COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 10.12.2024 N= 27263
(MOCNEOOBATENEHOCTE 0004)

HNHCTPYKIUA
IO MEJUIIMHCKOMY NTPUMEHEHUIO JTEKAPCTBEHHOI'O ITPEITAPATA

Ha3zonekc anepaku

PETUCTPAIIMOHHBIN HOMEP: JITI-Ne(008107)-(PT-RU)

TOPI'OBOE HAUMEHOBAHME: Ha3zonekc anepxu

MEXIAYHAPOJHOE HEIMATEHTOBAHHOE WM TIPYIIIMPOBOYHOE
HAUMEHOBAHHUE: momeTra3on

JIEKAPCTBEHHAS ®OPMA: cipeii Ha3aabHbIM JO3UPOBAaHHBIN

COCTAB

1 mo3a cripesi COAEPKUT:

eiictByroniee BemecTBo: 50 MKI MOMeTa30Ha (B BUJIe MOMETa30Ha pypoaTta MOHOTHAPATA).

BcnomorarenpHbIe BENISCTBA: IICIUII0I03a AUCHICPCHAA 65 CpS, TIIMICpoJI, JIMMOHHOM KHMCJIOTEI

MOHOTHJIpAT, HAaTpus I[UTpata Jguruapar, moiaucop6ar-80, OEH3aTKOHUS  XJIOPH]
(8 Buze 50 % pactBopa), BOJIa OUUIIICHHAS.

OIMNCAHHUE

Cycnen3sus 6eoro Wiy mo4YTH 0enoro 1sera.

DOAPMAKOTEPAIIEBTUUYECKAS I'PYIIIIA

[Tpemapatsl it jeyeHHs 3a00NeBaHUN HOCA; JEKOHTECTAHTHI W ApPYyTue MpemnapaThl s
MECTHOT'O TPUMEHEHHUST; KOPTUKOCTEPOU/IBI.

KOJ ATX: ROIADO09

®APMAKOJIOTUYECKHUE CBOMCTBA

Dapmaxoounamuxa

MomeTta3oH sBIseTCS CHUHTeTHYecKHM ritokokoptukoctepouom (I'KC) mns mectHoro
npuMeHeHns. OKa3pIBaeT MPOTUBOBOCIIATUTEILHOE W MTPOTUBOALIEPTUICCKOE JICHCTBHE MPU
NPUMEHEHUH B JI03aX, MPH KOTOPHIX HE BO3HHKACT CUCTEMHBIX 3¢ dekToB. MomerazoH
TOPMO3UT  BBICBOOOXKJIEHHE  MEAMATOPOB  BOCHAJIEHHMS ¥  TOBBIMIAET  MPOIYKIUIO
JTUTIOMOAYJIMHA, SIBISIFOIIET0cs HHTUOUTOpoM dochonumassl A, 4To 00yClIaBIUBAET CHUKCHHE
BBICBOOOXK/ICHUS apaxUJIOHOBOW KUCIIOTHI U, COOTBETCTBCHHO, YTHETCHUE CHHTE3a IMPOTYKTOB
MeTaboM3Ma apaxuOHOBOW KHCIOTHI — IMHUKJIMISCKUX SHJIOTCPEKHUCEH, MPOCTarJIaHInHOB.
MowmeTa3oH TpenymnpexaaeT KpaeBoe CKOIUIGHHE HEHUTpOHUIOB, UYTO  YMEHBIIAeT
BOCTIAJIMTENBHBIN IKCCYIAT U MPOAYKIMIO TUM(POKHHOB, TOPMO3UT MUTPAIUIO0 MaKpoQaros,
MPUBOJUT K YMEHBIIICHHUIO MPOIIECCOB HH(PMIIBTPAIIMH U TPaHY AU, MOMETa30H YMECHBIIIAET
BOCIIJICHUE 33 CYET CHUKCHUSI 00pa30BaHUs CyOCTaHIINY XeMOTAKCHCa (BIMSIHAE Ha TTO3/THIOK0
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(1)33}1 annepmqecxoﬁ peaKHI/II/I), TOPMO3HUT PA3BUTHUC AJTIICPT MIECCKOM PCaKkIT HCMCIJIICHHOTO
Tuna (0OyCJIOBIEHO TOPMOXKEHHEM IPOIYKIMH METAa0O0JIUTOB apaxUAOHOBOM KHCIOTHI U
CHM)KEHHMEM BBICBOOOKIEHUS U3 TYUHBIX KJIETOK MEAUATOPOB BOCIIAJICHU).

B unccnenoBaHusax ¢ NPOBOKAalMOHHBIMM TE€CTAMU C HAaHECCHHEM AHTUICHOB Ha CIU3HUCTYIO
000JI0UKY IOJIOCTH HOca OblIa IMPOAEMOHCTPUPOBAHA BBICOKAs IPOTHMBOBOCHAIUTEIbHAS
aKTUBHOCTh MOMETAa30HA KaK B paHHEHW, TaK U B MO3JHEH (aze ayuieprudeckoil peakuuu. 1o
OBLJIO TOATBEPXKAECHO CHI)KEHHEM (IO CpaBHEHHUIO C I1ale00) YpOBHsS THUCTaMUHA U
AKTUBHOCTH 303MHO(UIIOB, a TaK)K€ YMEHbLIEHHEM (II0 CPAaBHEHUIO C MCXOJHBIM YPOBHEM)
yrcia 303MHO(UIOB, HEUTPOPUIIOB U OEIKOB aAre3uy SMUTETUATBHBIX KIETOK.
DapmakoKkuHemuxa

