MHWHUCTEPCTBO 3J]IPABOOXPAHEHU A POCCI/H/ICKOI/I (DEI[EPAHI/II/I

MHCTPYKILIUA
10 MEJJUITUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O
[TPEITAPATA

Tusun® Anepmuxku

Perucrpannonnslii Homep:

Toproeoe HanmenoBanue: Tuzun® Anepmku

MexayHnapoaHoe HenaTeHTOBAHHOE HJIH TPYNIHPOBOYHOE HAHMEHOBAHHE:
JI€BOKaOACTHH.

JlexapcTBennas (opma: cripeii Ha3aJ bHbINA 103UPOBAHHEIN

Cocras:

1 Mu1 ipeniapaTa coepIKHT:

Oeticmeyiowee 6eujecmso: eBokabactuna ruapoxiopus (0,54 Mr) B nmepecuere Ha
neBokabactun 0,5 mr;

6cnomozamenvHele  eeujecmea;  TPOMMIICHITIMKONIL, JUHATPHUS  ruapodocdar
Oe3BOIHBINA, HaTpus ruapodocdara MoHOrMApar, rumpomennosa (2910
5 mlla.c), momacopGar 80, Gensankonust xnopuaa 50 % pacTBop B mepecueTe Ha

O€H3aJIKOHUS XJIOpUJ, AUHATPUs 3/1€TaT, BOJa OYUIICHHAS.

Onucanne: Genast OTHOPOHAS CYCIIEH3HS.

@PapmakoTepaneBTHYeCKasi TIpynma: [POTHBOAIEPIUYeckoe cpeacTBo-H1-
THCTAMUHOBBIX PELENITOPOB OJIOKATOP.

Kox ATX: RO1ACO02.

DAPMAKOJIOTUYECKHUE CBOMCTBA
PapmakoIHHAMHKA

Jleokabactun — cenexruBHbIi G10katop HI-rHCTaMHHOBBIX pELIENTOPOB ¢
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MPOJO/DKUTEBHBIM JielicTBUEM. MecTHbld 2ddekT HacTymaer yepe3 5 MHUHYT, a
JieicTBE TIpojiospKaeTcst B Teuenue 12 gacos. [locne uHTpaHa3alibHOIO BBEACHUS
HaszanbHbIA cnpeil «Tusun® Anepmku» ycTpaHseT CHMITTOMBI aIepruyeckoro
PUHHTA: BBIICJICHUS U3 HOCA, YUXAHUE, 3yl B HOCOBOM MOJIOCTH.
DapMaKOKHHETHKA

[Ipu kax10M MHTpaHa3aJIbHOM BBeJleHUU U3 pacueta S0 MKr/mo3a abcopbupyercs
npuMmepHo  30-40  MKr JeBokabacTMHa, MaKCUMallbHas  KOHLEHTpaLus
JeBokabacTMHAa B IUIa3ME€  KPOBM  JIOCTUIaeTcss  HPUMEPHO  4epes
3 yaca nocie Ha3aJIbHOTO BBE/ICHUSI.

JleBokabacTuH CBsA3bIBaeTCS ¢ O€lKaMU IUIa3Mbl KPOBU TPUOIU3UTENIBHO Ha
33 e,

OcHOBHOM MeTaboaMT JIeBOKaOACTUHA, AalWITIIOKYPOHUA, oOpa3yeTcst IpH
TJIFOKY POHUPOBAHUU, IIPEJICTaBIIAIONIEro co00il OCHOBHOM Iy Th MeTa00IM3Ma.
JIeBokabacTUH HSKCKpETUpPYETCs MPEUMMYIIECTBEHHO C MOYOH B HEM3MEHEHHOM
Buzie (oxkoao 70 % ot abcopOupoBaHHOTO KoauvecTBa). [lepron mosyBbIBeIEHUS

JIeBOKa0acTHUHA COCTaBIISAET OKOJIO 3540 yacos.

INOKA3AHUS K IPUMEHEHUIO

CuMnromaTuueckas TE€pamus CE30HHBIX W KPYIVIOTOAUYHBIX aAJJICPrUHUYCCKUX

PUHHUTOB.

IMPOTUBOIIOKA3AHUSA
[ 'unep4yyBCTBUTENIBHOCTE K JIEBOKAOACTHHY W JIFOOOMY JPYroMy KOMITOHEHTY
npernapara.

JleTckuii Bo3pacT 110 6 JeT.

