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oT LU U2

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Hadtuzun, 0,05 %, kanam Ha3aabHBIE.

Hadtuzun, 0,1 %, xarmmm HazambHEIE.

2. KAYECTBEHHBINA U KOJTUWYECTBEHHbBINA COCTAB
JeiicTBytolee BemecTBo: Haga3zouH

Hadrusun, 0,05 %, kanau HazajabpHbIE

Kaxxnprit 1 M npenapara cogepxut: 0,5 Mr HadazoamHa HUTpATA.

Hadruszun, 0,1 %, karm HazajlbHbIE

Kaxnprii 1 M1 npemapara cogepxurt: 1,0 Mr, Hada3zommuHa HUTpATA.

ITomubIi MEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kaniu HazanbHEIE.

Hp03paqHa;1, 6CCI_IBGTHa$I NN C XXCJITOBAaThIM OTTCHKOM XHUAKOCTb.

4. KJIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat Hadtuzun 0,05 % pactBop nokaszaH kK IpUMEHEHHIO Y B3POCIIBIX U €Tl B BO3pacTe OT
1 rona.

[Mpenapat Hadgtuzun 0,1 % pacTBop mokazaH K NPUMEHEHHIO Y B3POCIBIX B Bo3pacte oT 18 neT.
B kadecTBE CHMNITOMATHYECKOTO JICUSHHS: OCTPBIA PHUHUT, aJUIEPTUYECKUN PUHHUT, CHHYCHT,
€BCTAXUUT, JJAPUHTUT, OTEK TOPTAHH aJNIEPrHUECKOro reHe3a, OTEeK TOpTaHu Ha oHe 00ydeHus,
TUIEPEMHUs] CIU3UCTON OOOJIOYKM TMOCNe ONepaluii Ha BEpXHUX JAbIXaTeNbHBIX NyTax. Jlns
OCTaHOBKH HOCOBBIX KPOBOTCUCHHH; IS OOJIETYCHHUS TPOBEACHUST PUHOCKOITUH; JIJIS YIUTHHEHHS

HGfICTBHSI MCCTHBIX aHCCTCTUKOB, IPUMCHACMBIX JJIs1 HOBCpXHOCTHOﬁ AHECTC3HMH.

4.2. Peskum 103MPOBaHNUSA M CIOCO0 NPUMeEHEeHUs!

PexuMm no3upoBanus

B3pociev HazHadarot 1o 1-3 karmum 0,05 % — 0,1 % pactBopa 3—4 pasa B 1cHb.

JI11 AMarHoCTUYECKUX LENEN — IIOCIIE OUNCTKH HOCA B KaXKIbIi HOCOBOM X0/ 3aKanaTh 3—4 Karum
WJIM BBECTH TaMIIOH, cMoueHHBbIH B 0,05 % pacTBOpe npenapara ¥ OCTaBUTh Ha 1—2 MUHYTHI.
IIpu oteke rosocoBsIx cBsI30K BBOAUTH 10 1-2 mu1 0,05 % pacTBOpa mpemnapaTta MajabIMH J103aMU

TOPTaHHBIM HITPHULIEM.
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IIpu KPOBOTEUEHUAX — BBECTH TAMIIOH, CMOYCHHBII 0,05': %:bé&%%@[“rﬁgm% Tb 0003)

IIpu puHMTAX KypC JIEYEHUs HE JOJDKEH IIPEBBIATh 5—7 JHEN Y B3POCIIBIX.
Kak nonosHuTENbHOE JIEKAPCTBEHHOE CPEJICTBO MPHU IPOBEACHUM ITOBEPXHOCTHON aHECTE3UM —
1o 2—4 karM Ha 1 MJI MECTHOTO aHECTETHKA.
Ecnu HOocoBoe apixaHue oOserdyaercs, TO MpUMeHeHHne HadTU3MHA MOXHO 3aKOHUUTH PaHbIIIe.
[ToBTOpHOE MPUMEHEHNKE IIpErapaTa BO3MOKHO Y€pE3 HECKOJIBKO JTHEM.
Ilepen BBEnEHUEM Npenapara CleyeT TIIATEIbHO OUUCTUTh HOCOBBIE TPOXO/IBI.