[lpy wHTpaHa3aIbHOM NPUMEHEHWH MoOMeETa3oHa (ypoar oOiagaeT HU3KOH CHUCTEMHOU
o6uonoctynHocThio < 1% (Ipu YyBCTBUTENBHOCTH MeToja ompeaeneHus 0,25 nr/mi).
Cycnensuss MOMETa30Ha OYEHb IIJIOXO BCACBIBAETCS B KEIYAOYHO-KHUILIEYHOM TPAKTe, U TO
HEeOOJIbIIIOE KOJIMYECTBO CYCIEH3MM MOMETa30Ha, KOTOPOE MOXKET IOMACTh B JKENIyJA0YHO-
KHUILIEYHBI TPAKT MOCJE BIPHICKUBAHUS B HOCOBOW XOJ, €II€ J0 AKCKPELUUU C MOUOH MU
JKEITYBIO [TO0/IBEPraeTcs aKTUBHOMY IIEPBUYHOMY META00IU3MY .

ITOKA3AHUSA K IPUMEHEHHWIO

JleyeHne CE30HHOIO M KPYIVIOTOAMYHOIO AJUIEPIHYECKOr0 PUHUTA Yy B3pOCibIX C¢ 18 ner n
ctapuie (00JeryeHue CUMIITOMOB, TaKUX KaK 3aJI0)KEHHOCTh HOCA, HACMOpPK, YMXaHUE, 3y/ B
HOCY, CJI€30TCUCHHE).

ITPOTUBOITIOKA3AHUA

— I'unep4yBCTBUTENBHOCTh K MOMETa30HY WM K JI000MYy M3 BCIOMOTaTeiabHbBIX
BEIL[ECTB, BXO/SIIMX B COCTaB IIpenapara;

— Hanuune HeneyeHHON MecTHOW MH(QEKIMU C BOBJIEUEHUEM B IPOLIECC CIU3UCTOM
000JI0YKH MOJIOCTH HOCa, HallpuMep, BeI3BaHHOH Herpex Simplex;

— HepnaBHee omnepaTnBHOE BMEIIATENBCTBO WM TpPaBMa HOCA C IOBPEXKICHUEM
CIIM3UCTOM OOOJIOYKM TOJIOCTH HOca — JO0 3aXHUBJICHHUS paHbl (B CBSI3U C
uHruoupyromum nericrsueM I'KC Ha nporiecchbl 3aXUBIIeHUS );

— Jerckuii Bo3pacTt no 18 ner.

C OCTOPOXHOCTBIO

[IpokOHCYNBbTHPYHTECH C BpauoM Iepe]l MpuMeHeHueM mpemnapara HazoHekc anepiku npu
HAJIMYUU MIepEeUHCICHHBIX HIKE 3a001€BaHUM.

[Tpenapat Ha3zoHekc anepmku cienyeT NPUMEHSTh C OCTOPOKHOCTBIO IPU TYOEpKyJIe3HOU
UHEeKIMY (aKTUBHOM WIIM JIATEHTHOM) pECIMpaTOpHOrO TpPaKTa, HEJIEYEHHOH TI'pHOKOBOIA,

OaxkTepuaIbHOU, CUCTEMHON BUPYCHON MH(DEKIMK Win H(EKInH, BeI3BaHHON Herpes simplex,
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MOopaXCHUEM  TIJia3 (B BUAC HCKIIOYCHHA —BO3MOXKHO HASHAYCHNC  nplrapara  pn
NEPEYHCICHHBIX NHPEKIUAX 0 YKa3aHUIO Bpaya), HAIWYHIO HEJIEYEHOW MECTHOM MH(EKINHU C
BOBJICUCHHUEM B IPOLECC CIIM3UCTOU 000JI0YKH MOJOCTH HOCA.

NPUMEHEHUE IIPU BEPEMEHHOCTH MW B [IEPHOJ IPYJIHOI'O
BCKAPMJIMBAHMUS

[IpoKOHCYNBTHPYHUTECH C BpauyoM Mepel NMpUMEHEHHEM npenapara Ha3oHekc anepmxu BO
BpEMs 6€peM€HHOCTI/I " B ICPUOJ I'PYAHOI'0 BCKapMJIMBAHMH.

bepemennocts

I/IH(l)OpMaHI/IH OTHOCHUTECIIBHO MMPUMCHECHHA MOMETA30Ha (bypoaTa 6epeMeHHBIMI/I KCHITUHAMHA
OTCYTCTBYCT MHJIM OI'paHHUYCHA. B HCCIICAOBAHUAX Ha JXHUBOTHBIX MPOACMOHCTPHUPOBAHO
HaJIn4ue pCHpOIIYKTI/IBHOﬁ Tokcu4yHocTh. Kak u APYruc TrJIIIOKOKOPTHUKOCTCPOUAbL JIA
MHTPaHA3aJIbHOT'O IPUMEHEHUS, ITpenapatr HazoHekc anepaku J0KEH IPUMEHATHCS BO BpeEMS
6epeMeHHOCTI/I TOJIBKO, €CIIKM OXHIaacMas II0jJb3a OT €ro IIPHUMCHCHHA OIIpaBAbIBACT
MOTEHUMAIbHBIA PUCK JJI1 MaTepH, IJI0Ja WIM MiafeHua. MiajgeHueB, MaTepu KOTOPHIX B
nepuon 6ep€M€HHOCTI/I IMPUMCHSJIM  TJIFOKOKOPTUKOCTCPOU I, HGO6XOI[I/IMO TIIATCIbHO
o0creoBaTh Ha MPEAMET BO3MOXKHOCTH Pa3BUTHS IMIO(YHKINUN HAAIOYEYHUKOB.

