S MOOSE TS fof-

MMWHUCTEPCTBO 3JIPABOOXPAHEHU ST POCCUMCKOM d)'é}J;EPAL[I/H/I

NMHCTPYKIMA
1O MEAUTITUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI O ITPEITAPATA
TABEI'JI
Perucrpanmonnstii Homep: [T N008878/01
Toprosoe HanmeHoBaHue: Taperun
Me:xayHapoaHoe HeaTeHTOBAHHOE WU IPYNIHPOBOYHOE HAUMEHOBAHUE: KIIEMACTHH
Xumugeckoe HazBaHue: (2R)-2-(2-((R)-1-(4-xnopdenmn)-1-pernnaTorcu)aTemn)- 1-
Metunnupponuaul (E)-Oyrenauoar
JlexapcTBennas ¢opma: TadIeTKA
Cocras Ha 1 Tabierky:
Heticmsyrowee sewyecmeo — 1,340 mr knemactuna runpodymapara (B mepecuere Ha 1| M KIeMacTH-
Ha).
Bcnomozamenvuvie sewgecmsa: maraus creapar — 1,200 mr, moBugon — 4,000 mr, tansk — 5,000 mr,
Kpaxmail KyKypy3Hbiid — 10,800 mr, maxto3sl Mororupat — 107,660 wmr.
Onucanue
Kpyrisle, mnockue TabaeTky GeI0ro MM IOYTH OeNoro mBeTa cO CKOIIeHHOH Kpomkoi. Ha omoi
CTOpOHE TabJIeTKH pucka u rpaBupoBka «OT.
®apmakoTepaneBTHYECKAS TPyNIIa
[IpoTuBOamIeprudeckoe CpeacTBo - Hi-rucTaMHHOBBIX PEIerTOPOB OIOKATOP.
Kox ATX: RO6AA04.
®apmakoiorudecKue CBoMcTBa
DapmakoOuHaMuKa
Hi- rucraMuHOBBIX penenTopoB OIOKAaTOP, OTHOCHUTCS K AHTUTHCTAMUHHBIM CPEJCTBAM T'PYIIIEI
OeHs3TuApUIIOBEIX 3GHupoB. OONaNaeT CHIBPHBIM aHTHIHCTAMHHHBIM M ITPOTHBO3YAHBIM 3P (EKTOM C
OBICTPBIM HAaYaJIoOM AEHCTBHS U IPOJODKHTENBHOCTRIO 10 12 4acoB, MpeaymnpexaaeT pasBuTHE Ba3o-
IUIIATALAU ¥ COKPAIIEHUS TTaJKAX MBI, HHAYITHPYEMBIX THCTAMUAHOM.
O6iramasd MpOTUBOAIIEPIUYECKUM JIeHCTBUEM, CHI)KACT IIPOHHUIAEMOCTD COCY/IOB, KAUILIIPOB, TOP-
MO3HT 3KCCyJanuio U (OpMHpPOBAaHHE OTEKa, YMEHBINAECT 3yI, OKA3bIBACT M-XOJMHOOIOKHPYIOIIUA
sddexr.
DapmaKkoKuHemuKka