€T’
Hersam npumensitot 0,05 % pactBop: ot 1 10 6 net — no 1-2 kamum, ot 6 10 18 et — no 2 kamm
1-3 pa3a B feHb.
[Ipu puHHTaX KypC JIEYCHUS HE JOJKEH IPEBBIIATH 3 THEH.

Cnoco6 IIPUMCHCHUA

[TpuMeHSIOT MHTpaHa3aIbHO (B KaXKIbIii HOCOBOM XOJ).

4.3. IIpoTuBONOKA3aHUSA

e [unepuyyBCTBUTEIBHOCTh K Ha(dazoNMHy WIH JI000MY M3 BCIOMOTaTEIbHBIX BELIECTB,
NIEPEYUCIICHHBIX B pa3zene 6.1.;

e apTepualibHas TMIEPTEH3US;

® BBHIPAXCHHBIN aTEPOCKIIEPO3;

® THUPEOTOKCHUKO3;

e TspKenble 3a00JIeBaHuUs T71a3, B TOM YHCIIE 3aKPBITOYTOJIbHAS TJIayKOMa;

® XPOHHWYECKHUM PUHUT

e arpouyecKuil pUHUT

e caxapHblii Auader

® TaxWUKapaus

® OJIHOBPEMEHHBII NMpueM HHTHUOUTOPOB MOHOAMMHOKCHIA3bl M B TeueHHe 14 nHell mocie
OKOHYAHUS X MPUMEHEHUS,

e s pactBopa 0,05 % — geTckuii Bo3pacT miajie 2 JieT;

e s pactBopa 0,1 % — merckuit Bo3pacT mutazmie 15 jier.

4.4. OcoOble ykazaHMsl U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

Nmemuueckass Oone3Hb cepAuna (CTEHOKAapAWs), THUIEPIUIa3usl TPEICTaTeIbHOM JKele3bl,

beoxpomMoriToMa, 0epeMEHHOCTh, MIEPUOJT TPYIHOTO BCKaPMIIMBAHUS.
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Oco0nle yKazaHus

MokeT OKa3bIBaTh Pe30pOTUBHOE JICHCTBHE.

IIpn UIMTETBHOM INPUMEHEHHUH BBIPAKEHHOCTb COCYAOCYKMBAIOLIETO JEHCTBUS IIOCTEIIEHHO
CHIKaeTcsd (sIBIeHHEe TaxW(UIakcuu), B CBSI3U, C 4YE€M pEKOMEHJIyeTcs uyepe3 5—7 nHel
IIPUMEHEHHUS CIEIIaTh IIEPEPbIB HA HECKOJIBKO JHEH.

BBu1y BO3MOXHOTO pa3BUTHsI HOOOYHBIX SIBICHUH CO CTOPOHBI CEPJICYHO-COCYANCTON M HEPBHOM
CHCTEM HE CJIeZlyeT NMPEeBBIIATh 103kl Mpenapara HadtusuH, pekoMeH10BaHHbIE K IPUMEHEHUIO.
Crnenyer u3beratsb NonajaHus npenapara B rjasa.

Bo u3bexanue pacrpoctpaHeHuss THPEKIUU HEOOX0IMMO IPUMEHSATH NpenapaT WHIUBUIYATbHO.

4.5. B3aumojgeicTBUsI ¢ JPYIrMMH JIEKAPDCTBEHHBIMH TMpenaparaMM M JApyrue BH/bI
B3aNMOJAeHCTBUSA

He cnepyer nmpuMeHSATh OAHOBPEMEHHO C MHTMOMTOpAMU MOHOAMMHOKCHJA3bl WM B TEUEHUE
14 nueit mocne OKOHYAHUS MX MPUMEHEHHS. 3aMeJIIeT BCACHIBAHUE MECTHOAHECTE3UPYIOIINX
JIEKAPCTBEHHBIX CPEACTB (YJIMHSACT UX JCHCTBUE MPU MIPOBEJACHUH TOBEPXHOCTHON aHECTE3UN).
CoBMeCTHOE Ha3HAYEHHE JIPYTUX COCYAOCYKUBAIOIIMX JIEKAPCTBEHHBIX CPEACTB MOBBIILIAET PUCK

pa3BUTHS TOOOYHBIX YP(HEKTOB.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

[TpumeneHue mpu 6€peMEHHOCTH BO3MOKHO TOJIBKO B TOM CIy4ae, €Cliu OKuaaeMasi ojb3a JUis
MaTepH MPEBBIIAET TOTCHIIMATBHBIN PUCK JIJIS TUIOJA.