Ilepuoa rpyAHOTO BCKApMJIMBAHUS

HCI/I3B6CTHO, BBIBOAUTCA JIM MOMCTA30Ha Q)ypoaT C I'pyAHBIM MOJIOKOM MAaTEpH. Kakus cjIydace
C APYIUMHU I'NTIOKOKOPTHUKOCTCPOUJaMU JIA MHTPaHAa3aJIbHOI'O NPUMCHCHHA, CIICAYCT IIPUHATDH
PEIICHNUE OTHOCUTEIIBHO NPCKPAIICHUA I'PYJIHOI'0 BCKapMIIMBAHUSA WA OTMGHBI/BO?:I[ep)KaHI/Ifl
OT TEpalluu IIperiapaTomM Hazonekc AICPKU, TPpUHUMAAd BO BHUMAHUC IIOJIB3Y TI'PYAHOI'O
BCKapMJIMBaHUA IJIA pe6eH1<a U MOJIb3Y JICUCHUA IJIF KCHIIIUHBI.

DdepTUabHOCTD

KnuHuueckne naHHble O BIWSHUM MOMeETa3oHa (ypoara Ha (HEepTHUIBLHOCTh OTCYTCTBYIOT.
HccnenoBanus Ha )KMBOTHBIX MPOJAEMOHCTPUPOBAIN PENPOIYKTUBHYHO TOKCUYHOCThH, HO HE
BBISIBUJIM BIUSIHUS HA GEPTUIHHOCTS.

CIIOCOBb TPUMEHEHMUSA U 103bI

[Ipenapar npenHa3zHaveH U1l UHTPAHA3AIIBHOTO IPUMEHEHMUS.

[TpumensiiiTe mpenapar TOJIbKO COTJIACHO TEM MOKa3aHUSIM, TOMY CIIOCOOY MPUMEHEHHSI U B TEX
J103aX, KOTOpble yKa3aHbl B MHCTpyKuuu. Eciam uepe3 14 nHeil nedeHuss yinydlIeHUs HE
HACTyMaeT W CHMITOMBI YCYTYOIISIIOTCS, I TOSBIISIFOTCSI HOBBIE CUMIITOMBI, HEOOX0IUMO
HEMEJICHHO TMPOKOHCYJIbTUPOBAThCS C BpadoM. be3 KOHCylbTalmu ¢ BpayoMm mpenapar
Hasonekc anmepmxu He cleayeT NPUMEHSATh Oonee 3 mecsieB mNoapsA. BrpbickuBaHue
CYCIICH3HH, COJAep)Kalleiicss BO (prakoHe, OCYIIECTBISIETCS MPH TOMOINU CHEIUAIBHON

JIO3UPYIOIIEH HacaaKu Ha (IaKoHe.
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Jleuenue ce3onHo20 unu prZﬂOZOOW{HOZO anepcuaecroco punuma y 63pOCiolx
PexomeHnnoBanHass [o03a mpenapara JAJis JIEUYEHUS CE30HHOIO WM  KPYIJIOTOJUYHOIO
QIJIEPrUYeCKOr0 PUHUTA COCTaBisieT 2 BOpbickuBaHus (mo 50 MKr mMomera3oHa Qypoata
KaKJI0€) B KaXIblii HOCOBOM X071 1 pa3 B nmeHb (cymmapHas cyrouHas mo3a— 200 mkr). Ilo
JTOCTHXKEHUH JieueOHOro 3ddexra s NoaAepKUBAIOIICH Tepauu BO3MOXKHO YMEHbBIICHHE
J103bI 10 1 BIPBICKMBAHMS B KaXK]IbIi1 HOCOBOU X011 1 pa3 B IeHb (CyMMapHasi CyTOYHas J103a —
100 MKkrT).

Hauano pgeiicTBusi mpemapata 0OOBIYHO OTMEYaeTCs KIMHUYECKH yke uepe3 12 yacoB mociie

MIEPBOT0 NPUMEHEHUS ITpenapara.

Pexomenoayuu ons nayuenmoeg no npumeHnenuio npenapama

[lepen nepBbIM IPUMEHEHHUEM JIEKapCTBEHHOTO Npemnapara Ha3oHekc aneppku HEOOX0IUMO

MIPOBECTH €ro «KanuOpoBKy». He mpokaipiBaiiTe Ha3aIbHbII aNJIMKATOP.

Ecnu nexkapcTBEeHHBIM MpemapaT HE HCIOJb30Balics B TeueHue 14 aHeil umm Oousbliero

MPOMEXKYTKa BpPEMEHH, HEOOXOJMMO Ha)KaTh Ha O3UPYIOLIYI0 HAcaaky 2 pa3a WId 0

HOSIBJIEHUS OJIHOPOAHOIO CIpES.

1. Ilepen mpumeHeHHEM IpenapaTra HEOOXOIMMO OYHCTUTH HOCOBBIE XOIbI.

2. OCTOpPOXHO BCTpSIXHHUTE (DIAKOH Mepes] KaKIbIM MPUMEHEHHEM, IOC]Ie Yero CHUMUTE
KOJIIAYOK HAa3aJIbHOT'O alllIMKaTopa.

3. llepen mnepBbIM mnpuMeHeHHEM Ipenapata Ha3zoHekc aneppku  MOpPOBOAAT  €ro
«KanuOpoBKy». [l 3TOro HEOOXO0IMMO HaXXKaTh YKa3aTeIbHBIM U CPEAHUM MajbllaMU Ha
IUIEYMKN Ha3aJbHOIO amIuiMkaropa Oenoro IBera, Jep)ka MpH 3TOM JHO (¢IiakoHa
OOJIBIIINM MAIBIIEM.