Bcacwvisanue
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ITocite mpreMa BHYTph KiemMacTuHa ¢ymaparT (KJIeMacTHH) IIOYTH IIOJHOCTHIO BCACHIBAETCS U3 JKEILY-
JOYHO-KHUIIEIHOr0 TpakTa. MakCHMaTbHbIe KOHIIEHTPAIMH B IIa3Me KPOBHM OCTHTAIOTCS depes 2—4
yaca. AHTUTHCTAMMHHOE JICHCTBHE IIperiapara JIOCTUraeT MaKCuMyMa uepe3 5—7 4acoB; Kak IIPaBUIIo,
ad ekt coxpansiercs 10 10—12 yacoB, B HEKOTOPBIX CIydasx /10 24 4acoB.
Pacnpeoenenue
Cas3b ¢ OeKaMu TUTa3Mbl KpOBH cocTaBisieT 95%.
Memabonusm
KiemacTun mojBepraeTcsl 3HaUUTEIFHOMY METa00Iu3My B [IE€UEHHU.
Buvigeoenue
BriBesienue u3 mia3smsl AByx(asHoe, COOTBETCTBYOIINE EPUOIBI TOYBBIBEJICHAS COCTABIAIOT 3,6 £
0,9 g u 37 £ 16 4. MeTaOONHUTHI BBIBOIATCS B OCHOBHOM Toukamu (45 - 65%); Hen3MeHEHHOE aKTHB-
HO€ BEIECTBO OOHAPYKUBAETCS B MOYE JIUIIH B CIIEJJOBBIX KOJIMYECTBAX.
B mepuoa rpyaHOTO BCKapMIIMBaHUSI HEOONBIIOE KOJIMYECTBO KIEMAaCTHHA MOXKET IIPOHUKATH B Py -
HOE MOJIOKO.
IMoka3zanusi K MPUMeHEHHIO
— TlomnmHo3 (CeHHAas TUXOPaKa, B TOM YHCIE allJIeprHuecKuil pHHOKOHBIOHKTHABUT);
— Kpanuauia pa3nuyHOT0 MPOUCXOXKICHHUS;
— 3yn, 3yAdIIue 1epMaTo3bl;
— Ocrtpas ¥ XpOHHYECKas 3K3eMa, KOHTAKTHBIA JePMATUT B KAUeCTBE BCIIOMOIaTEIbHON TEpaIuH;
— JlexapcTBeHHast ayuieprus B KauecTBE BCIIOMOTaTEIIbHON Teparuu;
— VYKychl HACEKOMBIX.
IIporuBonmokazanus
— I'urepuyBCTBATENBHOCTh K KIEMACTUHY WM JPYTUM HHIPEIUEHTaM IIperapara, a Takke K
CXOIHBIM aHTUTUCTaMUHHBIM IIperapaTam,
— OEpeMEeHHOCTb,
— IEPUOJI IPYTHOIO BCKapMIIMBAHHUS,
— IpueM HHTHOUTOPOB MOHOaMUHOKcUIa3bl (MAO),
— 3a0oJieBaHMsI HUKHUX JIBIXATENbHBIX IyTeH (B TOM 4dHciie OpOHXUATBHAS acTMa),
— nopdupus,
— JIeTCKHIi BO3pacT 210 6 JeT (JUIs TaHHOM JIeKapcTBEHHON (HOPMBI),
— nedHUINT JTaKTa3Hbl,
— HENMepeHOCUMOCTB JIAKTO3EI,

— TJIFOKO30-TallaKTO3Has MallbabcopOuus;
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— TOXHUIBIE TTAITUEHTEL.
C 0CTOPOXKHOCTHIO
CrejyeT IpeBapuTeNbHO MPOKOHCYIBTHPOBATECS C BPAdoM, €CId y Bac ofHO 13 MEPEUHCICHHBIX
3a00JIeBaHu# / COCTOSHUM:

— DnmIIerncus Wi CyI0pord B aHaMHE3¢;

— CreHo3upyromas g3Ba XKelyaKa,

— TIunopojayoieHabHas 00CTPYKITHS,

— OO6cTpyKUus MIEHKH MOYEBOTO ITy3bIpS,

— T'umeprmasus Mpe/ICTaTelbHOM JKeIIe35l, COMPOBOMIAIOIICHCS 3aJePKKOU MOYH,

— TloBplIIeHHOE BHYTPUIIIA3HOE JaBIICHUE,

— 3aKpBITOYTOJIbHAA ITIayKoMa,

— T'uneptupeos,

— 3aboneBaHus CEPIEYHO-COCYUCTON CHCTEMBI, B TOM YHCIIC apTEPHAIbHASA IHIICPTCH3ML.
IpuMenenue Npu 6epeMEeHHOCTH H B IIEPHO/X IPY/THOT0 BCKAPMIIMBAHU
DepmunbHocmb
Kunuueckye NaHHBIE IO BIMAHUIO KJIeMAcTHHA Ha (PePTUABHOCTE y MY)KYHH H JKEHIIUH OTCYTCTBY-
1oT. VIMeromuecs JOKIMHAYECKUE TaHHbIE BBIBAJIA OTCHI[HATBHOE HEOIaronpusTHOe BO3ACHCTBUE
Ha MYXCKYIO (PePTHIBHOCTD IIPH J03€, HPEBHINAIOIIEH KIMHUYECKYIO 103y Ul IPAEMa BHYTPb Y JIHO-
TIei.
bepemennocmo
JlocTaTouHbIe JaHHBIE [0 IIPEMEHEHHIO KIEMacTHHA y OepEeMEHHBIX JKEHIIHH OTCYTCTBYIOT. [Tpume-
HEHHMe IIperapara IIPOTHBOIOKA3aH0 Y O€pPEMEHHBIX XKCHIIHH.
Ilepuoo 2pyono2o 6CKapMIUBAHUA
AHTHTHCTAMAHHBIC TIPEIapaThl MOTYT BBIIEISTBCS ¢ IPYAHBIM MOJIOKOM M OKa3bIBaTh BO3JCHCTBHE HA
pebenka. KiemactrHa ¢ymapaT IPOTHBOMOKA3aHO IPUMEHATE Y KOPMAIIMX JKCHIIHH.
Cnoco6 npuMeHeHus M 1035l
JInst mpuema BHYTPE.
He npesblimaiiTe peKOMEH/[0BAHHOM 103!
IIpemapar IpUMEHSIOT BHYTPb IIEPe]l IPUEMOM ITHIIH, 3aIHBask BOLOH.
Bspocnwie u demu cmapute 12 nem: mo 1 Tabnetke (1 mMr) yrpom u Bedepom. ITo pexomen/ianum Bpasa,
CyTOYHAs 7032 MOXET COCTABUTH JI0 6 TabmeToK. MakcumanbHast OZHOKpaTHas /1033 He JOJDKHA IIpe-
BBIMIATE 2 TAOJIETOK Ha OJ(UH IIPUEM.

