHO (B Kaxablii HOCOBOU xox). [lepen BBemeHueM mpemapaTa ClieqyeT

THIATCIIBHO OYUCTHUTb HOCOBLIC IMTPOXO/bI.

4.3. [IpoTuBONOKA3aAHUS

® TUIEPUYYBCTBUTEIHHOCTh K Ha(a3zoJMHY W/WIH JTFOOOMY W3 BCIOMOTAaTEIbHBIX BEIIECTB,
MEePEUYNCIICHHBIX B pa3aene 6.1;

e aprepuaibHas TUNEPTEH3US;

®  BBIPAXKEHHBIN ATEPOCKIEPO3;

® TUIIEPTUPEO3;

e TsDKeINble 3a00JIeBaHMS TJ1a3, B TOM YHCIIE 3aKPHITOYTOJIbHAS TJIAYKOMa,

® XPOHHYECKHUN PUHUT;

e aTpoHUUECKUI PUHHT;

e caxapHbIil 1uaber;

® TaxWKapaus;

® OJHOBPEMEHHBIN MpHEM WHTHOMTOPOB MOHOAMHUHOKCHIA3bl U B TeueHHE 14 mHel mocie
OKOHYaHMS UX MPUMEHEHHUS;

e s pactBopa 0,05 % - nerckuii Bo3pacTt miazimie 1 roaa;

e s pactBopa 0,1 % - nerckuii Bo3pact miaame 18 ner.

4.4. OcoOble ykazaHHusl M MepPbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO
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npu HEoXpoMOIIUTOME, IPU OEPEMEHHOCTH, B IEPUO/I TPYJTHOTO BCKAPMIIMBAHMUS.

Oco0ble yKazaHus

MoskeT oka3bIBaTh Pe30pOTUBHOE JICHCTBHE.

[Ipy nAUTENPHOM NPUMEHEHUH BBIPAXKEHHOCTh COCYIOCYXKMBAIOLIETO ACHCTBHS MOCTENEHHO
CHW)XaeTcs (sBJICHHWE Taxu(UIAKCUHU), B CBSI3U, C YEeM pPEKOMEHIyeTcs uepe3 S-7 nHei
MPUMEHEHUS CJIeaTh NePEePhIB Ha HECKOIBKO AHEH.

BBy BO3MOXHOTO pa3BUTHS TOOOYHBIX SIBJICHUH CO CTOPOHBI CEPJICUHO-COCYANCTON U HEPBHOU
CUCTEM HE CJIelyeT MpeBbIIaTh 1036l penapaTa HagTusun, pekoMeH 0BaHHbIE K TPUMEHEHHUIO.
Crnenyet u30eraTh NonagaHus mpenapara B riiasa.

Bo u3bexxanue pacnpoctpaHeHust HHPEKIINH HE0OX0IMMO MTPUMEHSATh IpenapaT UHAWBUIYAIBHO.

4.5. BzaumoaeiicTBue ¢ JPYrHMHM JIeKAPCTBEHHBIMM TMpenaparamMd M Jpyrue BHAbI
B3aUMOJACHCTBUSA

He cnenyer npuMeHSTh OTHOBPEMEHHO C HHTUOMTOPAMHU MOHOAMHUHOKCHIa3bl WU B TeueHue 14
JHEW TIOCJIe OKOHYAHMS HMX NPUMEHEHUS. 3aMelUIsieT BCAaChIBAHME MECTHOAHECTE3UPYIOLIUX
JIEKapCTBEHHBIX CPEACTB (YIIMHSIET UX JeUCTBUE MPU MPOBEIECHUHU MOBEPXHOCTHON aHECTE3UN ).
CoBMeCTHOE Ha3HaYEHUE APYrux COCyAOCYXKUBAIOMHNX JICKAPCTBCHHBIX CPCACTB MOBLIIIACT PUCK

pasButHs MOO0YHBIX I(H(HEKTOB.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Tpumenenue pu GepeMEHHOCTH BO3MOXKHO TOJIBKO B TOM CIIy4ae, €CIIM OXKHUAaeMast oIb3a JUIs
MaTepy MPEBbIIIAET MOTCHIMATBHBIM PUCK AJIS TUIOAA.