4. HocoBoii xo/1, B KOTOpbI He OyneT BBOAUTHCA Mpenapar, cileAyeT 3aXaTh NajlblieM, a B
JIpyroil HOCOBOM XOJI CJEeIyeT BBECTH alllUIMKATOp. 3aTeéM cjerka HakKJIOHWUTE TOJIOBY
BIIEpE]] TaK, YTOOBI (PJIAKOH HAXOJWIICS B BEPTHUKAIBHOM MOJIOXKEHUU.

5. Cnerka BOOXHUTE 4Ye€pe3 HOC U OJHOBPEMEHHO OJHOKPAaTHO HAKMUTE Ha Ha3aJIbHbBIN
anIuUIMKaTOpP U BIPBICHUTE /103y Mpernapara.

6. BpinoxHuTe uepes porT.

ITpu NOBTOPHOM BBEJIEHUU IIpENIapaTa B TOT K€ HOCOBOM X0/ TOBTOPUTE AE€HCTBHUS, OIMCAHHbIE

B ITyHKTax 5-6.

Jlns1 BOpBICKMBaHUS perapaTa B APyrold HOCOBOM X0/ MMOBTOPUTE NEUCTBUSA 4-6.

[Tocne mpuMeHeHHUs Mpemnapara CilelyeT MPOTepeTh BEPXHIOI YacTh alIlJIMKaToOpa YHCTOMN

caneTKoN U HaJIeTh KOJIMAYOK Ha JO3UPYIOLIYIO HACAIKY .

Yucmra oozupyroweli Hacaoku
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Baxno PErYJISIPHO YUCTUTD JO3UPYIOIIYIO HACAJKY, MHAYC OHAa MOKCT HCTIPABNIEHO paooTaTh.
CHHUMMHTE KOJIIAYOK, 3allULIAI0IINM HACAIKy OT IIbLJIM, 3aT€M aKKypaTHO CHUMHUTE HAKOHEUHUK
JU1s pacnslieHus. [IpomMolite HAKOHEYHHUK I pAaCIbUICHHS U KOJIIA4OK JUIS 3aIUTHI OT IIbUIH
B TEILJION BOJIE U OMOJOCHUTE MO KPAHOM.

He nbiTaiiTech OTKPBITH HA3aJbHbIH ANIJIMKATOP € MOMOIIbI) MIOJKH WJIH JPYroro
OCTPOIO0 NpeaMera, TaK KakK 3T0 NPUBeJeT K MOBPEKACHUIO allIVIMKATOPa, B pe3yJbTare
Yero ecTh PUCK MOJIyYeHHs HelPaBUJIbHOM /10361 NIpenapara.

BricymnTe Konmadok 1 HAKOHEYHUK B TeIjIoM Mecte. [locie 3Toro npukpenuTe HaKOHEUYHUK
JUISL pactbUIeHHs Ha (JIaKOH U CHOBA IPUKPYTHUTE K (DIIAKOHY KOJIMAuOK JJIS 3alUTHI OT MBLIH.
[Ipu mepBoM NpHUMEHEHUU Iperapara IM0CiIe OYMCTKHU JI03UPYIOLIEH HacaJku HEOO0XOAMMO
IIPOBECTHU MIOBTOPHYIO «KAIUOPOBKY» MMyTEM Ha)KaTus Ha JI03UPYIOLLYIO HacaJKy 2 pasa.
MNOBOYHOE JIEHCTBUE

Eciu y Bac ormeuaroTcss uinu ycyryOJSIIOTCS HEXelaTeNbHbIE PEaKIUuu, yKa3aHHBIE B
WHCTPYKUUHU, WK Bbl 3ameTHiin m00ble Ipyrue HekenaTelabHble peaklid, HE yKa3aHHbIE B
MHCTPYKIIUHU, COOOIIUTE 00 ATOM JIeHalieMy Bpady.

Ilpumenenue nexapcmeenno2o npenapama 6 KIUHU4ECKUX UCCIe008AHUAX

HesxxenaTenbHble SIBICHUS, CBS3aHHbIE C TPUMEHEHHEM npenapara (> 1%), BbISIBICHHBIE B X0/1€
KJIMHUYECKHUX UCCIIE0BAHUH Y MAIUEHTOB C aJNIEPrUY€CKUM PUHUTOM WJIH ITOJUII030M HOCA U
B IIEpUOJ TNOCTPErMCTPALIMOHHOIO INPUMEHEHHs Iperapara, HE3aBUCUMO OT IIOKa3aHus K
NpUMEHEHHUIo, mpeactaBieHsl B Tabmuue 1. HexenarenbHble peakuu NEpeYUCIIEHBl B
COOTBETCTBUM C KiaccuUKanued cucreMHo-opranHelx kiaccoB MedDRA. B mpenenax
KaX/I0T0 CUCTEMHO-OPIaHHOTO Kjacca HeXelaTelbHble PEeaKkIMH KIacCU(PHUIMPOBAHBI IO
4aCTOTE BO3HUKHOBEHHS.

HocoBble kpoBoTE€UEHMS, KaK IPABUII0, ObUIN YMEPEHHBIMH U ITPEKPALLAINCH CAMOCTOSATENBHO,
4acTOTa UX BO3HUKHOBEHHs OblIa HECKOJBKO OOJbIlEH, 4YeM NMpH HCHOJIb30BAHUU IJIanebo
(5%), HO paBHOI WM MEHbIIIEH, YeM NTPH Ha3HAYSHUH JIpyrux uHTpaHasanbHbix ' KC, koTopsie
UCIOJIb30BAINCh B KA4yeCTBE AaKTUBHOTO KOHTpOds (y HEKOTOPbIX M3 HHMX 4YacToTa
BO3HHUKHOBEHHUS HOCOBBIX KpOBOTeUeHUI cocraisia 10 15%). HacToTa BO3HUKHOBEHUS BCEX
JPYTUX HEXeNaTeNbHBIX peakiuili Obula COMOCTaBUMOW C YacTOTOM MX BO3HUKHOBEHHS IPH
Ha3Ha4YeHHH 1aneto.