Jlemu 6 6ospacme om 6 00 12 nem: 1o 2 - 1 TabieTke yTpOM U BEIEPOM.
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Ilo6o4HoOE NeiicTBHE

HuskenepedynciieHHbIe HeXelaTelbHble PEAKI[MX BBISBIECHBI CIIOHTAHHO B XO/I€ MOCTPETHCTPAHOHHO-
ro MPUMEHEHUS [IperapaTra.

HexxenarelbHble PEakIiy KIaCCU(PHUIUPOBAHEI II0 CHCTEMaM OPraHM3Ma M B COOTBETCTBHHU C JaCTO-
Toil paspuTHs. YacroTa pasBHTHs HEXENATEIBHBIX DPEaKIMH OIpenenseTcs CIeMyroIuM 00pasoM:
ouenp gacto (> 1/10), wacto (> 1/100 u <1/10), meyacro (> 1/1000 u <1/100), peaxo (= 1/10 000 u
<1/1000), ouens peaxo (<10 000), gacToTa HEM3BECTHA (YACTOTA HE MOXKET OBITH OLICHEHA, HCXO/IS U3
AMEFOIUXCS TAHHBIX ).

Hapywenus co cmoponbl HepEHOU CUCHEMBL:

Yacmo: TIOBBIIEHHAS YTOMISIEMOCTh, COHJIMBOCTD, CeaTUBHBIA 3 (eKT, c1aboCcTh, OLIYyILIEHHE yCTa-
JIOCTH, 3aTOPMOYKEHHOCTb, HapyIIECHNE KOOPANHALIUY JBYKEHHN;

Heuacmo: ToOOBOKPYXEHHE;

Peoxo: ToioBHas 60k, TPEMOpP, CTUMYIHpYyIOIiee aeiicTBre (00BIYHO y JieTei): 0ecrnoKoMCTBO, mo-
BBITIEHHAA Pa3IPAXKUTETLHOCT, BO30YK/CHHE, HEPBO3SHOCTh, OECCOHHMIIA, UCTEpPHs, dHopus, Tpe-
MOD, CYJIOPOTH; TapeCTEe3UH, HEBPUT.

Hapywenus co cmoponbl j#ce1y004HO-KUe4H020 mpaKkma:

Peoxo: nucrienicusi, TOIMMHOTA, PBOTA, FACTPAIITHS, CyXOCTh BO PTY;

Ouenv peoko: 3amop.

OTnepHBIE CITy9ad CHUKEHUS alllIeTUTa U THAPEX.

Hapywienusa co cmopoHbsl 0p2ana 3peHus:

Peoko: HapyleHHE YETKOCTH 3PUTEIBLHOIO BOCIIPUATHUS, TUILIOIHS.

Hapywenus co cmopoHsl 0p2ana ciyxa U 1a0upuHmmnble HQpyuieHusA:

Peoko: ocTpblit TaOUPUHTHT, IIYM B yIIaX.

Hapywienus co cmopoHsl no4ex u Mo4e6bl600AuWUX NYmeli:

Ouenb pedxo. yJallleHHOE WK 3aTPyIHEHHOE MOYEHCITYCKaHHE.

Hapywenus co cmopoHbl 0bixamenvHol cucmembl, Op2aHO6 2pPYOHON KNEMKU U CPEOOCMEHUA:
Peoko: crymenue 6pOHXHATBHOTO CEKpeTa U 3aTpyAHEHHE OTXO0XK/IEHU MOKPOTEL, OIIYIICHHE TaBie-
HUS B TPYJHOM KJIETKE, HApyIIEHUE JBIXaHUs, 3a7I0)KEHHOCTE HOCA.