JlakTarms

[IpumeHeHne B mepuoj IPyAHOTO BCKAapMIIMBAHUS BO3MOXKHO TOJIBKO B TOM Ciyyae, €cliu

OKngacmas 1oJjib3a ik MaTCepu IMPEBLIIIACT MOTEHIIMAIbHBIN PUCK 1A pe6eHKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATHL TPAHCHOPTHBIMHU CpeCTBAMU H pPadoTaTh €
MeXaHHU3MaMH

[TpumeHeHue mpenapaTta He OKa3bIBaeT BIMAHUS HAa CIIOCOOHOCTD K BBHIIIOJIHEHUIO MOTEHIIMAIBHO
OTIACHBIX BUJIOB JIEATEIbHOCTH, TPEOYIOIIMX MOBBIIIEHHON KOHLEHTPALU BHUMAHUS U OBICTPOTHI
NICUXOMOTOPHBIX peakuuid (B T.4. YNpaBI€HHE TPAHCIOPTHBIMH CpEACTBaMH, paboTa cC

ABVIKYIIUMUCH MCXB.HI/ISMaMI/I).
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4.8. HexxenaTesbHbIE peaKIIUU

PesroMe HexxenaTeabHbBIX PeaKIni

Co cmopoHvl yeHmpanbHOU HepE8HOtL cucmeMbl: TOIOBHAs 0O0JIb.

Co cmopounsl cepoeuno-cocyoucmou cucmemsl: TaXUKaplus, MOBBIIICHHE apTEepPUATIBLHOTO
JABJICHUSI, pEaKTUBHAS TUIIEPEMHUSL.

Co cmopoHbl nuwesapumenvbHol cucmemsl. TOIMIHOTA.

Mecmmuvle peakyuu: pazapaxeHue, HaOyXaHUE CIM3HCTOM OOOJOYKM IIOJIOCTH HOCA, MpPU

npuMeHeHuu 6osee 1 Heenu — OTeK CIM3UCTON 000JIOUKH MOJIOCTH HOCA, AaTPOPUUECKUN PUHHT.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 TOM03PEBACMBIX HEXKEIATEIbHBIX PEAKIUAX IOCJIEe PETUCTPALNAN
JIEKAapCTBEHHOT'O Tpernapara ¢ 1eJIbl0 00SCIeYCHHS HEIPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATEIBHBIX PEAKIUSAX JICKApCTBEHHOTO Ipernapara
4yepe3 HAMOHAIBHBIC CHCTEMBI COOOIICHHS O HEXKENATSIIbHBIX PEAKIUsIX TOCYAapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas @enepanus

®depnepanbHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKas IUI0IIaab, 1. 4, cTp. 1.

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

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAITMOHHO-TEIEKOMMYHHUKAIIIOHHOM ceTn «HTEpHETY:!

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
CHMIITOMBI: CHHIKEHHE TEMIICPATYPEI TCI1A, 6pa111/11<ap)11/1$[, IMOBBIIICHUEC APTEPHUAIIBHOTO IaBJICHUS.

Jleyenue: cCUMIITOMATHYECKOE.

5. ®APMAKOJIOTTYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOiicTBa

dapMakoTepaneBTUYECKas TpyIa: npenapatsl JJisl IeueHus 3a00JIeBaHUN HOCa; IEKOHT€CTaHThI
Y IpyTU€E Mpenaparsl sl MECTHOTO IPUMEHEHUS; CUMIIATOMUMETHKH.

Kox ATX: RO1AAOQS.