[Ipu npumenenun wuHTpaHazaidbHbIXx ['KC BO3MOXHO pa3BUTHE CHUCTEMHBIX MOOOYHBIX
3¢ (pexToB, 0COOEHHO MPH IIUTENLHOM NpUMeHeHNH HHTpaHa3anbHbIX [ KC B BBICOKMX J03ax

(cM. pazmen «Ocobble yKazaHUs).


http://multitran.ru/c/m.exe?t=2157140_2_1
http://multitran.ru/c/m.exe?t=2157140_2_1
http://multitran.ru/c/m.exe?t=2157140_2_1
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i n I 1
1dUJina 1

YacToTa HexXenaTeIbHbIX PEaKIiii yCTaHOBIIEHA CIETYIOIIM 00pa3oM:

oueHb vacto (>1/10); wacto (>1/100, <1/10); meuacto (>1/1000, <1/100).
JInisi HeXKeNNaTeNIbHBIX PEaKIUil B MEPHUOJ MOCTPErHCTPALIMOHHOTO HAOJIOJCHHUS YacTOTa He
yCTaHOBIIeHa (HE MOKET OBITH ONpe/ieieHa Ha OCHOBAaHMH UMEIOIIUXCS JaHHBIX ).

CuCTEMHO-OpTraHHbII OueHb YacTo Yacto YacroTa He
KJ1acc yCTaHOBJICHA
WudexnuonHbie 1 @apuHrur,
TapasvTapHbIC UH(PEKIIH BEPXHUX
3a0oJeBaHus
JIBIXaTeNbHBIX
nyTei™
Hapymenus co Peakiun
CTOPOHBI UMMYHHOM TUTIEPUYYBCTBUTEIIBHO
CUCTEMBbI CTH, BKJIIOYas
aHa(UITAKTHICCKHE
peaxiuu,
AQHTMOHEBPOTUYECKUI

OTeK, OpOHXOCIIa3M,
OJIBIIIIKY

Hapymenus co
CTOPOHBI HEPBHOM
CHUCTEMBI

T'onoBHas 00JIb

Hapymenus co
CTOPOHBI OpraHa
3peHUs

I'maykoma,
HOBBIIIEHHOE
BHYTpUIJIa3HOE
NaBJICHHE, KaTapakTa,
HEYETKOE 3peHue (CMm.
TaK)Ke paszien
«Oco0bIe yKazaHHs»)

Hapymenus co
CTOPOHBI JIbIXaTEIbHON
CUCTEMBI, OPTaHOB
TPYAHOU KIIETKU U
CpenocTeHus

Hocossie
KpPOBOTEUCHMS ™ *

Hocosbie
KpOBOTeUeHHUS (T.€.
SIBHOE
KPOBOTEUECHHE, a
TaK>Ke BBIJICTICHHE
OKpAILICHHOM
KPOBBIO CITM3H WJIH
CT'YCTKOB KPOBH),
OIIYIIICHHUE IKCHHS
B HOCY,
paspaxxeHue
CIIU3UCTOMN
000JI0YKH HOCA,
U3BS3BIICHHE

[Tepdoparus
HOCOBOH
MIEPEroOpoOaKH
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CIM3UCTON

000JI0UKH HOCA

Hapymenus co Paznpaxenue Hapymenus Bkyca u
CTOPOHBI KEITYJTO0YHO- TJIOTKY (OIIyIIeHHE | OOOHSHUS
KUIIEYHOTO TPaKTa pasapakeHus

CIM3UCTON

000JI0YKH TIIOTKH ) **

* BBISIBJICHO C YaCTOTOM «HEYacTO» MpU MPUMEHEHHUH Mperapara J[Ba pa3a B JIeHb [P OJIUI03€
HOCa

** BBISBIICHO IPY IIPUMEHEHUH Mpenapara JBa pasza B JIeHb [P OJIUI03€ HOca
HEPEJO3UPOBKA

IIpu nnurensHomM npumenennn ['KC B BBICOKMX [03aX, a Takke IPU OJHOBPEMEHHOM
npuMeHeHnr HecKoNMbKuX ['KC BO3MOXHO yrHeTeHne (QyHKIMH TUIOTAIaMO-THIO(U3apHO-
HAJIIOYEYHUKOBOM CUCTEMBI. BeneacTBue HU3KOW CHUCTEMHOM OMOJOCTYMHOCTH Tperapara
(< 1%, npu 4yyBCTBUTENBbHOCTH MeToAa ompenenenus 0,25 nr/mi) MaloBEpOsSTHO, YTO MPHU
Cly4ailHOM WJIM HaMEpEeHHOW NEepeNO3UpPOBKE MNOTpPeOyeTcsl MPUHATHE KAKUX-TMOO0 Mep
MOMHMO HaOJIFOJIEHUSI ¢ BO3MOKHBIM MOCJIEIYIONIMM BO30OHOBJIEHHEM MpHUeMa IpernapaTta B
PEKOMEHI0BaHHOM J103€. B ciydae nepeno3npoBKH HEOOXOAUMO OOpPaTUTHCS K Bpady.
B3ANMOJIEMCTBHUE C IPYTUMHU JEKAPCTBEHHBIMU CPEJICTBAMHA

bbuin mpoBeAeHbl KIMHUYECKUE HCCIIEIOBaHUS [0 H3YYEHHIO B3aMMOJICHCTBUS C
JopataauHoM. B3anMoneicTBrs He HaOII01aINCh.