Hapywenua co cmopoHbst cepoeuno-cocyoucmou Cucmemol:

Peoxo: camKeHre apTepruaIbHOTO JaBIeHHs (Jalle Y MOKHUIBIX IallMeHTOB), SKCTPACHCTOIIHSL.

Ouenv pedxo. TaXuKapaus.

Hapywienus co cmoponst Kpogu u 1umM@Pamuieckoi CUCHeMbl:

Peoxo: remonmTryeckas aHeMHusl, TPOMOOIIUTOIICHHUSI, arPaHyJIONHUTO3.

Hapywenus co cmopoHsl Kodcu U NOOKOHCHBIX MKAHEU:
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Peoko: xoXxHas CBIIIb.

Hapywenua co cmopoHbl UMMYHHOU CUCHIEMbL:

Peoxo: peakiuu THIepYyBCTBATENBHOCTH (CHIIb, OJBIIKA, aHA(QUITAKTHYECKUH ITI0K).

Ecnu mr00ble U3 yKa3aHHBIX B MHCTPYKIUHU MOOOUYHEIX 3(dexToB ycyryOmsores, wim Bel 3ameTunu
mo0kIe Apyrre mo0odHbIe 3P PEKTHI, He YKa3aHHbIC B HHCTPYKIIUH, COOOITUTE 00 3TOM Bpady.
Ilepexo3upoBka

Cumnmonmbl.

[Tepemo3upoBKa aHTUTHCTAMUHHBIX CPEJICTB MOXKET MPUBOJIUTH KaK K YTHETAIOIEMY, TaKk ¥ K CTHMY-
JEPYIOMIEMY NEHCTBHUIO Ha [EHTPAILHYIO HEPBHYIO CHCTEMY, MOCIIE/IHEE Yalle HaOIo1aeTcs y JAeTei,
HaIpUMep, CHUKEHUE YPOBHS CO3HAHUS, BO30YIUMOCTD, TAJUTIOIMHAIIMK WK CyA0pord. Taxxe MoryT
pa3BUBATHCS SIBJICHUS] aHTUXOJIMHEPTUUECKOTO AEHCTBUS: CyXOCTh BO PTY, GUKCHpOBAHHOE paciIupe-
HUE 3paykKOB, «IPWJIMBBDY KPOBH K BEpXHEH I10JIOBUMHE Tela, HapyIIEHHUs CO CTOPOHBI XKEIyAOYHO-
KHINEYHOTO TpakTa (TOIIHOTA, OOJIH B SIIUTACTPHUH, PBOTA), TAXUKAP T

Jleuenue. Jleuenve COCTOUT B CHMIITOMATHYECKOH Teparvu U B COOIIOJIEHIH PEKOMEH AN CIielra-
JTU3UPOBAHHBIX MEIUIMHCKUX yupexaeHuil. Ecnu y manuenTa pBoTa He BO3HUKIIA CIIOHTAHHO, TO €€
CJIeJTyeT BBI3BaTh UCKYCCTBEHHO (TOJIHKO B TOM CIIydae, €Clii Co3HaHHue OOJIbHOTO CoXpaHeHo). Eciu ¢
MOMEHTa IpUeMa Ipenapara Ipoluio 3 yaca WiId 4yTh 0OJbIIe, HEOOXOIUMO IPOBECTH TPOMBIBAHHE
xKelysika ¢ ucnoipzoBanueM 0,9% pacTBopa XJIopuaa HATPUs ¥ aKTUBUPOBAHHOTO YTiis. MOXHO Tak-
K€ Ha3HAYUTh COJIEBOE CIa0UTEIbHOE.

B3aumoneiicTBue ¢ APYrumMu JeKAPCTBEeHHBIMH MpenapaTaMu

IIpenapaTr ycunuBaer JeHCTBHE JIEKAPCTBEHHBIX CPEICTB, YTHETAIOIMUX IEHTPATBHYIO HEPBHYIO CH-
cTeMy (CHOTBODHBIX, CETaTUBHBIX, aHKCHOJIUTUKOB, aHTHJICIIPECCAHTOB, OMUOUIHBIX aHATBI€TUKOB),
M-XOJIIMHOOIIOKATOPOB, & TAKXKE aJIKOTOJIA.