MexaHu3M aeiictsus 1 dhapMaxkoarnHaMuueckre 3O GHEKTHI
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IPOIOJDKUTEIHLHOE COCYAOCYKHUBAIOIIEE ACHCTBUE B OTHOLICHUN COCYZOB CIU3UCTON 000IOUKH
HOca (YMEHBIIIAET OTEYHOCTh, THIIEPEMHIO, dKccynanuo). O0nerdaer HOCOBOE JBIXaHUE TPU

punuTax. Uepes 5—7 nHel BOBHUKAET TOJECPAHTHOCTD.

5.2. ®apmMaKoOKHHeTHYeCKHe CBOHCTBA
Abcopbyus
[Ipy MecTHOM npUMEHEHHMH cucTeMHas abcopOuust Huskas. Cocynocyxuparouii 3¢ dexrt

HACcTynacT 4€pe€3 HECKOJIBbKO MUHYT U IMPOAOJIKACTCA B TCUHCHUE HECKOJIBKUX YaCOB.

6. ®APMAIIEBTHYECKHUE CBOVMCTBA
6.1. Ilepeyenb BcnoMoOraTeibHBIX BelIECTB
OopHas KUCIIoTa

BOJa OYHMIICHHAsA

6.2. HecoBmecTuMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUHU

[Tpu Temneparype He Boiie 25 °C, B OpUrHHAIbHON yIIaKOBKE.

6.5. XapakTep U coaep:kaHHe MEPBUYHOI YIAKOBKH

[To 10 M1 umm 15 Mi1 BO (pitakOHBI-KamNeNIbHULBI TOJIMMEPHBIE C BUHTOBOM TOPJIOBUHOM, TPOOKOIA-
KareJbHUIeH 1 HABUHUYMBAEMOM KPBIIIKOW ¢ KOHTPOJIBHBIM KOJIBIIOM IEPBOTO BCKPBITUS WU BO
(i1akOHBI-KaNeNbHUIBI TIOJMMEPHbIE C BUHTOBOW TOPJIOBHMHOHM, HAacaJKOH-103aTOPOM U
HAaBUHYMBAEMOMN KPBIIIKON C KOHTPOJIbHBIM KOJIBIIOM IIEPBOI'O BCKPBITHSL.

1 grakoH-KaneabHUILY OJIMMEPHBIN BMECTE C MHCTPYKLIHUEH 110 TPUMEHEHHUIO IOMEIIAIOT B AUKy

U3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPONKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJH OTX0JA0B, TMOJYYeHHBIX IOcjde TNpPUMEHEeHUs

JIEKApPCTBEHHOI'0 MpenapaTa v Apyrue MaHUIMyJISIUM C PenapaToM
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Het oco0bIx TpeOOBaHM K yTUIIN3AIUH.

7. JAEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

3akpeiToe akiroHepHoe obmiecTBo "dapmarneBTuueckas ¢pupma "JIEKKO"

(BAO "JIEKKQO")

Anpec: 601125, Bnagumupckas o6ir., [lerymuHckuii paiioH, nmoc. BoneruHckuid, yi. 3aBoackas,
ctp. 278,

Tenedon: +7 (4922) 77-32-90

www.pharmstd.ru

7.1 IlpeacTaBuTesb Jep:KaTeisi PerucTPALMOHHOIO Y10CTOBEPeHUs

IIpereH3un HOTDC6HT€J'ICI>1 HAaITpaBJIATH 11O aAPECy.

Poccniickas @enepanys

3akpeIToe akoHepHOe 001mecTBo "dapmaneBTudeckas pupma "JIEKKO"

(BA0 "JIEKKQO")

Anpec: 601125, Bnagumupckas o6u., [lerymuHckuii paiion, noc. Bonerunckuit, yi. 3aBojckas,
ctp. 278,

Tenedon: +7 (4922) 77-32-90

www.pharmstd.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

9. JIATA IEPBUYHOM PETUCTPALIUU (ITIOJATBEPXKJIEHUS PETUCTPALIUH,
INEPEPETUCTPALINN)

JlaTa nepBUYHON PErUCTPALMH:

10. JATA HEPECMOTPA TEKCTA

OO61as xapakTepuCTHKa JieKapcTBeHHOro npenapara Hadgtusun nocrynHa Ha nH(GOpMalnOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHONW CEeTH

«utepuer» http://eec.eaeunion.org/
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