Osxupaercs, 4To coBMecTHoe nmpumMeHeHue ¢ uaruoutopamu CYP3A, Bkirouas mpenapartsl,
coJiepkaliie KOOWIMCTAT, YBEIMYMBAET PHUCK BO3HUKHOBEHUS CHUCTEMHBIX IOOOYHBIX
¢ ¢ekToB. Bamemy Bpauy cieayeT OLEHUTh IMPEUMYLIECTBA COBMECTHOIO Ha3HAYEHUS
MomeTas3oHa gypoara ¢ cunbHbIME HHTHOUTOpamMu CYP3 A4 1 moTeHIIuaNbHbIN PUCK pa3BUTHS
CUCTEMHBIX TOOOUHBIX 3(()EKTOB TIIOKOKOpPTUKOCTEPOUAOB. Cienyer u3deratb COBMECTHOTO
Ha3HAa4YeHMs ITUX MPENaparoB, 3a UCKIIOYEHUEM CIIy4aeB, KOTJa MOTEHIHMAIbHAs 10JIb3a JUIs
MAlMEeHTa  IPEBBIAET  PUCK  Pa3BUTHS  CHCTEMHBIX noOOUHBIX 3P QeKToB
TJIFOKOKOPTUKOCTEPOUJIOB, U B ATOM Cllydae TpeOyeTcss MOHUTOPUHT COCTOSIHHS TMallMeHTa Ha
IpeMET Pa3BUTHS CUCTEMHBIX MOOOYHBIX 3()(hEKTOB ITIOKOKOPTUKOCTEPOUIHOMN Teparnuu.
Ecnu Bel npuMeHsere BolllleyKa3aHHbIE PenapaThl WK APYyTUe JIEKapCTBEHHbIE TpenapaThsl (B
T.4. 6e3peLenTypHble), epes npuMeHeHreM npenapata Hazonekc anepmxu Bam HeoOxonumo
IIPOKOHCYJIBTUPOBAThHCA ¢ Bammm BpadoM.

OCOBBIE YKA3AHUA

BHuMarenpbHO MpoyMTaiiTe 3Ty WMHCTPYKLHIO TEpea TeM, Kak HayaThb NMPUMEHEHHUE 3TOro

JICKApCTBCHHOTO IIperiapara.
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CoxpaHnTe OTY UHCTPYKIHIO, OHa MOXKET ITOTPEOOBATHC BHOBE.

Ecnu y Bac BO3HHKIM BOIIPOCKI, 00paTUTECH K JieHaIeMy Bpady.

JlexapcTBeHHBIH Npenapar NoKa3aH TOJIbKO JJIsl HHTpaHa3aJlbHOIO IPUMEHEHUS.

[Ipenapatr Ha3zonekc anepmxu He cienyeT NpUMEHATh Oojee 3 mecdaueB nonapsa. B ciydae
HEOOXOJUMOCTH TpUMEHEeHHs] Tpernapara Oosee 3 MecsleB MOApsA  HeoOXoauma
KOHCYJIbTAIUsl Bpaya.

Kak u npu 1000M J0ITOCPOYHOM JIEUEHUM, NALUEHTHI, IPUMEHSIOIUE JIEKAaPCTBEHHBII
npenapar Ha3oHekc aepku B TEUEHUE HECKOJBKMX MECSLEB W JAOJbLIEC, JOJIKHBI
MEPUOIUYECKH MPOXOJUTh OCMOTP Yy Bpadya Ha IPEIMET BO3MOXKHBIX U3MEHEHHUH CIM3UCTOMN
obonoukn Hoca. Heo0XommMo MpOBOIWTH MOHHMTOPUHI 32 MAlMEHTAMH, IOJYYaIOUIMMU
uHTpanazanpHble [ KC murensHOe Bpems.

B ciydae pa3BuTHs MeCTHOM IrpuOKOBOM MHPEKIIUU HOCA WJIH TJIOTKU MOXKET MOTpeOOBaThCS
IIpEKpalleHue Teparuu JIEKapCTBEHHbIM IpenaparoM Ha3oHekc anepku M MpOBEIEHUE
cooTBeTcTBytonlero JedeHus. CoxpaHsmolieecs B TEUYEHHUE JUIMTEIBHOIO  BPEMEHH
pa3apa)keHue CIM3UCTON 000JOYKHU HOCA U TJIOTKU TAK)XKE MOXKET CIIy’KUTb OCHOBAaHHMEM JUIS
IPEKpaLEHU JIEYEHUsI JIEKapCTBEHHBIM NpenaparoM HazoHekc anepixu.

[Ipy npoaoMKUTENHHOM JIEUEHUH HA3aJbHBIM CIIPEEM MOMETA30HA MPU3HAKOB IOJABICHUS
GYHKIIUM ~ TUNOTaIaMo-THNO(U3apHO-HAIMOUYEYHUKOBOH  CHUCTEMbl HE  HaOI0Janoch.
[TarueHTsI, KOTOPBIE NEPEXOAT K JIEUEHUIO JEKapCTBEHHBIM npenaparoM HazoHekc anepaxu
nocjie JIUTENbHON Tepanuu INIIOKOKOPTUKOCTEPOUJAMH CHCTEMHOTO JeHCTBHS, TPeOyIOT K
cebe ocoboro BHMMaHUsA. OTMEHa TIIOKOKOPTHUKOCTEPOUIOB CUCTEMHOTO JAEHCTBHS Y TaKUX
NalMEeHTOB MOXET MPHUBECTH K HEJOCTATOYHOCTH (PYHKLMHU HAAMOYEYHUKOB, MOCIEIYIOLIee
BOCCTAHOBJIEHHE KOTOpPOM MOXKET 3aHsTh 10 HECKOJbKUX MecsueB. B ciayuyae mnosBieHus
MPU3HAKOB HAANOYEUHUKOBON HEIOCTATOYHOCTH CJIEAYET BO30OHOBHUTH MPUEM CUCTEMHBIX
[JIFOKOKOPTUKOCTEPOUI0B U MIPUHATH APYTHe HEOOXOIMMbIE MEPHI.