C OCTOPOXKHOCTBIO

[Tanmentam ¢ HapymieHHeM (QyHKIUU MOYEK U TTOKUIBIM JIFOISM.
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INPUMEHEHHUE IIPMU BEPEMEHHOCTHU U B IEPUOJ I'PYJIHOI'O

BCKAPMJIMBAHUSA

JlocToBepHBIE JaHHBIE IO TIPUMEHEHHUIO Ha3aIbHOTO cripest « Tu3uH® Asepmkn» y
OepeMEHHBIX  JKEHIUMH  OTCYTCTBYIOT.  [loaTOMy — HasajdbHBI  Ccripeid
«Tm3nH® Anep/pkv» He JIOJDKEH TNPUMEHATHCA BO BpeMs OepeMEeHHOCTH 3a
UCKJIIOYEHUEM TEX CJIy4aeB, KOrJa IpejarnosaraeMas Iojib3a IS MaTepu
OIpaB/BIBAET NOTEHUUAILHBIA PUCK JIJIS TU10/1a.

HMcxons M3 onpesie/ieHHst KOHIEHTpALMU JIEBOKAOACTHHA B CJIIOHE W IPYIHOM
MOJIOKE€ KOPMSAIIMX JKCHIIMH, KOTOpPBIE OJHOKPATHO MEPOPATbHO IMMOJIyYallu
0,5 mr neBokabacTuna, oxkuaaeTcs, 4ro npuMepHo 0,6 % oOblel HHTpaHa3aIbHOM
JI03bI  JICBOKA0ACTMHA MOXKET Iepe]aBaTbcsi peOEHKY BO BpeMS TPYIAHOIO
BCKapMiIMBaHus.  BeieactBue  OorpaHMYEHHOT0  YHMCiIa  KIMHUYECKHX U
SKCIEPUMEHTANIBHBIX JaHHBIX PEKOMEHI0BAaHO COOII0JaTh OCTOPOKHOCTH IPU
NPUMEHEHHUH Ha3albHOTo cripest «TusuH® Anepiku» y KopMamux keHumH. [pu
HEOOXO/IMMOCTH Ha3HAYEHMS TIPerapaTa B MepUO/| JIAKTALMHU CIIEIYET IPEKpPaTHTh

IpYJHOE BCKapMJIMBAHUE.

CIIOCOBb TPUMEHEHMUS U 1035l

WurpanasanbsHO B3pOCIIBIM M A€TIM crapiie 6 et 1o 2 1036l (100 MKT) B KaXk/Iblii
HOCOBO# X0/ 2 pasa B cyTKu. IIpuMeHeHHe mpemnapara cieiyer mpoao/KaTh 10
YCTPaHEHUs] CUMITTOMOB.

B city4ae BBIpaXKEHHOCTH CUMITOMOB MOXKHO TIPUMEHSTH 3 — 4 pa3a B CyTKH.
[TatmeHToB cliiesyeT npexynpeauTb 0 HeOOXOAMMOCTH 0CBOOOAUTE HOCOBBIE XOJIbI
TIIEpe/l UCTIOJIb30BAaHUEM CIIPEst U CJIeJIaTh B/IOX Y€pe3 HOC BO BPEeMS BBEICHMSI.
Ilepea mepBbIM NpPUMEHEHMEM CHATb 3AlMTHBIA KOIMAYOK M HECKOJIBKO pa3
Ha)KaTh Ha PacTbUIMTEIBHYIO HAcalKy 0 MOsBIEHUS o0iauka «TyMaHa». MaakoH
rOTOB K JIaJIbHEHIIEMY HUCITOJIb30BAHMIO.

Ilepen kaxabpiM npumeneHueM BCTpsixuBath uiakod. I[Ipemapar BabIXaTh uepes

HOC.
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IMOBOYHOE JIEMCTBHUE

Ouenp yacto (>1/10), gyacro (>1/100, <1/10), vewacto (>1/1000, <1/100), peako
(>1/10000, <1/1000), ouenn peako (<1/10000, BkIrOYas OTAEIbHBIE COOOILEHHUS),
YacToTa HEW3BECTHA (YacTOTa BO3HUKHOBEHUSI HE MOKET OBITh OLIEHEHAa Ha
OCHOBAHUU UMEIOIIUXCS JAHHBIX).

