COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 10.12.2024 N= 27263
(MOCNEOCBATENEHOCTE 0002)

HHCTPYKIUA
IO MEJUIIUHCKOMY NPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA

Ha3zonekc anepaxu

PETUCTPAIIMOHHBIN HOMEP:

TOPI'OBOE HAUMEHOBAHME: Ha3zonekc anepmxu

MEXIAYHAPOJHOE HEIMATEHTOBAHHOE WM TIPYINIIMPOBOYHOE
HAUMEHOBAHHME: momeTra3on

JIEKAPCTBEHHAS ®OPMA: cnpeii Ha3aabHbIM JO3UPOBaHHBIN

COCTAB

1 no3a cpest COnepKUT:

HeticTBytomee BeniecTBo: 50 MKr MOMeTa30Ha (B BUAE MOMETa30Ha (pypoaTa MOHOTHIPATA).

BcnoMorarenbHble BEMIECTBA: LEUII0I03a AUCIIEpCHAst 65 ¢ps, MIULEPOJI, JUMOHHON KUCIIOTHI

MOHOTHJpAT, HaTpus ILUTpata Jauruapar, noiaucop6ar-80, OEH3aTKOHUS  XJIOPHI
(B Buze 50 % pactBopa), BOj1a OUMIIICHHAS.

OIIUCAHUE

Cycnen3us 6emoro uiv noyTu 6enoro Bera.

OAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA

[Tpenmapatsl ist seyeHus: 3a00JieBaHUN HOCA; JAEKOHTECTaHTBI W JpPyrue Impenaparbl AJis
MECTHOT'O TPUMEHEHHUSI; KOPTUKOCTEPOUIBI.

KO ATX: ROIADO09

®APMAKOJIOTUYECKHUE CBOMCTBA

Dapmakoounamuka

MowmeTa3zoH SBiIsIeTCS CHUHTETHYeCKHM TirokokoptukocteponnoM (I'KC) mnms mectHOTO
npuMeHeHns. OKa3bpiBaeT MPOTUBOBOCIAIUTENLHOE W MPOTUBOATIIEPTUYECKOE IEHCTBUE TPU
NPUMEHEHUH B J/103aX, MPH KOTOPHIX HE BO3HHKAET CUCTEMHBIX 3(dexToB. Momera3oH
TOPMO3UT  BBICBOOOXKJIEHME MEAMATOPOB  BOCHAJICHHMs] M  TOBBIIIAET  MPOIYKLHUIO
JUTIOMOTYJIMHA, SBIIIOIIETOCS HHTHOUTOPOM (ocdonmaszel A, 4To 00yCITaBIMBAET CHIKCHHE
BBICBOOOKICHUS apaxXUJAOHOBOM KUCIOTHI U, COOTBETCTBEHHO, YTHETEHUE CUHTE3a IPOAYKTOB
MeTabonu3Ma apaxugOHOBOW KHUCIOTHI — MUKJIMYECKUX DHIIOTEPEKHCEH, MPOCTariiaHInHOB.
MomeTra3oH mpenynpexnaeT KpaeBoe CKOIUIGHHE HEHUTpOoMIOB, YTO YMEHBIIAeT
BOCHAJIUTENBHBIN IKCCYNAT U MPOAYKIHUIO TUM(POKHMHOB, TOPMO3UT MUTPALUI0 MaKpodaros,
MPUBOJIUT K YMEHBIIICHHUIO MPOIIECCOB HHPMIBTPAIIUH U TPAHYIAIUKA. MOMETa30H YMEHbBIIIAET
BOCTIAJICHUE 32 CUET CHUKEHHS 00pa3oBaHUs CyOCTaHIIMU XeMOTaKcrca (BIUSHUE Ha TTO3IHIOI0

1



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 10.12.2024 N= 27263
(MOCNEONQBATENEHOCTE 0002)

(bazy ayepruueckon peakiiun), TOPMO3UT Pa3BATHC A TCPT I CCKOT PCaKIIIT-HCMCITCHHOTO
tumna (0OyCIOBICHO TOPMOXKEHUEM TMPOIYKIUU METa0OIUTOB apaxWIOHOBON KHUCIOTHI H
CHU)KCHHEM BBICBOOOXKICHUS U3 TYYHBIX KJIETOK MEIHUATOPOB BOCTIAICHUS).

B uccnenoBaHusaxX ¢ MpOBOKAIIMOHHBIMM TE€CTAMU C HaHECEHHMEM AHTUTCHOB Ha CIU3HUCTYIO
000JI0UKY MOJIOCTH HOca OblUla MPOJEMOHCTPUpPOBaHA BBICOKAs IMPOTUBOBOCHAIUTENbHAS
AKTUBHOCTh MOMETA30HA KaK B PaHHEH, TaK U B MO3AHEH (haze auieprudeckoi peakiuuu. ITo
OBLJIO TOATBEPXKACHO CHIKEHHEM (M0 CpaBHEHHIO C TUianebo0) YpOBHS THCTaMUHA U
AKTUBHOCTH 703MHO(]DUIIOB, a TaK)K€ YMEHBIICHUEM (I10 CPaBHEHHUIO C UCXOAHBIM YPOBHEM)
Yyucia 303MHO(PMIOB, HEUTPOPUIIOB U OEITKOB aJTre3UH AMUTEITHATBHBIX KJIETOK.
DapmaxokuHemuxa

[Ipn wHTpaHa3albHOM MPUMEHEHHMH MoOMeTa3oHa (ypoar obOnagaer HU3KOH CHCTEMHOM
o6uogoctynHocThio < 1% (IpH  4YyBCTBUTENBHOCTH MeTona ompeneneHus 0,25 or/mm).
CycneH3uss MOMETa30Ha OYEHb IJIOXO BCACHIBAETCS B KEITYJOYHO-KHUIIEYHOM TPAKTE, U TO
HEOOJIbIIOE KOJIMYECTBO CYCIIEH3MH MOMETa30Ha, KOTOPOE MOKET IMOMacTh B KEIyIOYHO-
KUIIEYHBIM TPAKT IOCJE BIPBICKUBAHUS B HOCOBOW XOJ, €IIE /10 AKCKPEUHMH C MOYOW WIIH
JKEITYBIO TTOJIBEPraeTCsi aKTUBHOMY IIEPBUYHOMY METa0O0IU3MY .