ITpumeHeHne JeKkapcTBEHHOro npenapara Ha3oHekc anepipyku HE pEeKOMEHAYETCSl B Clydae
nepdopanuu HocoBoi neperopoaku (cm pasaen «Ilobounoe neiicteue»).

B xnmHMUYECKHX HccieI0BaHUSX HOCOBBIE KPOBOTEUEHUS HAOIIOIAIUCh ¢ OOJIbIIeH 4acTOTON
10 CpaBHEHMIO ¢ I1anebo0. HocoBble KpOBOTEUEHUS NMPEKPAIIATUCh CAMOCTOSTENILHO U ObUIH
yMepeHHbIMH (cM. pasnen «IlobouHoe neiicTBuey).

JlexapcTBennblli TipenapaT Ha3zoHekc ajepIKu COAEPKHUT OEH3AJIKOHMS XJIOPHA, KOTOPBIH
MOJKET BBI3BIBATDH pa3paKeHUE CIU3UCTON 000JI0YKH HOCA.

CucrtemHble 10OOUYHBIE APPEKTH MOTYT Pa3IUUaThCS KaK y OTJECNIBHBIX MAllMCHTOB, TaK U B
3aBUCHUMOCTH OT IPHUMEHSIEMOIO INIIOKOKOPTUKOCTEPOMIHOro npemnapara. IloreHunanbHble

cucteMHble 3(Q¢eKThl BKIOYAIOT B cels cunapoMm KymumHra, XxapakTepHble NpU3HAKU
8
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KYIIMHIOMJ1a, TOJaBieHHe (YHKIMH HaANIOUYECHHNKOB, KaTaPaKTy; TIIaAYKOMY W PEKE PSI

NICUXOJIOTHYECKUX WM  TOBEIEHYECKHX  A(P(PEeKToB, BKIOYAs  MICUXOMOTOPHYIO
THIEPaKTUBHOCTb, HAPYIICHUE CHA, TPEBOTY, ACTIPECCUIO HIIU arpeccuro.

[Tocne mpUMEHEHUsS HHTPAaHA3AIbHBIX TIFOKOKOPTUKOCTEPOUIOB COOOIANIOCH O CIydasx
MOBBILICHUS BHYTPUIIa3HOTO NaBieHus (cM. pasnen «IloGounoe neiictBue»).

[Tpu cucteMHOM M MECTHOM (BKJIIOYAs WHTpPaHA3aJIbHOE, MHTAIALMOHHOE U BHYTPHIJIA3HOE)
npuMeHernr 'KC MOryT BO3HMKHYTh HapylleHUs 3peHus. Ecnu y manuenTa npucyTCTBYIOT
TaKh€ CHUMITOMBI, KaK HEYETKOE 3pEHHE WM JApPyrue HapyLIEHUs 3pEeHUs, HEOOXOAUMO
PEKOMEHI0BaTh MAIlMeHTy 00paTUTHCS K OPTATIbMOJIOTY AJIsl BBISIBICHHUS BO3MOKHBIX IPUYUH
HapyIICHWH 3peHUs, BKIIOYAIOMIMX KaTapakTy, TIJayKOMy WM peakue 3aboiieBaHMS,
HarpuMep, LEeHTpalbHYI0 cepo3Hyto xopuoperuHonatuio (LICX), kotopsie HaOMIOAAINCH B
psizie ciay4yaeB Mpu CUCTEMHOM U MecTHOM npumMeneHuu 'KC.

Bo Bpems nepexoza ot JiedeHHs TIIFOKOKOPTUKOCTEPOUIAMU CUCTEMHOTO ACHCTBHS K JICUCHHUIO
JIEeKapCTBEHHBIM NpenapatoM Ha3oHekc anepaku y HEKOTOPBIX MAllMEHTOB MOTYT BOSHUKHYTh
HayYalbHbIE CHUMIITOMBI OTMEHBI CHCTEMHBIX TIIOKOKOPTHKOCTEPOUIOB (Hampumep, 0oiu B
CyCTaBaxX W/WJIM MBIIIIAX, YyBCTBO YCTAJOCTH M JETPECCHsi), HECMOTPS Ha yMEHBIICHHE
BBIPQXEHHOCTH CHMIITOMOB, CBSI3aHHBIX C MOPAXKEHHEM CIM3UCTONW 0005I04KM HOoca. Takux
MAIMEHTOB HEOOXOAUMO CHEIHAIbHO YOk AaTh B 1[€1eCO00Pa3HOCTH MPOJOIIKCHHUS JICUCHUS
JIeKapCTBeHHBIM Tmpenaparom Hazonekc anepmxku. Ilepexoq OT CHCTEMHBIX K MECTHBIM
TIIIOKOKOPTUKOCTEPOUAaM  MOXKET ~ TakKe  BBLSIBUTH  y)K€  CYIIECTBOBAaBIIHE,  HO
MacKUpOBABIIKECS ~ Tepanued  TIIOKOKOPTHKOCTEPOMJAaMHM  CHUCTEMHOro  JeicTBUsA
ajiepruyeckue 3a00aeBaHus, TAKHE KaK allIeprHuecKuil KOHbIOHKTHUBHT U 9K3€Ma.