HexenaTeapHble  SIBICHUS, KOTOPBIE OTMEYAJIMWCh Y TAIMEHTOB B XOJ€

KJIMHAYECKUX MCCIIEIOBAHUMN

Hapywerus co cmopoHbl dceny0ouHo-KuueuHo20 mpakma: TOIHOTAa (4acTo).
Obwue paccmpoiicmea u HapyuieHUs 6 mecme 66e0eHUs: yCTAIOCTh, 00JIb B MeCTe
BBEJICHUS (YacTo), pa3Apak€eHUE B MECTE BBEJCHUS, CYXOCTh B MECTE BBEJICHUS,
OecroKOMCTBO (HEYacTo), JKEHHEe B MECTe BBEIACHMS, IUCKOM(POPT B MecTe
BBEJICHUS (PEIKO).

Hnpexyuonnvle u napazumapmsie 3a601e6aHus: CUHYCUT (4acToO).

Hapywenus co cmopoHvl HepeHoll cucmembi: TOJIOBHas 00Jib (OY€Hb 4YacTo),
COHJIMBOCTB, I'OJIOBOKpPYKEHHE (YacTo).

Hapywenus co cmopomnsi OvixamenvHou cucmemvl, OpeaHo8 2pyoHOU KIemKu u
cpedocmenus: 00lb B TJIOTKE M TOPTaHH, HOCOBOE KpOBOTEYEHHE (YacTo),
OJIBIIIKA, 3aJI0)KEHHOCTh HOCA (HEYacTo), OTEK CIM3UCTOM 000JI0UKU HOCa (PEIKo),
OpoHXxocMma3m, Kamieib (4acToTa HEM3BeCTHA).

Hapywenus co cmoponbl cepOya: OUIylIeHUEe cepaueOueHuss (HeyacTo),
Taxukapaus (peaKo).

Hapywenus co cmoponbsl opeana 3perus: OTEK BeK (4acTOTa HEM3BECTHA).
Hapywenus co cmopoHel uMMYHHOU cucmemsl: TUTNEPYYBCTBUTEIBHOCTD
(He4acTo), aHaUIAKTUIECKUE PEaKI|K (YacTOTa HEU3BECTHA).

[TocTperncTpallMOHHBIC JIAHHEBIE

Hapywenus co cmoponbsl cepoya: omynieHue cepaiedueHus, Taxukapaus (04eHb
peIKo).

Hapywenus co cmoponwsl opeana 3perus: 0TeK BeK (0Y€Hb PEJIKO).

Obwue paccmpoiicmea u HapyuieHus 8 Mmecme 66edeHUs: HeJOMOranue (He4acTo).

Hapywenus co cmoponvl ummynHou cucmemsi: aHaQUIAKTUYECKUE PEAKIIHH,
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TUIIEPYyBCTBUTEIBHOCTD (OYEHb PEJIKO).
Hapywenus co cmoporsl OvixamenbHOU cucmemsl, Op2aHo8 2pYOHOU KIeMKU U

cpeoocmenus: OpOHXOCTa3M, OJBIIIKA, OTE€K CIM3UCTON 000JIOYKH HOCA (OYEHb

peIKo).

MNEPEAO3UPOBKA

Cumnmombwi

Coo0wmennii 1Mo MoBojay Nepelo3UpOBKH JieBokabacTMHa He moctynaio. [Ipu
CllydallHOM IIpMeM€ BHYTPb BO3MOXHO CHW)KEHHE apTEpUaIbHOTO JIaBJICHUS,
TaxuKapausi, HeOObIIas ceaarus.

Jleuenue

B cinyyae npuema BHYTpbh MalMEHTY CJEAYEeT BBIMUTH OOJBIIOE KOIUYECTBO

JKUJIKOCTH, YTOOBI YCKOPHUTH BBIJICJICHUC JeBOKabacTuHa qepe3 MOYKHU.

B3AMMO/IEMCTBHE C APYI'UMHU JIEKAPCTBEHHBIMU
CPEACTBAMHU

B3anMoJelcTBUA ¢ alKOrojeM B KIMHUYECKUX HCCIIEIOBAHMAX HE OTMEYasoCh.
Taroke He OBLIO OTMEYEHO YCHJIEHMS JEHCTBUS aJKOTOJS WIM JHMa3ernaMa Ipu
MCII0JIb30BAaHUM OOBIYHBIX JO3MPOBOK HAa3aIbHOTO cripest « Tusun® Astepmku».
OnHoBpeMeHHOE — NpUMeHeHWe  MHrHOMTOpoB  mM30depmentoB  CYP3A4
KETOKOHA30/la WIM OJPUTPOMMIIMHA HE BIMSUIO Ha  (papMaKOKMHETHUKY
JeBOKabacTUHA MPU Ha3aJIbHOM BBEJICHUHU.