INOKA3AHUSA K IPUMEHEHUWIO

JleyeHne CE30HHOrO W KPYIJIOTOJAMYHOTO aJUIEPTHYECKOTr0 PUHUTA Y B3pOCIbIX C 18 jer u
ctapiie (00JerueHue CUMITOMOB, TAKUX KakK 3aJI0)KEHHOCTh HOCA, HACMOPK, YMXaHUE, 3y B
HOCY, CJIE30TEUEHUE).

IMPOTUBOIIOKA3AHUSA

— T'unep4yyBCcTBUTEIBHOCTh K MOMETa30HY WM K JIOOOMYy M3 BCIHOMOTAaTEIbHBIX
BEI[ECTB, BXOSIINX B COCTaB Mpenapara;

— Hanuune HeneyeHHON MECTHOM MH(EKIMH C BOBJICYEHHUEM B TPOLECC CIM3UCTOM
000JI0YKH MOJIOCTH HOCA, HanmpuMep, BeI3BaHHOM Herpex Simplex;

— HepnaBHee omepaTuBHOE BMENIATEILCTBO MM TpaBMa HOCa C TOBPEXKICHUEM
CIIM3UCTOW OO0OJOYKH TIOJOCTH HOCAa — JO 3aKUBJICHHUA paHbl (B CBI3H C
uHTHONpYyomuM aevicrueM ['KC Ha miporiecchl 3aKUBICHHUS );

— Jlerckuii Bo3pact 1o 18 mer.

C OCTOPOXKHOCTBIO

IIpokoHCYIBTHUPYHTECH C BpayoM Iiepel IPUMEHEHUEM Ipenapara Ha3zoHekc anepiuku npu
HATMYUY TIEPEUNCIICHHBIX HIDKE 3a00JIeBaHUH.

[Ipenapar HazoHekc anep/ku ciemnyeT MPUMEHSTh ¢ OCTOPOXKHOCTBIO MPHU TyOepKyJIe3HOU
nH(peKky (aKTUBHOW WJIM JIATEHTHOW) pPECIHUPATOPHOIO TpaKTa, HEJICUYCHHOW TPpUOKOBOH,

OakTepHaIbHON, CHCTEMHON BUPYCHON MH(EKINH MM HH(EKINH, BbI3BaHHON Herpes simplex,
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

nopakeHHWeM r171a3 (B BUAE HCKIIOUYCHUS “BOSMOKHO—HaSHATCHIC—TIperapaTa P

NEePEYHCICHHBIX HH(PEKIHUAX M0 YKa3aHUIO Bpaya), HATHYHUIO HEJIEYEHOM MECTHOM MH(EKINHU C
BOBJICUEHHUEM B IIPOIECC CIM3UCTON 000JI0UKH TOJIOCTH HOCA.

NPUMEHEHHME IIPU BEPEMEHHOCTH MW B IIEPHOJA TIPYJAHOI'O
BCKAPMJIMBAHUA

IIpokoHCYIBTUPYHTECH C BpaduoOM IIEpe] INpUMEHEHUeM Ipernapara Ha3zoHekc anepaku BO
BpeMsi OEPEMEHHOCTH U B IIEPUOJI TPYTHOTO BCKAPMIIHMBAHUS.

bepemeHHOCTD

WNHdopmanns OTHOCUTEIBHO PUMEHEHUSI MOMETa30Ha (ypoaTa OEpEeMEHHBIMU JKEHIIUHAMU
OTCYTCTBYET WJIM OIpaHMYEHA. B HCCIeNOBaHMAX HA HKUBOTHBIX IIPOJAEMOHCTPUPOBAHO
HaJIMYUE PENPONYKTUBHOM TOKCHMUHOCTH. Kak W JApyrue INIIOKOKOPTUKOCTEPOUIBI AJIs
MHTPAHA3aJIbHOTO TPUMEHEHHs, penapat Ha3oHeKc anepaku T0JKEH NPUMEHITHCS BO BpEMs
OEpeMEHHOCTH TONBKO, €CIM OXXUJaeMas I0Jb3a OT €ro IPUMEHEHMs OIpaBAbIBACT
NOTCHLIMAIBHBIA PUCK JJIA MATepH, IUI0Ja WM MiaJeHUa. MianeHueB, MaTepu KOTOPBIX B
nepuosi OEpeMEHHOCTH NPUMEHSUTM TIIOKOKOPTHKOCTEPOHJIbI, HEOOXOIUMO TIIATEIBHO
o0cIie10BaTh Ha MPEAMET BO3MOXHOCTH Pa3BUTHS TMIOPYHKIUN HAJIOYSUHUKOB.