Jleuenne OoJiee BHICOKUMH JI03aMH, TPEBBIIIAIOIINMHI PEKOMEHIyeMbIe, MOKET MPHUBECTH K
KJIMHWYECKH 3HAYMMOMY TIIO/IaBJIeHHI0O (YHKIMM HAJIINOYeYHHKOB. B ciydae, ecnn
OPUMEHSUIUCh 0oJiee BBICOKME J03bl, YEM DPEKOMEHJIOBaHHbIE, HEOOXOJUMO OOpaTHTbCA K
Bpauy.

[TanieHTBI, KOTOPHIM TPOBOJHUTCS JICYCHHWE TIFOKOKOPTHKOCTEpOHMIAMH, 00JamaroT
MOTEHIMAJIHHO CHIDKEHHOH MMMYHHOH PEaKTUBHOCTBIO M JIOJDKHBI OBITH MPEIyNPEKICHBI O
MOBBIIIEHHOM ISl HUX PHCKE 3apaKeHHsl B ClIydae KOHTaKTa ¢ OOJIbHBIMH HEKOTOPBIMU
UHQEKIMOHHBIMU 3a00J€BaHUSAMHU (HANpUMep, BETPSHOM OCIOH, KOphbI0), a TaKXke O
HE00X0JMMOCTH BpaueOHOW KOHCYJbTAIH, €CIIH TAKOH KOHTAKT MPOU30IIEIL.

[Tpu npuMeHEeHUH Ha3aJILHOTO CIIpesi MOMETa30Ha B TeueHHe 12 MecsIeB He ObLIO BEISBICHO
NPU3HAKOB aTpOPHU CAU3UCTON 000m0ukH Hoca. KpoMe Toro, MomeTazoHa (hypoat mposiBisi
TEH/ICHIMIO CIIOCOOCTBOBATh HOPMAIM3ALMU TUCTOJIOIMYECKOW KAPTUHBI MPH MCCIIEJOBAHUU

OMOIITATOB CIIM3UCTON HOCA.
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BJIMAHUE HA  CIIOCOBHOCTDH “YHPABHATH —TPAHCHOPTHbBIMH —

CPEACTBAMU, MEXAHU3MAMU

Her nanHBIX O BIMSHHMM JIGKAPCTBEHHOTrO mpemnapara HazoHeKc anep/pku Ha CHOCOOHOCTh
YOPaBISATh TPAHCIIOPTHBIMU CPEJICTBAMU WA PabOTaTh ¢ MEXaHU3MaMH.

®OPMA BbIITYCKA

Cripeii Ha3aIbHBINA J03UPOBaHHBIH, S0 MKI/103a.

ITo 10 T (60 mo3) umu mo 18 r (120 n03) cycnen3uu Bo GIaKoHAX U3 MOJHUITUICHA BHICOKON
IUIOTHOCTH, CHAOKEHHBIX OOXKUMHBIM JTO3UPYIOLUIUM DPACIBUINTEIEM, IOJUIPONUICHOBBIM
J103aTOPOM U IBLIE3AIUTHBIM KOJIAYKOM.

ITo 1 ¢pnaxony (10 r unm 18 r) BMecTe ¢ MHCTPYKIMEH MO MPUMEHEHUIO B KAPTOHHOM IMayKe.
MoskeT IpUCyTCTBOBATh KOHTPOJIb BCKPBITUS YIIaKOBKH.

YCJIOBUS XPAHEHUSA

[Ipu Temneparype He Boiwe 25 °C. He 3amopaxuBars.

XpaHUTh B HEJOCTYITHOM IS IETEeH MecTe.

CPOKTI'OJHOCTH

2 roja.

He npuMeHsTh mocne NCTeYeHHs CPOKa TOJHOCTH.

YCJIOBHUSA OTITYCKA

OtnyckaroT 0€e3 perenra.

IMPOU3BOJAUTEJIb

IIpousBeneno/Brimyckawonuii KOHTPOJIb Ka4yecTBa:

Opranon Xaiict 68, benbrus

Organon Heist bv, Industriepark 30, 2220, Heist-op-den-Berg, Belgium

unu

IIpou3sseneHo:

Opranon Xaiict 68, benbrus

Organon Heist bv, Industriepark 30, 2220, Heist-op-den-Berg, Belgium

YnakoBaHo:

Axk1unoHepHoe 0011ecTBO « XuMHKo-(apmareBTHueckuii komonHat « AKPUXHWH»

(AO «<AKPUXHWH»)

142450, MockoBckas obmacte, boropoackmii ropojackoi okpyr, T.Crapas KymnasHa,
yia. Kupoga, 1. 29, ctp. 6

Tenedon/dakc: +7 (495) 702-95-03
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Brinyckawmmii KOHTPOJIb Ka4yecTBa:
AxuuonepHoe  obmectBo  «XuMmuKo-hapmaneBTuueckuii  komOmHat  «AKPUXWH»
(AO «<AKPUXHH»)

142450, MockoBckas obnacte, boropoackmii ropoackor okpyr, T.Crapas KymnasHa,
yia. Kuposa, 1. 29, ctp. 3

Tenedon/dbakc: +7 (495) 702-95-03

BJAJAEJIELLT PETUCTPAIHUMOHHOI'O YIAOCTOBEPEHUSA / OPIrAHU3ALUA,
IPUHUMAIOIIAS IPETEH3UU OT NOTPEBUTEJIEN

000 «Opranon»

yi. CagoBHHYECKas, 1. 9A,

r. Mocksa, Poccus, 115035

Ten.: +7 (495) 411 58 58

KoHnTakTHbIC JaHHBIE AJIS1 IPUHATUS IPETEH3U MOTpeOUTeNeil:

ajipec >IEKTPOHHOMN mouThl: dpoc.russia@organon.com

Tem: +7 (495) 411 58 85
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