Bo3MoKHBIE MeCTHBIE B3aMMOJEHCTBUS C JAPYTMMH Ha3aJbHBIMH IperapaTaMu
U3y4YeHBbI HEJIOCTATOYHO, 32 UCKIKOYEHUEM B3aUMOJACHCTBHS C OKCUMETA30JIMHOM,
KOTOPBI  MOXET TPaH3UTOPHO CHIKaThb abcopOIMIo JieBOKabacTUHA TIpH

Ha3aJIbHOM BBC/ICHUH.

OCOBBIE YKA3AHUSA
Ecin iekapcTBeHHOE CPEICTBO MPUIILIO B HETOJHOCTh MIIM UCTEK CPOK IOJHOCTH,

HC BbI6paCBIBaﬁTe €ro B CTOYHBIC BO/IbI WJIM Ha YJIMILY. [Tomecture JICKApCTBCHHOC
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CpECACTBO B ITAKCT W IIOJIOXKHUTEC B MyCOpHBIﬁ KOHTeﬁHep. Ot MCEpBI IIOMOTYT

3aLIMTUTH OKPYKAIOIIYIO CPEy.

BJIMAHUE HA CIHHOCOBHOCTBH YIIPABJATH TPAHCIIOPTHBIMHU
CPEJACTBAMU, MEXAHU3MAMMU

Haszaneueiit crpeit «Tusun® Anepiku» B peKOMEHI0BAHHON 03¢ OOBIYHO He
OKa3bIBAE€T KJIMHUYECKU BBIPAKEHHOIO CEAaTUBHOTO AddeKkTta U HE CHIKACT
OBICTPOTY peakUMM [0 CpaBHEHHMIO ¢ I[UIanebo. B ciyyae BO3HMKHOBEHUS
COHJIMBOCTH HE CJIEAYET 3aHUMArTbCi MOTEHIMAIBLHO OINACHBIMU  BHIAMH
NCATEIbHOCTH,  TPeOYIOIMMHU  IOBBIIIEHHOIO  BHUMAaHUA U OBICTPOTEI

IICUXOMOTOPHBIX peaxum‘/'l.

®OPMA BBIITYCKA

Cripeii Ha3aIbHBIN 103UPOBaHHBIM, 50 MKI/1034.

ITo 10 M1 (100 no3) npenapaTa Bo (1akoH M3 MOJMITUIIEHA BEICOKOM TJIOTHOCTH C
pacrblUIUTE]IEM U 3alUTHEIM KOJIIAYKOM U3 MOJIMATUIICHA HU3KOM I10THOCTH. [0

1 dakoHy ¢ MHCTPYKIMEHT 10 IPUMEHEHUIO B KAPTOHHYIO MAUKY.

YCJIOBUS XPAHEHUSA
XpaHuTh IIpU TeMriepatype He Beime 25 °C.

XPpaHWUTh B HEIOCTYITHOM JIJIS JIETEi MECTE.

CPOK I'OJJHOCTH
2 rona.

He ucnons3oBarh Ipernapar 1o UCTECYECHUM CpoOKa roJJHOCTHU.

YCJIIOBUSA OTITYCKA

Otnyckatot 6e3 periernira.
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INPOU3BOJAUTEJIb

«IHccen ®@apmanestrka HB», benbrusi/Janssen Pharmaceutica NV, Belgium
PaKkTHYeCKHH ajgpec NPOU3BOACTBEHHON MJIOMAAKHA:

Turnhoutseweg 30, Beerse, 2340, Belgium/TypuxoytceBer 30, beepce, 2340,

benbrus.

BJIAJIEJIELL PETMCTPAIIMOHHOI'O YIOCTOBEPEHUSI/
OPIAHM3AIIMS, MPUHUMAIOILAS MPETEH3UU oT
NMOTPEBUTEJIEM:

00O «JIxoHcon & JxoHcon», Poccus,
121614, r. Mocksa, yi. Kpeinarckas, a. 17, kopi. 2, tenr. (495) 726-55-55.

Crapuimii crienuasIieT o peructparus =/,

) / o \ JO.A. KymckoBa
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