[lepuoa rpyIHOr0 BCKapMIIMBAHUS

HewusBecTHO, BEIBOJUTCS I MOMETa30Ha (pypoat ¢ rpyJHbIM MOJIOKOM MatepH. Kak u B ciyuae
C IPYTUMU [IIOKOKOPTUKOCTEPOUIAMHU JIJISi UHTPAHA3AJIBHOTO MPUMEHEHHUS, CIIETyEeT IPUHSTh
pelIeHre OTHOCUTEIHHO MPEKPAIICHUs TPYTHOTO BCKAPMIIMBAHUS WJIH OTMEHBI/BO3/ICP KAHUS
OT Tepamuu mpernapatroM HazoHekc aneplku, MpUHUMAas BO BHUMAHUE IOJb3Y TPYIHOrO
BCKapMJIMBaHUS JIJIs1 peOeHKA U MOJIb3Y JICUCHUS U1 HKEHIIUHBI.

DdepTUabHOCTD

KinuHaudeckue naHHbIE O BIUSHUM MOMeTa3oHa (ypoata Ha (EepTHIBHOCTH OTCYTCTBYIOT.
HccnenoBanus Ha KUBOTHBIX IPOAEMOHCTPUPOBAIN PENPOAYKTUBHYIO TOKCUYHOCTb, HO HE
BBISIBUJIM BIIUSHUSA HA GEPTUIHHOCTb.

CHHOCOBb IPUMEHEHUA U 103bI

[Ipenapar npenHazHaueH AJIsI MHTPAHA3aJIbHOTO PUMEHEHHS.

[TpumensiiiTe mpenapar TOIbKO COTIACHO TEM MOKa3aHUsIM, TOMY CIIOCO0Y MPUMEHEHUS U B TEX
JI03aX, KOTOpbIE yKa3aHbl B MHCTpYKUMH. Ecnu uvepe3 14 qHel jedeHUs yJIydlIEHUS HE
HACTynacT Wjin CUMIITOMBI yCYI‘yG.H}IIOTCH, HUIIW NOABIAKOTCA HOBBIC CUMIITOMBI, HGOGXOI[I/IMO
HCMCIJICHHO ITPOKOHCYJBTHPOBATLCA C BpavYOM. bes KOHCYJIbTalUM C BpadoM Hpcrapar
Ha3onekc amepmku He cleayeT NPUMEHATh Ooisiee 3 MecsmeB monpsi. BrpbeickuBaHue
CYCIIEH3HMH, COJep)Kalleiicssi BO (IakoHEe, OCYIIECTBISETCS MPU IOMOIIM ClenHaIbHON

JO3UPYIOLIEH HacaaKu Ha (IiakoHe.
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Jleuenue ce30HHO020 UNU KPY210200UYHO20 QJlE e TeCROZO DI Y ESPUCTBIX
PexomeHnoBaHHast [o03a mpemapara JUid  JIEUYEHUS CE30HHOTO WM KPYIJIOTOAMYHOTO
QJIEPrUYecKOr0 pUHUTA COCTaBisieT 2 BHpbickuBaHus (1o 50 MKr mMomeTa3oHa Qypoata
KaXJI0€) B KaXIbIi HOCOBOM X071 1 pa3 B jeHb (cymmapHas cyrounas no3a— 200 mkr). I1o
JOCTHKEHUH JieueOHOro 3pdexra 1isi NoAAepKUBAIOLIEH Teparnud BO3MOXHO YMEHBbIICHHE
J103bl 10 1 BIPBICKMBAaHUA B KaX/blil HOCOBOM X0 1 pa3 B ieHb (CyMMapHasi CyTOYHas 03a —
100 Mkr).

Hauano npeiicTBusi mpemnapara oOBIYHO OTMEYAETCs] KIMHUYECKH YK€ depe3 12 gacoB mocie

IIEPBOT0 NPUMEHEHUS ITpenapara.

Pexomenoayuu onsa nayuenmoe no npumenenuio npenapama

[lepen mepBpIM IpUMEHEHHEM JIEKAPCTBEHHOTO Mpernapara Ha3zoHeke anepmxu He0OXOIMMO

MIPOBECTH €T0 «KaTHOpoBKY». He mpokaJibiBaiiTe Ha3aJbHbIH AaNMJIMKATOP.

Ecnu nmekapcTBeHHBIM mperapaT HE HUCHOJIB30BaICS B TedeHUe 14 qHelt miam OOJIbIIero

POMEXKYTKa BpEMEHH, HEOOXOJMMO Ha)kaTh Ha JO3UPYIOLIYI0 Hacalaky 2 pa3a WIH 0

HOSIBJIEHUS OJTHOPOAHOIO CIIPES.

1. TIlepen mpumeHeHueM Ipenapara HEOOX0IUMO OUYUCTUTH HOCOBBIE XOJIbI.

2. OcCTOpOXHO BCTpSAXHHUTE (DIIAKOH Mepes] KaXIbIM MPUMEHEHUEM, MOCJEe Yero CHUMUTE
KOJIA4OK HA3aJIbHOTO alllIMKaTopa.

3. llepen mnepBsIM mpuMeHeHUEM Ipenapata HazoHekc anepku MPOBOAAT €ro
«KanmuOpoBKY». [t 3TOro HE0OOXOAMMO HaXKaTh YKa3aTeIbHBIM M CPEIHUM MajbllaMH Ha
IUICYMKU Ha3aJIbHOTO amIUIMKaTopa Oesoro IBeTra, Jepka Mpu 3TOM AHO (raKkoHa
OOJIBIIINM ITAJIBIIEM.