Jlakranus

IIpuMeHeHre B mepuoJ I'PyJHOIO BCKAPMIIMBAHMSA BO3MOXKHO TOJIBKO B TOM Cllydae, €CIIH

OoXXugacMmasd 1oJjib3a AJjid MaTCpu MPCBLIIACT HOTGHI_II/Ia.HBHBII\/'I PUCK IJId pGGGHKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBLIMH CpPeACTBAMH M PadoTarb €
MeXaHNu3MaMu

HpI/IMeHeHI/Ie npenapara HC OKa3bIBACT BJIIMSAHUA HA CHOCO6HOCTB K BBIIIOJTHEHUIO ITOTCHIINAJIBbHO
OTIACHBIX BUJIOB JIEATEIbHOCTH, TPEOYIOIINX MOBBIIIEHHON KOHLIEHTPALUU BHUMAHUS U OBICTPOTHI
NICUXOMOTOPHBIX peakuuid (B T.4. yNpaBieHHE TPAHCHOPTHBIMU CpeICTBaMH, pabora ¢

JBIKYIIMMUCS MEXaHU3MAMH ).
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4.8. HexkennaTeibHble peakuuu

PesroMe HexxenaTeabHbBIX peaKIIni

YacToTa HexKenaTeNIbHbIX PEAKLUN IIPUBECHA B BUJIE CIICAYIOLIEH IPalalluu:

ouens uacmo (> 1/10);

yacmo (= 1/100, vHo < 1/10);

neuacmo (> 1/1000, vHo < 1/100);

peoko (= 1/10 000, Ho < 1/1000);

ouens peoko (< 1/10 000);

yacmoma Heuzgecmua (Ha OCHOBAaHUHM UMEIOIINXCS TaHHBIX OLIEHUTh HEBO3MOKHO).
Hapywenus co cmoponul HepéHoii cucmemvl

Yacmoma neuzsecmua: TOIOBHAS OOIb.

Hapywenus co cmoponwl cepoya

Yacmoma HeuzsecmHa: TaXUKapaAUsl.

Hapywenus co cmoponwvl cocyoos

Yacmoma neuzeecmua: TIOBBIILIEHUE apTEPUATILHOTO J1ABJICHMS, pEAKTUBHAS THUIIEPEMMUSL.
Hapywenus co cmoponvl siceny0ouno-Kumeuno2o mpaxkma

Yacmoma nHeuzeecmua: TOIIHOTA.

Obwue napyuwenus u peakyuu 6 mecme 68e0eHuUs.

Yacmoma Heusgecmua: paspakeHue, HaOyxaHHE CIU3UCTONH OOOJIOYKM TOJOCTH HOCA, IpHU
npuMeHeHuu 6osiee 1 Helenmu - OTeK CIM3UCTOM 000JIOUKH TOJIOCTH HOCA, aTpOPUIECKUN PUHUT.

COO6H_ICHI/IC O ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmare 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX T[OCIEe PETUCTPAIUU
JICKapCTBEHHOTO TIperapara ¢ melbio 00ecredeHns HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM pa0OTHHKAM DPEKOMEHIYeTcs
coo01aTe O JIIOOBIX MOJI03PEBAEMbIX HEXeNaTeIbHBIX PEeaKIUsAX JEKapCTBEHHOIO Ipernapara
4yepe3 HAlMOHAIBHBIE CHCTEMbI COOOIICHHS O HEXKENATEIbHBIX PEaKIUsIX rOCydapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccuiickas @enepanus

denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl miiomaip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITMOHHON ceTu «HTEpHET:!

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

CHUMOTOMBI
CHIDKeHHUE TeMIlepaTypsl Tela, OpajauKap/Ius, MOBHIICHUE apTePHATLHOTO 1aBICHUS.
JleueHune

CuMIOTOMAaTHYECKOE.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHUYecKHe CBOHCTBA

dapMakoTeparneBTUYECKas TPYIINa: IpernapaTsl AJis JeueHus 3a00JIeBaHUi HOCa; IEKOHTeCTaHThI
U ApyTHe MpenapaTsl Il MECTHOTO IPUMEHEHUST; CHMIIATOMUMETHKHU.