HecoBmecTum ¢ 0/1HOBpeMEHHBIM TIpHeMOM HHTHOUTOPOoB MAO.

ITockonpKy KiIeMacTHH 00JagaeT aHTHXOIMHEPIUYeCKOW aKTUBHOCTBIO, JIEHCTBHE HEKOTOPHIX aHTH-
XOJIMHEPIUYECKUX TMpernaparoB (HapuMmep, aTpOlMH, TPUIUKIAYECKHE AaHTHJIEIPECCAHThI) MOXKET
YCHIIUBATHCS.

Oco0bie yxazanus

[Tpemapar cosepKuT JaKTO36I MOHOTHApAT. [lalieHTaM ¢ peIKUMU HacIeICTBEHHEIME HapyLIEHUIMU
HEIIEPEHOCUMOCTH TajJaKTO3bl, OOINel IaKkTa3HOM HEIOCTATOYHOCTHIO HIIM IUIFOKO30-TalaKTO3HOM
ManpabcopOImeli MPOTHBONOKA3aHO IPUMEHSIT TaHHBIH JIeKapCTBEHHBIN Mperapar.

Jlns mpenoTBpalleHnsT NCKaKEHUS Pe3yIbTaTOB KOXKHBIX CKapH()UKAUOHHBIX MPOO HA allICPreHbI
IpenapaT HeoOXO0AMMO OTMEHHUTS 3a 72 9 0 MPOBEICHUS aJUIEProJIOrHIECKOT0 TECTUPOBAHMS.

Bnusiaue Ha criocoGHOCTH YIIPABJSITH TPAHCTIOPTHHIMHE CPEICTBAME M MEXAHH3MAMU
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Knemactun 00jamaeT HE3HAYUTENLHBIM CeIaTUBHBIM 3¢ dekToM (0T ¢1aboro 0 yMEPEHHOro 10 HH-
TEHCUBHOCTH), IIO9TOMY JIUIaM, IPUHHAMAIOMMM TaBerus, peKOMEHIYETCs BO3JIEPKHBATHCS OT BO-
KJIEHHs] TPAHCIIOPTHBIX CPEJICTB, pabOThI ¢ MEXaHU3MaMH, & TAKXKe OT IPYIHX BUIOB JICATEIHHOCTH,
TpeOYIOMUX MOBBIIEHHOH KOHIEHTPAIMH BHUIMAHHS U OBICTPOTHI ICHXOMOTOPHBIX PEaKIUH.

®opmMma BBIIIYCKA

Tabnerku 1 mr.

ITepBrynas yImakoBKa

[To 5 wimm 10 Tabnerox B Guuerep U3 komOuHupoBanHoro Marepuana (IIBX/TIBX/Amomunnesas
domasra).

Bropuunas yIiakoBKa

ITo 1, 2, 3 wiau 6 GIMCTEPOB ¢ UHCTPYKIUEH 110 IIPUMEHEHHUIO B KAPTOHHYIO a4YKy.

YciaoBus XxpaHeHus

[Tpu temmepatype He Boime 30° C.

XpaHHUTh B HEJIOCTYITHOM JIJIS IeTed MecTe.

Cpoxk rogHocT

3 rozma. He ucmonp30BaTh MOCHE AaThl HCTEYEHUS CPOKA F'OJHOCTH.

YciaoBus oTmycka

Otnyckarot 6e3 penenra.

IOpuanyeckoe JUI0, HA UM KOTOPOT0 BHIIAHO PEerHCTPAIMOHHOE YI0CTOBEpEeHHE, H OpraHu3a-
Hsi, NPUHAMAIOIMAS MPeTeH3un Ha TeppuTopuu Poccuiickoii Penepanum:

AO «I'makcoCmutKistitn Xenckepy.

123112, r. Mockga, IIpecuenckast HabepeskHad, 1. 10.

Temn. 8 (495) 777-98-50;

daxc 8 (495) 777-98-51

Tenedon 6ecnnarnoit «I'opsaeii aamm»: § 800 333 46 94.

E-mail: rus.info@gsk.com

IIpomsBoauTen:

®amap Uramus C.a1.A., Uramus / Famar Italy S.p.A., Via Zambeletti 25 [-20021 Baranzate di Bollate,
Milano, Italy.
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ToBapHBIi 3HAK IpHHAIEKAT WK HenonbiyeTes [ 'pynnoit Komnanuit I'makcoCvutKisiin.
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Crienuanuct o perucTpammm

AO «I'maxcoCmutKsita Xenckep» A.H. I'ma3koBa