4. HocoBoiil X0/, B KOTOpPBI HE OyAeT BBOAUTHCS Mperapar, cleayeT 3a)arh MajbleM, a B
Jpyroii HOCOBOM XOJI CIEAyEeT BBECTU aIlllJIMKAaTOp. 3aT€M CJIerKa HAKJIOHWUTE TOJIOBY
BIIEpe]l TaK, YTOOBI ()JIAKOH HAXOIMICSA B BEPTHUKAIBHOM TOJIOKEHUH.

5. Cnerka BAIOXHHUTE 4Hepe3 HOC M OJHOBPEMEHHO OJIHOKPAaTHO HaXMUTE Ha Ha3aJbHbIN
anIuUIMKaTOp U BIIPBICHUTE 103y Mpernapara.

6. BplnoxHuTe uepes por.

[Ipu mOBTOPHOM BBEJIEHUH MpEIIapaTa B TOT K€ HOCOBOM X0/ IOBTOPUTE JAEHCTBHUSL, ONIUCAHHBIE

B IIYHKTax 5-6.

Jl1g BIppICKMBaHUS Ipernapara B Apyroil HOCOBOM X0/l IOBTOPUTE AecTBUS 4-6.

[locne mpumeHeHMs mpenapara ciaeayeT IPOTEPETh BEPXHIOK YacTh alIUIMKaTOpa YHUCTOU

capeTKol U HAIETh KOJMAYOK Ha TO3UPYIOLLYIO HACAIKY .

Yucmka oozupyroweli Hacaoxu
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BaxHo perynsipHO UMCTUTH JO3UPYIOUIYIO HACatKY;

CHUMUTE KOJITIAYOK, 3alIUILIAIOIINN HACAAKY OT MbUIH, 3aT€M aKKYPaTHO CHUMUTE HAKOHEYHUK
JU1s pacnibuieHust. [IpomoliTe HAKOHEUHUK JJIs pACIIbUICHHS M KOJIMAYOK JIJISl 3alIUTHI OT MbUIH
B TEIUION BOJIE M OMOJIOCHUTE MOJ1 KPAHOM.

He nbiTaiiTech OTKPBITH HA3AJbHBIH ANIUVIMKATOP ¢ MOMOINbLI0 MIOJKH HMJIM JAPYroro
OCTPOrO0 NMpeMeTa, TAK KaK 3TO NPUBeAET K MOBPEXKICHUIO ANJIMKATOPA, B pe3yJbTare
Yero eCTh PUCK MOJYYEeHUs] HeNMPaBUJILHOM 10361 Mpenapara.

BricymmTe Koimayok ¥ HaKOHEYHUK B TeruioM Mecte. [locie 3Toro npukpenuTe HaKOHEUHUK
JUISL pacTibUIeHHsI Ha (JIAKOH U CHOBA MPUKPYTHUTE K (PIIaKOHY KOJMAYOK JJIs 3aIUTHI OT MBLIH.
[Ipu mepBoM HpuUMEHEHHWHU TpenapaTa Mocje OYHCTKH TO3MPYIONIEH HacaJku HEeoOXOIHMMO
MIPOBECTHU TIOBTOPHYIO «KATHMOPOBKY» MMyTEM Ha)KaThs Ha JO3UPYIOIIYIO HacaaKy 2 pasa.
IMOBOYHOE JIENCTBUE

Eciu y Bac ormeuatorcss unm ycyryOJsIFOTCS HEXeNaTeNlbHbIE pEeakIUu, yKa3aHHbIE B
WMHCTPYKUUHU, WK Bbl 3ameTniin mio0ble Ipyrue HekenaTeabHble peaklid, HEe yKa3aHHbIE B
WHCTPYKIIUH, COOOLTUTE 00 STOM JieUaleMy Bpady.

IIpumenenue nexapcmeeHno20 npenapama 6 KIUHU4eCKUXx UcCie008anusIx

HesxxenaTenbHble SIBICHUS, CBS3aHHbIE C TPUMEHEHHEM Mpemnaparta (> 1%), BbIIBIEHHBIE B X0/1€
KJIMHUYECKHUX MCCIIEOBAHNN y AIUEHTOB C aJUIEPIrUYECKUM PUHUTOM WJIH MTOJIUIIO30M HOCA U
B IEpUOJ MOCTPErUCTPALIMOHHOTO NMPUMEHEHHs Tpernapara, HE3aBUCUMO OT MOKa3aHWs K
NpUMEHEHUI0, mpeactaBieHbl B Tabmwme 1. HexenatenbHple peakiuu TEPEYUCICHBI B
COOTBETCTBUHU C Kiaccudukanue cucreMHo-opraHHbix kimaccoB MedDRA. B mpepemax
KaXXJO0r0 CHUCTEMHO-OPTaHHOTO Kjacca HEXKeJaTellbHble peakluu KiacCu(UIUpOBaHBI IO
4acTOTE BO3HUKHOBEHHUS.

HocoBbie kpoBOTEUECHMS, KaK TIPABHIIO, OBLTA YMEPEHHBIMH U MIPEKPAIIATHCH CAMOCTOSTEIBHO,
4acTOTa UX BO3HUKHOBEHHS Oblla HECKOJBKO OOJIbIIEH, YeM IMpH KCIOJIb30BAHUM IUIanebo
(5%), HO paBHO¥ MM MEHBIIIEH, YeM MpU Ha3HauUeHUU Opyrux uatpanasanbHbix ' KC, koTopsie
HCIIOJIb30BAJTUCh B KA4yeCTBE AKTUBHOIO KOHTpOJs (y HEKOTOPBIX M3 HHX YacToTa
BO3HUKHOBEHUSI HOCOBBIX KPOBOTEUEHUH cocTasisiia 10 15%). HacTora BOSHUKHOBEHHS BCEX
JIPYTUX HEXelaTelbHBIX PeaklHii ObUIa COMOCTaBUMON C YaCTOTOM MX BO3HUKHOBEHUS IPH
Ha3HayeHNH 1iamnedo.