Kox ATX: ROIAAO8

Mexanusm aeiictBus U hapMakoauHaMudeckue 3O GHEKThI

Anbda-aIpeHOCTUMYIUpPYIOIIEe  CPEACTBO,  OKa3blBaeT  OBICTpOE,  BBIPAKEHHOE  H
MPOJOHKUTEIHLHOE COCYA0CYKUBAIOIEe TEHCTBUE B OTHOIIEHUU COCY/IOB CIM3UCTON 000JI0YKU
HOoca (YMEHBIIAeT OTEYHOCTh, THIIEPEMHUIO, dKccynaiuio). Ob0erdaer HOCOBOE AbIXaHWE TPU
puHuTax. Yepes 5-7 qHel BOZHUKAET TOJIEPAHTHOCTD.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AGcopbuus

[Ipy MecTHOM mNpUMEHEHUH cucTeMHas abcopOumsi Hu3kas. CocymocyxuBaroniuii d(dexr

HACTynacT 4€pe€3 HECKOJIBbKO MUHYT M ITPOAOJIKACTCA B TCUHCHHNE HECKOJIBKUX YaCOB.

6. PAPMAIIEBTUYECKHUE CBOVMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

bopnas kucnora

Bona ounmennas

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs)

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3alIMILEHHOM OT CBeTa MecTe. bepeub oT 3aMOpakuBaHus.
6.5. XapakTep M coaepkaHue YNIAKOBKHU

ITo 10 mu1 BO hi1aKOHBI CTEKIISTHHBIE BMECTUMOCTBIO 10 MII, yKyTTOpeHHBIE POOKaMU PE3MHOBBIMH,

1 00KaThle KOJIMaYKaMU aIIOMHUHHEBBIMH.
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ITo 5 mu, 10 mu, 15 i umm 20 M Bo (bHaKOHbI-KaHeHLq:l;:L:l?H-l éﬁﬁér%ié&&ﬂf&%?ﬁ&hme

KPBIIIKAMHU WM KOJIIAYKaMH ITOJIM3TUIICHOBBIMH.
1 crexnsaHHbIN (akoH o 10 mu, 1 dnakoH-KanenbHUILY IO S Mit, wian o 10 M, wmu o 15 mn
uiu 1o 20 MII ¢ MIHCTPYKIMEH MO MPUMEHEHHIO MTOMEIIAIOT B MAYKy U3 KapTOHA.

JomyckaeTcsi ynmakoBka (hjakoHOB-KareabHHIl (1o 5 mut, uiau 1o 10 My, wim mo 15 Mt uimu 1o
20 mi) o 50 unmu 200 mTYK ¢ paBHBIM KOJIMYECTBOM HHCTPYKIUI 110 MPUMEHEHHUIO B KOPOOKH U3
KapToHa KOPOOOYHOTO WM B SIIMKH U3 TOQPUPOBAHHOTO KAPTOHA (IJIs1 CTAIMOHAPOB).

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YTWIN3ANMHA  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs
JICKApPCTBEHHOI0 Npenapara u Apyrue MaHUIYJISIUM C IPenapaToM

Oco0blie TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccus
AO «Kuposckas papmarieBTraeckas hadpukar

610000, Kuposckas o061, r. Kupos, yin. MockoBckas, 1. 27 a

7.1. IlpeacTaBUTeJIb 1€PKATEISI PErHCTPAIMOHHOIO YI0CTOBePeHUs
[IpeTeH3uu moTpeduTENeH HAIPABIIATH 11O AAPECY:

Poccus

AO «Kuposckas papmarieBTHuecKas Gpadpuxa»

610000, Kuposckas 061, r. Kupos, yin. MockoBckas, 1. 27 a

Ten. (8332) 22-01-26

E-mail: kachestvo-s@k-ff.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPHUAA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KaTerOpHU OTITycKa Oe3 perenTa.

OO0mmas xapakTepuCTHKa JICKApCTBEHHOTO mpernapara HadTu3uH nocTymHa B €IMHOM peecTpe
3apEeTUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CpeACTB EBpasuiickoro SKOHOMHUYECKOTO CO03a M Ha
opUITHATEHOM caiite YIIOJTHOMOYEHHOTO oprana (9xcepTHOM OpTraHH3aIIHH )
https://Ik.regmed.ru/Register/EAEU_SmPC.