[Ipn npumenennn wuHTpaHazanbHBIX ['KC BO3MOXHO pa3BUTHE CHCTEMHBIX MOOOYHBIX
3¢ (heKkToB, 0COOCHHO TIPH [UTUTETLHOM NMpUMEHEHNH HHTpaHa3anbHbIX [ KC B BRICOKHX J03aX

(cm. pazmen «OcoOble yKazaHHs»).
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1 avjiringa 1

YacToTa HexeNnaTeNbHbIX PEakIfii yCTaHOBIIEHA CIIEIYIOIUM 00pa3oM:
oueHb yacto (>1/10); wacto (>1/100, <1/10); Heuacto (>1/1000, <1/100).
JInisi HeXXeNnaTeNbHBIX peakiyil B MEpPHOJ MOCTPErHCTPALIMOHHOTO HAOJIIOJCHHUS YacToTa He
yCTaHOBJICHA (HE MOXET OBITh OIpeiesieHa Ha OCHOBAaHMH UMEIOIINXCS JaHHBIX ).
CucTeMHO-OpraHHbII OueHb YacTo Yacto YacroTa He
KJ1acc yCTaHOBJIEHA
WudexnmonHbie 1 ®dapuHrur,
TapasvTapHRIC UH(EKINH BEPXHUX
3a0oJeBaHus
JIBIXaTeNbHBIX
myTei®
Hapymenus co Peakuuu
CTOPOHBI HMMYHHOM TUTEPYYBCTBUTEIHHO
CHCTEMBI CTH, BKJIIOYast
aHa(pUITAKTHYECKUE
peakuuu,
AHTMOHEBPOTUYECKU
OTeK, OpoHXOCIa3Mm,
OJIBIILIKY
Hapymenus co l'onosuast 60116
CTOPOHBI HEPBHOU
CHCTEMBI
Hapymenus co ['maykxoma,
CTOPOHBI OpraHa MOBBILIEHHOE
3peHus BHYTpPHUIJIa3HOE
NaBJICHUE, KaTapakTa,
HEYETKOe 3peHue (CM.
TaKKe pas3ien
«Oco0ble yKa3aHHsD»)
Hapymenus co Hocoseie Hocoseie [epdoparus
CTOPOHBI JIBIXaTeIbHON | KPOBOTEUCHMS ** KpOBOTEYCHHUS (T.€. | HOCOBOM
CUCTEMBI, OPraHOB SBHOE MEePETOPOIKU
TPYAHOMN KJIETKH U KpOBOTEUYEHHE, a
CpenocTeHus TaK>Ke BbIJICIICHHE
OKpAILIEHHOMN
KPOBBIO CITH3U HIH
CT'YCTKOB KpPOBH),
OLIYIICHUE YKKCHUS
B HOCY,
pasapakeHue
CIIM3UCTON
000JIOYKH HOCA,
U3bSA3BIICHHUE
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CJSYIV1 UYL

000J104KH HOCA

Hapymenus co Paznpaxenue Hapyuienus Bkyca u
CTOPOHBI K€y 10YHO- TJIOTKH (OLylIeHHEe | OOOHSHMA
KMILIEYHOT O TPAKTa pasnpaxeHus

CIIM3UCTON

000JI0YKH TTIOTKH ) **

* BBISIBJICHO C YAaCTOTOM «HEYacTo» Mpy MPUMEHEHHUH perapara Jisa pa3a B IeHb [P MOJIUII03€
HOCa

** BBISIBJICHO MPU MPUMEHEHHUH TIperiapaTa JiBa pas3a B ACHb IIPH MMOJIUII03€ HOCca
HEPEJO3UPOBKA

IIpu ngnmutensHoM npumeHeHur ['KC B BBICOKMX [03aX, a TakXe MNPU OJHOBPEMEHHOM
npuMmeHeHnrn Heckolbkux ['KC B03MOXHO yrHeTeHue (YyHKIMU TUIOTaIaMO-TUIIO(U3apHO-
HAAMOYCUYHUKOBON CUCTeMbl. BcenencTBue HU3KON CHCTEMHOW OMOJOCTYITHOCTH Ipernapara
(< 1%, pu 9yBCTBUTENBHOCTH MeTona ompeaeneHus 0,25 nr/mir) MajaoBEpOSTHO, YTO TMPHU
ClyyalfHOW WM HAaMEpPEHHOH Mepeo3upoBKe MNOTpeOyeTcss MPHUHATHE KaKUX-THOO0 Mep
MOMHMMO HaOJIIOJIEHUSI ¢ BO3MOXKHBIM MOCJEIyIOININM BO30OHOBJIEHHEM MpHUEMa IpernapaTta B
PEKOMEHI0BaHHOM N103e. B ciyuae nepeno3upoBku HEOOXOAMMO 00paTUTHCS K Bpady.
B3AUMOJEVCTBHE C JIPYTUMM JEKAPCTBEHHBIMU CPEJICTBAMHU

beimn  mpoBeneHbl KIMHUYECKHME MCCIENOBAaHMUS IO M3YYCHHIO B3aUMOJCUCTBUS C
JoparaguHoM. B3aumoeicTBus He HAOIIOAAINCh.

Oxugaercsi, YToO COBMECTHOE nmpuMeHeHne ¢ maruoutopamu CYP3A, Brirodast mpenaparsl,
collepkaliie KOOWIMCTAT, YBEIMYMBAET PHCK BO3HUKHOBEHHUS CHUCTEMHBIX TOOOYHBIX
a¢dekroB. Bamemy Bpady cienyer OLEHUTh MPEUMYIIECTBA COBMECTHOTO Ha3HAUYCHUs
MoMmeTa3zoHa ¢ypoata ¢ cunbHbIME HHTHOUTOpaMu CYP3 A4 1 moTeHITMANBHBINA PUCK Pa3BUTHS
CHUCTEMHBIX TTOOOYHBIX d(DPEKTOB IITIOKOKOPTUKOCTEpOona0B. Claenyer n3dberarb COBMECTHOTO
Ha3HAYEHMs ATUX IMPENnapaToB, 3a UCKIIOYEHUEM CITy4aeB, KOTJa MOTEHUIHAIbHas M0JIb3a s
NalMeHTa  MPEeBBIIIAaeT  PUCK  Pa3BUTUS  CHUCTEMHBIX ~ MOOOYHBIX 3¢ (eKTOoB
[IIIOKOKOPTUKOCTEPOHIOB, U B 3TOM Cilydae TpeOyeTcss MOHUTOPUHT COCTOSHUS MallMeHTa Ha
IpeIMET Pa3BUTHS CUCTEMHBIX TOOOUYHBIX 3(P(PEKTOB IITIOKOKOPTUKOCTEPOUTHON TEPAIIUH.
Ecnu Bel npumensieTe BhlllieyKa3aHHbIEC TpenapaThl WK APyTHe JeKapCTBEHHBIE MpernapaThl (B
T.4. Oe3penenTypHble), epes NpuMeHeHrneM npenapara Hasonekc aneppxku Bam HeoOxoaumo
MIPOKOHCYJIFTUPOBAThCA ¢ Bammm Bpauom.

OCOBbIE YKA3AHUA

BauMarenbHO mpouyuTaiiTe 3Ty MHCTPYKLMIO NEpea TeM, Kak HauyaTh NMPUMEHEHHE 3TOro

JIEKapCTBEHHOTO Mperapara.
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CoxpaHHUTe 3Ty UHCTPYKIUIO, OHA MOKET [TOTPCOUBAaTECT BHOBE:

Ecnu y Bac BO3HUKIIN BOIPOCHI, 00paTUTECh K JieUalieMy Bpauy.

JlexapcTBEeHHBIN Npenapar MOKa3aH TOJbKO AJI HHTPaHA3aJIbHOTO IPUMEHEHMSL.

[Ipenapar Hazonekc anepku HE ciaeayeT NpUMEHATh Oojee 3 MecsieB moapsia. B cioydae
HEOOXOAMMOCTH TIPUMEHEHHUs Tpemapara Ooiee 3 MecsleB MOIAPSAN  HeoOXoauma
KOHCYJIbTAIMs Bpaya.

Kak u mpu mo00M IOATOCPOYHOM JICUEHHH, TMAIUCHTHI, NMPUMEHSIONINE JIEKapCTBEHHBIN
npenapar Ha3oHekc anepku B TEUEHHWE HECKOJIbKMX MECSALEB W JOJIbIIE, JIOJKHBI
MIEPUOIUYECKH MPOXOJUTh OCMOTP Y Bpaya Ha IPEAMET BO3MOXKHBIX W3MEHEHUN CIU3UCTOU
obonoukn Hoca. Heo0XoaWMo MpOBOAWUTH MOHHMTOPUHI 32 MAlMEHTaMHM, MOJTYYarOIUMH
uHTpaHazanpHble [ KC qurensHOE Bpems.

B ciyuae pa3BuTHs MecTHOM IrpuOKOBOM MHGEKINN HOCA WU TJIOTKH MOXKET MOoTpeboBaThCs
IIPEKpaIIeHUE Tepaluu JIEKApCTBEHHbIM IpenaparoM Ha3oHekc anep/ku M NpPOBEIACHUE
cooTBeTCTBYyrOIlero JieueHus. CoxpaHsmplieecss B TEYEHHE JUIMTEIBHOIO BPEMEHU
pa3apakeHue CIM3UCTON 000JI0UKH HOCA M TJIOTKH TAKXKE MOXKET CIYKHTh OCHOBaHHEM IS
IIPEKPALIEHUS JIEYEHUsI JIEKAPCTBEHHBIM NpenaparoM HazoHekc anepmxu.

[Ipy mpoOIKUTENBHOM JICYEHUM HA3aJIbHBIM CIIPEEM MOMETA30HA MPHU3HAKOB IMOJABICHUS
GYyHKIMM — THUIOTaIaMo-TUNO(GU3apHO-HAATIOUEYHUKOBOH  CHCTEMBl HE  HAOJIIOJaNIOCh.
[TanimeHThI, KOTOpBIE IEPEXOAT K JIEUEHUIO JIEKAPCTBEHHBIM ITpenapaToM HazoHekc anepmpku
1ocjae JATUTENBHON Tepanuu TITIOKOKOPTUKOCTEPOUIaMU CHCTEMHOIO JIEHCTBHS, TPEOYIOT K
cebe ocoboro BHUMaHUsA. OTMEHa TIIOKOKOPTHUKOCTEPOUIOB CUCTEMHOIO JEHCTBHUS y TaKUX
MAI[MEHTOB MOKET MPHUBECTU K HEJOCTAaTOUYHOCTH (YHKIMH HAAMOYEUHUKOB, MOCIEIYIOIIee
BOCCTAaHOBJIEHME KOTOpPOH MOXET 3aHiATh 10 HECKOJIBKHUX MecsleB. B ciyuae mnosBieHus
NPU3HAKOB HA/AMOYEYHUKOBOW HEIOCTATOYHOCTU CIIEAYET BO30OHOBUTH MPUEM CHCTEMHBIX
TIIIOKOKOPTUKOCTEPOHI0B U MPUHSATH APYTHe HEOOXOAUMBIE MEPHI.

[IpumeneHne nexkapcTBeHHOro npenapara Ha3oHekc anep/ku He pEKOMEHIYEeTCsl B Cilydae
nepdopanuu HocoBoi nieperopoaku (cMm pasnen «Ilobounoe neicTBUEY ).

B kIMHUYECKHUX UCCIETOBaHUIX HOCOBBIE KPOBOTEUEHHS HAOII0AaIHCh ¢ OOJbIIel YacTOTOM
10 CpaBHEHHMIO ¢ Tuianedo. HocoBble KpOBOTEUEHHS MPEKPALIAINCH CAMOCTOSITENILHO U ObLIH
yMepeHHBIMH (cM. pazaen «[lobouHoe aeicTBue).

JlexapcTBeHHbIM npenapaT Ha3zoHekc anep/pKu COAEPKUT OCH3AIKOHHS XJIOPHI, KOTOPBIH
MOYET BBI3BIBATh Pa3paXKCHUE CIM3UCTON 00O0JIOUKH HOCA.

CucremHublie mo604yHbIe 3G (HEKTH MOTYT pa3iNyaThCs KaK y OTACIbHBIX MAIlEHTOB, TaK U B
3aBUCUMOCTH OT MPHUMEHSIEMOr0O INIFOKOKOPTUKOCTEPOUIHOrO Mpenapara. l[loreHumnanbHble

cucteMHble 3(QexTsl BKIOUAlOT B cebs cuHapoM KylimHra, XapakTepHble MpH3HAKH
8
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KYIIMHTOMJ1a, TOJaBJIeHHE (YHKIUH HaANOUYCTHIKOB;~KaTapaKTy; TINayKOMY—TT—PCKCPAT

IICUXOJIOTUYECCKUX 501070 IIOBECACHUYCCKUX Bq)(beKTOB, BKJIFO4Yas IMICUXOMOTOPHYIO
TUINEPaKTUBHOCTh, HAPYIIIEHUE CHA, TPEBOTY, JICTIPECCHIO WU arpECCHIO.

[Tocne mpUMeHEHHsS HHTPAHA3AIbHBIX TIIOKOKOPTUKOCTEPOUAOB COOOIIAIOCh O CIIydasx
MOBBIIICHHS BHYTPUTIIA3HOTO AaBieHus (cM. pazaen «Ilobounoe neiicTBre»).

HpI/I CUCTEMHOM U MECTHOM (BK.HIO‘IEUI HWHTPAHA3aJIbHOC, UHIAJIIHUOHHOC U BHYTpI/II‘JIaBHOG)
npuMmeHeHnn I'KC mMoryT BO3HUKHYTh HapyllieHus 3peHus. Ecnu y manueHTa npucyTCTBYIOT
TakM€ CHUMITOMBI, KaK HEYETKOe 3peHHe WM Apyrue HapylleHUs 3peHHs, HeoOX0auMo
PEKOMEHI0BaTh MAaMEHTY 00paTUTHCS K OPTAIBMOJIOTY JUIS BHISIBIICHUS! BOZMOYKHBIX PUYHH
HapyIICHUH 3peHUs, BKIIOYAIOMIMX KaTapakTy, TIJAyKOMy WM peakue 3abosieBaHUS,
HaIpUMep, HEHTPATbHYI0 cepo3Hyr xopuoperuromnatuto (LICX), koTopsie HabmIOgAINCH B
pAne ciy4aeB MpU CUCTEMHOM U MecTHOM npuMmeHeHun ['KC.

Bo Bpems nepexoza ot JiedeHUs TNIIOKOKOPTUKOCTEPOUIaMU CUCTEMHOTO AEHCTBHS K JICUCHUIO
JIeKapCTBEHHBIM NpenapatoM Ha3oHekc anepaku y HEKOTOPBIX MAllUEHTOB MOT'YT BOSHUKHYTh
Ha4YaJIbHBIC CHUMIITOMBI OTMCHBI CUCTCMHBIX TJIIOKOKOPTUKOCTCPOUIOB (HaHpI/IMep, 60JII/I B
CyCTaBax I/I/I/IJII/I MbIIIax, 4yBCTBO YCTAaJIOCTU U I[ereCCI/IH), HCCMOTpA Ha YMCHLUICHUC
BBIPQXEHHOCTH CHUMIITOMOB, CBSI3aHHBIX C MOPAaXEHUEM CIM3UCTOM 00004ku HOoca. Takux
MAIMEHTOB HEOOXOAUMO CHEIUAIBHO YOXKIaTh B 11€1€CO00pa3HOCTH MPOIOJDKEHUS JIeUeHUs
JeKapCTBEHHBIM TiperapatoM Hazonekc amepmxku. Ilepexom OT CHCTEMHBIX K MECTHBIM
TJIFOKOKOPTUKOCTEPOUIaM  MOXKET  TaKXKe  BBIIBUTH YK€  CYIIECTBOBABIIME, HO
MacKHpOBAaBIIMECS  Tepamueil  TIIOKOKOPTHUKOCTEPOMJAMH  CHUCTEMHOrOo  JIeHCTBUS
ajiepruyeckue 3aboneBaHus, TakKue Kak aJllIepruuecKuii KOHbIOHKTUBHT U DK3EMa.

JleueHue 60)166 BBICOKUMHU [03aMH, IMPCBLIMIAIOIIUMHA PCKOMCHAYCMBIC, MOXKCT IMPUBCCTHU K
KIIMHAYCCKU 3HAYMMOMY IOJAaBJICHUIO (bYHKI_[I/II/I HaAIIOYCYHUKOB. B ciIy4dae, cCil
MPUMEHSUTUCh OoJiee BBICOKHME 03B, YeM PEKOMEHJOBAHHbIE, HEOOXOIUMO OOpaTUTHC K
Bpauy.

HaI_II/IeHTBI, KOTOPbIM IMPOBOAUTCHA JICUCHUC TJIIFIOKOKOPTUKOCTCPpOUIAMU, 06na1[a10T
IIOTCHIUAJIBHO CHIIKCHHOU I/IMMyHHOI>'I PCAKTUBHOCTBIO U JOJIZKHBL 6BITB npeaynpeiKIaCHbl O
MOBBIIICHHOM JJII HUX PHUCKE 3apakeHUs B ClIyyae KOHTaKTa ¢ OOJBbHBIMU HEKOTOPBIMU
WH(EKIIMOHHBIMU 3a00JIeBaHMsIMU  (HampuMep, BETPSHOM OCIOH, KOphbIO), a TaKkKe O
HEOO0XOIMMOCTH BpaueOHON KOHCYJBTAIUU, €CIIH TAKOW KOHTAKT MPOU3OLIE].

[Ipu npuMeHEeHNU HA3aIBHOTO CIpes MOMETa30Ha B TeueHHe 12 MecsIeB He ObLIO BBISBICHO
MIPU3HAKOB aTpouu CIM3UCTON 00070ukM HOca. Kpome Toro, momeTazoHa hypoat mposBIIsLII
TEHJCHIIUIO CIIOCOOCTBOBATh HOPMAIHM3AIMK THCTOJIOTUYECKOW KapTUHBI MPU UCCIIEOBAHUU

OHMOITATOB CIU3MCTOU HOCA.
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BJIUAHUE HA  CIIOCOBHOCTbDH
CPEACTBAMU, MEXAHU3MAMU

Het nanHBIX O BIMSHHMM JIEKApCTBEHHOTO mpemnapara Ha3zoHekc aneppku Ha CIOCOOHOCTh
YOPaBISATh TPAHCIIOPTHBIMU CPEJICTBAMU WIIM paboTaTh ¢ MEXaHU3MaMH.

®OPMA BbIITYCKA

Cripeii Ha3aNbHBINA J03UPOBaHHBIHN, S0 MKI//103a.

ITo 10 r (60 no3) wiu mo 18 r (120 1o3) cycneH3uu BO (prakoHAX U3 MOTUITHIICHA BHICOKOM
IUIOTHOCTH, CHAOKEHHBIX OOKMMHBIM JIO3UPYIOIIUM PACIbUIMTENIEM, MOIUIPONHICHOBBIM
J103aTOPOM U IBLIE3AIIUTHBIM KOJTAYKOM.

ITo 1 ¢pnakony (10 r unu 18 T) BMecTe ¢ MHCTPYKLHMEH MO NPUMEHEHHIO B KAPTOHHOW MayKe.
MoKeT mpHUCyTCTBOBATh KOHTPOJIb BCKPBITHS YITaKOBKH.

YCJIOBUSA XPAHEHUSA

IIpu Temnepatype He Boiie 25 °C. He 3aMopaxuBars.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

CPOKT'OJHOCTH

2 roja.

He npuMeHsTh mocie ucTedeH s Cpoka rOHOCTH.

YCJIOBUSA OTIIYCKA

Otnyckatot 0e3 peuenTa.

MNPOU3BOJAUTEJIb

IIpou3Beneno/Bopinyckammii KOHTPOJIb KayecTBa:

Opranon Xaiict 0B, benbrus

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

unu

IIpou3sBeneno:

Opranon Xaiict 6B, benbrus

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

YnakoBaHo:

AxmmoHepHoe 06mecTBo «XumMuko-hapmanepruaeckuii komOuHat «AKPUXHWH»

(AO «AKPUXHH»)

142450, MockoBckas o0nactb, boropoackuii roponckoit oxpyr, r.Crapas KymnaHa,
yi1. Kuposa, 1. 29, ctp. 6

Tenedon/dakc: +7 (495) 702-95-03
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Brinyckawmmi KOHTPOJIb KavyecTBa:
AxuuonepHoe  obmectBo  «XuMmuko-hapmaneBtuueckuii  komOuHat  «AKPUXHWH»
(AO «AKPUXHMH»)

142450, MockoBckas obmacte, boropoackumii ropoackoi okpyr, T.Crapas KymnasHa,
yia. Kupoga, 1. 29, ctp. 3

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

BJIAJEJIEL] PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA / OPI'AHU3AILINA,
MMPUHUMAIOIIASI IPETEH3UH OT TOTPEBUTEJIEHN

000 «Opranon»

yi1. Tumypa ®@pynse, 1. 11, ctp. 13

r. Mocksa, Poccus, 119021

Ten.: +7 (495) 411 58 85

11



	ИНСТРУКЦИЯ
	ПО МЕДИЦИНСКОМУ ПРИМЕНЕНИЮ ЛЕКАРСТВЕННОГО ПРЕПАРАТА
	ФАРМАКОТЕРАПЕВТИЧЕСКАЯ ГРУППА
	СРОК ГОДНОСТИ



